COOTBETCTBYET ZKCNEPTHOMY OTUETY

ot 16.05.2025 N= 12453

OBILAST XAPAKTEPHCTHKA JIEKAPCTBEHIFOPOTIPEITAPATA U002

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITIPEITAPATA
TOJITEPU30H + JIMJOKAMWH, 100 mr/ma + 2,5 mr/mii, pacTBOp Uil BHYTPHUMBIIICYHOTO

BBCACHUA

2. KAUECTBEHHBIM 1 KOJITMYECTBEHHBIA COCTAB

JeiictByromue Bemecta: Toanepuson + [JIumgokau].

Kaxnas ammyma (1 wmut) coumepkuT Ttoimepu3oHa ruapoxiopun — 100 mr w nmmoxamHa
ruapoxyopuaa — 2,5 Mr .

BcmomorarenbHbIE BEIIeCTBA, HATMYHE KOTOPBIX HAI0 YYUTHIBATH B COCTABE JIEKAPCTBECHHOIO
mpernapara: MeTuinaparuapokcudensoar (cm. pazaen 4.4.).

ITomubIi MEPCUCHb BCIIOMOTI'aTCIIbHBIX BCHICCTB IIPHUBCIACH B pa3aciic 6.1.

3. JEKAPCTBEHHAS ®OPMA
PacTBOp 1J11 BHYTPUMBIILIEYHOT'O BBEICHHUS.
[Tpo3paunblii OeCUBETHBI MM JKENTOBAaTbIM, WIM 3€JE€HOBATO-XKEITOBAaThIH pPAacTBOP CO

crienupuIecKuM 3armaxom

4. KIMHUYECKUE JAHHBIE

4.1. IToka3aHus1 K IPUMEHECHHUIO

JlexapctBennsiii ipenapat TOJIITEPU30H + JIMJIOKAWH mnoka3an kK IPUMEHEHUIO B3POCIBIM
nagueHTaM ¢ 18 5er g CHUMITOMAaTMYeCKOro JI€YEHUs CHACTUYHOCTH, OO0YCIOBIEHHOU
MHCYJIBTOM U MUO(acluanbHOTo 00JIEBOr0 CHHAPOMA CPEHEN U TSXKENION CTeNeH! (B TOM YncIie
MBILIEYHOT'O CMa3Ma MpH JOPCONATHUSX ).

4.2. Pe:xuM 103UPOBAHUS U CIIOCO0 NPUMEHEHHUA

PexuMm no3upoBaHus

Bspocnvim
EsxenneBHo BHyTpuMbleuHO 1o 1 M (100 mr TonnepusoHa) 2 pas3a B CyTKH.

Oco0ble TPVIIILI TAIUEHTOB

Tayuenmsl ¢ Hapyuwenuem QyHKYUU no4ex

OnbIT IpUMEHEHUsI TOJNMEPU30HA Y MAIMEHTOB C MOYEUYHOW HEJOCTATOYHOCTHIO OTpaHUYEH, Y
ﬂaHHOﬁ KaTCropru nanucHTOB YalllC BO3HUKAJIN HCKCIATCIbHBIC PCAKIIUH. HOE)TOMy Y NalfuCHTOB
C HapymeHUssMH (YHKIIMM TIOYEK CPEIHEH CTENeHH HEO0OXOJAMMO IMPOBOAMWTH MOAOOpP 03B

TOJIIEPHU30HA C TIIATCIIBHBIM Ha6J'IIO,I[eHI/IeM 3a COCTOSAHHUEM 3J0POBbA IMAIIMECHTA U KOHTPOJIEM
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Ilayuenmel ¢ napywienuem ynKyuu nevenu
OnpIT NpUMEHEHUs TOJIIEPU30HA Y MALUEHTOB C IEYEHOYHON HEJOCTaTOYHOCTbIO OIPAaHUYEH, Y
JTAaHHOM KaTeropuu MalMeHTOB Yallle BO3HUKAIM HeXeaTeabHble peakiuuu. [loaTomMy y manneHToB
C HapyleHUsMHM (QYHKLUUHU MEYEHU CPeIHEH CTeNneHH HEeOOXOIUMO IMPOBOAUTH MOAOODP A03bI
TOJIIEPU30HA C TINATEIbHBIM HAOIIOACHUEM 3a COCTOSIHMEM 30pOBbsS NALIMEHTa U KOHTPOJIEM
¢ynkuun medend. [lpu  TSDKEIOM MOpaKEHWM T€YCHHM HA3HAYCHHWE TOJNEPU30HA He
pPEKOMEH1yeTCs.

