OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O ITPEITAPATA
1. HAUMEHOBAHHUE JIEKAPCTBEHHOTI'O IIPEITAPATA

CympactuH, 25 Mr, TabaeTKu

2. KAYECTBEHHBIN U KOJIMYECTBEHHBIN COCTAB

JeiicTByrolee BEemeCTBO: XJI0POIUPAMUH.

Kaxxnas Tabnerka coiep’uT 25 Mr XJoponupamMuHa THAPOXIIOPU/IA.

BcnomoratenbHble BelecTBa, HaJM4KWe KOTOPBIX HAIO YUUTHIBATh B COCTAaBE JIEKAPCTBEHHOIO
npemnapara: JakTo3bl MoHOruapar (cm. pasuen 4.4).

[TonHbI# TepedeHb BCIIOMOTaTENbHBIX BEIIECTB MPHBEIEH B pa3zaene 6.1.

3. JIEKAPCTBEHHAS ®OPMA

TabneTku.
benvie, unu cepoBaro-0esble TabneTkH B BUAE Aucka ¢ (ackoii, ¢ rpaBupoBkoi “SUPRASTIN
Ha OJTHOM CTOPOHE TAaOJIETKU U PUCKOW Ha IPYToi CTOpoHe, Oe3 miu moutu Oe3 3amaxa.

C IMOMOIIIBIO PUCKH Ta0JIETKH MOKHO pPasaCInTb Ha ABC PABHBLIC OJO3bI.

4. KIMHUYECKUE JAHHBIE

4.1. Tloka3aHusl K IPUMEHEHHUIO

[Tpenapat CymnpacTuH noka3aH K IPUMEHEHHIO Y B3pOCIBIX, TOAPOCTKOB U IETEN B BO3pacTe OT 3
JIeT TpHU:

® KpalMBHHUIIE;

® CBIBOPOTOYHOI 00JI€3HH;

® CE30HHOM M KPYTJIOTOJIMYHOM aJJIEPTUYECKOM PUHUTE;

®  AJUIEPrMYECKOM KOHBIOHKTUBUTE;

® KOHTaKTHOM JIEPMATHUTE;

® KOYKHOM 3YJIE;

® OCTpPOH M XPOHUUYECKOU DK3EME;

® aTONMHMYECKOM JepMaTHTE;

® TMUIICBOM U JICKAPCTBEHHOW AJIJIEPTUH;

® AUVICPTUYCCKUX pCaKIMAX Ha YKYCbl HACCKOMBIX.

4.2. Pe:kuM 103MPOBAaHUSA U CIOCO0 NPUMeEHEHHUs



PexxuM 103upoBaHus

Bspocnvie

ITo 1 Tabnerke 3—4 paza B aensb (75—-100 Mr B cyTKn).

[Tpo10KUTEHOCTD Kypca JISUSCHUST 3aBUCHT OT XapaKTepa, CHMIITOMOB 3a00JIeBaHMs, CTECIICHU
WX TPOSIBIICHUS, JUTUTSIIBHOCTH Y TCYCHHS 3a00JICBaHMUS.

Oco0Bble IPVIIILI MAIUEHTOB

Tayuenmoi nodicunoz2o 603pacma u NAYUEHMbL C BbIPAHNCEHHBIM 0ePUYUMOM MACCbl med
[Tpumenenue npenapata CynpacTuH TpedyeT 0co00i 0CTOPOKHOCTH, TaK KaK y 3TUX MAllUEHTOB
AHTUTUCTAMUHHBIC [IpermapaThl 4Yalle BbI3BIBAIOT MMO0OOYHBIE 3(deKThl (TOJIOBOKPYKEHUE,
COHJIMBOCTbD, MaJIeHHEe apTepuainbHoro nasieHus (A/l)).
THayuenmor ¢ HapyweHuem hyHKyuu novex
MoskeT notpeboBaThCs HI3MEHEHHE PEKUMa MTpHeMa MpernapaTa i CHUKEHHE JTO3bI B CBSA3H C TEM,
YTO aKTUBHBII KOMIIOHEHT B OCHOBHOM BBIJIEIISIETCS [TOYKAMH.
THayuenmoi ¢ HapywieHuem YHKYuU neveHu
MoeTr moTpeOoBaThCS CHM)KEHHE 03B B CBSI3U CO CHIDKEHHEM METa0oJM3Ma aKTUBHOTO
KOMIIOHEHTa Iperapara rnpu 3a001eBaHHsIX IEUYCHU.

