COOTBETCTBYET 2KCNEPTHOMY OTYETY

OBILASI XAPAKTEPUCTHKA JIEKAPCTBEHHOPOTIPEITAPATA
(MOCIEQOBATENBHOC T 0018)

1. HAMMEHOBAHHME JIEKAPCTBEHHOI'O ITPEITAPATA

[Iponopan, 50 Mr, TaGIETKH € IPOJIOHTUPOBAHHBIM BHICBOOOXKICHUEM, TOKPBITHIE 000JIOYKOA.

2. KAYECTBEHHBIN 1 KOJJMYECTBEHHBII COCTAB

JlelicTByo11ee BeIeCcTBO: MUPUOE L.

Kaxxnas TabneTka ¢ MpoJOHTMPOBAHHBIM BBICBOOOXKICHHEM, TIOKPBITasi 000JI0UKOM coaepkuT 50 Mr
nupude A,

BcnomorarenbHble BelecTBa, HaJIMYME KOTOPBIX HAJO YYHMTHIBATh B COCTAaBE JIEKAPCTBEHHOTO
npenapara: Kaxjaas TabjgeTka C NPOJOHTMPOBAHHBIM BBICBOOOXAEHUEM, IMOKpPBITas 000JI0UYKON
COJIEP’KUT caxapo3y U Kpacutenb nyHUOBBIN [[Tonco 4R] (E124) (cm. pa3aen 4.4.).

[TonHbI cIMCOK BCTIOMOTATENBHBIX BEIIECTB MPUBEJICH B pasnene 6.1.

3. JIEKAPCTBEHHAS ®OPMA

TabneTku ¢ MPOIOHTUPOBAHHBIM BBICBOOOXKICHUEM, TIOKPHITHIE 000JIOUKOH.

Kpyrnbie nBOSIKOBBIMYKIIbIE TaOJETKH, TMOKPBITBIE O000JIOYKOHM, KpacHOro IBera. JlomyckaeTcs
HE3HAUUTENIbHasT  HEOJHOPOAHOCTh  OKpAIIMBAaHUS, CTEMEHM IJISIHIEBOCTH M HaJW4Me

HC3HAYNTCIIbHBIX BKpaHJ’IeHHﬁ.

4. K/IMHUYECKHUE JAHHBIE
4.1. Tloxka3aHusi K NPUMEHEHUIO

HpOHOpaH MNPUMCHACTCA OJIA JICUCHU 0ose3Hu HapKHHCOHa Y B3pOCJIBbIX MTAaMUCHTOB B BO3PACTC OT

18 ner:
° B BHJIC MOHOTEPAITHH,
° WM B KOMOMHAIIMY C TIpenapaTaMu JIEBOIOMBI, B Hadase 3a00JI€BaHMsI HITH TTO3KE.

4.2. Pexum 103UPOBAHUS U CIIOCO0O NPUMEHEHHUSA

PexxuM 1o3upoBaHusa

bosiesns [TapkuHcoHa:

. monotepanus: oT 150 1o 250 mr (ot 3 1o 5 TabieToK) B IeHb, Pa3/eNuB HAa 3 — 5 IPHUEMOB B
JICHb;
. B KOMOHWHANNHU ¢ npenaparamu jieBogomsl: 100 — 150 mr (2 — 3 TabneTkn) B IeHb, pa3/IeIiB Ha

2 — 3 mpuemMa B JICHb.
HyHble 103bI clegyeT OOCTUraTh MOCTENEHHO: 103y YBEIWYHMBAIOT IO OJHON TallleTKe C

MHTEPBAJIOM MEX]y YBEJIIMUEHUEM OT 3 AHEH 10 2 HelleIb B 3aBUCUMOCTH OT COCTOSIHUS MallueHTa 1

1
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THEH.

IIpekpalenue JeueHus

Peskoe MMpEKpalICHUC TCPAIIUU ArOHUCTOM ,Z[O(I)aMI/IHepFI/I‘-IeCKI/IX PEUCIITOPOB CBA3aHO C PHUCKOM
Pa3sBUTHUA 3JI0OKAYCCTBCHHOI'O HCFIpOJIGHTH‘-IGCKOFO CUHApOMaA. Bo wusbexxanue 3TOro CJICOyCT
CHMXXATb O03Yy nnpn6ezmna IIOCTCIICHHO, 10 IIOJTHOM OTMCHEL.

PaccTpoiicTBO IPUBBIYEK U BICUEHUN

Bo u3bexxanue pucka BO3HUKHOBEHHS PACCTPOWCTB NMPHUBBIYCK M BIICUCHHI CIIEIyeT Ha3HA4YaTh
HAaUMEHBINYI0 3((HEeKTHUBHYIO 03y JIEKApCTBEHHOTO mpemnapara. [Ipu BO3ZHUKHOBEHUHU IMOIOOHBIX
CHUMIITOMOB HGO6XO)II/IMO PACCMOTPETHL BOMMPOC O CHMIKCHUHU OO3bI WJIN IMOCTCIICHHOM ITPCKPAIICHUN
Tepanuu npenaparom (cMm. pazaen 4.4.).

Oco0nIe I'pYHIIBI MAIIMCHTOB

IHayuenmel ¢ Hapywenuem GyHKYUU NOYEK UIU NedeHU

UccrnenoBanmnii mpuMeHeHHsT THpUOEMIA Yy TAaHHOW TPYMIBI MAIMEHTOB HE MPOBOIWIOCH. Y
NAllMEHTOB C HapylleHHMeM (YHKIMM IOYeK WIM IeYeHH NUPUOeAMs clelyeT MPUMEHSTh C
OCTOPOKHOCTBIO.

