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WUHCTPYKIHS IO MEJULIUHCKOMY NIPUMEHEHHAIO
JIEKAPCTBEHHOI'O ITPEITAPATA |
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i GOTAACOBAY
1. HAUMEHOBAHME JIEKAPCTBEHHOTI'O IPENAPATA | 00

| IIpiikas Mus

Bonbsrapen OMyibrens, 1%, reias s Hapy)KHOTO IPUMEHEHHUS. PoaHCTeD

[Lor 07,
1.3. Mexaynapoanoe HenaTeHToBanHoe Hauvenosanue (MHH) N
Jluxinodenax.

2. KAYECTBEHHBII 1 KOJIMYECTBEHHBII COCTAB

Meiicmsyiowee éewecmso.: 11,6 Mr/r qukinopeHaka AMITUIAMHUHA, YTO COOTBETCTBYET 10 Mr/r
UKo eHaKa HaTPHSL.

Bcnomozamenvivie Gewjecmsa: nuponuiaeHraukons — 50,0 Mr/r, apoMaTHyeckHi Kpem 45
(comepxut Gensmndensoar) — 1,0 Mr/r.

[TosHBIH IepeYeHb BCIIOMOTaTe IbHBIX BELIECTB IPUBE/IEH B paszene 6.1.

3. JEKAPCTBEHHAS ®OPMA
['enb muis HapyXHOTO IpUMeHEHuUs 1%.
Msrkuit, OJTHOPOIHBIH, KpeMOOOpa3HbIH Tellb, LIBET OT O€JIOro 10 KEITOBATOrO.

4. KIMHUYECKHUE JAHHBIE

4.1. IloxazaHusi K NPUMEHEHHUIO

o Jlnst neueHust 60K, BOCIIAJIEHUS M OTEKa IPH:

- IOBPEXICHUAX CYXOXKHJIMHN, CBA30K, MBIIIL K CYCTaBOB, HAIPHUMED, Pa3pPhIBBI CBA30K, YIIHOBI,
pacTsDKeHHs ¥ OOJIH B CIIMHE I1OCJIE 3aHSATUH CIIOPTOM MJIM B PE3yJIbTaTe HECYACTHBIX CITy4aeB;

- JIOKJIM30BaHHBIX (hopMax peBMAaTUYECKUX 3a00/I€BAHUN MATKMX TKaHEH, TAaKUX KaK TEHIMHUT
(CHHIPOM «TEHHUCHOTO JIOKTS»), OYpPCUT, CHHIPOM I1JICY0-KUCTh, IEPHAPTPONIATHSI.

o JIIs CHMIITOMAaTHYECKOTO JIEYEHUSI apTPO30B CyCTAaBOB MaJIOW M CPEAHEH BETHYMHBI,
OJIM3KO PacHOIOKEHHBIX K KOXe, TAKUX KaK CyCTaBbl AJIBLEB PYK MM KOJEHEH.

4.2. PexuMm 103HPOBAHHS U CNOCOO MPUMEHEHHS

PexxuMm no3upoBaHus

B3pocnvie

B 3aBucuMocTH OT pasmepa Oose3sHeHHOW obmactd, 2-4 r mpenapara (4T0 1O 00BEMY
COIIOCTAaBUMO COOTBETCTBEHHO C pa3MEpOM BHILIHHU WM I'PELKOr0 Opexa M J0CTaTOYHO I
06paboTky mIomanyu nopepxHocT Tena 400-800 cM?) HAHOCAT Ha MOPAKEHHBIN y4aCTOK KOXKH 3-
4 paza B [IcHb U CJIerKa BTHPAIOT.

JITMTenbHOCTh JIEYEHHUsI 3aBUCHUT OT IOKa3zaHWi U oTMmedaemoro sddekra. Ilpu orcyrcTBuH
yiydiieHus: 4epe3 14 aHel peKOMEHIYeTCsl BBIIOJHUTH IMOBTOPHYIO OLEHKY 3((deKTHBHOCTH
nedyenus. Bonprapen DMybrens He JODKEH IpUMeEHSThes Oonee 14 queit.

