NMHCTPYKLMA
10 MEJUIIMHCKOMY ITPUMEHEHUIO JIEKAPCTBEHHOI'O ITPEITAPATA

Jlonepamua-AKpUXHH

PerucrpanuoHHbIi HOMep:

Toprosoe HaumeHoBanue: Jlonepamua-AKpUXUH

MexayHapoaHOe HENMATEHTOBAHHOE WJIM TIPYNNHPOBOYHOE HAMMEHOBAHME: JIONEPaMMU]
JlekapcTBeHHas popma: KarcyJibl

Cocras

1 kancyna conepKuT:

Heucmeyrowee sewecmeo: nonepamuna ruapoxsopus B nepecuere Ha 100 % BemecTtBo 2,0 mr;
Bcnomocamenvhvie gewyecmea. 1akTo3bl MOHOTUIPAT, KpaxMai KyKypy3HbIil, KDEMHHUS JUOKCU
KOJUIOUHBIN, TaJbK, MarHus creapar.

Cocmas obonouku Kancynvl: Kalcyja TBeplas >KeJaTHHOBas (THUTaHAa AMOKCHUJ, KpaCUTENb
XUHOJIMHOBBIN KEJTHIN, KpaCUTENh COTHEYHBIN 3aKkat xkentoiid (E110), xxenatun).

Onucanue

Kamncyner Ne 4 xentoro 1mBera. ConepUMoOe Karcysl — MOpPOUIOK Oenoro miu Oeioro c
JKEJITOBAaThIM OTTEHKOM I[BETA.

dapMmakoTepaneBTUYECKasA rpynmna: [IpoTtuBoMapeiinbie, KUILICYHBIE,
IIPOTHUBOBOCTIATIUTENbHBIE/TPOTUBOMUKPOOHBIE Mpenapatsl. [Ipenapatel, CHUXKAIOUIIE MOTOPUKY
JKEITYIOYHO-KHUILIEYHOTO TPAKTA.

Koa ATX: AO7DAOS.

DapMaKoJIOrHyecKoe 1ecTBre

Dapmakoounamuxa:

CHMXaeT TOHYC M MOTOPHUKY TJaJAKOM MYCKYJaTypbl KHILIEYHUKA, 3aMEIIeT [acCax
COJICPKUMOT0 KHIIEYHUKA, YMEHBIIAET BBIJCICHHE XUIKOCTU M DJIEKTPOIUTOB C (PEeKaTUIMHU.
[ToBeimaeT ToHyC aHaJIBHOTO CPUHKTEpa. JlelicTBUe HacTymaeT OBICTPO W MpojaoIDKaeTcs 4—6
Y4acoB.

Dapmakokunemuka:

Abcopbrmst — 40 %. Ces3p ¢ 6enkamu mia3msl — 97 %. Ilepuoa nomyseiBenenust — 9—14 u. He
POHMKAET Yepe3 reMaTodHIedannaeckuii 0apbep. [IpakTHiaecku MOIHOCTEI0 METa0OTH3UPYETCS
B [I€YEHU IIyTEM KOHBIOralluu. BEIBOAUTCS NPEUMYIIECTBEHHO C KEITYBIO U TOYKAMH.
IHoxa3anus K NpMMEHEHUIO

CuMnromaTuueckoe JIEYEHME OCTPOM W XPOHHMYECKOM Juaped pasIMyHOro IeHe3a

(aJ'IJ'IepFI/I‘IGCKOFO, SMOIHNOHAJIBHOTO, JICKAPCTBCHHOI'O, JIYUYCBOI'O, IpHU HU3MCHCHHU PCKHUMaA



MUTAHKUS U KAaYeCTBEHHOTO COCTaBa IMUIIH, NPU HAPYIIEHWH METa0OMu3Ma M BCACHIBAHMS; KaK
BCIIOMOTATENIbHOE CPEJICTBO TMPH JArapee NHPEKIIMOHHOTO TeHEe3a).