Jlemu u noopocmku

bezonacHOCTh M 3P PEKTHBHOCTh NMpHUMEHeHHs Npenapata [IpoHOpaH y meTeil W MOAPOCTKOB B
Bo3pacte 70 18 neT (BKIIOUYNUTETHHO) HE YCTaHOBJICHBI. JlaHHBIE OTCYTCTBYIOT.

Cnocob OIPUMCHCHUA

BnyTps.

TabneTku mpoTrIaThIBaIOT, HE Pa3KEeBHIBAs, 3aIMBasi IOJIOBUHOW CTaKaHa BOJIbI, B KOHIIE €/IbI.

4.3. IlporuBonoka3zaHus

- T'unepuyBcTBUTENBHOCTh K NUpHOEAMIY WIM K JIOOOMY U3 BCIOMOraTeNbHBIX BEIIECTB,
NEpPEUHCIICHHBIX B pa3zene 6.1.

- Konnarc.

- Octpas cragus nHpapKTa MHOKapa.

- CoBMeCTHBIN TIpHEM C HEepoaenTuKaMu (KpoMe Kiio3arnuHa) (cM. pazzaen 4.5.).

- [lerckuii Bo3pact 110 18 seT (B CBSA3M C OTCYTCTBHEM JAHHBIX).

4.4. OcoOble yka3aHHsl M MepPbl IPEAOCTOPOKHOCTH NIPH NPUMEHECHU U

BHe3anHoe 3aceiianue

Y HEKOTOpBIX MalUeHTOB (0COOEHHO y OonbHBIX Ooisie3Hbio [lapkuHcoHa) Ha ¢oHE mTpHeMa
nUpUOEIUIIa HHOT/Ia BHE3AITHO BO3HUKACT COCTOSHUE CHIILHOW COHJIMBOCTH BIUIOTH J0 BHE3AITHOTO

3aChbIIIaHUA.
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WJIn BO3HHUKAIOIICE Oe3 NpEeAMICCTBYIOIUX CHUMIITOMOB, HAOITIOAACTTCH lﬂpdl/lﬂc PCAKO, HO, TCM HT
MEHee, IMaIMEeHTHI, YIIPABJISAIONINE aBTOMOOMIIEM H/WTu paboTaroiue Ha 000py10BaHUU, TPEOYIOIIEM
BBICOKOM CTETIEHH BHUMAaHUS, JOJKHBI OBITh MPEAYIPEKICHBI 00 3TOM.

[Ipn BO3HHKHOBEHHH TMOJOOHBIX PEAKIUN TMAIMEeHTHl JOJKHBI OTKAa3aThCS OT YIPABJICHUS
aBTOMOOWIEM W/Win paboT Ha 000pyAOBaHHUHU, TPEOYIOMIEM BBICOKOH CTeneHH BHUMaHUs. Kpome
TOT0, HEOOXOAMMO PaCCMOTPETH BOIPOC O CHUYKEHHUHU J103bI MUPHUOEIIIIa WU TPEKPAILlEHUU Teparuu
JTaHHBIM TIPETapaToM.

ODTOCTaTI/I‘-IeCKaSI THUIIOTCH3UA

W3BecTHO, 4TO aroHUCTHI JopaMUHa HAPYIIAOT CUCTEMHYIO PETYJISLUI0 apTepUaIbHOrO JIaBICHMS,
B PE3YJIBTATE YEr0 MOYKET Pa3BUThCS OPTOCTATHYECKAsl TUIIOTEH3HU.

PexomeHtyeTcss KOHTPOIMPOBATh apTepHAIbHOE JJaBJIEHUE, OCOOCHHO B Hayaje JICYEHUs], B CBSA3H C
OOIMIMM  PHUCKOM  Ppa3BUTUS  OPTOCTATUYECKOH  TUIOTEH3UHM, CBA3aHHOW C  IPUEMOM
no(haMUHEPrUYeCKUX MpenapaToB.

VYuuteiBasg BO3pacT MOMYJISILMHU, NOTyYarolled Tepanuio MUpUOEIUIIOM, CIeyeT YUYUThIBaTh PUCK
naJIeHui, KOTOpbIe MOTYT OBITh BbI3BaHbI BHE3AITHBIM 3aChINIAHUEM, TUTIOTEH3UEH UITH CITyTAHHOCTBIO
CO3HAaHUA.

PaccTpolcTBO IPUBLIYEK U BICUEHUN

[TareHTHl TOJDKHBI HAaXOIWTHCS TOA HAOMIOACHWEM JUIS BBISBICHHS Pa3BUTHS PACCTPOMCTBA
TIOBE/ICHHSI.

[ManmeHTsl W JNWIA, OCYMIECTBISIONMIAE YXOMA, IOJKHBI OBITh TPEIYNPEkKIACHBI O BO3MOXKHBIX
CUMITOMAax pacCTPOMCTBAa HPUBBIYEK W BICUYEHUN (CKIOHHOCTh K a3apTHBIM HUIpaM, YCHUJICHHE
MO0 M TUNEPCEKCYalbHOCTh,  HABS3YMBOE  OJKEJIAaHWE  JeNaTh  NOKYNKH |
nepeeaHne/KOMITYIbCUBHOE TIEpee/laHne) TpH TMpPHEMe aroHWCToB godaMuHa, B TOM YHCIE
nupubenwia. [Ipy BOZHUKHOBEHHH MOJOOHBIX CHMIITOMOB HEOOXOAMMO PAacCMOTPETh BOIPOC O
CHHKCHUUN IIO?)BI/HOCTGHGHHOM NpCKpalCHUN TCpallu MpernapaToM.