eTH
B Bo3pacte ot 3 10 6 net: no 1/2 Tabnetku (12,5 mr) 2 pasa B 1eHb; CyTOUYHas 1032 — 25 MT.
B Bo3pacte ot 6 10 14 netr: o 1/2 Tabnetku (12,5 mr) 2—3 pasza B JieHb; CyTOYHAS 032 — 25—
37,5 mr.
B Bo3pacte ot 14 o 18 net: mo 1 tabnerke (25 mr) 3—4 pasa B aeHb; cyTouHas q1o3a — 75-100 wmr.
Jl03y neTsM MOKHO MOCTENIEHHO MOBBIIIAThH MPU OTCYTCTBHH MOOOYHBIX d((EKTOB y MalneHTa,
HO MaKCUMaJIbHasl 1032 HUKOT/[a He JIOJDKHA MPEBBIMATh 2 MI/KT MAacChl TeJa.
[Tpemapat CymnpacTuH He cleAyeT Ha3HavaTh (MPUMEHATH) y Aerel B Bo3pacte oT 0 g0 3 et B
CBSI3U C HEBO3MOYKHOCTBIO 00ECIIEUUTh PEXHUM JO3UPOBAHUS.

Crrocob nmpuMeHeHus

TabneTku INPUHUMAKOT BHYTPb BO BpPEMsA CIbl, HC PpPa3’KCBbIBad MW 3arlMBasg JOCTATOYHBIM
KOJIMYECTBOM BOJBI.

C IMOMOIIIBIO PUCKHU TaOJIETKH MOXKHO PasacJINTb Ha ABC PABHBIC NO3bI.

4.3. IIpoTuBOMOKA3AHUS

¢ THUICPYYBCTBUTCIBHOCTH K XJIOPOIMUpAMUHY HWIH K J'IIO6OMy N3 BCIIOMOI'aTCJIIbHBIX
BCIICCTB, IICPCUUCIICHHBIX B pa3aciic 61,

®  OCTpPBIH NPUCTYN OPOHXUAILHOW aCTMBI,



e OEpEeMEHHOCTH U MEePUOJI IPYTHOTO BCKapMIIMBaHUS (CM. pasnen 4.6).
4.4. OcoOble yka3aHMsl M Mepbl NPeI0CTOPOKHOCTH IPH IPUMEHEHUH

[Tpumenenue mpenapara CympacTUH B TO3/JHHUE BEUEPHHE YaChl MOXKET YCHUJIUTh CHMITOMBI
racTpo-33ogaranbHoi pedIrOKCHON O0JIE3HHU.

[lpu coderanuu ¢ OTOTOKCHUYECKHMMH Tpenapatamu CynpacTHH MOXET MAacKHpPOBAaTh pPaHHUE
MPU3HAKHA OTOTOKCHYHOCTH.

3aboJieBaHUs MMEYCHH U MOYEK MOTYT MOTPeOOBaTh M3MEHEHUs (CHIDKEHUS) JI03bI Mmpemnapara, B
CBSI3U C YeM, MAlMEHT JOJDKEH MH()OPMUPOBATh Bpaya O HAJIMYUHM y HEro 3a00JIeBaHUS MEYCHU
WJIH TIOYCK.

B cBsi3M ¢ aHTUXOMUHEPTUYESCKUM ¥ CeNaTUBHBIM 3¢ dekrom CymnpacTuH ciieayeT Ha3HadaTh C
OCTOPOXKHOCTBIO TMOXHIIBIM, TAIIMCHTaM C HapylmieHueM (QyHKIUU TIEYCHH, CepJIeYHO-
COCYIIUCTBIMHM  3a00JICBAaHHMSIMH, 3aKpPBITOYTOJIbHOW TJIAYKOMOM, TpU 3aJCpKKe MOYUd U
THIIEPIUIA3UH MIPEIICTATEIIBHOM JKEIe3bl.