Perynsiuus cTysia y maiieHTOB ¢ UJI€OCTOMOM.

IIporuBonokasanus

['umepdyyBCTBUTENBHOCT, K JIOTIEPAMUAY WJIH K JIOOOMY M3 BCIIOMOTAaTENbHBIX BEIICCTB,
TUBEPTHUKYJIE3, KUIICTHAS] HEMIPOXOANMOCTD, S3BEHHBIH KOJUT B CTAIUH 00OCTPEHUS, AUapes Ha
¢doHe ocTporo mceBAOMEMOPAHO3HOTO SHTEPOKOJINTA, B BHUJE MOHOTEpANHUH - TU3EHTEPUS U
apyrue HMH(EKIUH KeTyJOoYHO-KHIIEYHOro TpakTa; OepemeHHocTh (I Tpumectp), mepuon
TPYAHOTO BCKApMIIMBAHWSI, JIOTIEPAMUJI B KaIlCyJIax He Ha3HAYAIOT ACTSM 10 6 JeT.

C 0CTOPOKHOCTHIO

[TeyeHouHast HEJOCTATOYHOCTb.

IIpumeHeHnne npu 6epeMEHHOCTH M B MEPUO/I I'PYAHOT0 BCKAPMJIUBAHUSA

Ilpumenenue 6o 8pems bepemenHocmu

B mepBom TpuMmecTpe OepeMEHHOCTH MPOTHBOMOKA3aHO TMPUMEHEHHE JIEKaPCTBEHHBIX
IpernapaToB, coAepKammx Jjonepamua. HecmMoTps Ha TO, 4TO JaHHBIE O TEPATOTEHHOM HIIU
SMOPUOTOKCUYECKOM JIEHCTBUM OTCYTCTBYIOT, B TIepHUOJ OEpEMEHHOCTH JIeKapCTBEHHBIC
npernapaTsl, CoAepKaIlne JIoTepaMul, Ha3HAYAr0TCsI TOJILKO B TOM CIIy4ae, €CIIU IperoaaraeMas
0JIb3a TEPAITHH JISI MATEPH MTPEBOCXOIUT MOTESHITUAIBHBIN PUCK JUTS II0/A.

Ipumenenue 6 nepuoo epyoHo20 6CKapMIUBAHUSL

[Tockonpky HEOOIBIIOE KOJIUYECTBO JIOTIEpaMHIa MOKET OOHAPYKUBATHCA B TPYJHOM MOJIOKE,
pHUeM JIEKapCTBEHHOTO Mpernapara BO BpeMsl IPyJHOT0 BCKAPMIIMBAHUS HE PEKOMEHIYETCs.
Cnoco6 npuMeHeHus U 103bI

BHyTpb, HE pa3keBbIBasi, 3aITUBATH BOJIOH.

Bspocnvie

[Tpu ocTpoii U XpOHUYECKOI AMapee MepBOHAYAIBHO Ha3HAYaloT 2 Karcyinsl (4 Mr); 3ateM mo 1
Karcyse (2 Mr) mocie KaxAoro akra nedekanud B ClIydae KHJIKOTO CTyJa; MaKCHMallbHas
CyTO4YHas J103a Ipernaparta He JOJKHA MPEBbIMATh 12 MI B CyTKH (6 Kamncydm).

Jlemu (cmapwe 6 1em)

[To 1 xancyne (2 Mr) mocne Kaxxaoro akra aedekainy B Ciiydae KUIKOTO CTyla; MaKCUMallbHas
CyTouHas 103a — 3 kancymsl (6 mr). [Tocre HopManu3auu CTysa WK MPU OTCYTCTBHH CTyIa Ooee
12 gacoB JieueHue JOMEePaMHUIOM CIIETYET MPEKPATUTD.

