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JIncTOoK-BKIAABII — HH opmaum %QQ»%E” bHOCTb 0001)

ACSBEPTEKCY JOTOHEJI®, 5 mr, Tab1eTkn
KOHTPO/IbHbIA IK3EMNNSP

= 277 4
Z, w08 . FrtS

JIOTOHEI®, 10 mr, Tabaerkn

©.10.0. Noanucy: JleiicTByIOLIEE BELIECTBO: TOPACEMULT

Ilepen npueMoOM NpenapaTa MOJHOCTHIO NPOYHTANTE JHCTOK-BKIAABILI, IOCKOJIbLKY B HEM
cozepaxaTcs BaxkHbIe 115 Bac cBenenus.

CoxpanuTe JIHCTOK-BKIaAbII. Bo3MoxxHO, Bam moTpebyeTcs MpoYmuTaTh €ro eie pas.

Ecnu y Bac BOSHHKIIM IOIIOHHTENBHBIE BOIIPOCHI, 00PaTHTECH K JIEYAIEMy Bpady.

IIpenapar HasHayeH uMeHHO Bam. He nmepenasaiite ero apyrum monsM. OH MOXKET HaBPEAUTh
UM, JJaXKe €CJIM CUMIITOMBI MX 3a00JIeBaHMA COBNAAAIOT ¢ Bammmu.

Ecmu y Bac BO3HHKIM KakHe-THOO HexenaTelbHble peaKLUd, OOpaTUTECh K JedaleMy Bpady
'win paboTHuKy anTexu. JlaHHas peKOMEHIAUMs PACIpPOCTPAHsAETCS Ha Jr00ble BO3MOXKHbIE

HEXKEIIATCIIbHBIC PCAKIIMH, B TOM YHCJIC HA HC IICPCYHCIICHHBIC B pasaciie 4 nucTKa-BKJIaABIIIA.

Conep:xaHne JHCTKA-BKJIAABIIIA

Uro u3 ceba npexcrasnser npenapar JIOTOHEJI®, u 1714 9ero ero NpUMeHSIOT.
O 9eM cieayeT 3HaTh nepen npueMoM npenapara JOTOHEJ®,

Ipuem npenapara JOTOHEJI®.

Bo3MOKHBIE HeXeNaTeIbHbIE PEaKIIHH.

Xpanenue npenapara JOTOHEJI®,

CO}.ICp)KHMOC YIIaKOBKH U IIPOYHUE CBEACHMUS.

SN A

1. Yo u3 cebs mpeacrasaser npenapat JOTOHEJI®, u aj1s1 4€ro ero NpUMeHSIIOT
Ipenapar JIOTOHEJI® comepXuT HeiicTBYIONIEE BEMECTBO TOPACEMHI, KOTOPOE SBIAECTCS TaK
Ha3BIBAEMBIM (TIETJIEBBIM» JUYPETHKOM — 32 CYET MOYEroHHOro 3(ddexra CHMKAET BBICOKOE
apTepuaibHOe AaBieHue. Kpome Toro, mpenapat yiydmaer paboTy cepAla [0 HalOJIHEHHUIO €T0
KPOBBIO ¥ BEIOPOCY B KPOBEHOCHYIO CHCTEMY.

Bricokoe apTepHalbHOE [aBICHHE YBEIWYMBACT HArpy3Ky Ha CepAle M COCYyAbl, M, Kak
CIIEACTBHE, MOTYT CTpajaTh KPOBEHOCHBIE COCYABI IOJOBHOIO MO3ra, CEpAua M IOYEK, 4TO

MOXET IIPHUBECTU K HHCYJIBTY, HHPAPKTY, CEPACUHOM HEIOCTATOYHOCTH, 3a00JIEBaHHUSM II0YEK.

IMoxa3anus K NpUMEHEHHIO

Ipenapar JIOTOHEJI® nokasan k npremy y B3pocibix B Bo3pacte ot 18 et mpu:
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—  oTedHOM CPIHJ.IpOMe pasIM4HOTO TeHe3d, B T{ﬂ@"lﬁ&,p %&M&%TDC%E&HOI‘E

HEIOCTATOYHOCTH, 3a00JIEBAHUAX NIE€YEHH, JIETKUX U NOYCK;

— apTepHaIbHO! TMIIEPTEH3HH.

Cnoco6 aeiicteas npenapata JJOTOHEJI®
penapar JIOTOHEJI® sBisiercs MOYErOHHBIM IPENapaToM. 3a C4eT BBIBEICHHS XHUIKOCTH U3
OpraHm3Ma OH CHIDKACT IOBBILICHHOE apTEPHAIbHOE JIABICHHE.

3a cueT HEKOTOpBIX CBOUX cBoicTB Tpenapar JIOTOHEJI® B MeHbIIell CTEeH! BRBOJUT Kaluit

U3 OpraHu3Ma — 3TO 6IaroTBOPHO CKa3hIBacTCA Ha paboTe cepaua.

2. O 4em cJeayer 3HaTh nepe npuemom npenapara JIOTOHEJ®

TIporuBonokazanus

He npnuaamaiite npenapat JIOTOHEJI®:

- ecnmu y Bac ammeprus Ha TOpaceMuA MM JIIOOBIE ApYTHE KOMIIOHEHTHI IIpernapara
(nepeuncieHHEBIe B paszene 6 IMCTKa-BKIIAIBIIA);

- ecmum y Bac amwieprus Ha cynsdoHamunbl (CynbbaHMIaMHIHBIE INPOTMBOMHMKPOOHEIE
CPEACTBA WIM IIpenaparsl CyJb()OHMIMOYEBHHBI — HANpHUMEp CTpenTounun, (ranasorn,
JepMa3HH);

- ecmu y Bac Hapymenue QyHKIuM modek (Io4eyHas HEAOCTATOYHOCTB) COMPOBOXKIAEMOE
O4eHb MaJIBIM BhIAETeHHeM Mour — MeHee 100 M1 B cyTku (aHypHeir);

- ecimu y Bac medeHouHas xoMa MM IpeKoMa (OCIOXHEHHsS, KOTOPEIE MOTYT BOSHHUKHYTH B
pesyiILTaTe OCTPOH MeYeHOUHOM HeJOCTATOUHOCTH);