PaccTpolicTBa 1oBeeHUS

Coobmanoc 0 ciay4yasx paccTpoicTBa TIOBEIECHUS, KOTOpble ObUIM CBSI3aHBl C TaKUMHU
HPOSIBICHUSIMH, KaK CITyTaHHOCTh CO3HaHMs, BO30YXICHHE, arpeccusl.

[Ipy BO3HMKHOBEHUH IMOJOOHBIX CHMITOMOB HEOOXOAMMO PacCMOTPETh BOMPOC O CHIDKECHUH
JI03BI/TIOCTETICHHOM TIPEKPAIIEHUH TEPAITUH IIPETIapaToOM.

IIcuxoTHYECKHE PACCTPONCTBA

ATOHHCTHI ,I[O(I)aMI/IHa MOTYT BbI3BaThb UJIN YCUJIIUTDH IICUXOTUYCCKUC paCCTPOI\/’ICTBa TaKHuC, KaK 6pezl,

JeIUpUi U rajutioruHanuu (cm. pazaen 4.5.).
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IIO3I)I/HOCTGHGHHOM MPCKpallCHUN TCpaIllU IMPCIrapaToM.

JlckuHesus (IBUraTeIbHbIE PACCTPONCTBA)

VY manueHToB ¢ mporpeccupytoniei 6osesnpto [lapkuHcoHa Ha (hOHE IpUEMa MPEnapaToB JCBO OB
B Hayaje TUTPAIUH J103bl MUPUOCIUIIA MOKET Pa3BUTHCS JUCKUMHE3Ws. B 3ToM ciyuae ciemyer
CHU3UTH JI03y HpUOEIHIA.

3J10Ka4YeCTBEHHBII HEHPOIENTUYESCKAN CHHIPOM

Coo01manoch 0 CUMITOMAX, CXOKHUX CO 3J0OKAYECTBEHHBIM HEWPOJIENTUYECKUM CHHAPOMOM, IpHU
pe3Koil oTMeHe 1opaMUHEPTUYeCKUX MpenaparoB (cM. pa3aen 4.2.).

Tlepudepnueckne oTeku

Co001manock 0 BO3HUKHOBEHUH TMIepUPEpHUECKUX OTEKOB Ha (JOHE Tepanuu aroHucTaMu AodamuHa.
DT0 cneAyeT YYUTHIBATh IPU HA3HAYCHUH MUPUOEIUIIA.

BcrnioMorarenbHbBIE BEIIECTBA

B cBsi3u ¢ TeMm, 4TO B COCTaB mpernapara BXOJIUT caxapo3a, MalMeHTaM C HEMepPeHOCHMMOCTHIO
(GpPYKTO3bI, TJIIOKO3bI WM TaJaKTO3bl, @ TAKXKE MallMeHTaM ¢ ACPUIMTOM caxapas3bl-u30MalbTa3bl
(peaxoe HapylieHHEe OOMEHA BEIECTB) MpenapaT NPUHUMATh HE PEKOMEHIYEeTCsl.

Kpacurens nynnossiii [[Ionco 4R] (E124), Bxoasuuii B cocTaB npenapara, y HEKOTOPbIX MallUEHTOB
MOBBIIIACT PUCK PA3BUTHUS AIDICPTUUICCKIX PEAKIIHA.

[Ipenapat IIponopan conepxxkut menee 1 Mmounb (23 mr) HaTpust B 1 TaGneTke, TO €CTh 10 CYTH HE
COJICPKUT HATPUA.

4.5. B3aumopeiicTBHe ¢ JAPYrMMH JIeKAPCTBEHHBIMHM TNpenapaTamMu U Jpyrue BHJbI
B3aUMOAeHCTBHS

o B CBSI3H co B3aMIMHBIM AHTarOHU3MOM MEXITY nogaMHHEPrHIECKUMU
MIPOTUBOTIAPKMHCOHUYCCKUMHE TIperapaTaMi U HEUPOJENTHKAMH, OJHOBPECMCHHOE Ha3HAYCHUE C
HEHpOJICTITUKaMU (3a UCKIIIOUCHHUEM KJI03alHa) MPOTUBOIIOKAa3aHo (cM. pazzaen 4.3.).

1. TlammeHTam c SKCTpamupaMHIHBIM CHHAPOMOM, BBI3BAHHBIM TMPUEMOM HEHPOIENTUKOB,
ClIelyeT Ha3HAYaTh TePAIHI0 aHTUXOIHMHEPTHUECKUMU JIEKAPCTBEHHBIMU CPEJICTBAMH M HE CIICTYET
Ha3Ha4aTh J0(haMUHEPTrUYECKUE MPOTUBOMAPKUHCOHNYECKUE JICKAPCTBEHHBIE CPEICTBA (BCIICACTBUE
OJIOKMPOBaHMS HEUPOIENTHKAMH TO0GaMUHEPTHIECKUX PEIIETITOPOB).

