COOTBETCTBYET 3KCNEPTHOMY OTYETY
ot 18.06.2025 N2 15111
MHCTRYKIIS NOCNEOQOBATENEHOCTE 0008)

I[10 MEJUIITMHCKOMY ITPUMEHEHUIO JIEKAPCTBEHHOI'O ITPEITAPATA

Jlonepamua-AKpuxuH

PerncrpaunoHHblii HOMep:

Toprosoe HaumeHnoBanue: Jlonepamua-AKpUXUH

MeskayHapogHOe HeNAaTeHTOBAHHOE WJIM TIPYNINHMPOBOYHOEC HAMMEHOBAHMeE: JIOIIEPAMM]
JlekapcTBeHHasi popma: KarcyJsbl

CocraB

1 kancyna conep>kur:

eiicmeytowee sewjecmeo: nonepamujia ruapoxiopun B nepecuere Ha 100 % semectso 2,0 mr;
Bcnomocamenvhvie ewyecmsa: 1akTo3bl MOHOTHIPAT, KpaxMall KyYKypYy3HbIil, KDEMHHUS JUOKCU
KOJUIOWUIHBIM, TaJIbK, MarHus cTeapar.

Cocmae obonouxku xancyiel: Karcyla TBepAas >KelIaTWHOBas (TUTaHA JMOKCHJ, KPacUTENb
XUHOJIMHOBBIN KENTHIN, KpaCUTENb COMHEUHBIN 3aKkat xentbiid (E110), xkenatun).

Onucanue

Kancyner Ne 4 sxkenroro mnera. ComepKMMOE KarCcysl — IOPOIIOK O€Ioro uiau Oeyoro ¢
JKEJITOBAaThIM OTTEHKOM IIBETA.

dapmakoTepaneBTHYECKAs rpymnmna: IIpotuBoaMapelinsle, KUIIICYHBIE,
IIPOTHUBOBOCTIATIUTENIbHBIE/ TPOTUBOMUKPOOHBIE Tipenapatsl. [Ipenaparhl, CHUKAIOLUE MOTOPUKY
YKETYTOYHO-KHUILIEYHOT O TPAKTA.

Koa ATX: A07DAOS.

DapMaKoJIOrHyecKoe 1eHcTBre

Dapmakoounamua:

CHmXaer TOHYC M MOTOPHMKY TJaJKOM MYCKYJaTypbl KHIIEYHUKA, 3aMEMIAeT Iaccax
COJICPKMMOTO KHILIECYHUKA, YMEHbBIIAET BBIJCICHHE KUIKOCTU M JIEKTPOIUTOB C (PeKaTUSIMHU.
[ToBeimaer ToHyc aHalbHOTO cuUHKTEpa. JlelicTBUe HacTymaeT ObICTPO W MpoaoILKaeTcs 4—6
4acoB.

DapmakoKkuHemuKka:

Abcopbrmst — 40 %. Cs3p ¢ 6enkamu miaa3msl — 97 %. Ilepuoa nomyseiBenenust — 9—14 u. He
IPOHMKAET uepe3 reMaTosHedanuieckuii 0apbep. IpakTnuecku MOTHOCTBIO META0OIU3UPYETCs
B [I€YEHU ITyTEM KOHBIOTalluu. BBIBOAUTCS NPEUMYIECTBEHHO C KEITYBIO U IIOYKAMH.
Ioka3anus K NpUMEHEHUI0

CuMmnromaTueckoe JIEYEHME OCTPOM UM XPOHMUYECKOM JMaped pa3jMYyHOro TIeHes3a

(anyIepruueckoro, 3MOIMOHAIBHOTO, JIEKAPCTBEHHOIO, JY4YEBOIO; MPH H3MEHEHHH pPEXHMa
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BCIIOMOTaTeNILHOE CPE/ICTBO MPHU Jrapee HHPEKIIMOHHOTO TeHEe3a).