- ecau y Bac mioxo momnaromascs JEYeHHIO HEXBaTKa Kalusd B KDPOBH (pedpaxrepHas
TUINOKATHEMHS );

- ecmu y Bac mioxo mommaromasics JeYeHHIO HeXBaTKa HaTpHs B KpOBH (pedpakTepHas
THIIOHATPUEMHS);

- ecin y Bac cHIKEH 00be€M LHMPKYIHPYIOIICH KpOBH (THIOBOJIEMMA) (C IOHMKEHHBIM
apTEpHAIBLHBIM JaBJIeHHEM WK 0e3 Hero) Wiv 00e3B0XKHBaHKE OpraHu3Ma (Ieruaparanys);

- Ppe3KO BBIpa)XEHHBIC HapYIIECHHSA OTTOKAa MOYHM 000 3THOJIOrHM (BKIIXOYas OJHOCTOPOHHEE
MOpa’KEeHHE MOUEBBIBOISALIMNX ITyTEH);

- ecmu y Bac oTpaBneHHE cepAedYHBIMH IIpenapaTaMH pPacTUTENBHOIO IPOMCXOXKICHHUS
(rIMKO3UIHAS HHTOKCHKAIIKA);

- ecmm y Bac BocmareHwe mOYeK C IOPAXKEHHEM HX KIyOOYKOB, BBI3BAHHOE aTaKOH

CcOOCTBEHHOTO MIMMYHHUTETa Ha HUX (OCTpBIH ITIOMEpYIOHEPPHUT);
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- ecnmu y Bac HapymeHue mnpoBeneHUs C pnetmofgl %—115%@5%@%%@ %a K

npeacepausaM  (cHHoaTpuanbHas Onokaza) M OT MNPEACEpAMHd K  IKeIyZOo4YKam
(aTproBenTpHKyIspHas 6nokana) II-1II creneny;

- ecnu y Bac He KOMIIEHCHPOBaHHOE CY)KEHHE YCThs KPYIHEHIIEro cocya cepaua (aopTsl) B
MECTE COEIMHEHMS €ro C CepAueM (IEeKOMIIEHCHPOBaHHBI AOPTANBHBIA CTEHO3) M HE
KOMIIEHCHPOBaHHOE CYXXEHHE OTBEPCTHS MEXAY JIEBBIM PEACEPIUEM U JIEBBIM JKELYJOYKOM
(nexOMIIEHCHPOBaHHBIN MUTPAJIBHBIN CTEHO3);

- ecmu y Bac yBennueHne o6peMa CepAe€YHON MBIIIIEI B HECKOJIBKO pa3 (THIepTpodpuIecKas
OOCTpYKTHBHAs KapJOMHUOIIATHA);

- ecnu y Bac nmoBsleHne NEHTPaIbHOrO BEHO3HOro AaBieHus (cBbime 10 MM pr. CT.);

- ecnu y Bac HapymieHue putMa CepACUHbBIX COKPAILCHHUH (apUTMHS);

- ecnmu y Bac xpoHudeckoe HapymieHHe pabOTBI IOYEK, CONPOBOXIAEMOE IOBBILIEHUEM
CONEPXKAHHUSA B KPOBH a30THUCTHIX COEJMHEHHH, BBIBOOMMBIX IOYKaMH (XpOHHMYECKas
[OYeYHask HeJOCTaTOYHOCTh, COIIPOBOJKAAEMas a30TEMHUEH);

- ecnu y Bac moBbIIIEHHOE COZEpKaHIe MOYEBOH KHCIIOTHI B KPOBH (THIIEPYPUKEMHS);

- ecou Bl OJHOBPEMEHHO NMPUHMMAETE IpenapaThl IPYIIEl aMUHOITIMKO3UAOB (HEOMHIMH,
CTPENTOMHULIMH, TEHTAMHUMH M Mp.) u uedarocnopuHoB (uedanekcud, nepypoKchM,
nedoTakcuM, HeQHUIIUM U 11p.);

- ecuu Bsl GepeMeHHEI;

- ecnu Bsl kopMuTe rpyasio.

Oco6ble yka3aHusi M Mepbl IPeJ0CTOPOKHOCTH

Iepen npuemom npemnapara JIOTOHEJI® npokoHCYIBTUPYHTECH € JIEYaliiM BPAdOM:

ecnu y Bac moHmkeHHOe apTepuaibHOe JaBieHNe (apTepHalbHas TMIIOTEH3NA);

— ecmu y Bac 3aGoneBaHue, COMPOBOXIAeMOE OTJIOXEHHEM XOJECTEPUHOBBIX OJfIIEK Ha
BHYTPEHHHX CTEHKaX KPYIHBIX KPOBEHOCHBIX COCYIOB I'OJIOBHOIO MO3ra (CTCHO3HMPYIOIIHMH
aTepoCKIIepO3 LepeOpaIbHBIX apTEPHii);

— ecmu y Bac Hu3koe conepixanue o0iero 6eixa B KpOBH (THIIOIPOTEHHEMHS);

— ecou y Bac Hapymenus OTTOKa MOYM, CBS3aHHBIE C HEKOTOPHIMH 3a00JI€BaHHSIMHU
(mobpoxauecTBeHHAs THIEpPIUIa3Hs IIpeACTaTEIbHOM JKEJe3Hl, CyXeHHe
MOYEHCITYCKaTEeJIbHOTO KaHala MJIK THAPOHEPPO3);

— ecnu Bam paHee craBwIM AMarHo3 HapyIIEHHE PUTMa XXEIyHOYKOBBIX COKpPAIECHHH cepana
(xcenynomc‘osax apUTMHA);

— ecmm y Bac mpou3omuio ocrtpoe MOpakeHHE CEpAEYHOM MBIIIBI (OCTPhIA HMH(ApKT

MHOKapaa);
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— ecnu y Bac monoc (auapes);

— ecim y Bac Bocmanenue mokenyI04Ho# jxKenessl (MaHKpeaTuT);

— ecnu y Bac moHmkeHHOe coJepKaHne Kalus B KPOBH (THIIOKAIHEMHS);

— ecmu y Bac HOHIKEHHOE COEPKAHHE HATPUS B KPOBH (rumoHaTpueMus);

