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WHCTPYKIIMS 10 MEJIMLIMHCKOMY TIPMERE AES - - TE 0008]

JIEKAPCTBEHHOI'O ITPEITAPATA

JIOIIEPAMUJI-AJINYM

PerncrpauuoHHblii HOMep:

Toprosoe naumenoBanue: JIOIIEPAMUJ-AJINYM

MexayHapoaHoOe HEMATEeHTOBAHHOE HAUMEHOBAHMe: JIOIIEpaMuL]

Xumuueckoe HammeHoBaume: 4-(4-Xnopdenun)-4-rugpokcu-N,N-1umerri-o,o-aqudenni-1-
nunepuuH OytaHamuz (B BUAE FHAPOXIOPHUIA)

JlekapcTBeHHas (popMa: KancyJibl

Cocras

1 kancyna conepxur:

Oelicmgylowee gewecmao. JonepaMuia THAPOXIOPUI — 2 MT;

ecnomozamenvhvlie geujecmea: 1EIUIION03a MHUKpOKpuctamiauueckas, Tun 101, kpaxmain
KYKYpY3HBbIi, MarHusi CTeapar, KpOCKapMeli03a HaTpusl.

Kancynwvi meepovie swcenamunoguvle

[xopnyc kancynvi:

TUTaHA JHUOKCUJ, KpacUTENb OKCHJ >KeJe3a 4YEpHbIH, KpacuTeslb OpWUIIMAHTOBBIA YEpHBIMH,
JKEJIaTHH;

KpbluleuKa Kancynbl:

TUTaHA JHOKCHUJ, KPACUTENIb XWUHOJMHOBBIM JKENITHIA, KpPACUTEIb CHHUN NAaTCHTOBAHHBIM,
KPacUTEJ b COJTHEYHBIN 3aKaT )KEJIThI, KPaCUTENIb OPUITHAHTOBBINA YEPHBIH, XKETATHH).
Onucanue

TBepble kenaTnHOBbIE Kancyisl Ne 3 ¢ KOPIycoM Ceporo LBETA U KPBIIIEYKOH TEMHO-3€JIEHOTO
nBera. Coep >KMMOe KarcyJl — MOPOIIOK OeJI0oro HiId OeI0ro ¢ KEITOBAThIM OTTEHKOM IIBETA.
dapmakoTepaneBTHYecKas IPyNNa: MPOTUBOAHAPEHHOE CPEJICTBO.

Kon ATX: A07DAO3

DapMaKoJIOrHYecKue CBOMCTBA

CHmXaeT TOHYC M MOTOPHKY TIJIaJKOM MYCKyJaTypbl KHUIIEUHUKA, 3aMEMJIseT Iaccax
COJIEP’)KMMOTO KHUIIIEYHUKA, YMEHBIIAET BbIICICHUE XKUAKOCTU M AJIEKTPOIUTOB C (PEeKATUSIMHU.
[ToBbimaer ToHyc aHanpHOro chuHKTepa. JlecTBUE HAcTymaeT ObICTpO M Ipoaospkaercs 4—6
4acoB.

@apmaxokunemurxa. Abcoporms — 40 %. CBs3p ¢ Oenxkamu miasmel — 97 %. Ilepwon

nonyBbeiBeneHUs — 9—14 4. He mpoHukaet yepe3 remarosHiedanmndeckunii 6apbep. [Ipaktudeckn
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MOJIHOCTBIO METa00IN3UPYETCS B TICUECHU ITyTE KOHLm%ﬁjgggo%ﬁ{&%%yﬂfé&ﬁéHho c

KCIIYbIO U ITOYKaMU.

IToxa3anusi K NPUMeHEHHIO

CumnromaTiyeckoe JIEYeHHE OCTPOM W XPOHMYECKOH JMapen pa3iuyHOro reHes3a
(ayuIepruyeckoro, SMOIMOHAIBHOIO, JIEKAPCTBEHHOTO, JIy4€BOIO; HpPHU H3MEHEHHH pPEKuMa
IMUTAHUA WU KAQYCCTBCHHOI'O0 COCTaBa NHWIIH, IMPU HAPYIICHHUU MeTa6OJII/I3Ma 1 BCAaCbIBaHHU, KakK
BCIIOMOTATENFHOE CPEACTBO MPH Juapee NH(EKINOHHOTO FeHe3a).