2. AroHucTHI 10)aMUHEPTUYECKUX PELENTOPOB MOTYT BBI3bIBATh UM YCUIUBAThH ICUXOTHYECKHE
paccTpoiictBa. Ecnu TpeOyeTcsi Ha3HaYeHHEe HEHPOICTITUKOB MalMeHTaM ¢ 0onesHpto [lapkuHCcoHa,
MOJTy4YaIONUM JIeUeHHEe J0(haMHHEPTHYECKUMHU MPOTUBONMAPKHHCOHUYCCKUMH CpPEJCTBAMH, /1032
MOCNEAHUX JOJKHA MOCTENEHHO CHIKAThCSl /10 OKOHYATENbHOM OTMEHBI (BHE3alHas OTMEHa
nogaMHHEprMUeCKUX  MperapaToB  CBsi3aHa €  PUCKOM  Pa3BUTHS  3JI0KAUY€CTBEHHOTO

HEHUPOJIENITUYECKOro CUHIpoMa) (cM. pazaen 4.4.).
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3. IIpoTMBOpPBOTHBIE HEUPOJENTHKHU: CIELYET HpI/IMeHHTb 011‘1?11;] ’rE)-tl:'ﬁ‘a aTLI HE

IMENDE TEJ'II: HO

BBI3BIBAIOIINC SKCTPAIIUPAMUIHBIX CUMIITOMOB.
4. B CBSI3U c B3aMHbBIM aHTaroHU3MOM MEXIy nogaMHUHEPrUYeCKUMU
MPOTUBOMAPKHUHCOHUYECKUMH TMpenapaTaMu U TeTpaOeHa3MHOM OJHOBPEMEHHOE Ha3HAYeHHUE TUX
MpenapaToB He PEKOMEHy€eTCsl.

5. He pexomenayercs MpuMEHEHHUE MUPUOEANIIa COBMECTHO C JIKOTOJIEM.

6. Cneagyer coOnroAaTb OCTOPOXKHOCTb TpPU HA3HAaYeHUM nHUpubeauna ¢ APYyTUMHU
JICKapCTBEHHBIMU CPEICTBaMH, 00JIaAA0IIUMU CEAATUBHBIM JICHCTBHUEM.

4.6. @epTUIBHOCTH, 0EPEMEHHOCTD M JAKTAIUSA

bepeMeHHOCTB

beio mokazaHo, 4TO y MbIMIeH TUpHOEIU TPOHHMKAET dYepe3 IUIalleHTapHbIA Oapbep H
pacmpesensercs B opraHax Iuoja.

B cBsi31 ¢ OTCYTCTBHEM JaHHBIX MpernapaT He peKOMEHAYETCs IPUMEHATh BO BpeMs OEpeMEHHOCTH
N Yy KCHINMH C COXPAaHCHHBLIM ACTOPOJHBIM ITOTCHIHAJIOM, HC HCIIOJB3YIOIHUX HAACKHBIX MCP
KOHTpALEIHUH.

JlakTanus

B cBs3u ¢ OTCYTCTBMEM [aHHBIX IIpenapar HE PEKOMEHIYETCs NPUMEHATh B IEPHUOJ I'PYIHOIO
BCKapMJIMBaHH.

DepTUILHOCTD

HccnenoBanus Ha )KUBOTHBIX HE BBISIBUJIU MPSMBIX UM ONOCPETOBAHHBIX HETATUBHBIX BO3ACHCTBUI
Ha pa3BUTHE YMOPHOHA U TUI0/IA, POJIOBYIO AEATEIBHOCTD U MIOCTHATAILHOE PAa3BUTHE.

4.7. BunsHMe Ha CHOCOOHOCTH YNPAaBJATH TPAHCHOPTHBIMH CpeACTBAMH U padoTaThb C
MeXaHU3MaMu

[TaruenTam, MMEBIIMM SMU30/bl CHJIBHOM COHJIMBOCTH W/MJIM BHE3AIHOTO 3aCHIaHHS BO BpPEMs
Tepanuu MUpuOeIUIIOM, CIeAyeT BO3AEPKATHCS OT YIPABICHUSI TPAHCIIOPTHBIMU CPEICTBAMHU WIIH
OT 3aHATHUH, HAPYIICHNE OIUTETFHOCTH IPU KOTOPBIX MOXKET MOABEPTHYTh UX WJIH IPYTHX JIUL PHCKY
CEpBhE3HON TPaBMBI HJIU CMEPTH, 10 UCUE3HOBEHUSI TAHHBIX peakiuil (cM. pasnen 4.4.).

4.8. HexkenaTeabHble peakunuu

OTMeueHHbIe He)KeNaTellbHbIe peakiuy Mpu IprueMe NUpudeuIa HOCIT 10303aBUCUMBIN XapakTep
U, TJaBHBIM 00pa3oM, CBs3aHBl C €ro J0(paMHHEPTUYECKON akTHUBHOCTHIO. HocAT ymepeHHBIN
XapakTep, BCTPEYAlOTCs, TJIaBHBIM 00pa3oM, B Hayajie JIEUEHUS U MPOXOIAT IOCIE OTMEHBI
npenapara.

YactoTa HEKeIaTeNbHBIX peakiuil mupubeania mpuBeieHa B BHE CICAYIOUICH Tpajaluu: OYeHb

gacto (>1/10), gacro (>1/100, HO <1/10), Heuacto (>1/1000, HO <1/100), penko (>1/10000, HO
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<1/1000); ouens pemxo (<1/10000), gyacrora He 138eCTHA, (112 %Eﬂohgﬂvgxp%ﬁ\{é AIHbIX

OIICHUTH HEBO3MOYKHO).

