COOTBETCTBYET 3K( MY OTUETY
0T 14.11.2024 N=25198
OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHOGFO TIPERAPATA 1003

1. HAMMEHOBAHME JIEKAPCTBEHHOI'O IIPEITAPATA

Jlmpamuroi, 100 mr/mn + 2,5 mMr/mi1, pacTBOp JUTsl BHYTPUMBIIIEYHOTO BBEICHUS.

2. KAYECTBEHHbBIN 1 KOJIMYECTBEHHBIA COCTAB

JelicTBytolliee BEIIECTBO: TOJNEPU30H + [JTUJOKAUH |.

Kaxnmas ammyna (1 mu) comepxkutr 100 Mr tonmepus3oHa TMIPOXJIOPHAA, 2,5 MI JIHIOKawHa
THJIPOXJIOPH/Ia MOHOTHIpaTa (B Iepecyere Ha JIMI0KanHa THIPOXIOPH/T).

BcnomorarenbHbie BellecTBa, HaJIUYME KOTOPBIX HAJAO0 YYHUTHIBATH B COCTaBE JICKAPCTBEHHOTO
npemnapara: Metuimnaparuapokcuoensoar (E218) (cm. pasmen 4.4).

ITomubrit MEPCUCHb BCIIOMOTI'aTCIIbHBIX BCHICCTB IIPHUBCIACH B pa3aciic 6.1.

3. JEKAPCTBEHHAS ®OPMA
PacTBOp 1JI11 BHYTPUMBIIIEYHOTO BBEICHUS.

Hp03paqHa51 6eCI_IBeTHa${ WK OKpalICHHAaA ) XUJAKOCTb CO CHeI_II/I(bI/I‘leCKI/IM 3ar1axoM.

4. KIMHUYECKHUE JJAHHBIE

4.1. Iloxka3aHusi K NPUMEHEHHIO

- CuMnromMaTuyeckoe JieueHNe CIaCTUYHOCTH Y B3POCIIBIX, 00YCIIOBIEHHON MHCYJIBTOM.

- MuodacnuanbHbiil 60J€BOM CUHAPOM CpeHEN U TSHKEJOW CTENEeHU (B TOM YMCIIE MBIIIEYHBIN
crasM IpH JOpCONaTHUSIX).

4.2. Pe:kum 103MPOBAaHNS M CIOCO0 MPUMeEHEHUs!

PexxuM 103upoBaHus

Bspocnvim
ExxenneBno no 1 mi (100 mr TonnepusoHa) 2 pa3a B CyTKH.

Oco0bIe I'pynnbl DaMCHTOB

Iayuenmul ¢ noueuHol He0OCMamoyHOCMbIO

OnpIT IpUMEHEHUsI TOJNMEPU30HA Y MAlMEHTOB C MOYEUHOM HEJO0CTaTOYHOCTHIO OTpaHUYEH, Y
JTAaHHOW KaTeropuy MallMeHTOB Yallle BO3HUKAIN HeXenaTelnbHble peakiuu. [loaromy y nanueHToB
C HapyuleHHsMHU (QYHKIMU TOYEeK CpelHEH CTerneHH HeOoOXOAMMO MPOBOAMUTH MOAO0p 03I
TOJIIEPU30HA C TIIATEIbHBIM HAOIIOJACHUEM 33 COCTOSIHHMEM 3/10pOBbS MAaIMEHTa U KOHTPOJIEM
byukun novek. [Ipu Tsokenom nopakeHny noyek Ha3HaYeHHEe TOJEPU30Ha HE PEKOMEHTyEeTCs.
Tayuenmsl ¢ neyeHouHoOU HEOOCMAMOYHOCIbIO

OneIT NpUMEHEHUS TOJIIEPU30HA Y MALUEHTOB € IEYEHOYHON HEIOCTATOYHOCTHIO OTPAHUYEH, Y
JTAHHOW KaTeropuy MalyMeHTOB Yallle BO3HUKAIN HeXKenareabHble peakiuu. [loaTomy y nanueHToB

C HapyuleHHsIMH (YHKLUMU TEYEHH CpeIHEed cTeneHu HeoOXOIuMO MPOBOAUTH MOAOOpP H03bI
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¢ynkuun mnedeHd. [lpu  TSDKEIOM TMOpaXEHWW T€YCHM HA3HAYCHHWE TOJMEPU30HA HeE
PEKOMEHIYETCSL.