— ecnmd y Bac Hapymenwe (yHKUMM II€4EHH, XPOHHMYECKOe 3aboneBaHHE IEYCHH,
CONPOBOXIAEMOE 3aMEUICHHEM TKaHeil Ha COEJUHHTENbHYIO (LMppO3), HapyleHHe
Gyskuuii mouek (OYeUHas HEZOCTATOYHOCTB), TSDKENOE HapylleHHE (QYHKIUM IIE€YEHH,
COIPOBOXKJaeMO€E HapyIICHHEM PaboTHI O4eK (TeNaTOpEeHATbHBIN CHHAPOM),

— ecmu y Bac caxapHbiit 1uaGet uiv HapyleHne YCTOMYMBOCTH K ITIIOKO3€;

— ecmu y Bac HapymeHne oOMeHa BEINECTB, CONPOBOXIAEMOE OTIOKEHHEM B TKaHAX
OpraHM3Ma KpHUCTAJUIOB COJIEii MOYEBO# KHCIOTHI (OAarpa) MM IPEIpacrolOXEeHHOCTh K
MOBEIIIEHHOMY COJIEPXKAHUIO MOYEBOM KMCIIOTEI B KPOBH;

— MAaJIOKpoBHE (aHEMHS);

—  ecmu Bel 0JIHOBpEMEHHO PYHUMAETE MPENapaThl CEPAEYHBIX NIMKO3UIOB (JUTOKCHH H TIp.),
rOpMOHANbHBIE  [penapaTsl  (KOPTUKOCTEPOMIBI ~ —  JEKCaMeTasoH H  TIp.),
aneHoxopTﬁKorponHmii TOPMOH.

BaMm cnenyer uMmeTh B BHAY, YTO, e€cad y Bac awreprus Ha npenaparsl CyabGaHHIaMUIOB

(ctpenrrouua, ¢ranason, AepMasuH M Ip.), Y Bac MoxeT ObITh Takke ayIeprus Ha Ipenapar

'JIOTOHEJI®. »

Ecmn Bel npuHuMaere mpenapat JIOTOHEJI® Ha NpoTSXKeHWH ITMTEIBHOrO BpeMEHH, Bam

HeOOXOMMO MOJIEPKUBATh IHUETy C JOCTaTOYHBIM COJEP)KAaHHEM IIOBAPEHHOM COMM U

JIOTIONIHUTENBHBIA TPUEM IPENapaToB Kauus, 4ToOBl M30€XaTh HapyIIEHHS BOJHO-COJIEBOTO

.obmMeHa.

Bam Bpay OyZer KOHTPOJHPOBaTh YPOBEHHb AJIEKTPOJIMTOB B ILIa3M€ KPOBH IIPH JJIMTEIBHOM

IpueMe Ipernapara JIOTOHEJI® u, mpu HeO6XOAMMOCTH, NPOBOIMTH CBOEBPEMEHHYIO

KOPPEKIIMIO JIeYEHHS.

‘Ecnu BaM OCTaBJIeH TaKkoM JUArHo3, KaK HAKOIUIEHNE XXUIKOCTH B OPIOIIHO¥ IMOIOCTH (aCLUT)

— noa6op 036! IS JIEYEHHUS IIPOBOJUT TOJIBKO BPad B YCIOBHUAX CTallMOHApa.

Ipuem mpemapara JIOTOHEJI® moeT BEI3BaTb OGOCTPEHHE OTJIONKEHHS COJEH MOYEBOi

KHCJIOTHI (IOJarpsl).

Ecmu y Bac BbisiBIeH caxapHblii auaber — BaM Heo6X0AMMO MOCTOSHHO KOHTPOJIMPOBAThH

YPOBEHbB I'JTIOKO3HI B KDOBH M MOYE.

Ecnu Bel npuHHMaeTe cepAedHble INIMKO3UAbI (IUIOKCHH U IIp.) — Bpad OyAeT KOHTPOIMPOBATh

Bamre cocTosiHHE, MOCKOJBKY CYIIECTBYET PHCK pa3sBUTHSA HapylICHHH PHUTMa CEPACYHBIX

COKpAILICHHIA.



COOTBETCTBYET 3KCMNEPTHOMY OTYETY
ot 17.06.2024 N= 11363
(MOCNENOBATENBHOCTD 0001)

Hetn

He napaiite npenapat aetsm B Bospacte oT 0 no 18 ser. BesonacHocTs u 3pEKTHBHOCTE Y

nereit B Bo3pacre oT 0 1o 18 ner He yCTaHOBIICHEL.

JIpyrue npenapartsi i npenapat JOTOHEJ®

'Cooﬁmme néqameMy Bpauy O TOM, 4Yr0 BBl NpuHHMaeTe, HEJAaBHO IPHHHUMAIM HIH

cobupaerech MPUHUMATh KaKHe-IH00 APYTHe Ipenaparsl.

OO6s3aTeIbHO IIOCTaBbTE B M3BECTHOCTH JICYAIEro Bpada, €CIM Bbl IPMHHAMAETE CIELYIOLIME

TIpenaparsl, TaK Kak IIPH KX IPHEME CIeIyeT coOMoaaTs 0CO0YI0 OCTOPOKHOCT:

— MHHEPANIO- U TIIIOKOKOPTUKOCTEPOUABI (IEeKCaMeTa30H, albIOCTEPOH U Ip.) — IOBBILAETCA
PHCK CHIDKEHHS YPOBHS KalMs B KPOBH;

— amdoTtepunuH B — noBeIIIaeTCS pUCK CHHXKEHMS YPOBHS Kajlusl B KPOBH,

— CepHeyHBle TJIMKO3HABl (JUIOKCHH H Ip.) — BBICOKHI PHCK Ppa3BHUTHS OTPaBIEHHS
CepACYHBIMHU ITMKO3UIAMH;

— mnedanocnopunsl  (uedanexcus, uedypoxcuMm, uedorakcum, nedpunmum H  1Op.),
aMHHOTIIMKO3UB! (HEOMHIMH, CTPENTOMHIMH, TIEHTAaMHIMH M Ip.), XJIOPaM(QEHHKOI,
3TaKPUHOBAs KHCIOTa, aHTUOMOTHKH, CAIHIMIAThl (PENapaThl CATHIMIOBOM KHCIOTEHI),
npenapars! MUCIUIaTHHA, Ipenapars! IUIaTHHBL, aMpOTepUIIMH B — nipu COBMECTHOM IipriemMe
YBEIMYUBACTCS PUCK TOKCHYECKOrO ACHCTBHMS 3THX IPENapaToB Ha OpraHbl Clyxa W Ha
IOYKH;