CynpacTiH MOXET YCHJIMTh JCHCTBHE aJKOrOJIsl HA ICHTpalbHyto HepBHYO cuctemy (L[HC), B
CBsI3M C 4eM, BO Bpems mprema npernapara CymnpacTiH 3ampenieHo yrnoTpeOIeHHe alKOroJIbHBIX
HAITUTKOB.

JnutenpHBIA TPUEM AHTHUTUCTAMUHHBIX MPENapaToB MOXKET MPUBECTH K HAPYIICHHUSIM CO
CTOPOHBI CUCTEMBI KPOBU U KPOBETBOPCHHUS (JICHKOTICHHS, arpaHyIoUTO3, TPOMOOIUTOIICHUS,
reMOJUTHYECKass aHemwus). Ecim BO BpeMs JUTUTEIIFHOTO TIPUMEHEHHUS HaOJIoIaeTcs
HEOOBSICHUMOE TOBBIIICHUE TEMIIEpaTyphl TeNa, JAPUHTHT, OJIETHOCTh KOXKHBIX ITOKPOBOB,
JKeNnTyxa, oOpa3oBaHHE SI3B BO pTy, IMOSBICHHE TeMaToOM, HEOOBIYHBIE U JUIUTEIHHO
MPOJODKAIOIINECS KPOBOTEUEHHUS HEOOXOJMMO MPOBECTH KIMHUYECKHH aHalu3 KpPOBH C
orpeneneHneM ducia (GopMeHHBIX 3JeMeHTOB. Ecim pe3ynbTaThl aHanmM3a yKas3bIBalOT Ha
U3MeHeHre (OpMYJIbl KPOBH, IPUMEHEHHUE TIperapara mpeKpanaroT.

BcnomoraTensHbI€ BelllecTBa

JlaHHBIN JEKapCTBEHHBIM IpenapaT COJAEPKUT JIAKTO3bl MoOHoruapar. Ilanuentam ¢ penko
BCTpEUaroLIeiicsl HaCIeICTBEHHON HENEePEHOCUMOCTHIO TajaKTO3bl, 1e()ULIUTOM JIaKTa3bl JIonapen

WX TIII0KO30-TalIaKTO3HOHM ManbabcopOLueil He ciieyeT IpUHUMAaTh 3TOT Mpenapar.

4.5. BzaumojeiicTBue ¢ JPYrUMH JIeKAPDCTBEHHbIMH MNpenapaTtamMu W Jpyrue BH/bI
B3aNMOdeCTBUA

I/IHFI/I6I/ITOpI)I MOHOAMHWHOOKCHAA3bl YCHIIMBAIOT W MPOJOHTHPYIOT AHTHUXOJMHCPIrU4CCKHE

s dexTol mpenapara CynpacTuH.



Cnenyer coOmomaTh 0COOYH OCTOPOKHOCTH TPHU OJHOBPEMEHHOM MPUMEHEHHUU TabJIETOK
Cymnpactus ¢ 6apOuTypaTamMu, CHOTBOPHBIMH, aHKCHOJIMTUYECKIMHU U CEIaTUBHBIMU CPEJICTBAMH,
TPaHKBHJIM3AaTOPAMHU, OMUOUHBIMH AHAIBIETUKAMHU, TPUIMKINYECKUMHU aHTUJCTIPECCaHTaMH,
aTPONMHOM, MYyCKapWHEprHYecKMMH mapacumnaronutukamu (CynpacTHH u JII00OH W3 ATHX
IpenapaToB MOTYT YCHUIMBATh 3 (EKTHI ApyT apyra).

Bo Bpemsi siedeHus 3ampenieHo ynorpeOeHHe alKOTOJBHBIX HAIUTKOB (AJIKOTOJIb yCHUJIMBAET
yruetaromuii 3¢ ekt npenapara Cynpactun Ha LHTHC).

[lpu coderanuu ¢ OTOTOKCHUYECKHMMH TpenapatamMu CyHpacTHH MOXET MAacKHpPOBAaTh pPaHHUE
NPU3HAKH OTOTOKCUYHOCTH.