JCNEOOBATENBRT T:- 00

Taoauma 1. HexenarenbHble peakuuu, HaOJWIaBIIMeCsT NPH TNPUMEHEHUH

nupudeanIa

YacroTra BCTpe4aeMoCTH

HesxenarenbHas peakuus

Tcuxuueckue HapyuweHrus

Yacro:

CIIyTaHHOCTb CO3HAHUS, BO30YKI€HUE, TaTIOIIMHALINN
(3puTenbHbBIC, CIYXOBBIE, CMEIIAHHbIE), HCUE3aI0LIUe TP OTMEHE

nperapara.

YacToTa HEU3BECTHA:

arpeccusi, ICUXOTHYECKUE paccTpoiicTBa (Open, nemupuil).

Hapywenus co cmoponul nepénoti cucmemul

Yacro:

TOJIOBOKPYKCHHUEC, HCUE3AI0UICC ITPU OTMCHE IIpCriapara.

YacToTa HEeU3BECTHA:

AUCKHMHEC3UA (,Z[BI/IFaTeJ'IBHLIe pac CTpOﬁCTBa) .

paznen 4.4.).

[Tpuem nupubenuyia MOXKET CONPOBOXKIATHCS COHIUBOCTBIO M B KpalHE PEIKUX CIydasx —

BBIpZDKCHHOfI COHJIMBOCTBIO B AHCBHOC BpPCMA CYTOK, BIUIOTH OO0 BHE3AITHOTO 3aCblIIaHUA (CM.

Hapywenus co cmopoHul cocyoos

Heuacto:

THIIOTEH3Us, OPTOCTATUIECKAs TUTIOTCH3HSI, TaOUILHOCTh
apTepHaJIbHOTO JIaBJIEHUS C MOTEpel CO3HAHUS WU

HCIOMOI'aHHMECM.

Kenyoouno-kuuieunvie HapyuleHus

Yacro:

HE3HAYUTENIbHBIC JKETYJ0YHO-KHUIIIEYHbIC PACCTPOICTBA (TOIIHOTA,
pBOTa, METEOPH3M), KOTOPBIE MOTYT ITPOXOUTH, OCOOCHHO TIPH
o100pe COOTBETCTBYIOIIEH MHIMBH Iy alIbHOM 103b1. [10100p
J103BI ITyTE€M MOCTETIEHHOTO yBeaudeHus (1o 50 Mr Kakasie IBe
HEJeNN 10 JOCTH)KCHUS PEKOMCHIOBAHHOW JI03b1), MPUBOJIUT K
3HAYUTEITHPHOMY CHIDKCHHIO MTPOSBICHUS JaHHBIX MTOOOYHBIX

a¢dekToB.

Obwue napywenus u peakyuu 8 mecme 68e0eHuUs.

YacToTa HEU3BECTHA:

nepudepruIecKue OTEKH.

AJ'IJ'Iepl"I/I‘leCKI/Ie peaKknuuu:

PHCK pa3BUTHS AJUIEPTUUYECKUX PEaKIMii Ha KpacUTEIb MyHIIOBBIN

[[Tonco 4R] (E124), Bxoasiuii B cocTaB mpenapara.

Paccmpoiicmeo npusviuex u eneuenuii
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HI/IpI/I6eI[I/IJ'I, OoTMEUaJIaCh IIaTOJIOTHYECKAasA CKIOHHOCTH K ds>dpPTHbIM HI'PpdM, YCHJICHHUC JIMOW/10 K1
THICPCCKCYAIbHOCTh, HAaBA3YHMBOC KCJIAHUC ACTIATh ITOKYIIKH M HepeeHaHI/IC/KOMHYHBCI/IBHOG

nepeenanue (cM. pazzaen 4.4.).

COO6H.[€HI/IG O IMOA03PEBACMBIX HEXKCJIATCIBbHBIX PCAKIINAX

BaxHo coo0mare 0 MOJ03pEBAaEMbIX HEXKEIATENbHbIX pEakIUsIX IOClie  PerucTpanuu
JIEKapCTBEHHOTO Iperapara ¢ IeJblo 00ecrneueHus] HENpPephIBHOIO MOHHTOPUHIA COOTHOIICHHS
«TI0JIb3a—PHUCK» JIEKAPCTBEHHOTO Mpenapara. MeUIMHCKIM paOOTHHKAM peKOMEHIyeTCsl COo0ImaTh
0 JIOOBIX TI0J03PEBAEMBIX HEXKENATENbHBIX pPEAaKLUUAX JIEKAPCTBEHHOIO IIpernapara d4epes
HallMOHAJIbHBIE CUCTEMbl COOOLIEHHS O HEXeJaTelIbHbIX PpeakIUsX TroCcyJapcTB — YJICHOB

EBpa3uiickoro 3K0HOMHUYECKOTO COH03a.

Poccuiickas @enepanus

109012, r. Mocksa, CrnaBsiHCKas miomaip, 1. 4, ctp. 1.