Perynsus cTyna y nalMeHToB ¢ UICOCTOMOM.

IIporuBomnokazanus

IToBrIIEHHAS YYBCTBUTCIIBHOCTh K IMpe€rapary, AUBCPTHUKYJIC3, KHUIICUHAA HCEIIPOXOANMOCTD,
SI3BEHHBI KOJIUT B CTaAuH OOOCTpeHUs, auapes Ha (OHE OCTPOro ICEBIOMEMOPAHO3HOTO
SHTEPOKOJINTA, B BUE MOHOTEPAINH — AU3CHTEPUS U Ipyrue HHPEKIUH KEITyJ0YHO-KHILIEYHOTO
TpakTa; 6epemeHHOCTS (| TpuMecTp), mepro rpyAHOTO BCKapMIIMBAHMUSL, JIOTIEpaAMUJL B Karcyiax
HE Ha3HA4aloT JEeTSIM J10 6 JIeT.

C 0CTOPOKHOCTHIO

[TeueHo4HAass HEJOCTATOYHOCTb.

I[IpumeHeHnne npu 6epeMEHHOCTH U B NMEPUO/] TPYIHOT0 BCKAPMJINBAHUS

Ilpumenenue 6o epems bepemennocmu

B nmepBoM TpumecTpe OepeMEHHOCTH MPOTUBOMOKA3aHO TMPUMEHEHHE JIEKAPCTBEHHBIX
IIPENapaToB, COAEPKALINX JONIEPaAMHUI.

HecmoTpss Ha TO, 4YTO JaHHbIE O TEPaTOr€HHOM MM 3SMOPHOTOKCHYECKOM JIeHCTBUU
OTCYTCTBYIOT, B IIEpHOJ OEPEMEHHOCTH JIEKaPCTBEHHbIE MPEnapaThl, COAEPKalIUe JONepaMu/,
Ha3Ha4yaloTCs TOJBKO B TOM Cllydae, €Clid Mpeanojiaraemasl Mojib3a Tepanuu s MaTepu
IIPEBOCXOJUT MOTEHIUAIBHBIN PUCK AJIA IUIOAA.

Ilpumenenue 6 nepuoo epyoHo020 CKAPMIUBAHUSL

[Tockonpky HEOOJBIIOE KOJIUYECTBO JIOTIEpaMKIa MOKET OOHAPYKUBAThCSA B TPYJHOM MOJIOKE,
MpHUEM JIEKapCTBEHHOTO IIpernapara BO BpeMs I'pyJHOI'0 BCKapMIIMBAHUS HE pEKOMEHIYETCS.
Cnocod npuMeHeHus U 103bl

BuyTps. B3pocibiM ipu ocTpoil 1 XpOHUUYECKOM Auapee MepBOHAYAIBHO HAa3HAUYAIOT 2 KarCyJbl
(4 mr); 3ateM no 1 kancysne (2 Mr) mocie KaxJaoro akrta Jfedekalnuu B ciayyae KUIKOTO CTyIa;
MaKcUMallbHasl CyTo4Has 103a — 6 karncysn (12 mr).

JletsM crapiie 6 yieT Ha3HayaloT 1o 1 kamcyne (2 Mr) mocie KaxJa0ro akra aedexamnuu B ciaydae
KHJIKOTO CTyJIa; MaKCUMaJlbHasl CyTOYHast 103a — 3 Kancyisl (6 mr).