AHTHTMCTaMUHHBIE ITPETIapaThl MOJABIISIOT KOXKHBIE PEAKIIMU B OTBET Ha aJUIEPTHYECKUE KOXKHBIE
npoObl, TAKUM 00pa3oM, 3a HECKOJIBKO JTHEH 10 MPOBEACHUSI KOXKHBIX MPOO CIIEAyeT OTMEHUTh

npuMeHeHnue npenapara CynpacTuH.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTDb M JIAKTALMS

bepeMeHHOCTH

He 6bu10 IpoBeZIeHO afeKBATHBIX KOHTPOJIUPYEMBIX KIMHUYECKUX HCCIIEIOBAaHUI MpPUMEHEHUS
AHTUTHCTAMUHHBIX IPENapaToB y OepeMEeHHBIX KeHIMH. OJHAKO Y HOBOPOXICHHBIX, MaTepPU
KOTOPBIX NMPUHUMAII aHTUTHCTAMHUHHBIC TIperapaTrhl Ha TOCICIHUX Mecsax OepeMeHHOCTH,
OBLITM OMUCaHBI CITy4Yau Pa3BUTHS PETPOJICHTAIbHON QuoOpora3uu.

B cootBercTBHM ¢ 3THM npuMeHeHue mnpemnapara CymnpacTMH BO BpeMms OepeMEeHHOCTU
MPOTUBOIIOKa3aHo (cM. paznen 4.3).

JlakTanus

[Tpumenenue npenapara CynpacTiH IPOTHUBOMOKA3aHO B IEPUO/ TPYIHOTO BCKapMmiuBanus. [Ipu
HEO0OXOJMMOCTH TIPUMEHEHHUsl Tperapara B MEpUOJA JAaKTAIllMM CIeAyeT MPEKPaTUTh TPYAHOE

BCcKapmiinBaHue (cM. pasnen 4.3.).

4.7. BiusiHue Ha cOCOOHOCTH YNPABJATH TPAHCHOPTHBIMHU CPeACTBAMM U PadoTaTh ¢
MeXaHHU3MaMH
[Ipenapat, 0coOeHHO B HayaJbHOM TIEPHOJE JIEUEHUS, MOXET BBI3BIBATh COHJIMBOCTb,
YTOMIIIEMOCTb U TOJIOBOKpYkeHue. [IoaroMy B Ha4albHOM IEPUOJE, IIUTEIBHOCTh KOTOPOIO
ONpEeNeNseTcs WHIUBHIYAIbHO, 3allpeliacTcsl BOXKJIEHUE TPAHCIOPTHBIX CPEACTB HWIIHU
BBITMIOJIHEHHE paboT, CBSI3aHHBIX C MOBBILICHHBIM PHCKOM HeCYacTHbIX ciyyaeB. [locie atoro
CTENEeHb OTPAHMYEHHUs HA BOXKJICHHME TPAaHCIOpPTa M paboOTy ¢ MEXaHHW3MaMHU Bpay JOJDKEH

ONpPCACIIATh IJIA KAXI0T0 MalluCHTAa UHAUBUAYAJIbHO.



4.8. HexkeslaTesibHbIE peaKIIUU

Pesrome nmpoduisg 6esonacHOCTH

HexenarenbHbie peakiinu, Kak MpaBUIO, BOSHUKAIOT KpailHe PeAKO, HOCSAT BPEMEHHBIN XapakTep,
MIPOXOST MOCIIE OTMEHBI ITpenapara.

Pe3roMe HexxenaTeabHbIX PEAKIINN

HexenaTenbHble peakiiy MpPEICTaBICHbI B COOTBETCTBUU C MOPAKEHUEM OPraHOB U CHUCTEM
OpraHOB B IIOCJIEIOBATCIILHOCTH MEAWIIMHCKOTO CJIOBapsi Ui HOPMATUBHO IPABOBOM
nesrensHocTH (MEdDRA).

OTCYTCTBYIOT KIIMHUYECKUE HUCCIIEA0BAHNS, IIO3BOJISIONINE YCTAHOBUTH YaCTOTY HEXKeIaTeNbHBIX
pEaKInu.