€T’
[Ipenapar He npegHa3HAYEH ISl IPUMEHEHUS y IeTeH U OJIPOCTKOB B Bo3pacTe A0 18 mer.

Cnooco0 nnpuMeHeHus

BryTtpumMsblieyHo.

Tlopsook pabomsi ¢ noiuMepHOU AMNYIOLL:

1. B3sTh amnysy U BCTPAXHYTH €€, YIACPKUBasi 32 TOPJIBIILKO.

2. Bpamaromumu JBUKCHUSIME TOBEPHYTH M OT/ICTUTH KJIAITaH OT aMITyJIbI.

3. Uepe3 oOpa3oBaBIieecss OTBEPCTUE HEMEICHHO COSIUHUTH JIyep IIIPHUIIA C aMITyJIOMH.
4. HaGpatpb B mIMIpUIl COIEPKUMOE aAMITYJIBI.

5. Hapetp urny Ha mwnpwi.

4.3. IlpoTuBONOKA3aAHUS

- ['unepuyBCTBUTENHHOCTD K TOJIIEPU30HY, XUMUYCCKH CXOJHOMY SIEPU30HY WU JIUJOKAUHY,
WM K TIOOOMY U3 BCIIOMOTaTeNbHBIX BEIIECTB, IEPEUUCICHHBIX B pa3zene 6.1.

- Muacrenus gravis.

- BepeMeHHOCTE W TIEPHO/T TPYAHOTO BCKAPMIITMBAHHSI.

- letn u moxpocTku 10 18 mer.

4.4. OcoOble ykazaHusl U MepPbI NPEI0CTOPOKHOCTH NMPH NPUMEHEHUH

C 0CTOPO’KHOCTBIO

IIpenapar cinegyer NPUMEHATh C OCTOPOKHOCTBIO Yy JKEHIIWH, IMAIIMEHTOB C IOBBIIICHHON
YyBCTBUTEJIBHOCTBIO K JAPYIMM IIpenaparaM WIH C aUlepruell B aHamMHe3e, y IAlUEHTOB C
[IOYEYHOHN U IIEYEHOYHOU HETOCTATOYHOCTBIO.

Oco0ble yKazaHus

HaubGonee wyacTbiMu HeXeJIaTeNbHBIMM pEaKUUsSMU TpPH MPUMEHEHUM TOJIEPU30HA B
MOCTPETUCTPALIMOHHOM MepHoJe ObUIM peakIMH MOBBIIIEHHOW YyBCTBUTENbHOCTH. HMX
BBIPAJKEHHOCTb BApbUPYET OT JIETKUX KOXKHBIX PEaKIUN JO0 TKEIbIX CHUCTEMHBIX PEAKLUU,
BKJIIOYas aHapuIaKTHYeCKUi oK. CHUMITOMAaMU pPEaKUWil MOBBIIIEHHON YyBCTBUTEIBHOCTH
MOTYT OBITH JpUTEMA, ChINb, KpanUBHUIA, 3y, AHTHOHEBPOTHYECKHH OTEK, TaxuKapaus,
apTepHabHas TUIIOTEH3Us WU OJIBIIIKA.

JKeHImMHBI M MalMEeHThl C TOBBIIMIEHHON UYyBCTBUTEIBHOCTBIO K JAPYTUM IIpenaparaMm WiIH ¢
ajyieprueil B aHaMHe3€ MOTYT OBITh TOJBEPXKEHbI 0Ooyiee BBICOKOMY PHCKY ITOBBIIICHHOM

YYBCTBUTCIIBHOCTH K TOJIICPHU30HY.
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qyBCTBUTEIBHOCTHU. [Ipy BO3ZHMKHOBEHUU CHUMIITOMOB CJENYET HEMEUIEHHO NPEKPATUTh IIPUEM
npenaparta M HE3aMEUIMTENIbHO 00paTuThCs K Bpady. He cinenyer NOBTOpHO Ha3Hayarthb
TOJIIEPU30H I10CJIE 3MH30/a MOBBIIIEHHOW YYBCTBUTEIBHOCTH K JIEKAPCTBEHHOMY IIpenapary,
coJiepKalleMy TOINEPU30H W JIJOKAUH.