[Toce HOpManu3anuu CTyJa WK MPU OTCYTCTBHH CTysa O6osee 12 4acoB JieueHHe JTOTIEPAMHIOM

CJIeTyeT MPEKPATUTb.
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IoGouHoe neiicTBHE (NMOCNEQOBATENEHOCTL 0008)

COOTBETCTBYET 3KCNEPTHOMY OTUYETY

Jl1 o1leHKHM 4acToThl HexkenarenbHbIX peakuuil (HP) ncnonb3oBansl ciieyomume KpUTepuu:
gacto (> 1/100, < 1/10); mewgacro (> 1/1000, < 1/100); peaxo (> 1/10000, < 1/1000); oueHs
peako (< 1/10000). HP crpynmupoBaHbl B COOTBETCTBHH C CHUCTEMHO-OPTaHHBIMHM KJIACCAMH
MEIUIIMHCKOTO CJIOBAapsl Ui HOPMATHBHO-TpaBoBOW jaestenbHocTn MedDRA, a Takke
pEKOMeHJausAMU BceMUpHON OpraHu3alyy 31paBOOXPaHECHHUS.

Hapywenus co cmoponvl uMMyHHOU cucmembl

OdyeHb penKo: peakMU THUIEPUYBCTBUTEIBHOCTH, aHA(UIAKTUUYECKHE pEaKIMH, BKIIOYas
aHapUIAKTUYECKHI 10K, aHA(UIAKTOUIHBIE PEaKIUH.

Hapywenus co cmoponvl nepgnoti cucmembi

Yacro: ronoBHas 00Jb, TOJIOBOKPYKECHHUE.

OueHb pellKo: HapylIeHHe KOOPAUHALIMM, TUIIEPTOHYC, YTHETCHUE CO3HAHMS, TOTEPs] CO3HAHUS,
COHJIMBOCTb, CTYIIOP.

Hapywenus co cmoponvl opeana 3penus

OueHb peiKo: MUO3.

Hapywenus co cmopoHul diceny0ouno-Kuuieuno2o mpakma

Yacro: 3anop, METEOpU3M, TOUTHOTA.

Heuacro: 60np mnm omymieHne auckompopTa B 001acTH JKMBOTA, CYyXOCTh BO PTY, PBOTA,
paccTpOrCTBO MUIIEBAPEHUS, JUCTICTICHSI.

OueHp penko: KUIIEYHas HENpPOXOAUMOCTh (B TOM YHCIE MapajluTHyecKas KHUIIeYHas
HEMPOXOJUMOCTh), METAaKOJIOH (B TOM YHCJI€ TOKCHUYECKHH MErakoJIOH), TJIOCCAlTHs, B3AyTHE
KUBOTA.

Hapywenus co cmoponsl Kodtcu u nOOKOHCHbIX MKAHel

OueHb pelKo: aHTMOHEBPOTHMYECKUHM OTeK; Oyisie3Has Chlllb, BKIIOYas cUHApoM CTHUBEHcCa —
JI)KOHCOHA, TOKCHYECKMH SMUepMalIbHBIH HEKPOJIU3 M MYJIbTH(QOPMHYIO 3PUTEMY, KOXHBIH
3yJ, KpalyuBHHUIIA.

Hapywenus co cmoponsl nouek u mMouesvbi800auux nymeti

OdeHb penko: 3a1epkKa MOYH.

Obwue paccmpoticmea

OdeHb peKo: yTOMIISIEMOCTb.

Baoicno coobwame o pazeumuu HedxceramenvHblx peakyuii ¢ yeavlo 0b6ecneyenusi HenpepbleHO20o
MOHUMOPpUH2A OMHOUIEHUsI NOAb3bl U PUCKA JeKapcmeeHno2o npenapama. Eciau nobvie us
VKA3AHHBIX 68 UHCMPYKYUu noOouHvlX 2¢hgpexmog ycyeyonsaomes unu Bul 3amemunu nobdvle

opyeue nobouHvle 3¢hghekmvi, He YKA3AHHbIE 6 UHCMPYKYUU, coodwume 00 3mom 6pauy.
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npenapam uepe3 HAyUOHAIbHblE CUCHEMbL COOOWEHUSL O HEAHCENAMENbHBIX PeAKYUSX.
Ilepeno3upoBka