Perynsius cTyna y naieHTOB ¢ MJIEOCTOMOM.

IIporuBonokazanusi

['unepuyBCTBUTENBHOCTS K JIONEpPAMHUIy WM K JOOOMYy M3 BCIOMOIAaTEIbHBIX BEIIECTB,
JTUBEPTHUKYJIE3, KUIIEYHAS] HEMPOXOANMOCTD, SI3BEHHBINA KOJIUT B CTAUU 00OCTpEHUs, Tuapes Ha
¢dboHE OCTPOro TMCEBAOMEMOPAHO3HOTO SHTEPOKOIHWTA, B BHJIE MOHOTEpPANUHU - U3CHTEPHS U
Ipyrue WH(PEKIUH JKeTyJI0YHO-KUIIEUYHOTo Tpakta, OepemeHHocTh (I Tpumectp), mepuon
ITPYyAHOTO BCKapMJIMBAHMUsI, JIOTIEPAMUJI B Kallcylax He Ha3HAYaloT JETsIM JI0 6 JIeT.

C 0CTOPOKHOCTHIO

[Teuenounast HEIOCTATOYHOCTb.

I[IpumeHeHne npu 6epeMEHHOCTH M B MIEPUO/I TPYAHOI0 BCKAPMJIUBAHUA

IIpumenenue 8o 8pems bepemenHocmu

B mnepBoM TpumecTpe OEepeMEHHOCTH MPOTHUBOMOKA3aHO TPUMEHEHUE JICKApPCTBEHHBIX
MpenaparoB, cojaepxkaimux jomnepamusl. HecmMoTps Ha TO, 4TO AaHHBIE O TEPATOTEHHOM WU
SMOPHUOTOKCHUYECKOM JIEHCTBUM OTCYTCTBYIOT, B TIepUOJ OEpeMEHHOCTH JIEKapCTBEHHBIE
Ipernaparsl, CojiepKallue JonepaMu, Ha3HayaroTCs TOJIbKO B TOM CiIy4ae, eClIy Ipe/noaraeMas
M0JIb3a TEPANUM AJI1 MaTEPH MPEBOCXOAUT MOTEHUUATBHBIN PUCK AJIA IJI0/1A.

Ilpumenenue 8 nepuoo epyonoeo 6CKAPMAUBAHUSL

[Tockonbky HEOOJBIIOE KOJIUYECTBO JIOTIEPAMUIa MOKET OOHAPYKUBATHCA B TPYJHOM MOJIOKE,
IIpHEM JIEKapCTBEHHOT'O IIperapara BO BpeMsi IPpyJHOT0 BCKapMJIMBaHUS HE PEKOMEH Ty eTCs.
Cnoco6 npuMeHeHus U 103b1

BnyTps, HE pa3xkeBbIBas, 3aIIMBaTh BOJOMU.

Bspocnvie

[Tpu ocTpoif 1 XpOHUYECKOH nUapee MepBOHAYAILHO Ha3HAYAIOT 2 Karcyisl (4 Mr); 3aTem mo |
Karcyse (2 Mr) mocie KaXAoro akra aedekamuy B CiIydae >KHJIKOTO CTyJa; MaKCHMallbHas
CyTOYHas J]03a Mpernapara He JOJKHA MPEeBbIaTh 12 Mr B cyTKu (6 Kamncyin).

Jlemu (cmapwe 6 1em)

[To 1 xancyne (2 Mr) mocie KaxxJaoro akra aeekaluuy B ciIydae KUJKOTO CTyJa; MaKCUMallbHas
CyTO4YHas J103a — 3 Kancysl (6 mr). [locne HopManu3auu cTyja Wid PU OTCYTCTBHH CTyIa Ooiee
12 gacoB JieueHue JONepaMuIoM CIETyEeT MIPEKPATUTh.