Hapywenus co cmoponsl Kpogu u aumgpamuieckoli cucmemvl. JEHKOICHUS, arpaHyJIOIHTO3,
TEeMOJIUTHYCCKAss aHEMHs W JPYrMe W3MEHEHUS KIETOYHOTO COCTaBa KPOBH (HAIpPUMED,
TPOMOOIIMTOTICHHS TIPH JTTUTSIILHOM MPUMEHEHHUH MIpeTapaTa).

Hapywenus co cmoponvl uMMyHHOU cucmemyl. alIepruuecKue peaKiuu.

Hapywenus co cmoponvl HepsHOU cucmembl: COHIUBOCTb, YTOMIISIEMOCTb, TOJIOBOKPYKEHHE C
OIyIIEHWEM BpaIeHUs (BEPTUTO), HEPBHOE BO30YKIECHUE, aTaKCHs, TPEMOp, TOJIOBHAs OOIIb,
sriopusi, Cy0poru, sHiedanronaTus.

Hapywenus co cmoponwvl opeana 3penus: HEYETKOCTb 3PUTEIBHOTO BOCIPHUSATHS, MPUCTYIIBI
IJIayKOMBI, TIOBBIIIICHHE BHYTPUTIIA3HOTO JABICHHUS.

Hapywenus co cmoponvl cepoya: canxenne AJl, Taxukapans, apuTMus.

Kenyoouno-kuwieunvie napyuienus:. TACKOMGOPT B KUBOTE, CYXOCTh BO PTY, TOILIHOTA, PBOTA,
JIuapes, 3arop, IoTeps UK MOBBIIICHHE alllleTUTa, 00JIb B BEPXHEH YacTH KHUBOTA.

Hapywenus co CMOpOHbL MbIUEYHOU, CKeNemHOU U  COeOUHUMENbHOU — MKAHU:
MUOTIATHS.

Hapywenus co cmoponsl nouexk u mouesvlgooswux nymeti: 3aTpyAHEHHOE MOYEHCITyCKaHHeE,
3a/IepiKKa MOYH.

Hapywenus co CMOPOHbI KOJCU U NOOKOMNCHBIX mKaHel: POTOCeHCUOMIN3ausl.

COO6HI€HI/IG 0 ITOA03PEBACMBIX HEXKCIIATCIBbHBIX PCAKITNAX

BaxxHo coo0mIaTh 0 mo103peBaeMbIX HEXKENATENbHBIX PEAKIUAX MOCIIe PEruCcTpaIuy mpenapara ¢
[ENbI0 O0ECIeueHus HEMPEepPhIBHOTO MOHUTOPUHTA COOTHOIIEHUS «IOJIb3a — PHCK»
JIEKapCTBEHHOI'0 Mpemnapara. MeIuuHCKUM paOOTHUKAM PEKOMEHIYETCs COOOIIaTh O JIF0OBIX

IMOoA03pE€BACMBIX HEKCIIATCIIBHBIX PCAKIUAX JICKAPCTBCHHOI'O IIpErapara 4€pe3 HAIlMOHAJIBHBIC



CHUCTEMBl COOOILEHUS O HEXKeJaTeNbHBIX pEeaKIUsIX TrocyJapcTB — ujeHOoB EBpasuiickoro

9KOHOMHUYECCKOI'o COro3a.

Poccuiickas @enepanus

@DenepanbHas ciry:x0a 1o Haa30py B cdepe 3ApaBOOXpaHEHHUS
Anpec: 109012, r. Mocksa, CiiaBsiHCKasl III0IIaab, 1. 4, ctp. 1
Tenegpon: +7 (800) 550-99-03

OnekTpoHHas mouta: pharm@roszdravnadzor.gov.ru

Caiit B UH(POPMALMOHHO-TEJIEKOMMYHHUKAITHOHHON ceTu «nTepHeT:

https://www.roszdravnadzor.gov.ru/

PecnybOnuka Kazaxcran

PI'TI na ITXB «HauuoHaJIbHBINA LEHTP SKCHOEPTU3bI JIEKAPCTBEHHBIX CPEJCTB U MEIUIIMHCKUX
u3nenuin» KoMurera MEIMIMHCKOTO H  (apMaKOJIOTHYECKOTO KOHTpOJII MUHHUCTEPCTBA
3apaBooxpanenust Pecnyonuku Kazaxcran