BcrnioMmorarensHble BEIECTBA

B cocraB mpemaparta BxomuT merunmnaparuapokcubenzoat (E218), koTopblii MOXET BBI3BATh
ajyiepruyeckiue peakiuu (BO3MOXKHO, OTCPOYEHHBIE) U, B HCKIIOUUTENbHBIX CIIyYasX,
OpoHXOCMa3M.

4.5. B3amMmopeiicTBHMe ¢ [PYTMMH JIEKAPCTBEHHBIMH MpenapataMM H JApyrue BHIbI
B3aMMO/ el CTBHA

HccnenoBanus (papMaKOKMHETHYECKOTO JIEKAPCTBEHHOTO B3aUMOJICHCTBUS C MapKEPHBIM
cyoctparom wu3odpepmenta CYP2D6 npexkctpameropdanHoMm mokazaid, 4YTO OJHOBPEMEHHOE
IPUMEHEHUE TOJINEPU30HA MOXKET IMOBBICUTH COJAEpAHHE B KPOBU JIEKAPCTBEHHBIX CPEICTB,
KOTOpBbIC METaOOM3UPYIOTCS TpeumyiecTBeHHo u3zopepmertrom CYP2D6 (tmopupasuH,
TONTEPOJNH, BeHJIa(aKCHH, AaTOMOKCETHH, [E3WUIIPaMHH, JeKCTpoMeTopdaH, METOMpOJIO,
HeOuBOII0J, nepdeHasrH).

B naGopaTopHBIX 3KCIIEpUMEHTax Ha MUKpOCOMax MEUEHU YeJIOBEKa U renaTolMTax 4eloBeKa
3HAUUTENBHOIO0 MHIMOUpOBaHUsl WM UHAYKIUK Apyrux uzopepmentoB CYP (CYP2B6, CYP2CS,
CYP2C9, CYP2C19, CYP1A2, CYP3A4) He oOHapyxeHO.

B cBa3u ¢ pazHooOpasueM MeTa0OIMUYECKUX ITyTe TOJINEpU30Ha MOBBIIMIEHUE SKCHIO3ULIUU
TOJIIEPU30HA TPU OJHOBPEMEHHOM IpHUMeHeHuu cyOctparoB uzopepmenta CYP2D6 wu/mnu
JPYTUX IPErnapaToB HE OKUAAETCS.

HecmoTps Ha TO, YTO TOJMNEPU3OH SIBISIETCSA MPENAapaToM LIEHTPAIBHOTO AEHCTBUS, CEAATUBHBIN
3pdexT ero oueHb HU3KUH. IIpu oHOBpEeMEHHOM MPUMEHEHUHU C JPYTUMH MHOpETaKCaHTaMu
HEHTPaJIbHOTO JEHCTBUS 103y TONNEPU30HA CIEAYET YMEHBUIUTD.

Tonnepus3oH ycunauBaeT JeiicTBHe HUMIYMOBON KHUCIOTHI, MOATOMY MpPH OJAHOBPEMEHHOM
NPUMEHEHUU CIEyeT PacCMOTPETh YMEHbIIEHUE J103bl HU(MIYMOBON KHCIOTHI WJIH JAPYTHX
HECTEPOUIHBIX MPOTHBOBOCHANNTENBHBIX Npenaparos (HIIBIT).