. HHmGHTopm AHTHOTEH3UHIIpEBpamaomero ¢epmMenta (KanTONpHI, SHANANpHI) WM
AHTarOHMCTHI PELENTOPOB aHrMoTeH3uHa Il (J03apraH, TeIMHCapTaH) — IPHU COBMECTHOM
npueme ¢ npenapatom JIOTOHEJI® pe3ko CHUKAIOT apTepUaIbHOE NaBICHHE;

— HeCTepoMIHble IMPOTHBOBOCHAIMTENbHBIE IHpemapatsl (uMOympodeH, aneknodeHak,
IMKIopeHak H mp.), CyKpaibaT — NpU COBMECTHOM IIPHEME CHIDKAIOT MOYErOHHOE
neficTeue npenapara JOTOHEJ®;

— TIWIOTEH3WBHEIE CpeacTBa (CpeaCTBa, MOHIKAIOIIME apTepHATbHOE JaBICHHE) —
JIOTOHEJI® npu coBMeCTHOM IIpHEME YCHITHBAET HX AKTUBHOCTB,

— cykcameronuii — JOTOHEJI® npu coBMECTHOM NPHUEME YCHIIMBAET €0 aKTUBHOCT;

— Ty6okypapun — JOTOHEJI® npu coBMeCTHOM MprieMe OHMKAET €0 aKTHBHOCT;

— mpemapaTthl JIUTHA — IIPH COBMECTHOM IIpHEME C IIPENapaToM JIOTOHEJI® nossimaercs
TOKCHYHOCTb;

— muasoxcux H TeopwumH — JIOTOHEJI® npu COBMECTHOM IIpMEME MOBLINAET KX

AKTHBHOCTD,



COOTBETCTBYET 3KCNEPTHOMY OTYETY
or 17.06.2024 N= 11963

'— THIOOITIMKEeMHUYECKHE MpernapaThl U alUIONyRUHOI — %QGM%%EE@QT&QQQJATOM

JIOTOHEJI® cHIXaeTcs UX aKTHBHOCTB;

— IpEecCcOopHble aMHHBI — IIPH COBMECTHOM IIPHEME C MpenapaToM JIOTOHEJI® B3aumuO
cHrkaercs 3 HpeKTHBHOCT;

- nexapcmeﬁnme cpencTBa, GIOKMpYIOIHE KaHATBIEBYIO CEKPELHIO (aHTArOHHMCTHI KaJIbLIK)
— npu coBMecTHoM npueme c mpenaparoM JIOTOHEJI® nOBBIIAIOT KOHIIEHTPALHMIO
TOpaceMHJia B IUIa3Me KPOBH.

— IMKIOCIIOPHH — COBMECTHBI IPHEM C IpenapaToM JIOTOHEJI® Mmoxer BBI3BAaTh PHCK
pa3BHUTHS NOAATPH;

— pOTHBOIOIATPUYECKHH mpemapar NpPOOEHEIMA H IPOTHBOOIYXOJEBBIA Ipemapar
METOTPEKCAT — CHIDKAIOT aKTHBHOCTs mpemapata JIOTOHEJI®. B cBoio ouepens,
JIOTOHEJI® ycunupaeT TOKCHYECKOE MHEHCTBHE IAHHBIX IPENapaToB, IO HPHYUHE
CHIDKEHUS UX BBIBEJICHHUSI [I0YKAMH;

— PEHTreHOKOHTPACTHBIE IIPENapaThl — P COBMECTHOM IIPHEME C IIPErapaToM JIOTOHEJ®
BBI3BIBAIOT [IOBBIIICHHE PUCKA Pa3BUTHS HapYIIEHUH QYHKIHIA ITOYEK;

— KOJIECTHpaMHH — TIIpM COBMECTHOM IIpHEME C IIpernapaTroM JIOTOHEJI® cHmxaer

a¢dexTHBHOCTH Neyernus npenaparom JJIOTOHEI®.

BepeMeHHOCTH M rPyAHOE BCKapMJIHBaHHE

Ecma Bar OepeMeHHBl WIM KOPMHTE TPYABIO, AyMaeTe, 4To 3abepeMEHENH WIH IUIaHHpYeTe
GepeMEeHHOCTS, Iepe]] HauyaJoM IIpHeMa Ipenapara IPOKOHCYIBTUPYHTECH C JIEYalUM BPadoM.
IIpuem mnpemapata JIOTOHEJI® nporuBOmoOKasaH BO BpeMs GEPEMEHHOCTH M B IEPHON

IPYAHOTO BCKAPMIIMBAHUS.

VYipasjieHne TPaHCIIOPTHBIMH CPeACTBaMH H padoTa ¢ MexaHH3MaMH
Taxk kak npu npueme npenapata JOTOHEJI® MoryT pa3BUThCS TOJIOBOKPYXKEHHE U COHIMBOCTb,
B 3TOT nepuox Bam Heo6Xx0AMMO BO3IEPKATECA OT YIPABICHUS TPAHCIOPTHBIMHU CPEACTBAMH U

3aHATHIA, TPEOYIOUX MOBBIICHHOH KOHLEHTPAIMM BHUMAHHUA M OBICTPOH PEaKLHH.

Ipenapar JOTOHEJI® conepuT JaKTo3y
Ecnu y Bac HemepeHOCHMMOCTh Kakux-THOO caxapoB, oOpaTHTECh K JI€YalleMy Bpady IE€pexn

npuemoM npenapata JIOTOHEJI®.

Ipenapar JIOTOHEJI® coxepxuT HaTpHii

JlexapctBennsiit npemapar JIOTOHEJI® comepxwut Menee 1 Mmons (23 Mr) HaTpus Ha OIHY

6
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TabJIETKY, TO €CTh 110 CYTH HE COIEPIKHUT HATPHH. (MOCNEANOBATENLHOCTD 0001)

3. Tlpuem npenapara JOTOHEJ®
Bceria NpUHMMAiiTe TIpenapar B MOJHOM COOTBETCTBHH C PEKOMEHJAIMAMM JIEYAIIEro Bpada.

ITpu MOSIBIIEHUH COMHEHHU# TOCOBETYHTECH C JI€YaIM BPAauOM.