Anpec: 010000, r. Acrana, yn. A. Imanosa, 13

Tenedon: 8 (7172) 78-98-28

OnexTpoHHas noyra: farm@dari.kz

Caitr; http://mwww.ndda.kz/

Pecny6nmka benapychb

VII «LleHTp dKCrepTU3 U UCIIBITAHUM B 3PaBOOXPAHCHUN
Anpec: 220037, r. Munck, niep. ToBapureckuit, 2a
Temedon: +375 (17) 242-00-29

®axc: +375 (17) 242-00-29

OnexkTpoHHas noyra: repl@rceth.by

Caitt: https://www.rceth.by

PecnyGniuka ApmeHus

«Hayunpiii LleHTp SKCHepTH3bl JIEKAPCTB W MEIUIMHCKUX TEXHOJIOTMH HM. akagemMuka DO.
INabpuensna» AO3T

Anpec: 0051, r. Epesan, nip. Komuraca 49/5

Tenedon:(+374 60)83-00-73, (+374 10) 23-08-96; (+374 10)23-16-82

OnexTpoHHas noyra: vigilance@pharm.am

Caitr; http://www.pharm.am/
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4.9. Ilepeno3upoBka

[lepeno3upoBka aHTUTHMCTAMUHHBIX MpENaparoB OCOOEHHO y JeTell MOXKeT MPUBECTH K
JeTaTbHOMY UCXOJy, B OCOOCHHOCTH y MJIa/ICHIICB.

CuMnTOMBI

[Tpu nepeno3upoBke CyNnpacTHH BBI3bIBAET CHUMIITOMBI, MOJOOHBIE OTPABICHUIO ATPOMUHOM,
TaKMe KakK TaJUIIOIMHALIMK, OECIOKOMCTBO, aTakCHs, HApyIIEHUS KOOPAMHALUU IBUKCHUIA,
aTeTo3, CyJIOporu. Y JeTell paHHero Bo3pacra mpeoOnagaer Bo30yxaeHue. MHOrIa BO3SHHKAET
CYXOCThb BO PTY, (PMKCHPOBAHHOE PACHIMPEHHE 3PAYKOB, THIIEPEMHUSI KOXKH JIMIA, CHHYCOBas
TaxuKapaus, 3a/epKKa MOYH, JIMXOpaaKa. Y B3pOCIBIX JUXOPaJKa U TUIEPEMHUS KOXH JIMIA
MOTYT OTCYTCTBOBAaTh, IOCJI€ MEPUOJa BO30YXKIEHUS CIEAYIOT CYAOPOTH U IMOCTCYIOPOKHAsS
Jenpeccusi C BO3MOXKHBIM pa3BUTHEM KOMBI M CEPAEYHO-COCYAUCTOM M JbIXaTeJIbHOU
HEJ0CTaTOYHOCTH, KOTOPbIE MOT'YT IPUBECTU K CMEPTH IallUEHTa B TeueHue 2—18 yacos.
Jleuenue

B cBs3u ¢ aHTUXONMHEprudyeckuM 3¢PGEeKToM ATOro mpenapara 3amenssieTcsl OIyCTOLIECHUE
xkenyaka. Takum o0pa3oMm, BbI3BIBAHHE PBOTHI, NIPOMBIBAHHE JKEIyJKa U BBEACHHUE
aKTUBUPOBAHHOIO yIJII PEKOMEHJyeTcs B TeueHue |2 yacoB Mocie Mepeao3UpOBKH.
PexoMmenayercss MOHUTOPHHI TIOKA3aTeNeld CEPAECYHO-COCYIUCTOM M JIBIXaTEIbHOW CHUCTEMBI,
CUMIITOMAaTHUYECKas TEpaIusl.

CHCHI/Iq)I/I‘-ICCKI/Iﬁ AHTHU 0T HCU3BCCTCH.