[Tocne HaHeceHus mpemapaTa HEOOXOIUMO BBITEPETh PYKH CyXHM OYMa)KHBIM IIOJIOTEHIIEM H
3aTeM XOPOIIO BBIMBITE, €CITH OHH HE SIBIISIOTCS 001acThIO JieueHus. [lepe mpuHATHEM dylla WA
BaHHBI CIIEAYET A0XKIAThCs BBICBIXAHUS Iperapara Ha KOXe.

Oco6ple rpymmbl manueHToB
Juya noacunozo eo3pacma (cmapue 65 nem)
Pexxum 103upoBaHMs TAKOH e, KaK U IS B3pOCIIbIX MAllMEHTOB.

eTH
Jlemu maaowe 12 nem:
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JlekapcTBEHHOE TIPETIapaT He PEKOMEHI0BAHO [l IPUMEHEHNUS y IeTeil B BO3pacTe 10 12 ner, Tak
KaK He IPOBOJMIOCH CHCTEMATHYECKOTO WM3yYeHHs MPUMEHEHHs ¥ Oe30IacHOCTH Bonsrapen
DOMyJIbrelb y JAaHHOH IPyIIIbI MAIIMEHTOB.

Jemu om 12 nem u cmapuie:

Pexxum 103MpOBaHMs TaKOM )K€, KaK M IS B3POCIIBIX MAIIMEHTOB.

Cnocob nmpuMeHEeHHUs
[Ipenapar npenHa3Ha4€H TOJIBKO Ul HAPYIKHOTO TPUMEHEHHUS.

4.3. IlporuBomoka3aHHus

o [ToBBIIEHHAS YYBCTBUTEIBHOCTD K JUKJIO(EHAKY MM IPYTMM KOMIIOHEHTaM Ipenapara.
o CKJIOHHOCTH K BO3HUKHOBEHHIO ITPUCTYIIOB OPOHXHAIBHOM aCTMbI, aHTHOHEBPOTHYECKOTO
OTeKa, KpalMBHUIIBI WIIM OCTPBIX PHHHUTOB IIPH MPHMEHEHUH alleTU/ICATUIUIOBON KUCIOTHI UK
JPYIUX HECTEPOUIHBIX MIPOTHBOBOCIANHTENBHEIX npenapaTos (HITBIT).

. I tpumectp GepeMeHHOCTH (cM. « DepmunbHOCHMb, GepeMeHHOCMb U NAKMAYUSLY).

4.4. OcoOble ykazaHUSI H MePbI PEI0CTOPOKHOCTH IPH NPHUMEHEHHH

Henb3ss MCKIFOUMTH BO3MOXKHOCTH Pa3BUTHS CHCTEMHBIX MOOOYHBIX PEaKIUi IPH MECTHOM
pUMEHEHHUH npenaparta BonpTapern DMynbrenb Ha OOMIMPHBIX y4aCTKaX KOXKH Ha MPOTHKEHHU
JUTATEIGHOTO BPEMEHH (CM. HHCTPYKIHMIO I10 MEIUIMHCKOMY IIPMMEHEHHIO CHCTEMHBIX
JIEKapCTBEHHBIX (OpM AUKIIOEHAKA).

BonbrapeH OMyJbresb clielyeT HAaHOCUTh TOJBKO Ha HEMOBPEXKAECHHYIO HEBOCHAICHHYIO KOXY,
u30erast Mora aHus Ha PaHEeBYIO IIOBEPXHOCTh KOXKU WM OTKPHITHIE paHbl. He cienyer nomyckarh
TIOMaJaHus Iperapara Ha Ij1a3a U CIM3ucTbie 000104KH. [Ipenapar Helb3s rJ10TaTh.

[Ipu nosiBICHUHU KOXKHBIX BBICHITAHUI JIeU€HHE TIpenapaToM CIIEAyeT IPEKPATUTh.

Bonprapen DOMyibrenb He clelyeT MPUMEHSTH 10J BO3IyXOHEIPOHUIAEMYIO OKKIIFO3UBHYIO
TOBSI3KY.

