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OBILASI XAPAKTEPUCTHKA JIEKAPCTBEHHOTO IPEHAPATA "

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITPEITAPATA

Topacemun - Uness ®apwm, 10 mr, Tabnetku

2. KAUECTBEHHBIN 1 KOJIMYECTBEHHBII COCTAB

JelicTByroniee BEMIECTBO: TOPACEMHU/I.
Kaxxnas tabnerka comepxut 10 Mr Topacemua.

BemecTBa, HamM4KMe KOTOPBIX HA/I0 YYUTHIBATH B COCTABE JICKAPCTBEHHOTO TIpemapaTa: JIakTo3a (CM.
paznen 4.4).

[Tonublii epeyeHs BCIOMOTaTeIbHbBIX BEIIECTB MPUBEICH B pasjene 6.1.

3. JEKAPCTBEHHAS ®OPMA

Tabnerku.

Kpyrible miuockoumnmmHapudeckue TabaeTKu Oesoro WM MOYTH Oenoro mBeTa ¢ KpecTooOpa3Hoi
PHCKOH C OTHOM CTOPOHBI U (PacKOH.

Ta6neT1<y MOHO pa3acIiTb Ha paBHBIC IBC UJIM YCTLIPC T03bI.

4. KIMHUYECKHUE JAHHBIE
4.1. Iloka3aHusi K MPUMEHEHHU IO

[Ipenapat Topacemup - Unes dapm nokazaH K IpUMEHEHUIO Y B3pOCIbIX B Bo3pacTe oT 18 er.

— OTe4HbIH CUHAPOM Pa3IUYHOIO T'eHe3a, B T.4. P XPOHUYECKONW CepleyHOW HEJOCTaTOYHOCTH,
3a00JIeBaHUAX MTEYEHH, JIETKUX U MOYEK;

— apTepualibHas TMIEPTEH3US.
4.2. Pe:xum 103MpOBaHus U c10CO0 MPUMeEHEHHUs!

PexxuM no3upoBaHus

Omeunviti CuHOPOM NPU XPOHUUECKOU CepOeuHOll HeOOCMamo4HOCmu

OOblyHas TepaneBTuyeckas no3a coctasiser 10—20 mMr oaus pa3 B cyTku. IIpu HeoOxomumoctu
7103y cielyeT MOCTENEeHHO yBenuuuTh 10 20—40 Mr oguH pa3 B CyTKH JI0 HOJIY4YeHUs: TpedyemMoro

s dexra.

Omeunviti cuHOpom npu 3a001€8aHUAX NOUEK

OOpruHas TepaneBTUYECKas 103a coctaBisieT 20 Mr onuH pa3 B cyTKu. [Ipu HEoOX0oauMOCTH 103y
CIIeAyeT IMOCTENEeHHO yBeIMuuTh 10 20—40 Mr oAMH pa3 B CyTKH 10 MOJY4YEeHUs TpeOyemoro
s dexra. MakcumanbpHas CyToyHas 03a TopaceMuaa y MalMeHTOB ¢ HEPPOTHUECKUM CHHAPOMOM
coctaBisier 200 mr. IIpumenenue Topacemmuna B no3ax Oosnee 200 Mr B CyTKH Yy MAI[MEHTOB C
3a00JIeBaHUSAMH MTOYEK HE OBLIO B JOCTATOYHOW CTENEHH U3yYEHO B KIIMHUYECKUX HCCIIEOBAHUSIX.

Omeunviti cuHOpom npu 3a001€6aAHUAX NeYeHU
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OObIyHas TepaneBTHUecKas q03a coctanisier 5—10 mr{oanH pd&%ﬁ@ﬁgﬁg%kbﬁmgﬁﬁﬁ&&

ClIeyeT YBEIWYWTh BIBOE A0 TMoxydeHus: Tpedyemoro 3¢dekra. MakcuManbHas pa3oBas 103a
cocraBiseT 40 Mr, ee IpeBbILIATh HE PEKOMEHIYETCsl (OTCYTCTBYET OIIBIT IPUMEHEHMUS).

[Tpenapat 0OBIYHO MPUMEHSIOT B TEUCHHE JIUTEIBHOTO MEPUOJA BPEMEHH WM 10 IOTyYeHHS
Tpedyemoro s dekra.

Apmepuanvras cunepmen3us

Hauvanbnass no3a cocraBmser 2,5 mr (1/2 Ttabmetkm mo S5 Mr) omuH pa3 B cyrku. [lpu
HEOOXOMMOCTH J103a MOXKET OBITh yBeiIH4eHa 10 5—10 Mr oIuH pa3 B CYTKH.

Ecm no3a 10 Mr He pmaer tpebyemoro sddekra, B JeueOHYIO CXeMy HYXKHO JT00aBUTh
TUITOTEH3UBHBIN TIPEnapar Ipyrou rpyIimsbl.

Oco0ble rpynisl MalueHToB

Ilayuenmul nodxcunozo eospacma
[TarenTaM MOXKUIIOTO BO3pacTa KOPPEKIMH 036l HE TPeOyeTcs.
Ilayuenmul ¢ Hapyuenuem ynKyuu novex

Topacemun - Unes @apM npOTUBOIIOKA3aH MALMEHTAM C MIOYEYHONW HEJOCTATOYHOCTBIO C aHypUEH
(cm. pazzen 4.3). YV mainueHToB ¢ MOYEUYHON HEAOCTATOYHOCTHIO 0€3 aHypUU KOPPEKIHs pPeKuMa
no3upoBaHus He TpeOyeTcs (cM. pazaen 5.2).

Hal/ﬂleHmbl C HapyuieHuem ¢yHKL;MM nedernuu

Topacemun - Unes @apm npoTUBOIIOKA3aH MAMEHTaM C NEYEHOYHOM KOMOW MJIM MPEKOMOM (CM.
pasgen 4.3). Y NauUeHTOB C IMEYEHOYHOM HEJOCTaTOYHOCTBIO JICUEHHE CJIeNyeT HPOBOIUTH C
OCTOPO’KHOCTBIO, TaK KaK KOHLIEHTPALUKA TOPACEMH/IA B IJIa3Me€ KPOBU MOTYT OBITh IOBBILLIEHBI (CM.
pasnen 5.2).

CTHU

besonacHocth ¥ 3deKTUBHOCTh MPUMEHEHHUs Mpenapara y jAeTed B Bo3pacrte no0 18 et He
YCTaHOBJIEHBI. JlaHHBIE OTCYTCTBYIOT.