Pexomenyemas 1032

Bo Bcex ciyyasx pexuM IpueMa 1 103y Bam HHIMBHIyanbHO NOAOEPET JeYalini Bpad.
Omeunbiii CUHOPOM NPU XPOHUYECKOU CepOeyHOU HeOOCMamoYHOCMU

OG6BIuHas HavambHas g03a cocrapiser 10-20 Mr oauH pa3 B JeHs. IIpu HE0OGXOIMMOCTH /1032
MOXeT GBITh yBenudena BaM jieuaiym BpadoM BIBOE, JO IOIydeHHS Tpebyemoro sddexra.
Omeunviii CuHOpom npu 3ab601e6aHUU NOYeEK

OG6bIuHas HavalbHas J03a cocTaBisieT 20 Mr oJuH pa3 B JeHb. IIpu He06X0AUMOCTH 1032 MOXKET
6bITh yBenMueHa Bam eqammm BpauoM BIBOE, O NMOMYICHHA TpeOyeMoro addekra.

Omeunvlii cunOpom npu 3a601e6aHUYU NeYeHU

OG6BI4HAs HadajdbHas 103a cocTaBiseT 5—10 Mr oxuH pa3 B AeHb. IIpy HEOOXOAMMOCTH [103a
MOXeT GBITE yBenndeHa Bam jiegaiqum Bpa4oMm BABOE, 0 NOTydeHus Tpebyemoro apdexra.
‘MaxkcumanbHass pasoBas no3a cocraBmier 40 M, ee IpeBBINATh HE PEKOMEHIYeTCs
(OTCYTCTBYET OIBIT IPHMEHEHNUS).

[Ipenapar MIPUHUMAIOT B TEYEHUE JUTUTEIHHOTO IIEPHO/A MM 10 HCYE3HOBEHHUS OTEKOB.
Apmepuanvnas 2unepmen3us

‘Hawanenas no3a cocraiger 2,5 mr (1/2 tabnerku mo 5 mr) oxuH pa3 B AeHb. [Ipu oTcyrcTBuM
nede6HOro 3 dhexra B TeueHue 4 HeAeNb Bpay YBEITMIUBAET 03y 0 5 MI' OQMH pa3 B AeHb. [Ipu
oTCyTCTBUM 3P (PEKTHBHOTrO CHIKEHHS apTEPHATBHOrO JAaBICHHS IPH IPHEME B 103€ 5 MI' OMHUH
pa3 B JeHb B TedeHue 4—6 HeJenb Bpad yBenuduBaeT 403y 10 10 Mr oxuH pa3 B AeHs. Eciu no3a
10 Mr He maer TpeGyeMoro JedeGHOro addekra, Bpad B NeuebHyI0 cxeMy H06aBiseT npenapar,

CHIDKAIOLIMI apTepUaabHOE JaBIE€HUE, APYTOoi IPYIIIEL.

IIyTe 1 (Win) cnocod BBeAeHHS
IIpemapar nmpuHUMaWTe BHYTPb, HE Pa3KEBBIBas, 3allMBas NOCTATOYHBIM KOJIMYECTBOM BOIEI.

ITpuruMaiite B 1060€ yI0OHOE IOCTOSHHOE BpEMsI, HE3aBUCUMO OT IIPYEMA ITHILH.

IIponoKAUTEIHHOCTh TePANTHH
OOBIYHO IIpemapaT HEOOXOAMMO IPHHHMATh JUIMTENbHOE BpeMsA. JIIMTEIBPHOCTh JICYCHHUS

onpenenut Bam nevamuii Bpady.
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Ecau Bl npunsiiu npenapara JOTOHEJ® onbmé;mm%wn bHOCTb 0001)

Ecmu Bai npursumu npenapara JIOTOHEJI® Gomsie, 9eM cienosaio, y Bac Moryr BO3HHKHYTH
CIEAYIOMXE CAMIITOMEL: YCHICHHOE MOYEHCITYCKaHHE, COPOBOMKAIOMIEECS CHIKEHHEM 00BEMa
IUPKYJIUPYIONIe KPOBH M HapyIIEHHEM BOJHO-COJEBOro OamaHca KPOBH, C IIOCIEXYIOIIUM
BBIP2)KEHHBIM CHIKCHHEM apTEpPHAIBHOTO JABJICHMS, COHJIMBOCTBIO M CIIyTAHHOCTBIO CO3HAHHA,
obmopokamu. MoryT Ha6G0naThCs KETyJ09HO-KUIIEYHBIE PACCTPOMCTBA.

Tlpu npueme mnpemapaTta B HO3UPOBKE, NPEBBINAIOIIEH MaKCHMAIbHYIO, HE3aMEIUTENHLHO

obpatuTech 3a MEQUIUHCKOH IOMOIIBIO.

Ecau Bl 3266118 npuaaThL npenapat JOTOHEJ®

Bbl 10mkHEI TpuHEMaTs mpenapaT JIOTOHEJI® ¢ wactoroif, HasHauenHodf Bam snedamum
BPAYOM, WIK KaK yKa3aHO B JIMCTKE-BKJIAJBIIIE, TaK KaK PErYJIPHOCTb IIPHEMa NEIAET JCICHUE
6onee 3¢ ¢dexTuBHEIM. B cirygae mporrycka mpueMa OOHOM 03Bl IIperapara CICAYIOIYIO 03y

ClIeyeT NPUHATH B 00bdHOE Bpems. He nmpuHHMaliTe ABOHHYIO J03Yy, YTOOBI KOMIIEHCHPOBAaTh

MIPOIYHIEHHYIO J03Y.
IMTpu HaMYMK BOIIPOCOB IO IPHEMY IIpenapara, 06paTHTECh K JeJaleMy Bpady.

4. Bo3MmoxHBbIE HeKeJIaTeIbHbIe peaKIuH

[IonoGHO BCeM JIeKapCTBEHHBIM npemaparaMm, npemapar JIOTOHEJI® moxer BhI3bIBaTH
HeXeNaTeIbHbIE PEaKIM, ONHAKO OHM BO3HHKAIOT HE Y BCEX.