[Ipenapar COAEPXKUT MPOMMJICHTIMKOIb U OeH3MIOEeH30aT, KOTOPhIE MOTYT BBI3BaTh JIETKOE
pazapakeHre Ha KO)Ke B MECTe HaHECEHHs IIperaparta y HEKOTOPBIX MallUueHTOB.

4.5. B3aumopeiicTBHe ¢ APYIrHMH JIeKapCTBEHHBIMH INpenapaTamMd H /JApyrue BHIbI
B3aMMOAEHCTBHSA

[Tockonbky cucTeMHas abcopbums AukIopeHaKa MPU MECTHOM INPUMEHEHUH OYEHb HM3Kasd,
BO3HMKHOBEHHE B3aUMOJCHCTBUII MaJoBEeposITHO (cM. pasden «Ocobvie yKkasauus u mepol
npedoCmopodiCHOCMU NPU npumeHeHuuy, « HeoicenamenvHule peakyuuy).

4.6. @epTHIBHOCTH, 0ePEMEHHOCTD H JIAKTALMS

bepemeHHOCTB

[Ilpumenenne aukiodpeHaka y OepeMEHHBIX MKEHIIMH HE H3y4ajaoch, MO3TOMY HE CIIEAYET
IPUMEHATH npenapar Boyibrapen OMyibreiab Bo BpeMs OepemenHocTy. [IpuMenenune npenapara
npoTtuBonoka3aHo B III Tpumectpe OepeMeHHOCTH B CBS3M C BEPOSITHOCTBIO JOCPOYHOIO
3aKpbITHs OOTAZIOBOTO MPOTOKA, IIOAAaBJICHUEM POIOBBIX CXBATOK, HAPYIIEHHUEM ()YHKIIHH TOUEK
y 110712, KOTOPOE MOXKET PA3BUTHCS 10 MMOYEYHOMN HEJOCTATOYHOCTH C OJIUTOTMIPAMHUOHOM.
HccnenoBanuss Ha JKMBOTHBIX HE BBUIBHJIM IPSMOTO MM KOCBEHHOTO HEOIAarompHsITHOIO
BO3/€cTBUS Ha OepeMEeHHOCTh, SMOPHOHATBHOE / BHYTPUYTPOOHOE pa3BHTUE, POJBI WU
MIOCTHATAJIILHOE PA3BUTHE.

JlakTamus
Tak kaK JaHHBIE IPOHMKHOBEHHH B IPYAHOE MOJIOKO AMKJIO(pEHaKa, NPUMEHSEMOro MECTHO,

OTCYTCTBYIOT, TO HE CJIEAYCT IIPUMEHATDH BoanapeH 9MyJIBF€JU> Y KOpMSIUX KCHIHUH. Tonbko
IIpy HAJIMYUHA OOCTATOYHBIX OCHOBaHHH IS MIPUMECHEHUS IIpernapara B MEPUOA KOPMIICHH

GDS_Diclotopical v4.0, Swiss SmPC October 2020 Crp. 2136



HO PB
BoJibTapeH DMyabreib, 1% rens B Ty6ax 20r, 50r, 100r — nadopMaiys Ais CICLHANTICTOB BY

/333 - 2019
11

IPY/IbIO, €r0 He CllelyeT HAHOCUTh Ha 061MacTh rpyau, oOpabaThiBaTh UM O UpPHbIE Y4aCTKH
KO>KH ¥ MCITOJIB30BaTh MPOJOJDKUTEIBHOE BPEMSI.

DepTHIbHOCTH
Jlanuble 110 GEePTUIEHOCTH OTCYTCTBYIOT.

4.7. BuausiHHe HA COCOGHOCTHL YNPABJATH TPAHCHOPTHBIMH CPeACTBAMH M paboTarh ¢
MeXaHH3MaMH

MecTHOe IpuMeHeHH e npenapata Bonbrapes DMy ibreib He OKa3bIBaeT BIUAHUS Ha CIIOCOOHOCTH
YIIPaBJIATh aBTOMOOMIIEM U paboTaTh ¢ MEXaHM3MaMH.