Cnoco0 nmpuMeHeHus

BHyTpb, 01MH pa3 B 1eHb, NIOCTIE 3aBTPaKa, 3anuBasi HEOOJbIINM KOJIUYECTBOM BOJIBI.
4.3. IIpoTnBonOKa3aHus
— l'unep4yyBCcTBUTENBHOCT, K TOpAaceMUAy WIM K JIOOOMY W3 BCIOMOTaTelbHBIX BEIIECTB,

MepEUYMCIICHHBIX B pazzaene 6.1;

— FUIEPYYBCTBUTEIBLHOCTD Ha CyJb(oHaMuAb! (CynbpaHUIaMUHbIE IPOTUBOMUKPOOHBIE CPEICTBA
WK TIpenapaThl CyIb(OHUIMOUYEBUHBI);

— [OYeYHast HEJOCTaTOYHOCTh C aHypHUeH;

— [IEYECHOYHAsi KOMa U IIPEKOMa;

— pedpakTepHas TUTIOKATUEMUS,

— pedpaxTepHasi THIIOHATPUEMHUS;

— TUNOBOJIEMHUSI (C apTepHaIbHOM TMIOTEH3UEN Wi 0€3 Hee) Ui JIeTHIpaTalus;
— IVINKO3M/IHAsl UHTOKCHUKALUS;

— OCTpBI IIIOMEPYIOHEDPHUT;

— CHHOATpHaJIbHAs U aTpUOBEHTpUKYIsApHas 6sokana l1—-111 crenenuy;
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(MOCNENOBATENLHOCTE 0005)

— apuTMus;

— IEKOMITIEHCUPOBAHHbBI a0PTaJIbHbIA U MUTPAJIBHBIN CTEHO3;

— runeprpopudeckas OOCTPYKTHBHASL KapIMOMHUOIIATHS;

— TOBBIIIICHUE IEHTPAIBHOTO BEHO3HOTO JaBieHus (cBbiiie 10 MM pT.CT.);
— TUTCPYPUKEMHS,

— OEepeMEHHOCTb,

— IepUOJI TPYAHOTO BCKApMIIMBAHUS;

— OJTHOBPEMEHHOE TPUMEHEHHE aMUHOTIIMKO3H/I0B U 11€(aoCIOPUHOB.
4.4. OcoOble yka3aHusl M1 Mepbl PeI0CTOPOKHOCTH NPH NPUMEHEHUH

[IpemapaT cieayer NMpUMEHSTH C OCTOPOXKHOCTHIO: apTepUalibHas TUIOTEH3Hs; CTCHO3UPYIOIIUN
aTepocKiepo3  LepeOpalbHBIX  apTepuil;  THUIMNONPOTEHHEMHs;  NPEAPACIONIOKEHHOCTh K
TUINEPYPUKEMHUHN; HApYIICHUS OTTOKa MOuHW (I0OpoKauecTBEHHAs TUIIEPIUIA3Hsl IMPEACTaTEIbHON
JKEJe3bl, CY)KCHHE MOYEHCITYCKaTeJIbHOTO KaHalla MM THAPOHE(PPO3); KEeIyT0uKOoBasi apuTMUS B
aHaMmHe3e; OCTpbIi MH(APKT MHUOKapaa (yBEIWYEHHE pPHCKA Pa3BUTHUA KapJAMOT€HHOTO IIOKa);
nauapesi; MaHKpeaTUT, caxapHblil nuaberT (CHM)KEHHE TOJEPAHTHOCTH K TIJIIOKO3€); HapylleHue
(GYHKIIMM TICYeHU W/WUIM TOYeK; renaTopeHalbHbIM CHHIPOM; MOJarpa; aHeMHsl; TMIIOKaTHeMHUS;
TUIIOHATPUEMHUSI; OJJHOBPEMEHHOE MPUMEHEHHE CEPACYHBIX TJIMKO3U0B, AMHUHOTIMKO3UIOB WM
11e(hasoCcnopruHOB, KOPTUKOCTEPOUIOB HIIM aAPEHOKOPTUKOTporHOro ropmona (AKTT).

[IpuMeHsITh cTPOro M0 Ha3HAYEHUIO Bpaya.

Huypetuueckuit 23Qekt coxpansercs 10 18 yacoB, 370 00JeryaeT NepeHoCUMOCTh TEPANUU U3-3a
OTCYTCTBHSI OYEHb YacCTOI'0 MOUYEHCIYCKaHMs B IEpPBbIE Yachl IOCJE MpUEMa IMpenapara BHYTPb,
OrpaHUYMBAIOIIETO AKTUBHOCTD MALIUEHTOB.

HaIII/IeHTI)I C TOBBIIICHHOM YYBCTBUTCIIBHOCTBIO K CYJII)(l)aHI/IJIaMI/IIIaM U TMPOHU3BOJHBIM
CYHB(I)OHI/IJIMOIICBI/IHBI MOTYT UMETb IIEPCKPECTHYIO YYBCTBUTCIILHOCTE K IIpCIIapary.

HaIII/IeHTaM, MMOJIyJaroIIM BBICOKHME OO3bI TOpaceMuaa B TCUCHUC JIWTCIBHOIO Inepuoaa, BO
n30eKaHue pasBUTHA  THUIIOHATPUCMUU, MeTa00IUYECKOrO ajlkajio3a MW  THIIOKAJIMEMHHU,
PEKOMEHAYCTCA JUCTA C JOCTATOUYHBIM COACPKAHUEM HOBapeHHOﬁ COJIM U IIPUMECHCHUC MTPECTIapaTOB
Kajus.

Puck runokanveMun HauOONbIINHI y NAIIUEHTOB C UPPO30M IE€YEHH, BHIPAKEHHBIM JTUYPE30OM, IIPU
HE/I0CTaTOYHOM MOTPEOJICHUN 3JIEKTPOJIMTOB C MHILEH, a TakkKe MpU OJHOBPEMEHHOM JIEUEHUU
koptukoctepoungamu uim AKTI .

[ToBBIIIEHHBI PHUCK pPAa3BUTHS HApPYIIEHUH BOJHO-DIEKTPOIUTHOrO OalaHca oOTMeYaeTcs Yy
MalMeHTOB C TIOYEYHOM HEIOCTAaTOYHOCThIO. B  Xome KypcoBOTO JieueHHUS HEOOXOIUMO
MEePUOANYECKH KOHTPOJIHPOBATh KOHIIEHTPAIMIO JJIEKTPOJIUTOB IJIa3Mbl KPOBU (B TOM 4YHCIIE
HaTpUH, KLU, KU, MarHuii), KUCJIOTHO-OCHOBHOE COCTOSIHUE, OCTATOYHBIN a30T, KPEaTUHUH,
MOYEBYIO KHUCJIOTY, JMIOUABI ¥ TPOBOAUTH TPU HEOOXOAUMOCTH  COOTBETCTBYIOIIYIO
KOPPEKIMOHHYIO Tepanuio (¢ Oosbliell KpaTHOCTHIO Yy MAallMEHTOB C YacTOM pBOTOM M Ha (oHe
MapeHTepaIbHO BBOJIUMBIX KHUJIKOCTEH ).