ITo0ouyHOE nelcTBHE

Jlnst omleHKHM YacTOThI HexenatenbHbIX peakiuii (HP) mcnonb3oBanbl criemyromue KpUTEPHH:
gacto (> 1/100, < 1/10); meuacto (> 1/1000, < 1/100); peaxo (= 1/10000, < 1/1000); oueHp peaxo

(< 1/10000). HP crpynnupoBaHbl B COOTBETCTBUM C CHCTEMHO-OPTaHHBIMU KJIACCAMU
2
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pekoMeHnanuii BeceMupHOM Opranu3anuy 31paBOOXpaHEHUs.

Hapywenusa co cmoporvl uMMYHHOU cucmembl

OueHb penko: peakiUd TUNEPUyBCTBUTEIBHOCTH, aHA(UIAKTUYECKHE pEeakLUH, BKIOYas
aHa(UIIaKTUYECKUH II0K, aHAPUITAKTOUIHBIC PEAKIIUH.

Hapywenus co cmoponul HepeHoU cucmembl

Yacro: ronoBHas 00Jb, TOJIOBOKPYKEHHUE.

OdeHp penko: HapylIeHHEe KOOPAWHALMN, THIIEPTOHYC, YTHETCHHE CO3HAHMs, IOTEPSI CO3HAHUSA,
COHJIMBOCTb, CTYTIOP.

Hapywenus co cmoponwvl opeana 3penus

O4eHb penKo: MUO3.

Hapywenus co cmopoHbl #ceny00uHo-KUueuHo20 mpakma

Yacro: 3an10p, METEOPU3M, TOLIHOTA.

HeuacTo: 601p unm omymieHue auckoMpopra B 00JacTH >KMBOTA, CYXOCThb BO PTY, PBOTa,
paccTporCTBO MULIEBAPEHUS, JUCIIETICUSI.

OueHp penko: KHIIEYHas HENpPOXOAMMOCTh (B TOM YHCIE MapaJUTHYecKas KHUIIeYHas
HEMPOXOJUMOCTh), METAKOJIOH (B TOM YHCIIE€ TOKCHYECKHI MErakojOH), IJIOCCAJITHs, B31yTHE
KHUBOTA.

YacToTa HEU3BECTHA: OCTPBIN ITAHKPEATUT.

Hapywenus co cmopoHbl Kodicu u NOOKOMCHBIX MKAHel

OueHp peaKo: aHIMOHEBPOTUYECKMHM OTeK; OyJule3Has Chlllb, BKIIouas cUHApoM CTHBEHCa—
JI>KOHCOHA, TOKCUYECKHI AMHICPMANIbHBIA HEKPOJIN3 U MYJIbTU()OPMHYIO SpUTEMY, KOXKHBIH 3y,
KpanuBHULA.

Hapywenus co cmopoHbl nouex u Mouesbleo0auux nymetl

OueHb penKo: 3a/IepKKa MOYH.

Obwue paccmpoticmsa

OdeHb penKo: yTOMIISEMOCTb.

BaxHo coo0mare 0 pa3BUTHN HEXENATENbHBIX pPeaklUil ¢ 1esbl0 00eCIeUeHHsI HEPEPBIBHOTO
MOHUTOPHHIa OTHOLIEHUS IOJNb3bl M PHUCKA JIEKAPCTBEHHOro Ipenapara. Ecim mroOble u3
yKa3aHHBIX B HHCTPYKUUH OOOYHBIX 3 (HEeKTOB yCyryOustoTes, mim Bl 3ameTninu mo0bie Apyrie
no6ouHble 3(h(PeKThI, He YKa3aHHBIE B HHCTPYKLUH, COOOLTUTE 00 3TOM Bpauy.

MenunuHckre pabOTHUKH COOOIIAIOT O HEXeNaTeIbHbIX PEaKLUAX JEKapCTBEHHOI'O Mpernapara

YCpe3 HAHINMOHAJIIBHBIC CHUCTCMBI COO6H.I€HI/I$I 0 HCXKCJIATCIIbHBIX PCAKIUAX.



COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 18.06.2025 N2 15111
(MOCNEOCBATENEHOCTE 0008)

Ilepeno3upoBka

Cumnmombi: YTHETEHHE LIEHTPAJIbHON HEPBHOM CHUCTEMBI (CTYyNOp, HApyIIEHHWE KOOPAMHALUHU,
COHJIMBOCTb, MHO3, MBILIICYHAS] TUTIEPTOHUS, YTHETEHUE JbIXaHHU ), KUILIEYHAs! HEIPOXOAUMOCTbD.
Jleuenue: aHTUIOT — HAJIOKCOH; YYMUTBIBas, YTO IMPOAOLKUTENIBHOCTh ACHCTBUS JIOIEpaMU/Ia
0obIIe, YeM y HaJOKCOHA, BO3MOXKHO MOBTOpPHOE BBeAeHHE MocienHero. CUMOTOMaTH4YecKoe
JICYCHHE: aKTUBUPOBAHHBIN yTOJIb, IPOMBIBAHUE KEITYIKA, UCKYCCTBEHHAs! BEHTUJISLIUS JIETKUX.
HeobxommuMo MenuimHCKOe HAOMIOACHHE TT0 KpaliHel Mepe B TeueHue 48 4acos.
B3aumoaeiicTBue ¢ IpyruMu JIeKapCTBEHHBIMH CPeACTBAMU

[Ipu onHOBpEeMEHHOM MPUMEHEHUHU JIoTIepaMusia U UHruouTOpoB P-rimkonporenna, CYP3A4
win CYP2C8 (XuHHIWH, PUTOHABHP, UTPAKOHA30J, reM(puOpo3ni1, KETOKOHA30J1) BO3MOKHO
MOBBIIICHHE KOHIIEHTPALMH JIONIEPAMHU/IA B IJIa3ME KPOBH.

[Ipn onHOBpEMEHHOM MpHEME JIoNepamMuaa U JeCMONPECCUHA ISl IEPOPATBHOIO MIPUMEHEHUS
KOHIIEHTpalXs 1eCMONIPECCHHA B TUIa3M€ KPOBU YBEIUYUBACTCSI.

[Ipenapatel, UMeOmUE CX0XKHE (PapMaKOIOTHUECKUE CBOICTBA, MOTYT YCHJIMBATH JCHCTBHUE
JonepaMuia; Mpenaparbl, YBEJIMUYUBAIOIINE CKOPOCTh MPOXOXKICHUS MUIIU Yepe3 KeIyJOUHO-
KHIIIEYHBIN TPAKT, OCIA0JSAIOT IeHCTBHUE JIONIEpaMHa.

Oco0ble ykazaHnust

Jlonepamu MCMoAb3yeTCs AJIsi CHMOTOMATHUECKOTO JIEUEHUs1 Juapeu. B ciyyae ycTaHOBIEHUS
NPUYHUHBI 3200JI€BaHMS CIEAYET MPOBOIUTH COOTBETCTBYIOILYIO TEPAIIHUIO.

VY manueHToB, CTpaJaIINX JUapeeii, B 0COOCHHOCTH y JI€TEH, BOSMOXKHBI TIOTEPS KUIAKOCTH U
JMEKTPONUTOB. B Takux ciyyasx KpailHe HEOOXOAMMBI BO3MEIICHHE MOTEPU DJIEKTPOJIUTOB U
peruaparauus. B ciayuyae oTCyTCTBHS yJy4IlIEHHUS] MPU OCTPOW JHapee MOCIE HUCIOIb30BAHUS
npernapara Ha IpoTsbKeHHH 48 4acoB ciieyeT oOpaTUThCA K Bpauy.