4.8. HexenaTejbHble peaKIUH

Nudopmanus 0 HeXeTaTeIbHBIX pPEaKIUsAX IpPeICTaBleHa B COOTBETCTBHH C CHCTEMHO-
OpraHHBIMH KJIaCCAaMH M 4YacTOTON BCTPEYAEMOCTH IO CIIEIYIOIIMM KAaTeropusiM: O4Y€Hb
gacto (> 1/10); wacto (> 1/100, < 1/10); egacro (> 1/1000, < 1/100); peaxo (> 1/10000, <1/1000);
oueHb peako (<1/10000). B pamxax kaxoi rpyninsl HexelaTeIbHbIE PEaKIMK MPEICTABICHbI B
MOPSIIKE YMEHBIIEHUS CEPbE3HOCTH.

Hughexyuu u unsazuu

OueHb peaKo: MyCTyJI€3HbIE BBICHITAHHS.

Hapywenusi co cmopoHbl uMyHHOU cucmembl

Ouenb peziko: oTek KBHHKE, peakiuy THIepuyBCTBUTEILHOCTH (BKIIOYasl KPATMBHHUILY).
Hapyuwienus co cmoponsl ObiXamenbHOU CUCMeMbl, OP2AHO8 2PYOHOLU KIemKU U CPe0O0CmeHUs.
Ouens peaxo: OpoHXUaNIbHAsA aCTMA.

Hapywenus co cmopoHbl K0dcU U NOOKOICHBIX MKAHEU

YacTto: nepmMaTuT (BKJIOYask KOHTAKTHBIA JEPMATHUT), ChIllb, 3pUTEMA, IK3e€Ma, 3y 1.

Penko: Oynne3Hslit nepMaTHr.

Ouenb peaxo: GOTOCEHCHOMIU3AIIHSL.

BeposTHOCTh pa3sBUTHS CHCTEMHBIX HEXENaTeNbHBIX PEaKUUi [pU MECTHOM IPUMEHCHUH
npenapata Bonsrapen DMybresb Maia o CpaBHEHHUIO C YaCTOTOM HEKENNATEIbHBIX PEaKIHii [TPH
IIepOpaIbHOM IIPUMEHEHUH IIpernapara.

Heb3s1 UCKITIOUUTH BO3MOXKHOCTD Pa3BUTHUSI CUCTEMHBIX HEXKEJIATENIbHBIX PEAKIIUH IPH MECTHOM
NpUMeHEeHHH npenapara BomprapeH DMynbrenb Ha OOMIMPHBIX Y4acTKaX KOXKH Ha MPOTHKCHUH
JUITATEJIBHOTO BpeMeHH. B Takux cCilydasx ClIeAyeT O3HAaKOMHUTBbCS C HMHCTPYKIHEH 110
MEIUIIMHCKOMY TPUMEHEHHUIO TIEpOPaTbHBIX ()OPM JIEKapCTBEHHOTIO Ipenapara BonbrapeH.

Coobwenue o nedceramenbHblx peaKyusix

Baoicno  coobwyame 0 nooospesaemvix HeHCENAMENbHLIX PEAKYuax nocie peucmpayuu
JIeKapCcmeeHH020 npenapama c yeivlo obecneveHus HenpepbieHo20 MOHUMOPUH2A COOMHOULEHUS
«NONb3a — PUCKY JleKapcmeeHHo20 npenapama. Meouyunckum pabomuukam pekomMeHOyemcs
coobuams 0 N106bIX NOO03PEBAEMBIX HEINCENAMENbHBIX PeaKyusx 1eKapCmeenHo20 npenapama
yepe3 HAYUOHANbHbIE CUCMEMbL COOOUEHUSL O HedICeNameNbHblX PeaKyusx U Hesppexmuenocmu
JIeKapCmeeHHbIX NPenapamos.