ITocne wucnonb30BaHMs —JIEKAPCTBEHHOrO TIIperapara MOTYT BO3HHKHYTh HEMEJICHHBIE
QJUIEPrUYecKue peakuy. OTH PEaKIMU MOTYT OBITh CEPbE3HBIMM.

Ipexparure npuem npenapara JIOTOHEJI® n Hemeq1eHHO 06paTHTECh 32 METHIMHCKOIH
MOMOIIBIO, B CIy4ae BO3HMKHOBEHHS OJHOIO M3 CIEAYIONIMX INPHU3HAKOB HemKeJaTeJbHOM
‘PeaKuuH, KOTOPasi MO’KeT Pa3BUThLCHA C HEM3BECTHOM YaCTOTOM:

pe3Koe MajieHue JaBJIeHUs, II0Teps CO3HaHUA (aHapHIAKTHIECKHH ILOK).

Jlpyrue BO3MOXKHBbIE HEXKeJIaTeJIbHbIE peaKIUH, KOTOpbie MOryT HA0J0JaTbCs NpPH
npueme npenapara JOTOHEJI®:

Yacro (MOTYT BO3HHKATE He Goiee 4eM y 1 uenosexa u3 10):

roJoBHasE 0O0JIb, TOJIOBOKPY)KEHHE, COHJIMBOCTb, IIOHOC (Iuapes), YBEIMYEHHE YaCTOTHI
MOYEHCITyCKaHHU, IIOBEIIIEHHOe oOpa3zoBanue Mouu (cBemue 1800-2000 Mo B CyTky,
MOJIAYpHs), MOTPEOHOCTh NMPOCHYTHCA HOYBIO Ui MOYEHMCITyCKaHMs OJMH M Oonee pa3 Ha
.rxocro;mnoﬁ OCHOBE (HUKTYpHA);

Heuacto (MoryT Bo3HMKAaTh He Gosiee yeM y 1 gesmoBexa u3 100):
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‘HeecTeCTBEHHO CHJIbHAS, HEYTOIMMAs JKAKAA nonunu%%;ﬁ&%ﬂﬂ@&&ﬁm B

BHIE CIa3MOB (CyZOpOTH) MBIIII HIDKHMX KOHEYHOCTEH, BHEOYEPEAHBIE COKPAILEHUSA BCETO
CepAlla WIM €ro 4Yacrtei (PKCTpacHCTONMSA), HApyIICHHS PHTMa CEPICYHBIX COKpAICHUMH
(apuT™MHs), YBENHYEHHE YAaCTOTBI CEpPACYHBIX COKpAIICHHWH (TaxWKapaus), YCHIECHHOE
'cepzme6nenne-, HOCOBOE KpOBOTEYeHHE, 0OJb B XXHBOTE, M30BITOYHOE CKOIUIEHHE Tra3oB B
KHIIEYHUKe (METEOpH3M), TMOKPACHEHHE JIHMIA, YYAlleHHBIE MO3BIBEI K MOYEHCITYCKaHHIO,
[OBBILIEHNE TEMIIEPATYPHI TeJIa C 03HOO0M (JIMXOpajKa), IOBLIICHHAS YTOMISEMOCTb, BSUIOCTh
(acrenus), cmaboCTb, IOBBINICHHAs JBHraTelbHAasd BO3OYAMMOCTh  (THIIEPAKTHBHOCT),
HEPBO3HOCTb, MOBBIIICHHOE coaepIKaHue XOJIECTEpHHA B IUIa3Me KpPOBH
(runepxoyieCTepUHEMHS), YBEJIHYEHHE KOJIMYECTBA TPUIVIMIEPHUIOB B IUIa3ME KpOBHU
(TpurIuuepuaeMus);

Hen3BecTHO (HMCXOAs M3 HMMEIOIIMXCS JAHHBIX, YACTOTY BO3HMKHOBEHHMSI ONpeIeIHTh
HEBO3MOKHO):

[OHIDKCHHOE COJCpKaHHe TPOMOOLMTOB B KPOBH (TPOMOOLUTONEHMS), IOHMIKEHHOE
COZIEpXKaHHE JIEHKOLUTOB B KPOBH (JICHKOIEHMS), YMEHbIIEHHE KOJIMIECTBA MIH OTCYTCTBHE
'KJIETOK-TPaHYJIOLMTOB B KPOBH (arpaHyyoOIMTO3), yTHETEHHE KPOBETBOPHON (YHKITMH KOCTHOTO
Mo3ra (allacTHYeCKas aHEeMHs) WIM YCHJICHHOE pa3pylIeHHE OJPHUTPOLHUTOB B KPOBHU
(reMOJIMTHYECKAsS AaHEMHUS), IIOHIKEHHOE COJECPXKaHHE B KPDOBH MOHOB KaiHs (THIIOKaIMEMHS),
HaTpusi (THUIIOHATPHEMHs), MarHus (THIOMAarHUEMHsS), KanbLusd (TMIOKAIBLHEMHA), XJIOpa
(runoxyiopeMusi), M3MEHEHHE KHCJIOTHO-IIEOYHOro OanaHca opraHu3Ma (MeTaboaM4ecKuit
QJIKaI03), YMEHLIIeHHe O00LEMA LUPKYIHUPYIOIEH KpOBU (TMIOBONEMHS), OOE3BOXHBAHUE
(merupapatanus) (4ame Yy TAaIMEHTOB MOXMWIOTO BO3pacra), CIyTaHHOCTh CO3HAHHA,
KPaTKOBPEMEHHas IOTeps CO3HaHUA (0OMOPOK), OIIyIIEeHHE OHEMEHHUS, (TIO3aHUs MypalIek» U
TOKATEIBAHHS -(napecrespm) B KOHEYHOCTSAX, HAapyIIECHHE 3pEHMS, HapyLICHHE CIyXa, IIyM B
yoIax M Imoreps ciyxa (HOCHT, KaK IPaBMJIO, OOpaTHMBIA XapaKTep), YPE3MEPHOE CHIKCHHE
apTepUANbHOTO JaBJIEHMS, BHE3AalHOE PE3KOE CHIDKEHWE apTepHalbHOr0 IaBIEHHS IpH
TpPHMHSITAU BEPTHKAIBHOIO MONOXEHHMs (OpPTOCTATHYECKas TIMIOTEH3Ms), PE3KOe INajeHHe
apTEepUAILHOTO JaBIICHHS M HapylIeHHe KPOBOCHaOXXeHHs (KOJUIarc), 3aKymopka (Tpom6o03)
rIyOOKHX BEH, OCTpas 3aKylmopka KPOBEHOCHBIX COCYHOB OTOPBAaBIIHMMCS CTyCTKOM KpPOBH
(TpoMGo3M6b0Hs), CHIDKEHHE O0BeMa LHMPKYJIHUPYIOLIEH KpOBH, CyXOCThb BO PTy, TOLIHOTA,
PBOTa, TOTEps AalIleTHTa, BOCHAJICHHUE IIO/DKENTYNOYHOM Xene3bl (IaHKPEaTHT), HapyIIECHHE
paboThl MUINEBAPUTENIBHOM CHCTEMBI (UCIIEIICHYECKHE PacCTPOHCTBA), KOXKHBIA 3yH, CHIINb,
KOXKHAsl aJUIeprus, MpPOSBJIAIONIASCS B BHJAE CHIIM WIM BOJNABIpell Ha Koxe (KpalMBHUI),
IIOKPaCHEHHE KOXKHBIX ITOKPOBOB, CONPOBOXKAAIOIIMECS OLIYIIEHHEM CYXOCTH, CTAHYTOCTH,
"QyBCTBOM JOKEHHS, O0pa3oBaHHEM Iy3LIPHKOB C IIPO3PAYHBIM HIM T'HOMHBIM COAEPKHUMBIM