®DenepanbHas ciayx0a 1Mo Haa30py B cdepe 3apaBooxpanenus (Poc3npaBuaazop)
Ten.: +7 (800) 550 99 03

O. noura: pharm@roszdravnadzor.gov.ru

http://roszdravnadzor.gov.ru

Pecny0inka Apmennst

0051, r. EpeBan, nip. Komuraca, 49/5

AO3T «HayuHblii UEHTp SKCHEPTU3blI JIEKAPCTB M MEAUIMHCKUX TEXHOJOTMH MM. akaJeMHuKa
3. 'abpuensHa»

Ten.: +374 (60) 83 00 73, +374 (10) 23 08 96, +374 (10) 23 16 82

[Nopsiuast nuHMS OTAETa MOHUTOPHHTA Oe30macHOCTH JiekapeTs: +374 (10) 20 05 05, +374 (96) 22 05
05

On. noura: admin@pharm.am, vigilance@pharm.am

http://pharm.am

4.9. Ilepeno3upoBka

CuMOTOMBI

Bcenenctsue pBotHoOro 3dpdexra nupudeania npu nprueMe B 04eHb BHICOKUX J03aX, MEPeI03UpPOBKa
npenapara B popme TabIeTOK MaJOBEPOSATHA.

[Tpu3Haku nepe03UPOBKH CIIETYIOIIHE:

. KoJIeOaHUsl apTEPUATBHOTO JaBJIeHUs (apTepHaibHast TUIIEPTEH3US WIN TUIIOTEH3H),
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Jleuenue

OtmeHa npenapara, CUMIITOMaTHYECKast TEPAIIHSL.

5.  ®APMAKOJIOTUMYECKHUE CBOVMCTBA

5.1. dapmakoamHaMu4ecKHe CBOCTBA

dapmakoreparneBTuueckas rpymnmna: [IpotuBonapkunconndeckue npemnaparsl. JlodpamuHepruueckue
cpencTBa. ArOHUCTHI 10()aMUHOBBIX PELENTOPOB.

Kon ATX: N04BC08

Mexanusm gelicTBus

AKTHBHOE BEIIECTBO MUPHOCTWI SBISIETCS aroHUCTOM J1OGaMUHEPTHYECKHX PEIEnTOPOB.
HpOHI/IKaCT B KPOBOTOK T'OJIOBHOI'O MO3ra, r/i€ CBA3bIBACTCA C Z[O(i)aMI/IHCpFI/I‘IeCKI/IMI/I peucnTropaMmu
TOJIOBHOTO MO3Ta, TMPOSBISS BBICOKOE CPOJCTBO M CEICKTHBHOCTh TI0 OTHOIICHHIO K
nodamuHepruueckuM peuentopam tumna D2 u D3. Mexanusm neictBus nupudeanna o0ycnaBinBaeT
OCHOBHBIC KIMHUYECKUE CBOMCTBA npemnapara ajis JICUCHUA 60JI€3HI/I HapKI/IHCOHa KaK Ha Ha4aJIbHbIX,
TaKk ¥ Ha Ooyiee MO3JHUX CTagUsIX 3a00JIeBaHUS C BO3ICHCTBHEM Ha BCE OCHOBHBIE MOTOpPHBIC
cuMnToMbl. [Iupubeann MOMUMO BO3ACUCTBUS HAa MO0(aMUHEPTHUECKUE PEIETTOPHI MPOSBISCT
AKTUBHOCTh AHTaroHWCTa JIBYX OCHOBHBIX ajib(a-aJpeHEPrHUECKUX PEUEHTOPOB ICHTPAIBLHOU
HepBHOU cuctemsl (LIHC) (Tuma ona u oc).

dapmakoauHamuyeckue d3PPeKTol

Cunepruueckoe JeiictBue mnupuOeaunaa, KaKk aHTarOHUCTa OR-pELEeNTOpOB M aroHHUcCTa
n0(haMUHEPrUYECKUX PELENTOPOB TOJOBHOTO MO3Ta, OBLIO MPOJEMOHCTPUPOBAHO Ha Pa3IMYHBIX
KHUBOTHBIX MOJEIISAX ¢ 0ose3Hbto [lapkuHCOHA: AMUTENbHOE MPUMEHEHHE MUpHOeana IPUBOAUT K
Pa3BUTHIO MEHEE BbIPAKEHHOM JMCKUHE3UWH, 4YE€M MPUMEHEHHUE JIEBOJAOIbI, CO CXOJHOMI
3¢ (EKTUBHOCTHIO TI0 OTHOLICHUIO K 00paTUMOW aKWHE3UH, COITyTCTBYIOIEeH Oone3nu [TapkuHCcoHa.
B xone dapmakoguHaMu4ecKUX UCCIIEAOBAaHUM Y JII0el ObLIO MOKa3aHO BO30YXKJIE€HHE KOPKOBOTO
JJIEKTpOreHe3a Jo(haMUHEPrMYecKoro THUMA Kak NpU NpoOyKIACHWH, TaK U BO BpeMs CHa ¢
OpPOSIBJIGHUEM  KJIMHUYECKOHM AKTUBHOCTH IO OTHOIICHUIO K  PasiIUYHBIM  (DyHKIUSM,
KOHTPOJIUPYEMBIM  TO)aMUHOM, JIlaHHasi AaKTUBHOCTb ObUIa  NIPOAEMOHCTPUpPOBAHA IPH
UCIIOJIb30BaHUM NTOBEIEHYECKON UM ICUXOMETPUUECKON IIKAJIBI.