Ecnau y nayuenma 6o03Huxaiom Kaxkue-i1ubo HedicelamenbHble DeaKyuu, emy peKoMeHOYemcs
NPOKOHCYIbMUPOBAMbC ¢ 6pavyoM. [laHnas pekomeHOAyus pacnpocmparsemcs Ha nobvie
B03MOJICHbIE HedICeNameNbHble PeaKyul, 8 MoM Yucie HA He NepeqyucienHvle 6 UHCMPYKYUU no
MeOUYUHCKOMY NPUMEHEHUIO JleKapCmeeHHo20 npenapama. Bei makoice modceme coobuums o
HediceNamenbHblX Peakyusax 8 UHGOPMAayuoHHyo 6a3y OAHHBIX NO HeJCeNameNlbHblM PeaKyusim
(Oelicmeusm) Ha NeKapcmeenHvle NPenapamol, GKIOYAS COOOWeHUus O HedPhexmusHocmu
nekapemeennvix npenapamog. Coobuyas o nedcenamenvHolx peakyusx, Bel nomozaeme nony4ume
bonvuie ceederuti o 6ezonacHocmu npenapama.

4.9. IlepenosumpoBka
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Kpaiine Hu3Kas cucreMHass abcopOIus aKkTHBHBIX KOMIIOHCHTOB IIperapara IpH HapyKHOM

IIPUMEHEHHH JIeSIaeT Nepeo3UPOBKY MaIOBEPOSTHOM.

OpHaKO TpH CIly4aiHOM MPOTIATHIBAHUK BHYTPh MOTYT HaO/IOAAThCsl CUMIITOMBI, XapaKTEPHbIE

ans Tepeno3upoBku aukiaopenakom B dopme Ttabnerok (1 emunuuma no 100 r comepxut

9KBHBAJCHT | T auKiIodeHaka HaTpus).

HenpaBuibHOe TpHMMEHEHHE WM ClIydallHOE TIpOrjaThbiBaHMe IIperapara MPUBOIMT K

BO3HMKHOBEHHIO CYIIECTBEHHBIX CHCTEMHBIX MOOOUYHBIX peakuuii. [TokazaHo mpuMeHeHHe 001X

TEpaneBTHUECKUX Mep, MPHUMEHSIEMbIX IIpU JIEYCHUHM OTpaBJIECHUS  HECTEPOHIHBIMU

MPOTHBOBOCTIATUTEIHFHBIMH CTPEICTBAMH.

5. DPAPMAKOJIOT'MYECKHE CBOMCTBA

5.1. @®@apmakoaguHaAMHYecKHe CBOHCTBA

dapmakoTepaneBTHYECKAasi TPyNNa: MpenapaThl UIsl HAPYKHOTO NMPUMEHEHUs NpH O0JAX B
cycraBax M Mblmunax. HecrepouaHble MPOTHBOBOCHIAIUTENBHBIE Mpenaparbl Ui Hapy)KHOTO
[IPUMEHEHHUS.

Kox ATX: M02AA15

Mexanusm ieficTBUS

JuxinodeHak — HECTEPOUAHBIM MpoTHBOBOCHaIUTe bHBIN npemapar (HIIBIT) ¢ BbpakeHHBIM
AQHAJIBIeTUYECKUM, MPOTUBOBOCHAIUTEIBHBIM U JKAPOIMOHMWKAIOIIMM CBOHUCTBaMH. OCHOBHOM
MEXAHU3M JIeHCTBUS 3aKJII0YAeTCsl B MHTUOMPOBAHUM CHHTE3a MPOCTATJIAaHIHHOB TUKIO(PEHAKOM.
Bonerapen Owmynbrens — 310 00€300JHBAIOMIKMI W IPOTHBOBOCHAIMTEBHBIM Mpenapar Ajs
Hapy>XHOro NpUMEHEHus. biaronapst BOIHO-CIMPTOBOM OCHOBE I'ejlb JIETKO BTHPAETCS B KOXKY H
OKa3bIBaeT 00JICYTONSIONIee U OXJIAKIAAIOIIee ACHCTBHE.

[Ipn BocmajeHMM TpaBMaTH4eCKOro reHe3a BosjbrapeH OMyJbreiib yMeHbIIaeT OOJieBbIe
OLIYILEHHUS U CHUMAET OTEKH.