4.6. DepTHIBLHOCTD, 0EPEMEHHOCTD U JTAKTALHSA

bepeMeHHOCTB

B skcneprMeHTanbHBIX UCCIIENOBAaHUAX HAa KUBOTHBIX HE BBISBICHO TEPATOI€HHOIO JEHCTBUS
ToJinepu3oHa. [1o nmpuunHe OTCYTCTBUS 3HAUMMBbIX KJIMHUYECKHUX JAHHBIX TOJIIEPU30H HE CIEAYET
NPUMEHSTh TNpU OEpPEeMEHHOCTH, 3a HCKJIIOYEHHEM CIy4yaeB, KOIJa OXKuJaemas I[ojb3a

OTIPEICTICHHO OIPAaB/IbIBAET MOTCHIIMAIBHBIA PUCK JUIS TUIOA.
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JlakTamus

HOCKOJIBKy JAaHHBIC O BBIACJICHHUH TOJIICPU30HA C I'PyAHBIM MOJIOKOM OTCYTCTBYIOT, TO €r0
MPUMCHCHHUC B ICPUOJ KOPMJICHUA I'PYAbIO IPOTUBOIIOKA3aHO.

4.7. BausiHde HA CNOCOOHOCTH YIPABJISATH TPAHCHOPTHBIMH CPeJACTBAMH M PadoTaTh C
MeXaHU3MaMHu

Tonmepu3oH HE OKA3BIBACT BIUSHUS HAa CIOCOOHOCTD YNPABIATH TPAHCHIOPTHBIMU CPEJCTBAMU U
MEXaHU3MaMU. HaI_[I/IeHTaM, Y KOTOpPBIX €CThb TOJOBOKPYXCHUC, COHJIIMBOCTb, HAPYHICHUC
BHUMAaHUs, SMUJICIICUSI, HEYETKOCTh 3PEHUS WJIM MBbIIIeYHas ci1abocTh BO BpeMsl MPUMEHEHUs
TOJIIIEPU30HA, CIIEYET MPOKOHCYJIBTUPOBATHCS C BPAUOM.

4.8. HexenaTejibHbIE peaKINU

Pesrome HDOd)I/IJDI 0e30IacHOCTH

[Tpopmip  Ge30MacHOCTH  TONNEPU30HA OLIEHUBAICS IO JaHHBIM IOCTMApPKETHHIOBOI'O
npuMeHeHnus 6omuee yem y 12000 manueHToB.

B cooTBercTBHU C 3TUMU JJTaHHBIMH HanboJee YaCTbIMU ObUIM HapyLIEHHsI CO CTOPOHBI KOXKH U
MOJKOKHBIX TKaHEH, OOIIMe paccTpOMCTBa, HAPYLIEHHWS CO CTOPOHBI HEPBHOH CHUCTEMBI U
ey IOYHO-KUIIEYHOT'O TPaKTa.

[Tpr mOCTMapKETMHrOBOM NPUMEHEHUHU PEaKIMM MOBBIIIEHHONW YyBCTBUTEIBHOCTH COCTaBHIIU
50-60 % Bcex HeXenaTeNbHbIX pEaKIMi. BOJNBIIMHCTBO HEXeIaTeNbHBIX peaklUUid He ObLIN
CEpbE3HBIMU U MPOXOAMIM CaMOCTOSTENbHO. JKu3HEyrpokaroue peaxkiuy MOBBIIIEHHON
qyBCTBUTEIBHOCTU PETUCTPUPOBATIUCH OYEHD PEAKO.

Tabanunoe pPE3IOME HEXKENATEIbHBIX PEAKIINN

HexenarenpHble peaKIUy paclpe/IeICHbl B 3aBUCHMOCTH OT YaCTOTHI MX BO3HUKHOBEHUS: OUYCHb
yacTo (>1/10); vacto (ot >1/100 go <1/10); Hewacto (ot >1/1000 mo <1/100); peaxo (ot >1/10000
1o <1/1000); ouens peaxo (<1/10000); vactoTa Hen3BecTHA (HA OCHOBAHUU UMEIOIINXCS JaHHBIX

OIICHUTH HEBO3MOIKHO).