5. ®APMAKOJIOTHMYECKHE CBOMCTBA

5.1. ®apmakoaMHaMHYecKHe CBOlicTBA

CDapMaKOTepaHCBTI/I‘leCKaH rpynmna: aHTUTUCTAMUHHBIC CpEACTBA CUCTECMHOI'O HCP’ICTBI/IH;

3aMCIICHHBIC OTHJICHIUAaMHWHBI.

Kon ATX: RO6ACO0S.

Mexanusm aeiictBus, dapMakoarnHaMuueckue dhdhexThl

XnoponupaMuH — XJIOPDUPOBAHHBIM aHAJIOT TpUIleIeHaMuHa (mupuOeH3aMHuHa) — 3TO
AQHTUTUCTAMUHHBIA  Tperapar  MEepBOro  IMOKOJIEHUs,  MpUHAANIEKAIIUNA K  TpyImne
ATWJIEHIUAMHHOBBIX aHTUTHCTAMUHHBIX IIPENApaToB.

brmokatop ~ Hi-ructamMMHOBBIX ~ pELENTOpPOB,  OKa3blBAET  AHTUTMCTAMUHHOE W M-
XOJMHOOJOKHpYIOIIee JAelcTBUe. DTOT Mpenapar Takke JeHCTBYeT Ha TJIaJKWe MBIIIIbI, Ha

MIPOHMIIAEMOCTh KaMJUISIPOB U Ha IIEHTpaIbHYI0 HepBHYIO cuctemy (LITHC).



[Tpu npueme BHYTpH 3 dexT mpossisercs yxe depe3 15-30 MuHyT, MakCUManbHBIN ekt

pa3BUBaeTCs B TeueHUE | yaca U IpoJonKaeTcs NpuMepHO 3—6 JacoB.

5.2. apmMaKkoKHUHeTHYeCKHUe CBOHCTBA

AOGcopouus

[Tpu nepopaibHOM NpreMe MPAKTUYECKU MOTHOCTHIO a0COPOUPYETCS U3 HKEITYyA0YHO-KUILIEYHOTO
tpakta (JKKT). TepaneBruueckuii 3ppekt xmoponupaMmruHa pa3BuBaetcs B TeueHue 15-30 MunyT
1ocjie pruemMa BHYTpb, JOCTUTAeT MaKCUMyMa B TEUEHUE NIEPBOIO yaca Mocie MpuemMa 1 JJINTCS
MUHUMYM 3—6 4acos.

Pacupenenenue

Xoporio pacnpenensercs B opranuzme, Bkiatouas [THC.

Buorpancdhopmariusa

MHTEHCMBHO METa00IM3UPYETCS B IICUCHHU.
DIMMUHALIUA
BrIBOAUTCA B OCHOBHOM IIOYKAMU B BUIE META00JIUTOB.

IloueuyHas HETOCTATOYHOCTh

VY nanueHToB ¢ HapylIeHHEM (DYHKLMU MOYEK MOHUYKACTCSI BBIBEJACHHE AKTHBHOI'O BEIIECTBA,
no3romy fo3a CynpacThuHa MOKET ObITh YMEHBIIIECHA.

[IeyeHOYHAs HEAOCTATOYHOCTh

VY nauueHTOB ¢ HapylmleHHeM (QYHKIMH HeUeHH MeTaboJIu3M XJIOpONHpPAMUHA TMOHMKAETCH,
no3romy fo3a CynpacThuHa MOKET ObITh YMEHBIICHA.
€T’

V nerteill BEIBEJCHUE npemnapara ImpoucxoauT 6BICTpee, YCM Yy B3pOCIIbIX MTAalITUCHTOB.

6. ®APMAIEBTUYECKHUE CBOMCTBA

6.1. IlepeuyeHb BCIOMOraTeIbHbIX BelIeCTB

JlakTO3BI MOHOTHAPAT

Kpaxmain kaprodenbHbIi

Hatpus kap6okcumerunkpaxmai (Tum A)
Tanbk

Kenatun

CTCapI/IHOBaSI KHCJI0Ta



6.2. HecoBMeCTUMOCThH

He npumennmo.

6.3. Cpok rogHocTu (CpoOK XpaHeHus1)

3 rona.

6.4. Oco0ble Mepbl NPEIOCTOPOKHOCTH NPH XPAHEHUH

XpaHuTh Ipu TeMnepatype He Boimre 25 °C.