HpI/I MIOABJICHUHU HWJIM YCHUIJIICHHMM Aa30TCMUHM W OJUTypUHM |y MMAUCHTOB C  TAXKCIBIMHA
nporpeCcCupyrommmMn 3a00JIeBaHUSIMU IMO4YCK, pCKOMCHAYCTCA IPUOCTAHOBUTD JICHCHUC.

[Togbop pexxnma J03UpOBaHMS TAIMEHTAM C aCIIUTOM Ha (OHE IUPPO3a MEYCHH HY)KHO MPOBOJAUTH
B CTAI[MOHAPHBIX YCIOBUSIX (HAPYIIEHUS BOAHO-IJIEKTPOIUTHOTO OamaHca MOTYT MOBIIEYb Pa3BUTHE
MeYEeHOYHON KOMBI). JIaHHOM KaTeropuu ManueHTOB MOKa3aH PETYISIPHBIA KOHTPOJb JIEKTPOIUTOB
IJIa3Mbl KPOBH.
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[TpumeHeHne TopaceMuia MOXeT 00ycIaBIuBaTh 000, CTpeHHe':EBﬁ:afBEI‘;L"-: BATEINBHOCTS 0003)

VY manueHToB ¢ caxapHbIM AMA0ETOM WJIM CO CHI)KEHHOM TOJEpaHTHOCTBHIO K TIIIOKO3e Tpedyercs
MEPUOANYECKUI KOHTPOJIb KOHIIEHTPAIMH TIIOKO3bI B KPOBH M MOYE.

v IIallMCHTOB C mnepnnameﬁ Hpe,Z[CTaTCHBHOﬁ KEJIE3bI, CY)KCHUEM MOYETOYHHKOB HCO6XOI[I/IM
KOHTPOJIb J1UYpPE3a B CBA3U C BO3BMOKHOCTBIO OCTpOfI 3aICPIKKU MOYH.

VY nanueHToB ¢ 3a00JIeBaHUSIMU CEPIIEYHO-COCYAMCTON CHCTEMbI, OCOOCHHO MPUHHUMAIOIIUX
Cep/ieuHble TJIMKO3W[bl, BBI3BAHHAS JUYPETUKAMHU THUIOKAJUEMHUS MOXKET CTaThb HPUYMHOU
pPa3BUTUS APUTMHUIA.

VY mnanmueHToB B 0ECCO3HATENBHOM COCTOSHUM HEOOXOAMM KOHTPOJIb JAWype3a B CBS3H C
BO3MOYXHOCTBIO OCTPOM 3aJIeP’KKH MOYH.

BcnoMorareapHble BEIIECTBA

[Ipemapar Topacemun - Waes ®apm coxepkut jakto3y. [lammeHtam ¢ peako BcTpeyaromieics
HACJIC/ICTBEHHON HEMEePEHOCHUMOCTBIO TaJlaKTO3bl, JEPHUIIMTOM JAKTa3bl JIOMAPEH WM TIIIOKO30-
rajlakTO3HOH ManbaObcopOLueit He cieayeT IPUHUMATh 3TOT Mpenapar.

4.5. B3aumojaeiictBie ¢ JAPYrUMH JIEKAPDCTBEHHBIMH TMpenapaTraMd W Jpyrue BHAbI
B3aMMOJACHCTBUSA

Topacemuyn moBbIIa€T KOHIEHTPALMIO M PUCK Pa3BUTHI HE(PPO- W OTOTOKCHYECKOTO IEHCTBHUS
11e¢aloCIIOPUHOB, aMUHOITIMKO3U/I0B, XJI0paM(pEeHUKoa, STAKPUHOBONW KHUCIOTHI, aHTUOMOTHKOB,
CAJIMLIMJIATOB, IpenapaToB IJIATHUHBI (HampuMmep, LUCIUIATHH), amdorepuluHa B (Bcienctsue
KOHKYPEHTHOT'O [TIOYEYHOT'O BBIBE/ICHUS).

Topacemun moBbimaer 3(pQEeKTHBHOCTD NHMA30KCHIA W TEOPHIUIMHA, CHIDKAET I(PPEKTHBHOCTD
TUIIOTTIMKEMUYECKUX CPEACTB, AJNIOIYPUHOIIA.

[IpeccopHble aMWUHBI W TOpPAaCeMHJ B3aUMHO CHIDKAIOT J(PQPEKTUBHOCTH APYr Jpyra.
buogoctynHocTh W, Kak cieacTtBue, dPQPEKTUBHOCTh TOpPACEMHUAA MOXKET OBITh CHI)KEHA IpU
COBMECTHOM TEpaIuu ¢ KOJIECTUPAMUHOM.

JlexapcTBeHHbIE CPEACTBA, OJIOKUPYIOIIME KAHAIBLHUEBYIO CEKPELUI0, MOBBIAIOT KOHIIEHTPALUIO
TOpaceMuja B CBIBOPOTKE KPOBH.

IIpy onHOBpEMEHHOM NPHUMEHEHMH MUHEpaNo- M TIIOKOKOPTHKOCTEpOUIOB, amdorepulnHa B
MOBBIIIAETCSI PUCK PAa3BUTUS TMIOKAJIUEMHH, C CEpJCYHBIMU TIMKO3UJIAMH — BO3PACTaeT PHUCK
pa3sBUTHS  TJIMKO3MJHOM HWHTOKCHUKAIMM  BCIEACTBUE TUIMOKAIMEMHMM (i1 BBICOKO- H
HU3KOTIOJSIPHBIX ~ CEpJEYHBIX IJIMKO3WAOB) M YJIMHEHUS NepuoAa TMONyBbIBeACHUS (i
HU3KOIIOJISIPHBIX CEPAECYHBIX ININKO3HUJIOB).

TOpaCGMI/II[ CHIDKACT ITOYCUHBIN KIIMPCHC MIpCHapaToB JUTHUA U MOBBIIACT BEPOATHOCTL pPa3BUTUSA
HMHTOKCHUKAaIlUuH.

Hectepounnsle npotuBoBocnanutenbHsle  npenapatel  (HIIBII), cykpanbdpar  cHukaroT
auypeTudeckuil 3¢ ¢eKT BCIeNCTBUE WMHIMOMpPOBAHMSA CHHTE3a NpOCTarjaH/uHa, HapYIIEHUS
aKTUBHOCTH PEHHMHA B IJIJa3Me KPOBH U BBIBEICHHUS aJIbI0CTEPOHA.