Ilo0ouHoe neiicTBHE

Jlns oueHkH 4acToThl HexenaTenbHbIX peakiuit (HP) mcmonp3oBaHbl crnemyrolue KpUTEpUU:
gacto (> 1/100, < 1/10); meuacto (> 1/1000, < 1/100); peaxo (= 1/10000, < 1/1000); oueHs penko

(< 1/10000). HP crpynmupoBaHbl B COOTBETCTBHH C CHCTEMHO-OPTaHHBIMH KJlacCaMu



MEIUIUHCKOTO CJIOBapsi JJs HOPMAaTUBHO-TIpaBoBoW nestensHOocTH MedDRA, a Taxoke
pekomMeH1anuii BcemupHON opraHu3anuu 3[paBoOXpaHEHHUS.

Hapywenus co cmopoHbl UMMYHHOU CUCTEMbl

OueHp penko: peakluM TUNepYyBCTBUTEIBHOCTH, aHAa(UIAKTUYECKHE pEaKLUUH, BKIOYas
aHa(UIAKTHYECKUI IOK, aHA(PHUIAKTOUIHbBIE PEaKIIUH.

Hapywenus co cmopoHbl HepeHOU cucmembl

YacTo: rosioBHast 60J1b, FOJIOBOKPYKEHHE.

OdeHb penko: HapylleHHe KOOPAMHALIUU, TUIIEPTOHYC, YTHETEHHE CO3HAHMsI, IOTEPSI CO3HAHUSA,
COHJIUBOCTb, CTYTIOP.

Hapywenus co cmoponsl opeana 3penus

OueHb peiKo: MUO3.

Hapywenus co cmoponul dceny0ouno-kuuieynoco mpakma

Yacro: 3amop, METEOPU3M, TOIIHOTA.

Heuwacro: 6onp mnm omymeHue AuckoMpopTa B 00JacTH KMBOTA, CYXOCTh BO PTy, PBOTAa,
PacCTpOMCTBO MUIIEBAPEHUS, TACIIEIICHUSL.

OueHp penko: KuUIIeYHass HENpPOXOAMMOCTh (B TOM YHWCIE MapajuTHdecKas KHUIIeYHas
HEIMPOXOANUMOCTb), METAKOJIOH (B TOM YHCIE TOKCUYECKHM METaKoJIOH), TJI0CCAITUs, B3AyTHE
KUBOTA.

Hapywenus co cmopoHbl Kodicu u NOOKONACHbIX MKAHelU

OueHb peaKo: aHTMOHEBPOTUYECKMH OTeK; OyJule3Has Cblllb, BKJItOuas cUHApoM CTuBeHCa-—
JI>KOHCOHA, TOKCUYECKHUH 3MUIePMANIbHBIA HEKPOJIU3 U MYJIbTU(OPMHYIO SpUTEMY, KOXKHBIH 3y,
KpanuBHULIA.

Hapywenus co cmopoHbl nouex u Mo4esbleo0auux nymetl

OueHb penKo: 3a/IepKKa MOYH.

Obwue paccmpoiicmea

O4eHb peaKo: yTOMIISEMOCTb.

BaxxHo cooOmate 0 pa3BUTHH HEXETATEIbHBIX PEaKIUi C LEeTbI0 00ecredeHus] HeMPEePHIBHOTO
MOHUTOPHHIa OTHOIIEHUS TOJNb3bl M PHUCKA JIeKapcTBEHHOro mnpemnapara. Ecim moOble u3
yKa3aHHBIX B MHCTPYKLUH NOOOYHBIX 3 (eKTOB yCyryOustoTcs, win Bel 3ameTniu o0ble Apyrue
no6oyHble 3(h(HEKThI, He YKa3aHHbIE B MHCTPYKIIUH, COOOLIUTE 00 3TOM Bpauy.

MeaunuHckue pabOTHUKH COOOLIAIOT O HEXKENATENbHBIX PEaKIUAX JEKapCTBEHHOIO Mpernapara
yepe3 HallMOHAJIbHBIE CUCTEMBI COOOIEHUS O HEXKEJIATENIbHBIX PEAKIHsIX.