eTu
[Tpennapar TOJIIIEPU30OH + JIMIOKAWH He npenHasHaueH ajis NPUMEHEHUS y JeTed U
MIOJIPOCTKOB B Bo3pacTte 110 18 jer.

Cnoco6 IIPUMCHCHUA

BnaytpumsliiieyHo.

4.3. lIlpoTuBONOKA3aAHUS

- 'unep4yBCTBUTEIBHOCTh K TOJINIEPU3OHY, WIM K XUMHUYECKH CXOAHOMY SIEPU30HY, WIH K
JUJIOKaNHY UJIH K JII0OOMY M3 BCIIOMOTraTelIbHBIX BELIECTB, IEPEUNCIIEHHBIX B pa3zaene 6.1.

- Muacrenus gravis.

4.4. OcoOble ykazaHMsl 1 MepPbl NPeI0CTOPO’KHOCTHU NPH NPUMEHEHUH

[Ipenapat ciemyer NMPUMEHATH C OCTOPOKHOCTHIO Yy JKEHIIWH, MAIEHTOB C TTOBBIIICHHOM
YyBCTBUTEIBHOCTBIO K JIPYT'MM IHpenapaTaM WM ¢ ajjeprueil B aHaMHe3e, y MNaIMeHTOB C
MOYEYHO! U MEYEHOUYHOM HE10CTaTOYHOCTBIO.

Hambomee wyacTbIMM HEXENAaTENbHBIMA pPEAKUUSMH MpPH TPUMEHEHWH TOJEPU30OHA B
MOCTPETHCTPAIMOHHOM ~ TIepuoJie OB PEaKIHWW TOBBIIICHHON YyBCTBHTEIBHOCTH. VX
BBIPQ)KEHHOCTh BAapbUpPYET OT JIETKUX KOXHBIX PEAKIMH 10 TSKENIbIX CHUCTEMHBIX peakIui,
BKJIIOYas aHapMIaKTH4YecKui ImoK. CHUMITOMAaMU peakUuil MOBBIIIEHHOM YyBCTBUTENBHOCTH
MOTYT OBITH OJpHTEMa, CBIb, KPANHMBHHIA, 3yl, AHTHOHEBPOTHUYECKHA OTEK, TaXHKapaHs,
apTepuanbHas TUITOTEH3US WU OJIBIIIKA.

JKeHIMHBI ¥ MAIMEHTHl C TMOBBIIIEHHOW YYBCTBUTEIBHOCTBIO K JPYTMM IpenapaTaMm WIH C
ajieprueil B aHaMHe3€ MOTYT OBbIThb TIOJBEpXKEHbI 0Oojiee BBICOKOMY DPHUCKY IOBBIIICHHON
YYBCTBUTEIHLHOCTH K TOJIMIEPU3OHY.

[TatmenTam cnenyer OBITh BHUMATEIHHBIMH B OTHOIICHWH JIFOOBIX CHMIITOMOB TOBBIIICHHOMN
qyBCTBUTEIBHOCTH. [Ipy BOSHMKHOBEHHM CUMIITOMOB CIIEAYyeT HEMEIUIEHHO MPEKPaTHTh IMpUeM
npenapata M He3aMeJUIMTENbHO 00paTuThCsi K Bpauy. He ciemyer MOBTOPHO Ha3Ha4aTh
TOJIIEPU30H IOCJIE 3MH304a MOBBIIIEHHON UYyBCTBUTEIIBHOCTH K JIEKApCTBEHHOMY IIpernapary,

COACpKAMICMY TOJIIIEPHU30H UJIK JINJOKAHH.
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BcnoMorarenbpHEIC BEIIECTBA

[IpemapaT COAEPKUT METHIIAPAruAPOKCHOCH30aT (METHIIapabeH), KOTOPHIH MOJKET BHI3BATh
a/IEpruueckue peakiuu (BO3MOXKHO, OTCPOUYEHHBIE) U, B HCKIIOYUTENIBHBIX —CIydasx,
OpoHXOCMa3M.