Kitacc cucrems! opranos Yacrora HexenarensHas peakuus
BO3HUKHOBCHUS
Hapymenns co cropons! kpoBu U | O4eHb peaKo Anemust, muMbaieHonaThs

J'II/IM(I)aTI/I‘-IeCKOI‘/’I CHUCTEMbI

Hapymienus co croponsl | Penko Peakiusi TOBBIIEHHOW YYyBCTBUTEb-
MMMYHHOU CUCTEMBI HOCTH, aHa(UIIAKTHYECKAsT PEAKITHS
Ouenb peako AHapUIaKTHYECKUH 10K
Yacrota AHTMOHEBPOTHYECKHI OTEK, BKIIIOYAS
HEM3BECTHA OTEK JIIIA, TYO
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Hapymenuss  merabomuzma  u | Hewacto \ E}_Ilorpgilc:cﬁ?r' BATENBHOCTE 0003)
ITUTaHUS Ouenb peako [omaauricus
[Icuxnyeckue HapyIeHUs Heuacro becconnuna, Hapy1eHus CHa
Penxo CHmxeHre akTUBHOCTH, JIETIPECCHsT
Ouenb peako CrryTaHHOCTb CO3HAHUS
Hapymienust co croponsl HepBHOM | HeuacTo l'onoBHast  Goyib, TOJIOBOKPYIKEHHE,
CUCTEMBI COHJIMBOCTh
Penxo Hapymenue  BHMMaHus,  Tpemop,
SNWIENCHs], TUIECTE3Us, NapecTe3us,
JeTaprus
Hapymenust co croponsl oprana | Penko Heuerkocts 3penust
3peHust
Hapymenust co croponsl oprana | Peako [Iym B yiiax, BEpTUTO
cllyxa U Ta0upuHTa
Hapyienust co ctoponsl cepaia Penxo CreHokapaus, TaxuKapaus, OIIYIIEHUE
cepaIeOneHus
Ouenb peako Bpanukapaus
Hapymenust co ctoponsl cocynoB | Hewacto ApTtepuanbHasi THIIOTEH3HI
Penxo « TpunuBb»
Hapymenus co cTopoHsl | Penko Oppllika, HOCOBOE  KPOBOTEUYEHHE,
JIBIXaTEJIbHOM CHUCTEMBI, OPraHoB YYAIIEHHOE JbIXaHNE
TPYAHOM KJIETKU U CPETOCTEHHS
KenynouHo-KuiIeyHbIE Heuacto Juckomdopt B KUBOTE, Auapes,
HapyLICHUs CYXOCTb BO PTY, IUCHEINCHS, TOILIHOTA
Penxo Bosb B smuracTpanbHOi 00651acTH, 3amop,
METEOPH3M, PBOTA
Hapymienust co ctoponsl neuenu u | Peako [leyeHouHass HEIOCTATOYHOCTH JIETKOM
KEITYEBBIBOJISAINX ITyTEeH CTETIEHU
Hapymienust co croponsl koxu u | Penko AJeprudeckuid 1I€pMaTUT, TOBBIIIECH-
MOJIKO>KHBIX TKaHe! Has  MOTJIMBOCTb, KOXHBIA  3YyI,
KpanuBHHUIIA, ChIMb
Hapymienus co croponbl | Hewacto Merieunast cnmaboctb, Muairusi, 60Ib B
MBIIICYHOM, CKEJICTHOM n KOHEYHOCTSIX
COEHUTENIBHOM TKaHU Penxo JluckoMdpopT B KOHEUHOCTSIX
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Hapymenust co croponsl nouek u | Peaxo OHype3, IPOTEUHYPHS

MOUYEBBIBOIAIINX ITyTEH

OOmme HapymieHuss U peakiuu B | Yacto Omymenne Temwia B MECTE BBEICHUS,
MECTE BBEICHHUS IIOKPaCHEHHE B  MECTE€  BBEICHUSA
penapara
Heuacro Acrenusi, AMCKOMQOPT, YCTAIOCTh
Penxo UyBCTBO OIBSHEHUS, YyBCTBO Kapa,

pa3ApakKUTEIbHOCTD, JKaX/1a

Ouenb peaxo JuckomdopT B rpyIHO KIIETKe
JIabopaTopHbIe ¥ MHCTpyMEHTaIb- | Penko CHMXEHHUE apTepUalbHOTO JIABJICHUS,
HBIE JAHHBIC rUnepOnIMpyOMHEMUS, W3MEHEHHE