Ilepeno3upoBka

Cumnmombi: YyTHETEHHE LIEHTPAJIbHONW HEPBHOM CHCTEMBI (CTYIIOp, HapyllIEHHWE KOOPAMHALUHU,

COHJIMBOCTH, MHMO3, MBIIIICYHAA TMIICPTOHUA, YTHCTCHHUC I[BIX&HI/ISI), KHIICYHAaA HCTIPOXOAUMOCTD.



Jleuenue: aHTUOT — HAJIOKCOH; YYMTHIBAs, YTO IPOAOKUTEIBHOCTh AEWUCTBHUS JIONEpaMuUIa
0oJbIlIe, YeM y HAJIOKCOHA, BO3MOXKHO MOBTOPHOE BBEAECHME mocienHero. CUMOTOMaTH4ECKOe
JICYCHUE: aKTUBUPOBAHHBIN YIrOJIb, IPOMBIBAHUE JKEITYIKA, NCKYCCTBCHHAS] BEHTUJISALUS JIETKUX.
Heo6xoanmo MeauuuHckoe HabIOAeHUE 10 KpaliHeil Mepe B TeueHue 48 4acos.
B3aumopneiicTBHe ¢ APYTUMH J1eKAPCTBEHHBIMH CPeACTBAMH

[Ipu omHOBpEMEHHOM INMPHMEHEHHUH JoNepaMuaa U MHruouTopoB P-rimmkonporenna, CYP3A4
i CYP2C8 (XuHUIWH, pUTOHABHP, UTPAKOHA30J, reM(PuOpo3us, KETOKOHA30J7) BO3MOXKHO
NOBBILIICHNE KOHLEHTPALUHU JIONIEPAMU/IA B TJIa3M€E KPOBHU.

[Ipn oHOBpEMEHHOM IpHUEME JIONIEpaMHUAA U IECMOINPECCUHA JJIsl IEPOPAIbHOTO IPUMEHEHUs
KOHIIEHTpALUs IECMOIIPECCHHA B TUIa3ME KPOBU YBEJINUUBAETCS.

[Ipenapatpl, uMerIKe CX0xHe (HapMaKOJOTUYECKHE CBOMCTBA, MOTYT yCWJIMBATh JCHCTBHE
JoTIepaMuIa; Npenaparhl, yBEIMUUBAIOIME CKOPOCTh NPOXO0XKACHUS IUILKA YEpE3 JKEIyI0YHO-
KUIICYHBIN TPaKT, OCTa0JISAIOT JeiicTBUE JIoTepaMua.

Oco0ble ykazaHust

Jlonepamuz MCHONIB3yEeTCS NIl CUMIITOMATHYECKOIO JICUEHUs. 1Uapeu. B ciydae ycTaHOBIICHUS
IPUYHMHBI 3a00J1€BaHUS CIIEYET MPOBOAUTH COOTBETCTBYIOLIYIO TEPAIHIO.

VY manueHToB, CTpajaromuX Auapeeid, B OCOOCHHOCTH y AeTel, BO3MOXKHBI TIOTEPS )KUJIKOCTU U
AIIEKTPOJIUTOB. B Takux ciydasx KpailHe HEOOXOIWMBI BO3MEIIECHHE MOTEPH AIIEKTPOIUTOB U
perunparanusa. B ciayuyae oTCyTCTBMSI yIydIlIEHHs NPU OCTPOM AMapee MOCiE HCIOJIb30BAHUS
npenapara Ha IpoTsKeHUH 48 4acoB clieyeT 0OpaTUThCS K Bpady.

Ecnu npu nedeHun avapeu y MaUeHTOB C CHHAPOMOM NPUOOPETEHHOIO MMMYHOIe(pUIMTa
(CIIN ) pa3BuBaeTcs B3AyTHE KHBOTA, IpenapaT cielyeT He3aMeUINTeIbHO OTMEHHUTh. B oueHb
peaxkux ciaydasx y nanueHToB ¢ auarHozom CIINJI, crpanparomux MHQEKIUOHHBIM KOJIUTOM,
BO3MO>KEH 3aI10P ¢ PUCKOM TOKCUYECKOTO MEraKOJIOHA.