Topacemun ycunuBaeT aHTUTHIIEPTEH3MBHOE JEHCTBHE TUIOTEH3UBHBIX CPEJICTB, HEPBHO-
MBIILIEYHYIO OJIOKaTy JEHOJISPU3YIOIMINX MHOPEIAKCAaHTOB (CYKCAMETOHHI) U ocnabiseT aeicTBue
HEZICTIOISIPU3YIOIIMX MUOPEIAKCAHTOB (TYOOKYpapHH).

OpnHOBpeMEeHHBIN MpHeM OONBIINX /103 CATUIMIATOB Ha (DOHE Tepanuu TOPACEMHIOM YBEIHUNBAET
PHCK TIPOSIBIICHUSI KX TOKCUYHOCTH (BCJIE/ICTBHE KOHKYPEHTHOTO TIOYEYHOTO BHIBEIICHUS).

HOCJ’IGHOB&T@J’IBHO@ 501058 OIHOBPEMCHHOC IMPUMCHCHUEC TOpaccMuaa (¢} I/IHFI/I6I/ITOpaMH
AHT'MOTCH3UHIIPCBPAIIAIOIICTO (pCpMCHTa (AH(D) HJIM aHTAarOHUCTaMu pCucuTOPOB AHI'MOTCH3WHA
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Il MOXeT NpPUBECTH K BBIPAKCHHOMY CHIDKEHHIO apTepﬂng:Iir'o;l&’]ﬁaﬁ'feHﬁH.E 1010~ MOKHO

I/I36e}KaTI>, CHHU3HMB O03Yy TopaceMuaa UJid BpEMCHHO OTMCHUB €T0.

OpHOBpeMEHHOE  MPHUMEHEHHE MpOoOEHEeIUaa WM METOTpPeKcaTa  MOXET  yMEHBIIaTh
s¢dekTUBHOCTh TOpacemua (OJUHAKOBBIA MyTh cekpeuuu). C Opyroi CTOPOHBI, TOPACEMHUT
MOXET MPUBOJIUTH K CHIPKEHHUIO TTOUEYHOM SJTMMUHALIMY 3TUX JICKAPCTBEHHBIX CPEJICTB.

CoBmecTHOe TpuMeHeHue ¢ uHruoutopamu uzopepmenra CYP2C9 (Hampumep, aMHOIApOH,
(TyKOHA30JT) MOYKET MPUBOANTH K IMOBBIIIEHUIO KOHIICHTPAIIUU TOPACEMHUIA B KPOBH.

CoBmectHOe TipuMeHeHne ¢ uHaykropamu CYP2C9 (nanpumep, pudaMnuiimH) MOXKET TPUBOIUTH
K MMOHMKEHHUIO KOHIICHTPALlUM TOpaceMuaa B KpoBu. HeoOXoauMo KOHTPOJIUPOBATh apTepUaibHOE
JaBI€HUE M JUypeTUYecKuid S(PQPeKT Mpu COBMECTHOM IMPUMEHEHHUH TOpaceMuaa C TaKUMH
JIEKapCTBCHHBIMU TIpeTiapaTaMu, a TAKKe MPH HEOOXOAUMOCTH U3MEHSITH /103y TOPaceMHU/Ia.

N3-3a BamsiHUA Topacemuaa Ha Merabosm3M depe3 mutoxpoMm CYP2C9, oH MOXET BIMIATH Ha
3¢ (HEeKTUBHOCTH u 0€301acHOCTb NpUMEHEHUS JIEKapCTBEHHBIX penaparos,
MeTtabommupyromuxcs yepe3 CYP2C9, Takux Kak 1eJeKOKCHO, U Ha JICKAPCTBEHHBIC TPETapaThl
C Y3KUM TEpamneBTHYCCKUM JICHCTBUEM, Harpumep, BaphapuH win GeHUTOMH. B Takux ciydasx
HE00XOIUMMO CJIeIUTh 32 MAIUEHTAMH U TTPU HEOOXOJUMOCTH U3MEHSATH J03Y.

IIpyn 0gHOBPEMEHHOM IPUMEHEHUHM LMKJIOCIIOPUHA U TOPACEMHUAA YBEIMYMUBACTCS PUCK Pa3BUTHS
[IOAArPUYECKOr0 apTpUTa BCIEACTBUE TOIO, 4YTO LUKIOCIOPUH MOXET BBI3BATh HAPYIICHUE
9KCKpPELUHU ypaTOB MIOYKAMH, 4 TOPACEMUJ — THIIEPYPUKEMUIO.

Coobmanoch, 4To y MalMEHTOB C BBICOKMM PUCKOM pa3BUTHS HeppomaTuu, NPUHUMAIOIIUX
TOpaceMuj, BHYTPb, NIPU BBEJCHUH PEHTIC€HOKOHTPACTHBIX CPEJCTB HapylleHUs (DYHKUIUN MOYEK
HaOJI0AaIKCh Yallle, YeM y NAIlMeHTOB C BBICOKMM PUCKOM pa3BUTHs He(ponaTuu, KOTOPEIM Mepes
BBE/ICHUEM PEHTTEHOKOHTPACTHBIX CPEJICTB IIPOBOAWIA BHYTPUBEHHYIO THAPATALIMIO.

4.6. ®epTHIBHOCTH, 0EPEMEHHOCTD U JIAKTALHS

bepemeHHOCTD

Topacemun He o0nagaer TepaToreHHbIM S(PHEKTOM U (PETOTOKCHYHOCTBIO, MPOHUKAET Yepes
IUTalleHTapHbI ~ Oapbep,  BBI3bIBas ~ HAPYLIEHHUS  BOAHO-IJIEKTPOJUTHOrO  OOMEHa H
TPOMOOIIUTONEHHUIO Y TUIOAA.

KoHTponupyeMbIx HccleOBaHUN 1O MPUMEHEHHUIO TOpaceMuia y OEpeMEHHbBIX HE MPOBOJAUIIOCH,
npernapar He peKOMEH/1yeTCsl IPUMEHSTh BO BpeMsi 0epeMEHHOCTH.

JlakTarms

HeusBecTHO, MpOHMKAET JM TOpaceMHUa B IpyaHoe MoJyioko. [Ipy HEoOXOIUMOCTH NpUMEHEHUs
Ipernapara B IEpUO/I JIAKTallUM HE00X0IUMMO MPEKPATUTh IPYIHOE BCKapMIIMBAHUE.

4.7. BimsiHHe Ha CHOCOOHOCTH YNPABJATH TPAHCHOPTHBIMH CpeACTBAaMH M Ppadorarh C
MeXaHU3MaMH

B nepuon sieueHus MAIMEeHTHI JODKHBI BO3CPIKATHCS OT YIPABICHUS TPAHCIIOPTHBIMH CPEJCTBAMU
1 3aHATHH IPYTUMHU TOTEHIIMAIBHO OMACHBIMHU BHIaMU JESTEIBHOCTH, TPECOYIOIUMHU TOBBIIIEHHON
KOHIICHTPAllMd  BHUMAHUS W  OBICTPOTBI  MCHUXOMOTOPHBIX  peakuuid  (PUCK  Pa3BUTHUSA
TOJIOBOKPYKEHHUS ¥ COHJTHBOCTH).