Kimmanueckas 3¢ dhekTUBHOCTE M 0€30I1aCHOCTD

D¢ dextuBHOCTS Mpenapara [IpoHopaH B KayecTBe MOHOTEPANTUH WIIM B KOMOMHALIMY C JICBOJOON
npu JedeHun Oone3Hu IlapkuHCOHAa wu3ydanmack B XOJ€ TpEeX JBOWHBIX CIEMBIX IUTanedo-

KOHTPOJIMPYEMBIX KIMHUYECKUX HCCleA0BaHUM (2 uccae0BaHus M0 CPaBHEHUIO ¢ I1aie00 U 0JJHO
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mKayie XeH 1 ﬂpa (Hoehn & Jahr), 543 u3 KOTOPLIX TIOTyTda/In upuuupau.

[Tokazano, uto Ilponopan B mosupoBke 150-300 mr/cyTkm 3dQeKkTHBEH NMpU ACHUCTBHU HA BCE
MotopHble cuMnToMbl ¢ 30 % ynyumenuem no YuuduuupoanHoi Illkane Ouenku bonesnu
[Mapkuncona (UPDRS) III wacts (nBuratensHasi) B TeueHue Ooyiee 7 MECSIIeB IPH MOHOTEPAIIUU U
12 Mecs11eB B KOMOMHAIIMH C JIEBOJIOTION. Y TyUllIeHHE YaCTH «aKTHBHOCTH B TIOBCETHEBHOM KU3HN
o mkasie UPDRS Il OpUIO OLIEHEHO B TEX K€ 3HAUECHUAX.

[Ipn MoOHOTEpanmuu CTATUCTHYECKH 3HAYMMOE COOTHOIIEHHE TWAIMeHTOB, HYXIAIOUINXCA B
HKCTPEHHOM JICUYCHHHU JIEBOJOIION, moyyaBmx nupudenu (16,6 %) Obuto MeHblIe, YeM B Ipyie
MaIlMeHTOB, oyy4aBiux mianedo (40,2 %).

Hanuuue npodaMuHepruyeckux penentopoB B COCyJaX HHKHHX KOHEYHOCTEH OOBICHSET
BazoJWIaTUpytolee JeiictBue nupuOeanna (yBEIUYUMBAET KPOBOTOK B COCYyAaX HIKHUX
KOHEYHOCTEH).

5.2. ®apmakokuHeTHYeCKHe CBOIiCTBA

AbGcopbuus

[Mupubenun OBICTPO W MOYTH TMOJHOCTHIO aOCOPOUpPYETCS U3 KENYAOYHO-KUIICYHOTO TpakTa U
MHTEHCHUBHO PaclpenemnsieTcs.

Pacnopenenenne

MakcumanbHas KOHIEHTpauusi NupuOequia B IUIa3Me KPOBU JOCTUraercss depe3 1 dac mocne
HEepOPaAILHOTO MTPHEMa JIEKAPCTBEHHON ()OPMBI C MTPOJTOHTHPOBAHHBIM BBICBOOOKICHHUEM.
[Ina3mMeHHast MMMUHAIMA HOCUT JABYX(a3HBIH XapakTep M COCTOMT M3 NEpPBOHAYAIBHOM (Dasbl,
XapaKTepU3yIoLIecs: NEPUOAOM MOITYBbIBEACHUS POAOIKUTENBHOCTRIO 1,7 Yaca u BTOpoil, Oonee
MeJIICHHOM (ha3bl, XapaKTepU3yIOIIEHCs MePHOI0M MOTyBbIBeIeHHS 6,9 4acoB.

Buorpancdhopmarmsg

[Mupubenun WHTEHCUBHO METa0OIM3HPYETCS C OOpa30BaHMEM JIByX OCHOBHBIX METaOOJIMTOB
(TUAPOKCUITBHOE TIPOU3BOAHOE U TUTHAPOKCUIIBHOE MPOU3BOIHOE).

DIIMMUHALIHS

[Tupubeaun BBHIBOAWUTCS TJIABHBIM OOpa3oM ¢ Mouoit: 68 % abcopbupoBaHHOro mnupuOeIIIa
9KCKPETUPYETCS OYKaMHU B BUE META0OIUTOB, a 25 % BBIBOJUTCS C KEITYBIO.

q)aDMaKOKI/IHCTI/IquKaH-d)aDMaKOHHHaMquCKaH 3aBUCHUMOCTD

Tabnerka ¢ mozupoBkor 50 Mr mupubenuiaa ¢ 3aMeUICHHBIM BBICBOOOXKIIEHHEM OOECIICUHBAECT
MOCTENICHHYI0 a0COPOITHIO U BRICBOOOK/ICHNE aKTHBHOTO BEIIECTBA il VIVO.
HccrenoBanusi KUHETHKH, TPOBEACHHBIC Yy 4YEIIOBEKA, IMOKA3bIBAIOT, YTO IMPOJOJIKHTEIBHOCTD

TCPANICBTUYCCKOTI'O BO3,Z[€I>1CTBPI$I cocTaBIIsIeT OoJee OIHHUX CYTOK.
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.I'I::'IEJ. BRTENEHOCTE O

BBIBOAUTCS Ha 48-M 4acy.

5.3. JlaHHbIe TOKJIHMHUYECKOH 0€30IaCHOCTH
CyOxpoHHYECKOE TN XPOHUYECKOE BBEICHHE MUPUOEIUIIa XOPOILIO EPEHOCHUIIOCH JKUBOTHBIMU.
TepaToreHHoro noTeHIMaga NupuoOeanIa y >KUBOTHBIX HE BBIABICHO. TeCTHI in Vitro u in vivo He

BBIABHUJIN T'€HOTOKCHYCCKOI'O ITOTCHIIMAIA. I/ICCJ'IGI[OBB,HI/DI KaHICPOTCHHOCTHU HC MMPOBOANIINCE.