4.5. B3aumopgeiicTBMe ¢ JPYrHMM JIEKAPCTBEHHBIMHM MpenaparaMd W Jpyrue BH/bI
B3auMOJelCTBUS

UccnenoBanust (papMaKOKMHETUYECKOTO JICKAPCTBEHHOTO B3aUMOJICHCTBUS C MapKEPHBIM
cyocrpatom wu3zopepmenta CYP2D6 pexcrpomeropdaHoM IMoOKa3aad, 4YTO OJHOBPEMEHHOE
PUMEHEHHE TOJIEPU30HA MOXKET MOBBICUTH COJEpX aHHE B KPOBU JIEKAPCTBEHHBIX CPEICTB,
KOTOpBbIC METaOOIM3UPYIOTCS MpeuMyliecTBeHHO u3odepmentom CYP2D6 (Ttuopunasuw,
TONTEPOJUH, BEHJIA(paKCHH, ATOMOKCETHH, JI€3UIPaMUH, JEKCTpoMeTopdaH, METOIPOIO,
HeOuBOJI0J, TepdeHasrH).

B naGopaTopHbIX SKCIEpUMEHTaX Ha MUKpPOCOMax MEUEHU YelIOBEKa M IenaTolUTax 4eloBeKa
3HAYUTEIHHOTO MHTHOMPOBaHUs Win nHAYKIIH 1pyrux nzodpepmentoB CYP (CYP2B6, CYP2CS,
CYP2C9, CYP2C19, CYP1A2, CYP3A4) ne oOHapyK€eHO.

B cBsa3u ¢ pazHooOpasueM MeTa0OIMYeCKHX IMyTel TOJMEepHU30Ha MOBBIIICHHE HSKCIIO3UIIUU
TOJIIEPU30HA TPU OJHOBPEMEHHOM NpHUMEHeHUu cyoOctpatoB uzodepmenta CYP2D6 wu/mnm
JIPYTUX MPETapaToB HE OKUACTCSI.

HecmoTtpst Ha TO, 9TO TOJIEPU3OH SABISAETCS MPENapaToM IEHTPATBHOTO ACHCTBUS, CETaTUBHBIMA
addekt ero oueHb HM3KUU. [Ipy OMHOBPEMEHHOM MPUMEHEHUH C APYTUMH MHOpPEIaKCaHTaMU
LHEHTPAIBHOTO IEUCTBUS 103y TOJIIEPU30HA CIEAYET YMEHBIIUTD.

Tonmepu3oH ycwiIMBaeT JeWCTBHE HUQPIYMOBOW KHUCIOTHI, TOITOMY MPU OJHOBPEMEHHOM
MPUMEHEHUU CIIEYeT PAaCCMOTPETh YMEHBIIEHUE 03I HU(IYMOBOW KHCIOTHI WJIH APYTHUX
HECTEPOUIHBIX POTUBOBOCHAIIUTENBHBIX MPENapaToB.

4.6. ®epTHIBHOCTD, 0EPEMEHHOCTD U JAKTALMSA

bepeMeHHOCTB

B skcneprMeHTaNbHBIX MCCIICIOBAHMSIX HA JKMBOTHBIX HE BBISBJICHO TEPATOTEHHOTO JCUCTBUS
tonnepu3ona. [lo mpuyMHE OTCYTCTBUS 3HAUMMBIX KIMHUYECKHX JAHHBIX, TOJIEPU30H HE
cleyeT MPUMEHSITh Ipu OEPEeMEHHOCTH, 32 UCKIIOYCHHEM CIIydaeB, KOT/ia OXHaaeMas MoJib3a
OTIPEIETICHHO OIPAB/IIBAET MOTCHITMAIBHBIA PUCK IS TUIOJIA.