4.8. Hexkes1aTeibHbIe peaKkuH

PesroMe HexenareabHbIX DEAKIINI
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Yacrora mo6ouHbIX 3((HEeKTOB, MPUBEICHHBIX HUXKE, onpeﬂeﬁﬁg&'lgd;lfggr%¥&glﬁgl 'c—'ﬁeg_ i LcINF/Iﬂ/

(kmaccudukanus BcemupHO oOpraHm3anuy 3IpaBOOXpaHeHHUs): odeHb dYacto (>1/10), wacto
(>1/100, Ho <1/10), Hewacto (>1/1 000, HO <1/100), penko (>1/10 000, Ho <1/1 000), oueHHL peaKo
(<1/10 000), yacTora Hen3BecTHA (HA OCHOBAHHUHM MMEIOIIMXCS JAHHBIX OLIEHUTh HEBO3MOXKHO).

Hapywenus co cmopoust Kpoeu u jaumgpamuyeckol cucmemvl: 4YacTOTa HEU3BECTHA —
TPOMOOLIMTONICHUS, JICHKOTIEHHUSI, arPaHyJIOIMTO3, alUIaCTUYEeCKas HJIM TeMOJIUTHYECKAs aHEMUSI.

Hapywenus co cmopoHbl  UMMYHHOU  CUCmeMbl: 4acTOTa HEU3BECTHA —  TSDKEJbIE
aHa(UIAKTHYECKUE PEaKLUHU BIUIOTh A0 LIOKA (O HACTOSIIEr0 BPEMEHU OIMCAHBI TOJIBKO I1OCIE
BHYTPUBEHHOTI'O BBEACHMUS).

Hapymeyuﬂ Memaboauzma u numaru. HE4YacToO — THIICPXOJICCTCPUHEMMU,
TUIICPTPUTITIMICPUACMUS; HACTOTA HCU3BCCTHA — CHUIKCHHUEC TOJICPAHTHOCTHU K I'IFOKO3C (BO3MO)KHa
MaHI/I(l)eCTaI_[I/IH JJATCHTHO IIPOTEKAIOMIETO CaxapHOro z[Ha6eTa); THIIOHATpUEMUS, THUIIOXJIOPEMUA,
TUIIOKAJIMEMUS, THIIOMarHuCMHusA, THIIOKaJIbIIUCMUI, MeTa0OJIMUEeCKUI aJIKaIo3.

CuMrniromamy, yKa3bIBalOIMMHU HA PA3BUTUE HAPYLICHHUM 3JEKTPOIUTHOIO M KUCIOTHOLIEIIOYHOTO
COCTOSIHUS, MOTYT OBITh TOJIOBHAsI OOJIb, CITyTAaHHOCTh CO3HAHUS, CYJAOPOTH, TETaHHs, MBIIICYHAS
caboCTh, HapyIIEHUs pUTMA cCepAla M JUCHENCHYECKHE pacCTPOMCTBA; TMIIOBOJIEMHS U
aeruaparanus (4ame y [alMeHTOB IOKWJIOIO BO3pacTa), KOTOpPbIE MOTYT IPUBECTH K
IeMOKOHLIEHTPALMH € TEHACHLUEH K pa3BUTHIO TpOoMOO3a.

Hapymenuﬂ CO CMOpPOHbL Hep@HOﬁ cucmemst; 4YaCToO — TOJIOBHas 6OJH), TOJIOBOKPY’KCHHEC,
COHJIMBOCTb, HCYACTO — CYAOPOTrM MbIIIL HHXHUX KOH@HHOCTCﬁ; qaCToTa HCU3BCCTHA —
CIIYTaHHOCTb CO3HAHMUA, O6MOpOK, MMapeCTe3nu B KOHCYHOCTAX (OHIyHICHI/Ie OHEMCHU, «II0JI3aHUs
MYypaliek» u HOKaJ'ILIBaHI/IH).

Hapywenuﬂ CO CMOPOHbBL Op2aHa 3peHUsA. 4aCTOTa HCU3BCCTHA — HAPYIICHUEC 3PCHUS.

Hapywenus co cmoponvl opeana ciyxa u n1abupunma: 4acTOTa HEU3BECTHA — HapyllEHUE Clyxa,
3BOH B yIlIaX U MOTeps ciiyXa (HOCST, KaKk IpaBUII0, OOpaTUMBIN XapakTep) OOBIYHO Yy MALUEHTOB C
MIOYEUHOW HEI0CTaTOYHOCTHIO MJIM TUIONpOTenHEeMHEN (HehPOTUIECKUI CUHIPOM).

Hapywenus co cmoponbl cepOya: HEYacTo — SKCTPACHCTONHS, apUTMUS, TaXUKAPIUS, YCUICHHOES
cepaiebueHue.

Hapywenus co cmoponvl cocy0og: HEYacTO — IIOKPACHEHHME JMIA; 4YacToTa HEU3BECTHA —
ype3MepHasi apTepualibHas TUIOTEH3Us, OpPTOCTATHUYECKash TUIOTEH3Us, KOJUIanc, TpoMO03
ri1yOOKUX B€H, TPOMO03MOO0IIHS, THIIOBOJIEMHUS.

Hapywenusa co cmoponvl Ovixamenvhot cucmemsl, 0p2aHo8 2pyOHOU KIemKU U CPeOOCMeHU.:
HEYaCTO — HOCOBBIE KPOBOTECUEHHS.

Hapywenus co cmoponbvi dceny0ouyHo-Kuuieuno2o mpakma:. 4acTo — Juapesi; HedyacTo — 00Jb B
KUBOTE, METEOPU3M; 4aCTOTa HEU3BECTHA — CYXOCTh BO PTY, TOIIHOTA, PBOTA, IIOTEPs AIIIECTUTA,
MTAaHKPEATUT, JUCIIEIICUYECKUE PACCTPOUCTBA.

Hapywenuﬂ CO CMmOpOHbL nedeHu u cheJlVGGbZGO()}ZWMX nymeﬁ gacTtoTa HCHU3BCCTHA —
BHYTpI/IHe‘IeHOLIHHﬁ Xo0JecTas.

Hapywenus co cmoponsi Kodicu u NOOKONCHbIX MKAHell. 9acTOTa HEM3BECTHA — KOXKHBIN 3y, CHIb,
KpanmuBHUIA, TMONMUMOp(dHAs »dpureMa, OSKCPOIMATUBHBIA JIEPMATUT, MMYpPIypa, BaCKYJHT,
(dhoToceHcHOMIU3AITHSI.