Jlonepamun ciegyer HPUMEHSTh C OCTOPOKHOCTBIO IIPU INEYEHOYHOM HEJOCTaTOYHOCTH BO
n30eKaHNe TOKCUYECKOT0 TOPayKEHHsI IEHTPAIbHOM HEPBHOM CUCTEMBI.

Ecnu npu nedeHun pa3BHUBaeTCs 3amop, B3AyTHE JKMBOTAa WM KUILIEYHAs HEMPOXOJUMOCTb,
Ipernapar cleAyeT OTMEHUTD.

Bumsinue Ha cOCOOHOCTH YIPABJIATH TPAHCIIOPTHBIMHU CPEACTBAMM, MEXaHU3MaMHU
[TockonbKy IpenapaT MOKET BbI3bIBaTh FOJIOBOKPYKEHHSI U COHIIMBOCTD, B IEPHUOJ JIEUEHUS TIPU
yIOpaBJIE€HUN TPAHCIOPTHBIMU CPEJCTBAMH, MEXaHM3MaMHU M 3aHITUU APYTMMU MOTEHLUHUAIbHO
ONAacCHBIMU BHUJIaMHU JIEATEJIBHOCTH, TPEOYIOIIMMH TMOBBIIICHHONH KOHLEHTpPAlMM BHUMaHHS U
OBICTPOTHI ICUXOMOTOPHBIX PEAKLU, HEOOXOAUMO COOIIOAATH OCTOPOKHOCTD.

dopma BhINIYCKA

Kancynst 2 mr.



ITo 10 mwim 20 kamcyn B KOHTYpHYIO SYCHKOBYIO YMAKOBKY. 1, 2 ninu 3 KOHTYpHbIE SYEHKOBbIE
ynakoBku 1o 10 xancyn, win 1 nian 2 KOHTypHbIE SSYeiiKOoBbIe yIAaKOBKU 10 20 KamncyJs BMecCTe ¢
MHCTPYKIHMEHN M0 MPUMEHEHHUIO MMOMEIAOT B MAYKy U3 KapTOHA.

YciaoBus XxpaHeHust

B opurunanbHo# ynakoBke (B auke), pu TeMieparype He Boime 25 °C.

XpaHWUTh B HEJOCTYITHOM JJIS ICTCH MECTE.

Cpoxk rogHocTu

4 rona. He mpuMeHsTh mpemnapar 1o UCTeYSHHH CPOKa TOTHOCTH.

YcaoBus ornycka

OtnyckatoT 0e3 perenra.

JepskaTeib perucTPAlHOHHOTO YA0CTOBEPEHUSI

AxkuuoHepHoe o0miecTBo "' Xumuko-papmanesruueckuii komounat "AKPUXUH"

(AO "AKPUXWH"), Poccus

142450, MockoBckas o6actb, r.0. boropoackuii, r. Crapast Kynasna, yin. Kuposa, 1. 29.
IIpousBoauTenn

AxkuuoHepHoe o0miecTBo "' Xumuko-papmanepruueckuid komounat "AKPUXUH"

(AO "AKPUXWH"), Poccus

142450, MockoBckast 001acTh, I.0. boroponackuii, r. Crapas Kynasua, yin. Kuposa, 1. 29, ctp. 3,
4, 6.

Opranusanusi, IPUHAMAKOLIAS NIPeTEeH3UM MOTpeduTe el

AxkumoHepHoe o0miecTBo "' Xumuko-papmanesruueckuii komounat "AKPUXUH"

(AO "AKPUXWH"), Poccus

142450, MockoBckas o6iactb, r.0. boropoackuii, r. Crapast Kynasna, yin. Kuposa, 1. 29.

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