JlakTanus

[TockonbKy TaHHBIE O BBIICICHUU TOJNEPU30HA C TPYIHBIM MOJIOKOM OTCYTCTBYIOT, ITpenapar He
clenyeT IPUMEHSTh B MEPUOJ KOPMIICHUS TPYIBIO.

DepTUILHOCTE

JlanHble O BIMSHUM TOJIEPU30HA HAa PENPOAYKTUBHYIO (YHKIIMIO MYKUYMH U >KEHIIUH
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OTCYTCTBYIOT.

4.7. Biusinde Ha CNOCOOHOCTH YNPABJATH TPAHCHOPTHBIMHM CPeACTBAMHU H PpadoTaTh ¢
MeXaHHu3MaMH

Tosnrepr3oH He OKa3bIBAET BIUSHHS HA CIOCOOHOCTh YIPABJISATH TPAHCIIOPTHBIMH CPEICTBAMH U
MexaHu3mamu. IlanMeHTaMm, y KOTOPBIX €CTh TOJOBOKPYXKEHHE, COHJIMBOCThH, HapylIeHHE
BHHUMAaHHA, SMUIICIICHUsI, HCUCTKOCTD 3peHI/I$I WX MBIIICYHAas CJIa6OCTB BO BpCMSI HpI/IMeHeHI/IH
TOJINIEPU30HA, CIAEAYET TPOKOHCYITUPOBATHCS C BPAUOM.

4.8. HexkennaTesibHbIe peakunu

Pesrome mpoduisg 6esonacHOCTH

[Ipodwmie  Ge30MacHOCTH  TONMEPH30HA OLEHHBAJICS 1O JAaHHBIM IOCTMAPKETHHTOBOTO
npuMmeHnenus 6omaee yeMm y 12 000 mauueHToB.

B cooTBeTCTBUM ¢ 3TUMU JaHHBIMH, HanOoJiee YaCThIMU ObUIM HAPYIIEHHS] CO CTOPOHBI KOXKU U
MOJKOXHBIX TKaHeH, OOIIMe paccTpOWCTBA, HAPYIIEHUS CO CTOPOHBI HEPBHOM CHUCTEMBI U
xenynogHo-kumeynoro Tpakra (OKKT).

[Tpy mocTMapKEeTHHIOBOM NPUMEHEHUHU PEAKIMU MOBBIIIEHHOW YYBCTBUTEIBHOCTU COCTAaBUIIU
50-60 % Bcex HexenaTeNbHBIX peakiuil. BoNbIIMHCTBO HEXeNaTeNbHBIX peakiuil He ObuIn
CEpbE3HBIMU U TMPOXOAMIU CAMOCTOSTENBbHO. JKU3HEyrpoXkaronye peakiuy MOBBIIICHHON
YYBCTBUTEJILHOCTH PETUCTPUPOBAIIUCH OYEHB PEIKO.

TabnmuHoe PE3I0OME HEXKENATCIILHBIX PEAKIUI

HexxenaTenbHble peakiiu pacmpeieleHbl M0 CUCTEMHO-OPTraHHBIM KJlaccaM B COOTBETCTBHUH C
kiaccudukammein. MedDRA u gactotoii: ouenp yacto (>1/10), wacro (ot >1/100, Ho <1/10),
Hevacto (ot >1/1000, Ho <1/100); penko (ot >1/10000, Ho <1/1000); ouens peaxo (<1/10000);

qaCToTa HEU3BCCTHA (Ha OCHOBAaHHMHU UMCHOIUXCSA JaHHBIX OLICHUTH HCBOSMO)KHO).