Hapywenus co cmoponvl mvluteutoul, KOCMHOU U COeOUHUMENbHOU MKAHY: 9acTOTa HEU3BECTHA —
MBIIIIeYHas ci1a0oCTh.

Hapymemm CO CmMOpPOHbL NnoYeK Uu MO"!E@blGOaﬂml/lx nymed 4aCTO — YBCIMYCHUC YACTOTHI
MOUYCHUCITYCKAHUSA, MOJUYpHsA, HUKTYpUA, HCHACTO — YYAIICHHBIC IIO3BIBBI K MOYCHCITYCKAHHIO,
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4acTOTa HEWU3BECTHA — OJUTYpHs, 3a7ep’KKa MOYH (Hanpyfnlzgl_al,:JEf;éﬁﬁ'é‘}%gEﬁBé’cEﬁw(ﬁﬁ;ﬁ

MOYEBBIBOJAIIUX ITyTei), HHTEPCTULUAIbHBII HEQpPUT, TeMaTypus, MOBBIIIEHHE KOHIIEHTPAIUU
MOYEBHUHBI U KPEATUHUHA B KPOBH.

Hapywenus co cmoponsl penpooykmueHot cucmemvl U MOJIOYHLIX Jicene3: 4acTOTa HEM3BECTHA —
HapyLIEHUE ITOTCHIUU.

Obwue HapyweHus u peakyuu 6 mecme 86edeHus. HEYaCTO — acTeHMs (HUCTOILIEHHUE), KaxKIa,
CJ1a00CTh, IOBBIIIICHHAS] YTOMJISIEMOCTh, THIIEPAKTUBHOCTH, HEPBO3HOCTb.

Jlabopamopnvle u uHCmMpymMeHmaibHbvle OaHHble: HEYACTO — YBEIWYCHHE 4YHCIa TPOMOOIIMTOB;
9acTOTa HEW3BECTHA — TUINEPIIIMKEMUS, TUNCPYPUKEMHs, CHIDKCHHE YHCIa SPUTPOIUTOB,
JICMKOIIUTOB U TPOMOOIIUTOB, HEOOJIBIIIOE TIOBBIICHHE aKTUBHOCTH IIEIOUHON (hocarasbl B KpOBH,
MOBBIIIICHUE  AKTMBHOCTH  HEKOTOPHIX  TEYCHOYHBIX  (EepMEHTOB  (Hampumep, ramma-
IyTaMuaTpancdepassbl).

COO6IJ.[€HI/IG 0 MOA03PEBACMBIX HCXKCIATCIIbHBIX PCAKITMAX

Baxmno COO6I_HaTB 0 IMOAO3pE€BACMBIX HEXKCIIATCIIbHBIX PCAKIUAX ITOCJIC PETUCTPpALlMU IIp€riapaTra €
OCJIbIO oOecIeycHus HCIIPCPBIBHOT'O MOHUTOPHHTA COOTHOIICHHUA «I10JIb3a —  PHUCK»
JICKaApCTBCHHOI'O IIpCIiaparta. MeauinuHCKUM pa6OTHI/IKaM PEKOMCHAYCTCA COO6H_IaTL 0 JOOBIX
MoAO3pCBACMbIX HECKCIIATCIIBHBIX PCAKIHUAX JICKAPCTBCHHOI'O IIpfriapara 4Y€pe3 HALWMOHAJIbHBIC
CHUCTCMbI COO6H.I€HI/ISI 0 HCKCJIATCIIBHBIX PCAKIUAX TOCYAApCTB — UYICHOB EBpaSHﬁCKOFO
O9KOHOMHYECCKOIo COr03a.

Poccuiickast ®enepanus

denepanbHas Ciryk0a 1o Haa30py B cepe 3IpaBoOXpaHEHUS

Anpec: 109012, r. MockBa, CnaBsiHcKast riionmazis, a. 4, ctp. 1

Tenedon: +7 800 550 99 03

DnektponHas nmouta: pharm@roszdravnadzor.gov.ru uiu Npr@roszdravnadzor.gov.ru
CaiiT B nH(GOPMAIIMOHHO-TEIEKOMMYHUKAIIMOHHON ceTH «MHTepHEeT»:

https://www.roszdravnadzor.gov.ru/
4.9. llepeno3upoBka

CHUMIITOMBI

Upe3MepHO MOBBIIIEHHBIH TUype3, CONMPOBOXKIAIOIIMICI CHUKEHHEM oO0beMa IHUPKYIHPYIOIIEH
kpou (OLIK) u HapylieHHeM 3JIEeKTPOJUTHOTO OanaHca KpOBH, C MOCIEAYIOIIUM BbIPAXKEHHBIM
CHW)KECHUEM AapTEepPUaAIbHOIO [JABJIEHUS, COHJMBOCTBIO M CIIyTAHHOCTBIO CO3HAHMS, KOJUIAIICOM.
MoryT Habm01aThCs KeTyJ0UHO-KUIIIEYHbIE paCCTPONCTBA.

Jleuenue

Crneuunduyeckoro antugora Her. Crenyer BbI3BaTh PBOTY, MPOBECTH IPOMBIBAHHME IKENYAKa,
Ha3HAYUTh AKTUBHPOBAHHBIN yroyib. JIeueHWe CHMITOMATUYECKOe, CHUKEHUE J03bl WJIM OTMEHa
npemapaTa u onHoBpeMeHHO BocnionHeHne OLIK u mokasareneil BOAHO-3IEKTPOIUTHOTO OanaHca u
KHCJIOTHO-OCHOBHOT'O COCTOSIHUSI TIOJI KOHTPOJIEM CHIBOPOTOYHBIX KOHIICHTPAIMI AJIEKTPOJUTOB,
remarokpuTta. ['emoananus nespdexTuneH.

5. PAPMAKOJIOTMYECKUE CBOMCTBA

5.1. ®apmakoauHaMHuYecKHe CBOiicTBa
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

Kog ATX: CO3CA04.