AKTUBHOCTHU IICYCHOYHBIX q)epMeHTOB,

TPOMOOIMUTONICHHUS, JISHKOIIUTO3

Ouensb penko VYBenuueHne KOHLIEHTpalUu KpeaTh-

HHUHA B IJIa3MC KPpOBHU

COO6H.ICHI/IC 0 TOA03PECBACMBIX HEXKCIIATCIbHBIX PCAKIINAX

BaxxHo cooOmath 0 NOJ03PEBAEMBIX HEXKENATENbHBIX pEaKIUsAX I0ClIe PETUCTpaluu
JIEKapCTBEHHOTI'0 Tperapara ¢ 1eIbl0 00ecnedyeHrs HeNPepbIBHOIO MOHUTOPUHIA COOTHOILIEHUS
«T0JIb3a — PHUCK» JIEKapCTBEHHOIO Mpenapara. MeIuIUMHCKUM paOOTHUKAaM PEKOMEHAyeTcs
cooluiate O JIIOOBIX MOJO3PEBAEMbIX HEXKENATENbHBIX PEeaKIHsIX JIEKapCTBEHHOIO Ipernapara
YCpe3 HALIMOHAJIBHBIC CUCTEMBI COO6HIGHI/I$I 0 HCXKCJIATCIBHBIX PCAKIUAX IOCyaAapCTB — YJICHOB
EBpazuiickoro 3KOHOMHYECKOT0 CO03a.

Poccniickas @enepanvs

DdenepanbHas ciryk0a 1o Hag30py B cdepe 3apaBooxpanenus (PoczapaBuanzop)

109012, r. Mocksa, CnaBsiHCKas iomans, 1. 4, crpoenue 1

Temedon: +7 800 550 99 03

®axc: +7 495 698 15 73

OnekTponHas noyra: pharm@roszdravnadzor.gov.ru

http://roszdravnadzor.gov.ru

4.9. lepeno3npoBka

CuMITOMBI

CHMIITOMBI NEPCAO3UPOBKU HYallC BCCro0 BKIIOYAIOT: COHJIMUBOCTL, KCIIYJOYHO-KHIICYHBIC

HapyleHus (TOIIHOTa, PBOTA, OOJb B 3MUracTPUM), TaXUKap/us, MOBBIIICHUE apTePHaAIbHOTO
6
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U KOMa.
Jleuenue

CHGHH@)H‘ICCKOFO AHTHUA0Ta HET, pPCKOMCH0BaHa CUMIITOMAaTHYCCKas TCpalus.

5. PAPMAKOJIOTMYECKHE CBOMCTBA

5.1. ®apmakoauHaMHYecKHe CBOiiCTBA

dapmakoTeparneBTHUECKas TpyIa: MUOPEIAKCaHThl; MAOPEIaKCaHThI IIEHTPAJIbHOTO JCHCTBUS;
JIPYTHEe MUOPETaKCAHThI IIEHTPATBLHOTO JCHCTBUS.

Koxg ATX: M03BXO04.

MexaHu3M ASHCTBUS U d)aDMaKOHI/IHaMI/I‘leCKI/Ie Sd)d)eKTLI

Tonnepuszona  ecudpoxniopud — MHUOPENAKCAHT  I[EHTpalbHOTO  feiicTBus. Oka3bIBaeT
MeMOPaHOCTa0MIN3UPYIOIIEe, MECTHOAHECTE3UPYyIolIee JEHCTBHE, TOPMO3UT IPOBEICHHE
HEPBHBIX MMITYJIbCOB B MEPBUYHBIX a(PpepeHTHBIX BOJOKHAX WM JIBUTATEIHHBIX HEHPOHAX, YTO
NPUBOJUT K OJIOKMPOBAHHIO CIUHHOMO3TOBBIX MOHO- U TIOJIMCHHANTHYECKUX DPe(IEKCOB.
[TpenmnonokuTenbHO, TOIIEPU3OH OMOCPEAYeT OJOKMPOBAHUE BBIACICHHS MEIMATOPOB IMyTEM
TOPMOYKCHHS MMOCTYTIUICHUSI HOHOB KaJIbIIMsl B CHHAIICHL. TOPMO3HT MPOBEICHUE BO30YKIACHHUS IO
PETHKYJIOCTMHAIHLHOMY IIYTH B CTBOJIE TOJIOBHOTO MO3Ta.