Kuacc cucrembl opranos Yacrora HexenaTenbHble peakuuu
BO3HMKHOBEHMS

Hapymienust co cTopoHsl OueHb penko Anemus, nuMpaaeHonaTus

KpOBH 1 TUM(paTHIECKON

CHUCTEMBI

Hapymenus co ctopoHbl Penxo Peakiust moBbIIEeHHOM

MMMYHHOHN CHCTEMBI YyBCTBUTEIHHOCTH, aHA(PHIAKTHIECKas

peakuus

OueHb penko AHnapuIaKTHYECKUH 110K
Yacrora AHTMOHEBPOTUYECKUI OTEK, BKIIFOUYAs
HEU3BECTHA OTEK JIMLA, T'y0

Hapymenust metabonusma u | Hedacto AHopekcust

IUTaHUI OueHb pesKo THomuouncus

Ilcuxuueckue HapylIEHUS Heuwacro becconnuia, HapylIeHMsI CHa
Penxo CHUKEHHUE aKTUBHOCTH, AETPECCUS
OueHb penko CnyTaHHOCTb CO3HAHHUS

Hapymenust co cTopoHbl Heuacto ["onoBHas 60J1b, TOJIOBOKPYKEHHE,
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cepaua

Penxo Hapymienue BHUMaHus, TpEMOD,

SIUJIEIICUS, TUIIECTE3Us, IAPECTE3 U,
JeTaprust

Hapymenust co ctopoHnsl Penxo HeuerkocTs 3peHus

Oprasa 3peHus

Hapyienust co ctopoHbl Penko [IIym B ymiax, BEpTUIro

oprasa ciyxa u JJaOupuHTa

Hapyienust co ctopoHbl Penko CreHokapaus, TaXUKapAusl, OILyIIEHNE

cepaneOueHus

OueHb penko Bpaauxapaus
Hapymenuss co croponsl | Heuacto ApTrepualibHasi TUTIOTEH3HsI
COCYZIOB Penko «IIpunussn»
Hapymenust co ctopoHbl Penko Opplnixa, HOCOBOE KpOBOTEUYEHHE,
JBIXaTEIbHON CUCTEMBI, Y4YalIeHHOE JIbIXaHHE
OpPraHoB I'PYAHON KIJIETKU U
CpENOCTEHUs
Kenynouno-kuiieuHbie Heuacro JuckoMopT B )KUBOTE, TUApeEsi, CYXOCTh
HapyLICHUs BO PTY, AMCIIENICHS, TOIIHOTA

Penxo Bbonu B snuractpansHoOil 00nacTH, 3amop,

METEOPHU3M, PBOTA
Hapymenust co ctopoHbl Penko [IeyeHo4Hast HETOCTATOYHOCTD JIETKOU
IIEYECHH U JKEITYEBBIBOSIINX CTEIICHU
yTen
Hapy1enus co cTtopoHbl Penko Aniepruyeckuil 1epMaTur,
KOKU Y ITOJIKO’KHBIX TKaHEH MIOBBIIICHHAs TOTJIMBOCTh, KOXKHBIHN 3Y/1,
KpanuBHUIIA, ChINb

Hapy1enus co ctopoHbl Heuacro MpieyHast ¢1a00CTh, MUAITHUS, OOJIH B
MBIIIICUHOM, CKEIICTHOM B KOHEYHOCTSIX
COCIMHUTEIILHON TKaHU Penko JlnckoMpopT B KOHEUHOCTSIX

OueHb penko

OcreorneHus

Hapyienus co ctopoHbl
ITOYEK ¥ MOYEBBIBOJALINX
yTei

Penxo

OHype3, IPOTEuHypHs

OO61ue HapyeHus U
peakIMy B MecTe BBEICHUS

Yacro OmrymieHue Teria B MeCTe BBEACHMUS,
IIOKpaCHEHUE B MECTE BBEACHUSA
mpenapara.