MexaHusM aeiictBus U hapMakoauHaMmuueckue dhdheKThl

Topacemun  sABIAETCS  «IIE€TIEBBIM»  IUypeTUKOM. OIHAakO @pH  HU3BKUX J03ax  €ro
bapMakomMHAMHUYECKUIT TpodMIb TPUOOpETaeT CBOMCTBA THA3HIHOTO Kjacca TUYPETUKOB
KacaTeJIbHO YPOBHA M IPOJOJDKUTENIBHOCTH Juype3a. B 0ojee BBICOKHMX [03ax TOpaceMH]
BBI3BIBACT OBICTPBIM 710303aBUCUMBIA nuype3. (OCHOBHOM MeXaHW3M JEHCTBHsI Iperapara
Oo0yC/IOBIEH  OOpaTHMMBIM  CBS3bIBAHMEM  TOpaceMHJa C  KOTPAHCIOPTEpPOM  HOHOB
HATpPHUsI/XJI0pa/Kajusl, pacroIOKEHHBIM B allUKAJIbHOW MeMOpaHe TOJICTOrO CerMEHTa BOCXO/ISIIETO
oraena newu ['ensne. B pe3ynpTaTe 3TOro CHMXKAETCs UM MOJIHOCTbIO MHIHMOUpYyeTcs peabcopOrus
MOHOB HAaTpusi M YMEHBIIAETCS OCMOTHYECKOE JIaBJICHHE BHYTPUKIETOYHOW JKUJIKOCTH U
peabcopOuus Boabl. biokupyer anba0CTepOHOBBIE PELIENITOPBI B MUOKApE, yMEHbIAeT (Gudpo3 u
yIy4IIaeT TUACTOINYECKYIO (PYHKIIMIO MUOKapAA.

Topacemuy B MeHbIIEH CTENICHH, YeM (DypOCEMH/], BBI3BIBACT THIOKATHEMHIO, IPU 3TOM IPOSBIISET
OO0JIBIITYI0 aKTUBHOCTH H €T0 JIeHCTBHE O0Jiee MPOI0JIKUTEIBHO.

MaxkcumanbHblll quypeTudeckuil 3¢ dekT pazBuBaeTcs uepe3 2—3 yaca Mocie IpueMa Ipernapara
BHYTpb. Ha3HaueHune 310poBbIM cyOBekTam 703 oT 5 1o 100 Mr mpuBoAMiO K JorapupMHUUECKU
IIPONOPLIMOHATILHOMY YBEIMUEHHUIO JUYPETUYECKON akTUBHOCTH. TopaceMua MOXHO NPUMEHATH B
TE€YEHHE JUIUTEILHOTO BPEMEHH.

5.2. @apMaKkoKHHeTHYECKHE CBOiicTBA

AOGcopbrms

[Tocne mpuema BHYTph TOpaceMu il ObICTPO U MPAKTHYECKH TTOJHOCTBIO BCACHIBACTCS B KEIYIOYHO-
KHIICYHOM TpakTe. MakcumanbHas kKoHIeHTpanus (Cmax) TOpaceMu/ia B IIa3Me KPOBH OTMEUYACTCs
yepe3 1-2 waca mocie mpuema Ipenapara BHYTpPb Mociie eabl. bruogoctymHocTh cocraBisier 80—
90% ¢ He3HAYUTEIIbHBIMUA WHIUBUIYAIBHBIMUA BapHAIUSIMU.

Pacnpenenenue

Cesa3piBaHMe ¢ OelkamMu IniasMbl — Oojiee 99%. Metabomutel M1, M3 u M5 cBsa3bIBaloTCA
COOTBETCTBEHHO Ha 86%, 95% u 97%. O6wvem pacnpenenenus (Vq) cocraBisger 16 autpos. Y
MAIMEeHTOB C IIUPPO30M TNeUeHH V| yBEITHMIUBACTCS BIBOE.

BI/IOTDaHCd)ODMaHI/IH

Metabonu3upyercss B NEYEHH C IOMOIIBI0 H30EpPMEHTOB cucTeMbl IuToxpoma P450. B
pe3yibTaTe MOCIEI0BATEIbHBIX PEAKIMI OKHUCIEHHS, THUIPOKCUIMPOBAHUS WIM KOJBLEBOIO
THAPOKCUIMPOBaHUsI 00pasyroTcst Tpu Merabonutra — M1, M3 u MS. T'mapokcun MeTaboauThI
o0nafalT JUYpEeTUYECKOW akTUBHOCThIO. Mertabomutet M1 u M3  pobasmsror  10%
(hapMaKkoJIOTHYECKON aKTUBHOCTH, TOT/1a Kak M5 HEaKTHUBEH.

ONIMMUHALIMSA

[Tepuon momyBeiBenenus (T1/2) TopacemMua U ero METabOJIUTOB COCTABISIET 3—4 yaca y 3/I0pPOBBIX
cyobekToB. [Ipy HamMYMM MOYEUHON HENOCTATOYHOCTH IMEPHO] TOTYBBIBECHHUS TOpaceMuaa He
W3MEHSETCsA, HO MEepPHOJ MONMYyBbIBeeHUs MeTabonmuToB M3 u MS ynnunsercs. OOmmil KIUpeHC
coctasisieT 40 MiI/MUH, TOYeYHBIH KiMpeHe — 10 mi/MuH.

B cpennem oxosio 83% OT NMpUHATOMN 10361 BRIBOAUTCS MMOYKaMU: B HEM3MEHEHHOM BuUJE (24%) u B
BHUJIC TPEUMYIIECTBEHHO HEAKTUBHBIX MeTabomuToB (M1 — 12%, M3 — 3%, M5 — 41%).

v ManUCEHTOB C HAPYIICHUAMU B IICUCHU OBLIO IMOJIYYCHO MMOBBINICHUEC TIIIAa3MEHHBIX KOHHCHTpaHI/II\/II
TOpaceMuJia, BO3MOKHO U3-3a CHUIKCHUS IICUCHOYHOI'O MeTaboInu3Ma.
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Y mnauueHToB ¢ CEpACYHOM WIM IE€YEHOYHOU I[OCT&T&QIL;BE';L%]CI%'&II&P %EBII‘E&(E%FHEI

TopaceMua U Metabonuta M5 HEMHOTO MOBBIIIAJICS, HO KyMYJISIIUS MaJIOBEPOSTHA.

q)aDMaKOKI/IHCTI/IKa Yy 0COOBIX T'pyHIl TanrucHTOB

Toueunas neoocmamoynocme

VY nmanueHToB ¢ MOYEYHOM HEIOCTAaTOYHOCTHIO MOYEYHBIM KIMPEHC TOPACEMHUJIA 3aMETHO CHHXKEH,
HO O3TO HE OTpaxaercs Ha obmeM kimupeHce. Juypermdeckuid 3ddexT mnpu mnouedHou
HEJ0CTATOYHOCTH MOKET OBITh JIOCTHUTHYT ITyTeM MIPUMEHEHHS B BRICOKUX J03aX.

[Ipn moueuyHo¥l HemocTaTouyHOCTH T1 TOpacemuma He uU3MeHsieTcs, Ti, MerabomutoB M3 u M5
YBEITUYUBACTCSI.

Topacemun u ero MeTabONUTHl HE3HAUYUTEIBHO BBIBOISTCS C IOMOILIBIO TIeMOIMaNu3a W
reMOQHIBTPAIIUH.