6.5. Xapakrep u cofep:kaHue NEPBUYHON YNAKOBKHU

[To 10 Tabnerok B 6iucrepe u3 [1BX/an.¢omnsra. [1o 2 unu 4 6mrcrepa B KApTOHHOM MavYKe BMECTE
C JTUCTKOM-BKJIA IBILIIEM.
[To 20 Tabnerox B 6muctepe u3 [IBX/an.¢onsra. [lo 1 Gauctepy B KapTOHHON Mauke BMECTE C

JIMCTKOM-BKJIAABIIIICM.

6.6. OcoOble Mepbl MNPEIOCTOPOKHOCTH  NPH  YHHYTOKEHHMH  HCHOJIH30BAHHOIO
JIEKAPCTBEHHOr0 Mpenapara WIM OTX0A0B, MOJYYeHHBIX MOCJe INpPHMEeHEeHus
JIEKApPCTBEHHOI'0 Npenapara, u Apyrue MaHuIyJIsiiHU ¢ NpenapaToM

Het oco6bIx TpeOoBaHMi K yTHIN3AIMH.

7. JEPXATEJIb PETUCTPAHIMOHHOI'O YAOCTOBEPEHUSA

Benrpus

3A0 «Dapmanestrnueckuii 3aBoa 1 NUC»
1106 bynanemr, yn. Kepecrypu, 30-38
Tenedon: (+36-1) 803-5555

OnekTpoHHas nouta: mailbox@egis.hu

7.1. TlpeacTaBuTe/b 1epPsKaTe/sA PerHCTPAIMOHHOIO yI0CTOBepeHUs: Ha TeppuTtopun Coro3a

[Mperen3un norpedUTENEH HAIPABIATH 110 aIPECY:

Poccniickas @enepanvs

000 «2I'NC-PYC»

121552, r. Mockaa, yiu. Spuesckas, 1.19, 6mok B, stax 13
Tenedon: +7 (495) 363-39-66

DnexTponHas moyra: pharmacovigilance@egis.ru

Pecny6nuka Kazaxcran
[TpencraButensctBo 3A0 «PapmaneBTrueckuii 3aBog I C» B Peciybiinke Kazaxcran
050060, r. Anmarsl, yi. XKapokosa 286 I'.


mailto:pharmacovigilance@egis.ru

Tenedon: + 7 (727) 247 63 34, + 7 (727) 247 63 33.
DnekTpoHHas mo4ra: egis@eqgis.kz

Pecny6nuka benapych

[IpencraButensctBO0 3A0 «DapmaneBtudeckuid 3aBog OI'MIC» (Benrpus) B PecmyOmuke
bemapych

220053, r. Munck, niep. Epmaka, 1. 6A.

Tenedon: (017) 380-00-80, (017) 227-35-51, (017) 227-35-52.

®dakc: (017) 227-35-53.

OnekrponHas moura: info@egis.by

Pecniybnuka Apmenust

[IpencraButensctBO 3A0 «Dapmaneruueckuii 3aBog 1 IC» B PecryOnuke ApmeHus
0010, r. EpeBan, yn. AHpaneryTsiH, 1oM 67, 4 sTax.

Tenedon: +374-10-574686.

OnexTponHas noyra: info@egis.am

8. HOMEP PETUCTPAHUOHHOI'O YAOCTOBEPEHUSA

JITI-Ne(000101)-(PT-RU)

9. JIATA MEPBUYHOI PETMCTPALIMU (ITIOATBEPKIEHUSI PETUCTPALIUM,
MEPEPETACTPAIIAN)

Jara nepBoii peructpauuu: 21.12.2020

10. JATA IEPECMOTPA TEKCTA

OO61as XxapakTeprucTUKa JIeKapcTBEHHOTo npernapara CynpacTuH J0CTyIHAa Ha MH(OPMallOHHOM
noprane EBpa3suiickoro 3KOHOMHYECKOI0 COr03a B MHPOPMAIIMOHHO- KOMMYHUKAIlMOHHON CETH
«Wutepuery»: http://eec.eaeunion.org/
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