Cumnmombi: yrHETEHHE IIEHTPAIbHONW HEPBHOM CHUCTEMBI (CTYyHOp, HapylLIEHHE KOOpIUHAIUY,
COHJIUBOCTb, MH03, MbILIIEUHAs! TUTIEPTOHHUS, yTHETCHHE JbIXaHUs ), KUILIEYHAS] HEITPOXOUMOCTb.
Jleuenue: aHTUJOT — HAJIOKCOH; YYMTBIBasi, YTO IPOAOKUTEIBHOCTh JIEHCTBUS JIoIepaMuia
0oJbIIe, YEM y HAJIOKCOHA, BO3MOYKHO ITOBTOPHOE BBEAECHUE mocienHero. CUMITOMaTHYECKOE
JieYeHue: aKTUBUPOBAHHBIN YTOJIb, IPOMBIBAHUE )K€y IKA, UCKYCCTBEHHAS] BEHTUJISIIUS JIETKUX.
Heobxoaumo MenunuHCKOe HaOI0ICHHE 110 KpaliHel Mepe B TeueHHue 48 4acoB.
B3aumoneiicTBue ¢ IpyruMu JieKapCTBEHHBIMH CPeICTBAMU

[Ipr ogHOBpEMEHHOM MPHUMEHEHHH JIOTepaMHlia U uHeubumopos P-enuxonpomeuna, CYP3A4
it CYP2C8 (XuHuUIuH, PUTOHABUP, UTPAKOHA30JI, TeM(PUOPO3MI, KETOKOHA30J1) BO3MOXKHO
MOBBIIICHHE KOHIIEHTPALIUH JIONIEpaMU/a B MJIa3Me KPOBH.

[Ipu oHOBpEMEHHOM MpHUEME JIONEepaMuia U JECMOIIPECCUHA ISl IEPOPAIbHOTO PUMEHEHUs
KOHLEHTpalUs JECMOIIPECCHHA B TUIa3Me KPOBU YBEJINUUBAETCS.

[Ipenapatsl, uMmeromue cxoxkue (apMaKoIOTHYECKHUE CBOWCTBA, MOTYT YCHJIMBATh JIEHCTBUE
JoniepamMuia; Ipernaparhbl, YBEIMYUBAIOIIUE CKOPOCTh MPOXOXKACHUS MHILU Yepe3 >KelTyJOoYHO-
KUILIEYHBIN TPAKT, 0CIa0JsAI0T AeCTBHE J0TIepaMua.

Oco0ble ykazanust

Jlonepamuy ncnonb3yeTcs AJid CUMITOMATUYECKOro JIedeHusl Auapen. B ciiydyae ycraHOBIeHUs
MPUYMHBI 3200JI€BaHUA CIEeIyeT MPOBOJUTH COOTBETCTBYIOIIYIO TEPAITHIO.

VY manueHToB, CTpajaIIuX AUapeeii, B OCOOCHHOCTH y JIeTel, BOZMOXKHBI MOTEPS KUIAKOCTH H
ANEKTPOJIUTOB. B Takux ciyuyasx KpaliHe HEOOXOIMMBI BO3MEIIECHUE TOTEPU IJICKTPOJIUTOB U
peruapatanusa. B ciydae OTCyTCTBUS YJIydlI€HUs MPU OCTPOH AUapee IMOCie MCIOJb30BaHUS
mpernapara Ha IpOTsSKeHUH 48 4acoB ciielyeT 0OpaTUTHCS K Bpauy.

Ecnu nipu neueHun nuaped y TAlMEHTOB C CHHIPOMOM NPHOOPETEHHOTO MMMYHOJedUIINTa
(CIIN][) pa3BuBaeTcs B3AyTHE >KMBOTA, TpEMapaT CIeAyeT He3aMeIJIUTEILHO OTMEHUThH. B
OUeHb PEIKUX chydasx y manueHToB ¢ auarHozom CIINJI, crpagarommx WHPEKIHOHHBIM
KOJIUTOM, BO3MOKEH 3al0p C PUCKOM TOKCUYECKOTO MEraKoJIOHa.