Heuacro AcTteHus1, TuckoMdopT, yCTaIoCTh

Penko UyBCTBO OIBbSIHEHUS, YYBCTBO kKapa,

Pa3APAKUTCIIbHOCTD, KAXK/d

Ouensb penko

JlrckoMdopT B rpyTHON KIIETKe

JlaGopartopHbie 1
MHCTPYMEHTAJIbHBIE JAHHBIE

Penxo

CHWXeHne apTepuabHOTO JaBIICHHS,
TUNepOnIMpyOMHEMUs], U3MEHEHUE
aAKTUBHOCTH MTEYEHOYHBIX (DEPMEHTOB,
TPOMOOIMTONEHUS, JICHKOLIUTO3

OueHnb penko

VYBennueHne KOHIEHTpauuy KpeaTHHNHA
B IJIa3M€ KPOBHU

COOGH.IGHI/IC 0 TOA03PEBACMBIX HCXKCIIATCIbHBIX PCAKIINAX

BaxHo coo0mare O TMOAO3pEBAaCMbIX HEXKENATENbHBIX PEAKIMAX IOCIE PETUCTpaIiu
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COOTHOIIIEHUSI «II0JIb3a — PHUCK» JICKAPCTBEHHOTO TMpenapara. MeIuIMHCKUM paboTHUKAM
PEKOMEHIYEeTCS COOOIIATh O TIOOBIX MOI03PEBAEMBIX HEXKEIIATEIBHBIX PEAKIIHSIX JIEKAPCTBEHHOTO
mpernapara uepe3 HalluOHAJIbHBIE CUCTEMBbI COOOIIEHUS 0 HEXKEATeNbHBIX PEAKIIUIX TOCYIapCTB —
yieHoB EBpa3uiickoro SKOHOMHUYECKOTO CO03a:

Poccuiickas ®eoepayus

®denepanibHas cryx0a 1Mo Haa30py B cdepe 3npaBooxpanenus (Poc3npasuamzop)

109012, r. Mocksa, CrnaBsiHCKas momajp, 1. 4, crp. 1

Ten.: +7 (800) 550-99-03

E-mail: pharm@roszdravnadzor.gov.ru

Wurepuer-caiit: https://roszdravnadzor.gov.ru

4.9. llepeno3upoBka

CuMITOMBI

CHUMIITOMBI TIEPEAO3MPOBKM 4YaIllle BCETO BKIIFOYAIOT: COHJIUBOCTH, JKEITYJOYHO-KHIIICYHBIC
HapylIeHus (TONTHOTA, PBOTA, OOJb B DMHMTACTPUM), TaXUKAPUs, TOBBIIICHUE apTePHATILHOTO
JaBJICHUSI, OpaJMKUHE3Us U BEPTUTO. B TSHKETBIX cydasx CyJlOpOTH, yTHETCHHE JbIXaHHsI, alTHOD
U KOMa.

Jleuenue

CHGIII/I(i)I/I‘-IeCKOFO AHTHA0Ta HET, pCKOMCH/IOBaAHA CUMIITOMATHYCCKas TCPaIrius.

5. DPAPMAKOJIOTMYECKHUE CBOMCTBA

5.1. ®apmakoaMHaMH4YeCKHe CBOMCTBA

®dapmakoTepaneBTUUYECKas TPYIa; MUOPEIAKCAHThI; MHOPEIaKCAHTHI IIEHTPATBLHOTO JACHCTBUS;
JIPYrue MUOPETAKCAHTBI IEHTPAIBHOTO JIEHCTBHUS.

Kon ATX: M03BX04

MexaHu3M el CTBUS

Tonnepusona  eudpoxaopud — MHOpENAKCAHT ILEHTpaJibHOTO  jAeWcTBua.  Oka3bIBaeT
MeMOpaHOCTaOMIM3UPYIOIee, MECTHOAHECTe3Upylolee JeHCTBUE, TOPMO3UT MPOBEICHUE
HEPBHBIX UMITYJILCOB B MEPBUYHBIX a(PEepeHTHBIX BOJOKHAX WU ABUTATEIbHBIX HEHPOHAX, YTO
MNPpUBOAUT K 6J'IOKI/IpOBaHI/IIO CIIMHHOMO3I'OBbBIX MOHO- U IIOJHCHHAIITHYECKHUX pe(l)HeKCOB.
[TpenmonoXuTeabHO, TOJIMEPU30H OMOCpenyeT OJOKHMPOBAHUE BBIJICICHUS MEIUATOPOB IyTEM
TOPMO>KEHHUS TTOCTYTUICHHSI HOHOB KaJbIMs B CHHANCHL. TOPMO3UT MpoBeACHNUE BO3OYKIACHUS TIO
PETUKYIOCIUHAIBHOMY IIYTH B CTBOJIE TOJIOBHOI'O MO3Ta.