(3xchonmaTUBHBIA AEPMATHT), MEJIKUMHU KaOMJULIPHBIMA KPOBOM3IMUSHUSAME IIOJ KOXY HIHM B
9
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KOXy (myprypa), BOCHAleHHE COCyHoB (Bd cxynm)ﬁﬂggﬂgﬂ%T%%Iﬁgg% K

ynerpaduonery (poroceHcuOmwimzaumsa), crabocTs B MBIIINAX, CHIDKCHHE KOJIMYECTBA
OTHENIIEMOM MOYKaMK MOYH (OJIUTYpHs), 3aJepP)KKa MOYH (y MAIIMEHTOB C HapyIIeHHeM paGoTsl
(oOcTpykmmed)  MOYEBHIBONAIIMX ITyTE€H), BOCHAICHHE COCAMHUTEIBHOM TKaHM IIOYEK
4(HHTep0THIII«IaJ.ILHBIﬁ HepHUT), HaMMYHEe KPOBH B MoOue (reMaTypus), CHH)KEHHE IOTEHLHH,
TNOBBIICHHE COZNEPXKAHMA MOYEBOH KHCIOTBI B KpOBHM (TMIEpypHKEMHs), HeGombIIOoE
IOBBIIIEHHE AKTHBHOCTH TKAaHEBOIO KaTalu3aTopa OHOXHMHYECKOH peakuuM (IeToqHOH
Gocarasel) B m1asMe KpOBH, MOBBINEHHE KOHUEHTPAUMH IPOAYKTOB JKH3HEIESTEIbHOCTH
KJIETOK OpraHm3Ma (KpeaTHHHHAa WM MOYEBHHBI) B IUIa3ME KPOBH, IIOBBIIICHHE AKTHBHOCTH
HEKOTOPHIX  (II€4EHOYHBIX» ()epMEeHTOB B IUIa3Me KpoBH  (HampuMep, raMMa-
rIIyTaMUITpaHcdepas3bl), yBEIHYEHHE CONEp)KaHMA TINIIOKO3BI B CBIBOPOTKE KpPOBH
(THIIEPIIMKEMHS), CHIDKEHHE YCTOMYHMBOCTH (TOJIEPAHTHOCTH) K IJIFOKO3€ (BO3MOXKHO IIEPBOE
IpPOSIBJICHHE BHIPAXEHHBIX CHMIITOMOB CKDHITO IIPOTEKAIOINEro caxapHoro Jauabera

(MaHH(ecTaMs TaTEHTHO MPOTEKAIOMIET0 CaXapHOro auabera)).

‘Eciu mo0ble U3 yKa3aHHBIX B JINCTKE-BKJIAJBINIE NOO0YHBIX 3 PEKTOB yCyryOonsaroTcs, Wi Bel
3aMeTiiu Mo0sle apyrue mo6odHsle 3G ¢EKTsl, He yKa3aHHEIE B JIMCTKE-BKIIA bIIIE, COOOIMTE

006 3TOM Bpauy.

‘Coo01ienne 0 HeKeJIATeIbHbIX PeaKIHsaAX

Ecmu y Bac BO3HHKaIOT Kakue-T100 HeXeNnaTelbHbIe PeaKIMy, IPOKOHCYIBTHPYHTECH C BPA4OM
wm pabGoTHukoM anTekd. K HHUM Takxe OTHOCATCSA IJIOOBIE HEXENATENbHBIE DPEaKLUH, HE
yKa3aHHbIE B JIMCTKe-BKJIAAbIme. Bel Takke MOXeTe COOOIIUTH O HEXENaTENbHBIX PEaKLHUIX
'HeKapCTBeHHOfO Ipemnapara HanpsAMYyI0 4Yepe3 CHCTEMY COOOIICHHH TIoCyJapCTB-WICHOB
EBpa3uiicKoro 3KOHOMHYIECKOI0 coo3a (cM. Hike). Coolmas 0 HexelnaTeIbHbIX peaKiuax, Bl
IIOMOTaeTe NMOyIuTh 60NIbIIe CBeIeHU 0 6€30I1aCHOCTH Ipernapara.