He3aBucumo OT BIUSHHS Ha HEHTPAIBHYIO HEPBHYIO CHUCTEMY YCHIIMBAeT TepH(pepruvecKoe
KpPOBOCHAaO)KeHHE. DTO JEHCTBHE HE CBS3aHO C BO3JEHCTBHEM IIpernapara Ha LEHTPAJIbHYIO
HEpBHYI0 CHUCTEMY M MOXeT ObITb 0OYyCJIOBJIEHO cJIabblM  CIA3MOJUTHUECKUM U
AHTHAJIPEHEPTHUECKUM JICHCTBUEM TOJIIEPU30HA.

Jluooxauna eudpoxniopud o01anaeT MECTHOAHECTE3UPYIOIUM JCHCTBUEM U MPU JO3UPOBAHUH
COIVIACHO MHCTPYKIMU CUCTEMHOTI'O IEHCTBHSI HE OKa3bIBaeT.

5.2. ®apMaKOKHHeTHYECKHE CBOMCTBA

AOGcopOnus

JIuooxaun: abcopOiusi — moyiHast (CKOPOCTh aOCOPOIMU 3aBUCHUT OT MECTA BBEICHHS U JO3BI).
TCmax ipu B/M BBeieHun — 30—45 MuH.

Pacnpenenenue

Jluooxaun: cBsi3b ¢ Oenkamu miazmel — 50-80 %. BeicTpo pacnpenensercs B TKaHAX U OpraHax.
[Iponukaer wuepe3 remarodHuedannyeckuii Oapbep (I'Db) u mnnanentapubiii  G6apbep,
CEKPETUPYETCs C MAaTEPUHCKUM MOJIOKOM (40 % OT KOHIIEHTpaluy B IJIa3Me MaTepu).

Buorpancdopmarnus

TOJZI’l@pMS‘OH: nmoaABEPracTCsa HHTCHCUBHOMY MeTa6OJ'II/13My B IICYCHHU U ITOYKaX.
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MyTeM JIe3aTKUINPOBAHUS aMUHOTPYIIIBI U pa3pbiBa aMUTHOW CBSI3U C 00Pa30BAaHHEM aKTHBHBIX
MeTa0O0JIUTOB.

OIUMUHALMSA

Toanepu3on: BBIBOIUTCS MOYKAMH, MPAKTHYECKHU MOJHOCTEIO (6osiee 99 %) B Buae MeTabOIUTOB,
dapmakonoruyeckas akTUBHOCTh KOTOPBIX HEeW3BeCTHA. [Ipy BHYTPUBEHHOM BBEJICHUU TIEPHOJ
noJryBbIBeieHus ~ 1,5 u.

Jluooxauwn: BBIBOAUTCS C XKENMUbKO (YacTh J03bI TOJBEpraeTcsi peadCcopOIuu B IKEITYIOYHO-

KUIICYHOM TpakTe) u moukamu (10 10 % B HEU3MEHEHHOM BHJIE).

6. PAPMAIIEBTUUECKHE CBOMCTBA

6.1. Ilepeyenb BcnoMoOraTe/IbHBIX BellleCTB

Mertummaparuapokcudensoat (E218)

IIponwiieHrnuKoIb

0,1 M pacTBOp XJIOPHUCTOBOAOPOJIHOM KHCIOTHI (7151 Koppekinu pH)

Bopa st nHbEKINN

6.2. HecoBMecTHMOCTb

B cBsA3M ¢ OTCYTCTBHEM MCCIIEIOBAHUNA COBMECTHMMOCTH, JAHHBIN JICKAPCTBEHHBIN Ipenapar He
ClelyeT CMEIIMBATh C APYTMMHU JE€KapCTBEHHBIMU NpenapaTaMu.

6.3. Cpok roqHocTH (CPOK XpaHeHus )

2 rona.

6.4. Oco0ble Mepbl MPEIOCTOPOKHOCTH NPH XPAHEHUH

XpanuTs 1pu Temmneparype He Boime 15 °C.