HpenapaT ITPOTHBOIIOKA34aH IIPHU MMOYCYHOM HEOOCTAaTOYHOCTH C HapaCTaIOH_Ieﬁ a30TeMHEH.
Ileuenounas nedocmamounocms
HpenapaT IIPOTHBOIIOKA3aH IIPHU IICYCHOYHOM KOME B IMPEKOMATO3HOM COCTOSHHH.

HpI/I IICYCHOYHOM HEAOCTATOYHOCTH KOHICHTpAlMd TOopaceMuaa B INUIA3MC KPOBH ITOBBIIIACTCA
BCICACTBUEC CHUXKCHUA MeTaboau3Ma [pcriapara B IICUYCHH.

VY marueHToB ¢ CepAeYHON MM MEYEHOYHOW HEeIOCTATOYHOCThIO Ti/, TOpacemuaa U mMeTaboIuTa
M35 He3HAUUTENbHO YBEITUYEH, KyMYJISIUS Iperapara MaloBEepPOSTHA.

VY manueHToB ¢ MUPPO30M IedeHu V, Ti/2 ¥ MOYCUHBINA KIUPEHC MOBBIIICHBI, HO OOIIMA KIIMPEHC
oCTaeTCsl HEU3MEHHBIM.

XpOHH’%@CKd}i cepdelma;z Heo0oCmamo4HoCmb

VY NanueHToB ¢ XPOHUYECKOW CEpIEYHOM HEIOCTATOYHOCTBIO B CTAIUM JEKOMIICHCALIUU CHMKEH
[IEYCHOYHbIN M MOYEUHBIM KIMPEHC npenapara. Y TakuX NAlMeHTOB OOLIUI KIMPEHC TopaceMuaa
Ha 50 % wMmeHblle, 4eM Yy 300pOBbIX A00poBOibLEB, a Tip W o0mas OHOJOCTYINHOCTh
COOTBETCTBEHHO BBIIIIE.

ﬂuua nosHCUI020 so3pacma

dapMaKOKMHETUYECKUH Npouib TOpaceMuja y TMalHUEHTOB IOXKUIOIO BO3pacTa CXOJEH C
TAaKOBBIM y MOJIOJBIX MALMEHTOB, 3a TEM HCKJIIOYEHHEM, YTO UMEET MECTO CHMIKEHHE IOUYEYHOIO
KJIMpEeHca Mperapara u3-3a XapaKTepHOIo BO3PACTHOTO HapyIIeHHs (PYHKLUUHU MOYEK Y MOXKHIIBIX
naruenToB. O6uwit knmupeHc u Tq2 IpU 3TOM HE MEHSIOTCS.

Basucumocmov om nona LlpClCOGOIj anHCl()ﬂe.?iCHocmu

BnusiHue STHUYECKOM M pacoBOil NPUHAMJIEKHOCTH Ha (PAapMAKOKMHETHKY TopaceMHja He
U3y4asoch.

6. PAPMAIIEBTUYECKHE CBOMCTBA

6.1. [lepeuensb BcoMoraTejbHbIX BelECTB

JlakTo361 MOHOTHAPAT
Kpaxman kapTodenpHblii
KpemHus auokcn KoJIouHbIN

Maruus creapat



6.2. HecoBMecTUMOCTH

He npumenumo.

6.3. Cpok roaHocTu (CpOK XpaHeHHs)

3 rona.

6.4. Oco0ble Mepbl NPEAOCTOPOKHOCTH NPH XPAHEHUH

XpaHUTh B OPUTHMHAJIBHOM YIIaKOBKE (KOHTYpHas sUCHKOBas ymakoBka (OnucTep) B KapTOHHON
Iayke) rnpu remreparype He Boie 25°C.

6.5. XapakTep u coaep:kaHue YNAKOBKH

ITo 10 TabneToK B KOHTYPHYIO STYEMKOBYIO YIAKOBKY W3 IJICHKH MOJUBUHUIXJIOpHIHONW Mapku DI1-
73 nam UMIOPTHOM U (OJIBTY aTFOMUHHEBOM IEYaTHOMN JTAKUPOBAHHOM.

IIo 3 wim 6 KOHTYPHBIX SYEMKOBBIX YIMAKOBOK C JINCTKOM-BKJIAJBILIIEM MOMEUIAIOT B MAaYyKy M3
KapTOHA Ui MOTPEOUTENHCKOM Taphl MOATPYI XPOMOBBINA UIIH XPOM-3p3all.

6.6. Oco0ble MepbI MPEIOCTOPOKHOCTH NMPH YTHIM3ALUUH MCNO0JIb30BAHHOIO JeKAPCTBEHHOI 0
npenapara WM OTX0JI0B, MOJY4YeHHbIX IOcCJe IPUMEHEeHUsl TMpenapara, MW Jpyrue
MAaHUNYJISIMHU C PenapaTom

Oco06ble TpeOoBaHUs OTCYTCTBYIOT.

7. AEP)KATEJIb PETUCTPAIHIMOHHOI'O YAOCTOBEPEHMUSA

Poccuiickast ®enepanus
000 "UJAES ®APM"

Anpec: 119415, r. MockBa, BH. Tep. I. MyHULIUNanbHbIA OKpyr IIpocnekt Bepnanckoro, mp-kt
Bepnanckoro, 1. 41, ctp.1, moment. I/kom. 15

Tenedon: +7 (495) 012-53-30
DnexkTpoHHas moyra: registration@ideapharm.ru

7.1. IlpeacraBuTe/Ib AepKaTeJIsl PeriCTPALMOHHOIO YI0CTOBEPEHHUS

[Iperen3uu noTpedUTENEH ClenyeT HanpaBIsaTh 110 aAPECY:

Poccuiickas @enepanus

000 «dPAPMAKOP ITPOJJAKIIIH»

197375, r. Caukt-IlerepOypr, yn. Penutiesa, 1. 14, kopm. 5, od. 247
Tenedon / dakc: +7 (812) 677-89-82

OnexrpoHHas noura: safety@pharmprod.ru

8. HOMEP (HOMEPA) PETUCTPAIIMOHHOI'O YAOCTOBEPEHUSI
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9. KATETOPHSI OTITYCKA JJEKAPCTBEHHOI'O MPEHAPATA-EATENEHOLTE 0003

JlexapcTBeHHBIH MpenapaT OTHOCUTCS K KaTErOpUH OTITYCKa MO pelenTy.

OO6m1ast XapaKTepUCTHUKA JICKapCTBEHHOTO Npenapara Topacemun - Unes @apm qoctynHa B €IMHOM
peecTpe 3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB EBpPa3sMKCKOro 3KOHOMHYECKOTO COKO3a U
Ha ouIuaILHOM caiirte YIOJIHOMOYEHHOI'O opraHa (3KcriepTHOM OpraHU3AIIHH )
https://eec.eaeunion.org/.
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