He3aBucuMo oOT BiausHUA Ha IeHTpalbHyl0 HepBHyI cuctemy (IIHC) ycunuBaer

nepudepudeckoe KpoBooOpalieHne. ITo EHCTBHE HE CBA3aHO C BO3JCHCTBHEM Iperapara Ha
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JIEUCTBUEM TOJIIIEPU3OHA.

Jluooxauna eudpoxniopud 001a1aeT MECTHOAHECTE3UPYIOUIUM JCUCTBUEM U MPU JO3UPOBAHUHU
COTJIACHO MHCTPYKIIMU CUCTEMHOT'O JICHCTBHSI HE OKa3bIBACT.

5.2. DapmakoKMHEeTHYECKHE CBOMCTBA

Tonnepuzon moaBepraeTcss MHTEHCUBHOMY METa0OMM3My B IE€YEHHM M TOYKax. BeIBOIUTCS
MOYKaMH, TPaKTHYeCKH MONMHOCThIO (Oosiee 99 %) B Buie MeTabOJIMTOB, (hapMaKOJOTHUCCKAs
AKTUBHOCTh KOTOPBIX HeW3BecTHA. [Ipy BHYTPMBEHHOM BBEICHHH IEPHOJ ITOJYBBIBEIACHUS ~
1,5 yaca.

JIuookaun.: abcopOuust — moHas (CKOPOCTh aOCOPOIMHM 3aBUCHT OT MECTa BBEICHUS M JO3BI).
TCmax Tpu BHYTpUMBIIIEYHOM BBeAcHHH — 3045 MmuH. CBs3piBaHHE C O€NKaMH IUIA3MBI —
50-80 %.

BeicTpo pacnpenensercs B TKaHsIX ¥ opranax. [IpoHukaer yepe3 remMarosHIehandeckuii 6apbep
U TUIaLlEHTapHbII 0apbep, CEKPETUPYETCsl C MAaTEpUHCKUM MOJIOKOM (40 % OT KOHLIEHTpaluuu B
1JIa3Me MaTepu).

Metabonuszupyercs B neuenu (Ha 90-95 %) ¢ yuacTueM MUKPOCOMAIIBHBIX (PEPMEHTOB MyTEM
NE3UTKHIIMPOBAHUS aMHHOTPYIIIBI M pa3pblBa aMHUIHOW CBSI3U C 0Opa30BaHUWEM AaKTHBHBIX
MeTabonuToB. BeiBomuTcs ¢ kenubto (dacTh 103bl mozsepraercs peadcopouuu B JKKT) u

noukami (10 10 % B HEM3MEHHOM BHJIE).

6. DPAPMAIIEBTUUYECKHWE CBOMCTBA

6.1. Ilepeuenb BcoMoOraTe/ibHbIX BelIECTB
MetunmnaparuipokcruoeH3oat (MeTHiImapadeH)

JMATUIEHTTUKOIIST MOHOSTUIIOBBIH 3hup

0,1 M pacTBOp XJI0pOBOJOPOIHOM KUCIIOTBI

Bona m1s nHBEKITHHA.

6.2. HecoBmecTHMOCTH

B cBs3u ¢ oTCyTCTBHEM HCCIIEIOBAaHUN COBMECTMMOCTHU, JAHHBIN JIEKAPCTBEHHBIN Mpemnapar He
CIIeTyeT CMEIINBATh C JPYTUMHU JEKapCTBEHHBIMH MpenapaTaMu.

6.3. Cpok rogHoCcTH (CPOK XpaHEeHHs )

3 rona.