6. ®APMAIIEBTHYECKHUE CBOMCTBA
6.1. IlepeueHb BcIOMOraTe/ibHBIX BelIECTB

Snpo TabieTkn

Maruus cteapat

IToBunmon K-30

Tanpk

O6on0uka

Kapmennosa natpus

[Tonucop6at 80

Kpacurens nmynnossiii [[Tonco 4R] (E124)

[ToBumon K-30

Hatpus runpokapOoHar

KpeMHuus auokcu KoImouIHbIi 60€3BOAHBIN

Caxapo3a

Tanpk

Turana auoxcun (E171)

Bock muenunbliii 6enblit

6.2. HecoBmecTHMOCTH

He npumennmo.

6.3. Cpok romHocTu

3 roxa.

6.4. Oco0bie MepbI IPEIOCTOPOKHOCTH NPH XPaHEHUH

XpaHuTb 1pu TeMiiepatype He Bbie 25 °C.

6.5. Xapakrep u conepkaHue NEePBUYHON YIAKOBKHU

Ilpu npouzeoocmee «/lavopamopuu Cepsve Hnoacmpuy, @panyusn:
[To 15 Tabnetok B Omuctep (IIBX/Ax). Ilo 2 Omuctepa ¢ WMHCTpYKIHEH MO MEAUIUHCKOMY
NPUMEHEHUIO (JINCTKOM-BKJIQ/IBIIIEM) B MAUYKy KapTOHHYIO, C KOHTPOJIEM INEPBOT0 BCKPHITHS (IIpU
HEOOXOJAMMOCTH).

10
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IMPUMCHCHHIO (J'II/ICTKOM-BKJ'IaI[I:IIIICM) B IMAYKy KapTOHHYIO, C RUHIPUJICM ucpumu BCKPBITH \upm
HEOOXOMMOCTH).

Ilpu pacgpacoexe (ynarxoeke)/npouzeoocmee na poccuiickom npeonpuamuu 000 «CEPBBE
PYCr:

Io 29 nnm 30 tabnerok B 6nmuctep ([IBX/Am). [To 1 6muctepy ¢ MHCTpYKIHUEH O METUITTHCKOMY
MPUMEHEHHUIO (JTMCTKOM-BKJIAJBIIIEM) B MAUKy KapTOHHYIO, C KOHTPOJIEM MEPBOrO BCKPHITUA (IIPU
HEOOXOMMOCTH).

6.6. OcoOble Mepbl  NPeIOCTOPOKHOCTH  NPHM  YHHYTOKEHHM  HCHOJb30BAHHOIO
JIEKapCTBEHHOI'0 Npenapara UJid 0TX0/0B, MOJY4YeHHBIX NOc/Ie MPUMEeHEeHHs JeKapPCTBEHHOI0
npenapara Wid Apyrue MAaHUIYJISIHH € PenapaToM

Becp ocraBmmiics JieKapCTBEHHBIM MpenapaT U OTXObl CIEAYEeT YHUUYTOXKUTb B COOTBETCTBUU C

YCTaHOBJICHHBIMH HATUOHAJIbHBIM 3aKOHOAATCIILCTBOM Tpe6OBaHI/I$IMI/I.

7. JAEPXKATEJIb PETUCTPAIIMOHHOT'O YAOCTOBEPEHUS

OpaHuus

«JlabopaTtopuu Cepsne» / Les Laboratoires Servier

92284 ®dpannus, Cropen Cenekce, yi. Kapro, 50 / 50, rue Carnot, 92284 Suresnes Cedex, France
7.1. IlpencraBuTeib Aep:KaTessi PErHCTPAIMOHHOIO YI0CTOBEPEHUS

Ilpemen3suu nompebumerneii Hanpaeiims no aopecy:

Poccuiickas ®enepanus Pecnydsimka Apmenust

AO «CepBbe» [IpencraBurenscTBo «Jlaboparopuu CepBbe»
Anpec: 125196, r. Mocksa, yi. JlecHas, Anpec: 0002, r. EpeBan, ynuna Amupsina, 15,
oM 7, atax 7/8/9 marasud 100, Keatpon

Ten.: +7 (495) 937 07 00 Ten.: +374 (10) 50 50 74

®axc: +7 (495) 937 07 01 DO7. modra: mariam.antonyan(@servier.com

DI1. modra: servier.russia(@servier.com

8. HOMEP PETHCTPAIIMOHHOI'O YIOCTOBEPEHMUSA
9. JATA NEPBUYHOUM PETUCTPAIIMU (TOATBEPKJIEHWS PETUCTPALINU,

INNEPEPETUCTPAIIUN)

Jlata nepBoii perucrpanuu:

11
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10. JATA IEPECMOTPA TEKCTA - .
(MOCNEOOBATENEHOCTE 0018)

O6H1a$I XapaKTCPUCTHKA JICKAPCTBCHHOI'O IIpCriapdara Hpuuupau AOCTYyIIHA HA mu(l)upMdu,muuuUM
noprtaiie EBpa3uiickoro SKOHOMHYECKOTO COI03a B HMH(POPMAIMOHHO-KOMMYHHUKAIIMOHHOH CETH

«uTtepueT» http://eec.eaeunion.org.
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