6.5. XapakTep U coaep:kaHHe MEPBUYHOI YIAKOBKH

[To 1 ma B ammynsl (ITonuTBUCT) M3 MOAMATHIIEHA HU3KOW IUIOTHOCTH CO CKPYUYMBAIOIIUMCS
KOJIMTAYyKOM J1Jisi 6€3bIr0JIbHOTO 3a00pa MpenapaTa Wid B aMITyJIbl U3 OKPAIIEHHOTO CTEKJIa.

ITo 5 mm 10 ammmyn U3 NOAMATHUIIEHA HU3KOW IIOTHOCTH BMECTE C MHCTPYKIIMEN 110 IPUMEHEHHUIO
B [IAYKE U3 KapTOHA.

ITo 5 nnm 10 aMIysn M3 OKpalIEHHOTO CTEKJIa B KOHTYPHOH SYEHKOBON YINAKOBKE W3 IJIEHKU
MOJIMBUHWJIXJIOPUAHON WK MOJIMATHIIEHTEpePTATaTHON € MJIEHKOW MOJIMMEPHON WM ¢ POJIbIroit
ATIOMUHUEBOM JIAKUPOBAHHOM, WM 0€3 TIUIEHKU MOJUMEpHOM M (OJNbru  altOMUHHUEBOMN
JaKUPOBAHHOM, WK B GOpME U3 KapTOHA C STUeHKaMU JUIsl YKJIaIK1 aMITyJl.

[To 1 xoHTYpHO! s4YelKOBOM ynmakoBke Wiu ¢opme U3 KapToHa ¢ 5 uiau 10 ammynamMu UM 1o
2 KOHTYPHBIC SIMEUKOBBIC YITAKOBKH MIIH (DOPMBI M3 KAPTOHA C 5 aMITyJIaMH BMECTE C MHCTPYKITUEH

10 MPUMEHEHHIO U CKapu(UKATOPOM aMIyJIbHBIM WM 0€3 HEro B MayKe U3 KapToHA.



COOTBETCTEYET 3KCNEPTHOMY OTUETY
ot 14 11:2'324 M2 .__':_'IE-: o
6.6. OcoOble Mepbl NPEIOCTOPOKHOCT npu' | Srittowenr | Gicnbmuiokatoro

JIEKAPCTBCHHOI'0 npemnapara HJIH 0TX0/10B, MOJTYYCHHBIX mocJjie NMPUMEHECHUSA
JIEKAPCTBCHHOI'O IIpenaparTra, 1 Apyrue MaHMnyJasiiuu € nmpemnapaTomM

Oco0bIe TpeOOBaHMS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAHUOHHOI'O YAOCTOBEPEHUSA
Poccuiickas @enepanus

000 «I'poTtekcy

195279, r. Cankr-IletepOypr, UuaycTpuanbHblii mpocmekT, A. 71, kopi. 2, mut. A
Ten.: +7 812 385 47 87

®akc: +7 812 385 47 88

grtx@grotexmed.com

7.1. IlpeacTaBuTeNb AEpKATE/s] PETHCTPALMOHHOIO Y10CTOBEPEeHUs!

[Iperen3uu norpedbuTeNe HAIPABIATE 110 aAPECY:

Poccniickas @enepanus

00O «I'poreke»

195279, r. Caukt-IlerepOypr, UHaycTpuanbHblil mpocnekT, 1. 71, kopm. 2, auT. A
Ten.: +7 812 385 47 87

®daxkc: +7 812 385 47 88

safety@grotexmed.com

8. HOMEP PET'HCTPALIMOHHOI'O YAOCTOBEPEHUA

9. TATA NMEPBUYHOW PETUCTPAIIMU (IIOATBEPXKXJIEHWE PETIMCTPAIINMN,
NEPEPEI'UCTPALIUSI)

JlaTa niepBoii perucTpanuu:

10. JATA HEPECMOTPA TEKCTA

OOmast  XapakTepuCTMKa  JIeKapCTBEHHOTo  npemapata  JlugamurTon — JOCTymHa — Ha
uH(pOpMallMOHHOM TmopTaje EBpasuiickoro »KOHOMHMYECKOTO COr03a B HH(OPMAalMOHHO-

KOMMYHHUKAIIMOHHOH cetu «uTepHEe™ https://eec.eaeunion.org/.