6.4. OcoOble Mepbl NPEAOCTOPOKHOCTH NIPH XPAHECHUHU

ITpu Temneparype ot 2 1o 8 °C, B OpUrMHaNIbHOM YIIAKOBKE (B ITAUKE).
6.5. Xapakrep u coaepkaHue NePBUYHON YIIAKOBKH

PacTBop AJ1 BHYTPUMBIILIEYHOTO BBEICHUS.



(NOCOENOBATENEHOCTE 0002
ITo 1 mu mpenapaTa B aMITyJibl CBETO3AIIMTHOTQ CTeKJ'Iall"KOJ'-IIL'L%M 'I;IB'HO'NIaI:I/IJII/I < ' HaipeioM U

Toukoi. Ha ammysibl TOMOTHUTEIIEHO MOKET OBITh HAHECEHO OJTHO, JIBA WJIM TPU IIBETHBIX KOJIbIIA.
3, 5 aMIys MOMENIAI0T B KOHTYPHYIO SUEUKOBYIO YIIAKOBKY M3 IJICHKH TOJUBUHIIXJIOPUIHON U
IUICHKH TTOJTMMEPHON MK 0e3 MJICHKHU MOJIUMEPHOM.

1, 2 KOHTypHBIE AYEHKOBBIE YITAKOBKY OMELIAIOT B MAUKy U3 KapTOHA.

B xaxayio mauky BKJIAIBIBAIOT WHCTPYKIUIO IO MEIUIIMHCKOMY MPUMEHEHUIO, CKapu(pUKaTOp
amMnynpHBIH. CkapudUKaTop aMIyIbHBIN HE BKIAJABIBAIOT IPHU UCTIOIB30BAHUH AMITYJI C KOJIBIIOM
U3JIOMa WJIM C HAAPE30M U TOUKOM.

6.6. OcoOble Mepbl MNPeIOCTOPOKHOCTH TPH YHUYTOKEHHMH  MCIOJb30BAHHOIO
JIEKAPCTBEHHOI0  Npenapara MWJH  OTXO0J0B, IMOJIYYEHHBbIX IOcjle NpPHMEHEeHUus:
JIEKAapPCTBEHHOI'0 Npenapara v Apyrue MaHuIyJsIMU ¢ NpenapaToM

Het ocoObix TpeOoBaHMil K YTHIIU3AINH

7. AEPKATEJIb PETUCTPAHUMOHHOI'O YAOCTOBEPEHUSA

Poccniickas @enepanns

OO0111ecTBO € OrpaHUYEHHOM O0TBETCTBEHHOCTHIO «Bentpaitny (OO0 «Benrpaiin»)

115172, r. Mocksa, yn. Hapoanasi, nom 14, ctpoenue 3, o1. 3, mom. |, kom. 3

7.1. IlpeacTaBUTEb J€pPKATE/IsI PETHCTPALMOHHOTO Y10CTOBEPEHUsI

[Iperen3nn norpeduTENEeH HAOPABIATE 110 aIPECY:

Poccniickas @enepanns

OO111ecTBO ¢ OTpaHUYEHHON 0TBETCTBEHHOCTHIO «Bendapm» (000 «Bendapm»)
640008, Kypranckas o0:., r. Kypran, npocnekt Koncturynuuu, a. 11

Ten.: +7 (3522) 48-60-00, +7 (3522) 55-51-80

E-mail: fsk@velpharm.ru

8. HOMEP PETUCTPALIMOHHOI'O YAOCTOBEPEHUA

9. TATA NMEPBUYHOM PETMCTPAIIMA (IIOATBEPXJIEHUS PETMCTPAIINMN,
INEPEPETUCTPALINN)

JlaTa niepBoii perucTpanuu:
10. IATA IEPECMOTPA TEKCTA
O6mas xapakrepuctuka iekapcrsenHoro npemnapara TOJIIIEPU30H + JIMJIOKAWH nocrynna

Ha WHQPOPMAMOHHOM TopTaje EBpa3suiicKoro 3KOHOMHYECKOTO COr03a B HH(OpMAIMOHHO-

KOMMYHHKaIMOHHOM cetu «HTepHeT» https://eec.eaeunion.org/.
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