Poccuiickas Denepauus

®enepanbHas ciyxba mo Hag3opy B chepe 3apaBooxpanenus (Poc3apaBHanzop)

Anpec: 109012, r. Mocksa, CaBgHCKas IUIOManb, A. 4, cTp. 1

Teredon: 8 (800) 550 99 03

OnekxTpoHHas novra: pharm@roszdravnadzor.gov.ru

CaiiT B HHPOPMAIIMOHHO-TEIEKOMMYHUKAITHOHHOM ceTH «HTepHEeT»:

https://www.roszdravnadzor.gov.ru

5. Xpanenue npenapara JJIOTOHEJI®

10
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XpaHute mpenapar B HEAOCTYIHOM A pebeHka mm@‘&ﬁﬁ@é&?&&&b&é quélo%llhe’rb

€ro. »

He npuHuMaiiTe npenapaT mocne UCTEYEHUs CPOKa FOJHOCTH (CpOKa XpaHEHH), YKa3aHHOI'O Ha
YIIaKOBKE Iociie cioB «I'0feH 10:».

JlaToit ncTedeHus cCpoka roJHOCTH SIBJIICTCS IIOCIEIHUN ACHb JAaHHOTO MeCsAIIa.

XpaHUTEC B OPUTMHAIBHOM YMaKOBKE, B 3alIMINEHHOM OT CBETa MECTE NpPU TEMIEpaType HE
Beime 25 °C.

He BeIOpachiBaiiTe mpemapaTr B KaHAJIH3aIMIO. YTOYHHTE Y pabOTHHKA anTeKH, KaK CIEAYET
YTHIN3UPOBaTh (YHHYTOXKATh) IIpemapaTr, KOTOphlii Ooipme He norpebyerci. OTH Meps

TIO3BOJIAT 3aILUTUTH OKPYXKAIOLIYIO CPEny.

6. ConepxuMoe yIaKOBKH U NPOYHeE CBEACHHS
Ipenapar JIOTOHEJI® conepsxur
'Jleﬁcmylomnm BEIIECTBOM SIBIIIETCS. TOPACEMHU,.

JIOTOHEJI®, 5 mr, TabneTku

Kaxcias TabneTka COOEpKUT 5 Mr TOpaceMua.

IIpounmu BCOMOraTeNbHBIMA BEIIECTBAMY SBISIOTCS: JIAKTO3Bl MOHOTMApAT (CM. paspen 2
JIUCTKa-BKJIAJBINA), KpaxMan KyKypy3HBIH, KapOOKCHMETHIKpaxMal HAaTpus (HaTpHs Kpaxman
TJIMKOJAT, TUN A) (CM. pa3zen 2 JIMCTKa-BKIaAbIla), KPEMHUS OUOKCHI KOJUIOMIHBIN, MarHus
creapar.

JIOTOHET®, 10 mr, TabneTku

Kaxxngas Tabnerka cogepxur 10 Mr Topacemuza.

ITpounMu MHrpeaueHTaMH (BCIIOMOTaTeIbHBIMU BEIECTBAMHU) SABJISIOTCA: JIAKTO3BI MOHOTHIPAT
(cM. pasmen 2 nHMCTKa-BKJIAJbIa), KpaxMmal KyKypY3HBIH, KapOOKCHMETHIIKpaxMasl HaTpHA
(HaTpus KpaxMal IJIMKOJAT, THI A) (CM. paszen 2 NHCTKa-BKJIAABIINIA), KPEMHHS IUOKCHI

KOJUIOMAHBIN, MarHus CT €apar.

Buemmnuii Bua npenapara JJOTOHEJI® u coxepkaMoe yNaKoBKH
TabeTku.
JOTOHEJI®, 5 mr, TabneTku

Kpyrnsle mnockouunuHapudeckue tabnerku Oenoro wim moytu Oenoro mBera ¢ (Gackoil u

PHCKOIf.
JIOTOHEJI®, 10 mr, TabneTku

Kpyrisle miuockonunMHApHUYecKkue Tabnerku Oenoro wiam moytH Oenoro nBera ¢ (ackod H

PHCKOI.

11
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.10, 15, 20- wm 30 Tabetok B KO TypHOﬁ(H%WA}E‘&BH@CTPEODMéHKH

HOJIMBUHIIXJIOPUIHOR U (ONBIH aTFOMUHHEBOM.

20 wmu 60 TabreTox B GaHKe M3 MOJHMATHIEHA BBHICOKOH IUIOTHOCTH, YKYINIOPEHHOH KpBIIIKOM
HaTATUBAEMOM C KOHTPOJIEM MIEPBOTO BCKPHITHS U3 MOJIHUITHIIEHA BEICOKOH INIOTHOCTH.

2, 3 wim 6 KOHTYPHBIX SYEHKOBBIX yIakoBOk o 10 TabieTok, 2 uiu 4 KOHTYpHBIE SYECHKOBBIE
ynakoBkd mo 15 tabnerok, 1 wim 3 KOHTypHBIE ss9elikoBbIe yrnakoBku 1o 20 Tabnerok, 1 mmm 2
KOHTYpHBIE sS4eiKOBbIe ymakoBkH mo 30 TtabGmerok miau ogHa 6GaHKa BMECTE C JIHMCTKOM-

‘BKJIQABIIICM B ITA4YKE U3 KapTOHA.

JepkaTeb periCTPallHOHHOIO YI0CTOBEPEHNS H NPOMU3BOAUTEb
Poccus

'AO «BEPTEKC»

Anpec: 197350, r. Caukr-Ilerep6ypr, lopora B Kamenky, a. 62, mut. A
Tenedon: 8 (800) 2000 305

Anpec 31EKTPOHHOM NOYTHL: vertex@vertex.spb.ru

3a mo6oii undopmanueli 0 mpenapare, a TaKxKe B CJIy4asixX BO3HHKHOBEHHS! NpeTeH3Hi
caeayer ofpamarbesi K NPEICTABHTENI0 AepiKaTesi PerHCTPANHOHHOIO yAOCTOBEPEHMS
HJIH Jep7KaTeJi0 PerHCTPAIHOHHOI0 YA0CTOBEPEHHSI:

IPoccm

AO «BEPTEKC»

Anpec: 197350, r. Canxrt-Ilerepbypr, [lopora B Kamenky, a. 62, mut. A

Tenedon: 8 (800) 2000 305

Anpec snexTpoHHO# nouTsl: pharmacovigilance@vertex.spb.ru

JINCTOK-BKJIABILI IEPECMOTPEH

IIpoyne HeTOYHHKH HHPOPMALHH
ITompoOHBIE CcBemeHHA O JIEKapCTBEHHOM IIpemapare coaepxkarcs Ha Beb-caiite Corosa:

‘https://eec.eaeunion.org
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