Jlonepamua crneayeT NPUMEHSTb C OCTOPOXKHOCTBIO NPHU MEYEHOYHON HEJOCTaTOYHOCTHU BO
n30exaHne TOKCHYECKOr0 MOPaKeHHsI LIEHTPAJIbHOM HEPBHOM CHUCTEMBI.

Ecnu npu neyeHuu pa3BUBaEeTCs 3amop, B3AYyTHE KUBOTAa WIM KUIIEYHAs HENPOXOJUMOCTb,
npenapar cieAayeT OTMEHUTb.

BiausiHue Ha CMOCOOHOCThH YHPABJATH TPAHCIIOPTHBIMU CPEACTBAMU, MEXaHU3IMaAMU
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[TockonbKy mpenapar MOXKET BBI3BIBATh TOJIOBO cpymerfJI-If;' cotmiso “LT%J;'IIEH/'I%'A EE“I%;III;II%]HPI/I

YIpaBJICHUU TPAHCIOPTHBIMU CPEJCTBAMHU, MEXaHU3MAMH M 3aHSATUU JPYTUMHU MOTEHIIMAIBHO
OMacHbIMM BUJAMHU JEATEIbHOCTH, TPEOYIOIIMMHU IOBBIIICHHOM KOHIEHTpAlMd BHUMaHUS W
OBICTPOTHI ICUXOMOTOPHBIX PEAKIUi, HEOOXOAUMO COOJII0IaTh OCTOPOKHOCTD.

®opma BBINLYCKA

Karmcynsl, 2 mr.

ITo 10, 11 xancyn B KOHTYpPHYIO SYEMKOBYIO YIIAKOBKY U3 IUIEHKU MTOJIMBUHUIXJIOPUIHON MapKu
OI1-73 u Gonbru aTFOMUHUEBOM MEYATHOMN JIAKUPOBAHHOM.

ITo 1, 2 uin 3 KOHTYpHBIC SMEUKOBBIC YITAKOBKH 110 10 Karcys Wiy 1mo 2 KOHTYpPHBIE STYEHKOBBIC
ynakoBku 1o 11 kamcyn BMecTe ¢ MHCTPYKIHMEH MO NPUMEHEHHIO MOMEIIAI0T B MauKy U3
KapTOHa.

YciaoBus xpanenust

XpaHuTh 1pu Temneparype He Boie 25 °C.

XpaHUTb B HEAOCTYITHOM IS IETEH MecTe.

Cpok roguocTu

4 rona.

He npuMeHsTh ocne ucTeYeH s cpoka roAHOCTH, YKa3aHHOTO Ha YIIaKOBKE.

YcaoBus ornycka

Otnyckarot 0e3 perenra.

Jlep:kaTelb  PerHCTPAllMOHHOTO  yaocroBepenusi/  Opranm3anusi, NPUHUMAKOLIAS
NpPeTeH3NH OT MOTpeduTeIeH

AO «AJINYM», Poccus

142279, MockogBckas 0011., T. CeprryxoB, 1. O6osneHck, Tep. KBapTan A, . 2.

Tenedon: +7 (495) 646-28-68.

e-mail: info@binnopharmgroup.ru

IIpousBoaurenn

1. AO «AJIMYMy, Poccus.

MockoBckas 0011, r.0. Cepniyxos, 1. O6oneHck, Tep. Kpapran A, 1. 2.
Buinyckarowuti konmpons kauecmesa

MockoBckas 001., r.0. Cepmyxos, m. O6oseHck, Tep. Kpapran A, a. 2, ctp. 1.

2. 000 «<HUAPMEJIMK ®APMAY, Poccusi.

Kamysxckas 0611., r.0. ropoa O6HUHCK, T. O0HHHCK, mocce Kuesckoe, 1. 120, k. 4.
Buinyckarowuti konmpons kauecmea

Kamyxckas 00i1., 1.0. ropog O6HuHCK, T. O0HUHCK, mocce Kuesckoe, 1. 120, k. 7.