Ecnu npu neyeHun amapen y MaUMEHTOB C CHHAPOMOM MPHUOOPETEHHOTO MMMYHOjAedHIHTa
(CITN[I) pa3BuBaeTcs B3ayTHE )KUBOTA, TIPETApaT CIeTyeT He3aMeUTUTEIIbHO OTMEHUTh. B oueHb
penkux cinydasx y namueHToB ¢ auarnozom CIIM/I, crpamaromux WHPEKIUOHHBIM KOJIHTOM,
BO3MO>KEH 3aI10p C PUCKOM TOKCUYECKOT'O MEraKoJIOHa.

Jlonepamun cienyeT NPUMEHATh C OCTOPOKHOCTBIO IPU IEYEHOYHOW HEIOCTaTOYHOCTU BO
n30exaHne TOKCHYECKOT0 MOPaXeHHs! LIECHTPAJIbHOI HEPBHOI CHUCTEMBI.

Ecnu npu neyeHun pa3BUBAETCSl 3amop, B3AYTHUE KUBOTA WM KUILEYHAs HEMPOXOAUMOCTb,
npenapar cieAayeT OTMEHUTb.

Biusinue Ha CIOCOOHOCTH YNIPABJISATH TPAHCIIOPTHBIMHU CPEeACTBAMM, MEXaHU3MaMHU
[TockonbKy mpenapar MOKET BbI3bIBATH TOJIOBOKPYKEHUS U COHIIMBOCTD, B IIEPUOJ JICUEHUS NIPU

YIPaBJICHUU TPAHCIIOPTHBIMMU CPEACTBAMH, MEXAaHU3MaMU U 3aHATUM JPYTUMH MOTEHIUAIBHO
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OBICTPOTHI ICUXOMOTOPHBIX PEAKLU, HEOOXOIUMO COOIIOAATH OCTOPOKHOCTD.

dopMa BbINTYCKa

Kancynsi 2 mr.

ITo 10 mnm 20 xancys B KOHTYPHYIO SYEMKOBYIO YIIAKOBKY W3 IUJICHKH MOJUBHHUIXJIOPUIHON U
¢donbru anoMuHUEBOU. 1, 2 niaK 3 KOHTypHBIE STYEUKOBbIe yakoBkH 1o 10 karcys, win 1 umm 2
KOHTYpHBIC SIYEHKOBBIE yMakoBKU 1mo 20 Karcyl BMeCTE€ ¢ MHCTPYKIUEH MO MEIUITTHCKOMY
MPUMEHEHHUIO TOMEIAIOT B MAYKy U3 KapTOHA.

YcaoBusi XxpaHeHust

B opurunanbHoii ynakoBke (B mauke), npu Temiiepatype He Boiie 25 °C.

XpaHUTh B HEOCTYITHOM TSI IETEH MeCTe.

Cpok rogHoctu

4 rona. He npumeHaTs nmpenapaT 1o UCTEYEHUH CPOKa TOJTHOCTH.

YcaoBus ornycka

Otnyckatot 0e3 peuenTa.

JepskaTe/ib peruCTPAIMOHHOIO Y0CTOBEPEHUS

AxmmoHepHoe obmectBo " Xumuko-hapmanepruaeckuit komounatr "AKPUXWH"

(AO "AKPUXUMH"), Poccus

142450, MockoBckast 061acTs, r.0. boropoackuii, r. Crapas Kynashna, yn. Kuposa, n. 29.
IIpousBoauTenn

AxnmoHepHoe obmectBo " Xumuko-hapmanepruaeckuit komounatr "AKPUXWH"

(AO "AKPUXUMH"), Poccus

142450, MockoBckas o6mactb, r.0. boropoackuii, r. Crapas Kymasna, yin. Kuposa, 1. 29, ctp. 3,
4, 6.

Opranusanus, NPUHEAMAKOLIAS IPEeTEeH3UH MOTpeduTe el

AxuunonepHoe o6mecTBo " Xumuko-papmareBtruueckuii komounatr "AKPUXWH"

(AO "AKPUXHMH"), Poccus

142450, MockoBckas 00sacTth, T.0. boropoackuii, r. Ctapas Kynasna, yin. Kuposa, 1. 29.

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