JlonoHUTEbHBIE JaHHBIE O KIMHUYECKOU 3()(heKTUBHOCTH OTCYTCTBYIOT.

5.2. ®apmakokHMHeTHYeCKHE CBOICTBA

Abcopbuus

KomuuectBo  nmukiodeHaka, — BCachIBAIOLIErocs — 4epe3  KOXY,  IPOIMOPIHUOHATBHO
MPOJOJDKUTEIBHOCTH KOHTAKTa ¢ KOXKeH, moniaau oopabareiBaeMoii MOBEPXHOCTH M 3aBHCUT KaK
OT CyMMapHO# /10361 HAHOCUMOTO IIpernapara, Tak U OT CTeTIeHH T'HApaTallii KOXH.

Crenenp abcopOLHu COCTABIAET OKOJIO 6 % MPUMEHEHHOM 03Bl MOC/IE MECTHOTO MPUMEHEHHS
2,5 r npenapara Bonbrapen Dmynbrens Ha 500 cM? KOXM, ONpeieNeHHas ¢ Y4eToM MONHOM
M0YE€YHOM 3IMMHHALIMK, B CpaBHEHHM C Tabietkamu BonbrapeH. OKKIIO3WOHHAs IMOBSI3Ka B
TeyeHre 10 94acoB NPHUBOAUT K TPEXKPaTHOMY yBEIMYEHHIO KOJIHYECTBAa abCOpOMpPOBAHHOTO
IUKIo(peHaKa.

Pacnpenenenue

KonuenTpanuu auknogenaka 6bUIM U3MEpPEHbI B IUIa3Me, CHHOBHAILHOM TKaHU U CHHOBHAILHOM
)KUIKOCTH IIOCJIE MECTHOIO HaHeceHHMs BonbTapeHa DMysbrenss Ha CycTaBbl PyK M KOJIEHA.
MaxkcumanbHas KOHIEHTpalys B [uiasme npubiausutensio B 100 pa3 Hike, 4eM KOHIIEHTpPAIMS
TI0CJIE NIEPOPAIBHOTO MPUMEHEHHUS TaKOro e KoaudyecTBa Aukiaopenaka. 99,7 % muxnopenaka
CBAI3BIBACTCS C OEIKaMM CBIBOPOTKH, IPEUMYIIECTBEHHO ¢ ansbymunoM (99,4 %).

buorpanchopmarms

buorpancopmaiys qukiIopeHaka YaCTHYHO BKJIKOYAET TIUIFOKYPOHM3AIMIO HEU3MEHHOM
MOJIEKYJIBI, HO INIPEUMYIIECTBEHHO OOHOKPATHOE HJIM MHOTOKpPaTHOE€ THIAPOKCHUIMPOBAHHUE
IIPUBOJUT K 06pa30BaHmo HECKOJIBKHX (beHOJIbHBIX MCTa6OJIPITOB, 60J'II:IIII/IHCTBO U3 KOTOpBIX
NPEBPAlIalOTCs B IVIIOKYPOHOBBIE KOHbBIOraThl. JIBa (eHONBHBIX MeTabonuTa SBISIOTCS
OMOJIOrMYeCKH aKTUBHBIMH, HO MX aKTHBHOCTH CYIIECTBEHHO HIKE aKTMBHOCTH JUKIO(EHAKa.
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OGIiHit CHCTEMHBIH KIMpeHC AMKIo(eHaKa M3 IUIa3Mbl KPOBH cOCTaBiseT 263 * 56 mi/mun
(cpenHee 3HayeHHME + CTAHAAPTHOE OTKJIOHEHHWE). TepMMHAIBHBIA MEPHO MOTYBbIBEACHUS H3
miasmel cocrasisteT 1-2 vaca. YeTslpe U3 METabOIMTOB, B TOM 4YMCIIE JIBA aKTHBHBIX, TAKXKE
I0Ka3bIBAIOT KOPOTKHIA IIEPHO/ IIOJIYBBIBEIEHHUS U3 [LIa3MbI, KOTOPBIH cocTaBiseT 1-3 gaca. Oun
13 MeTaboIUTOB, 3'-TUAPOKCH-4'-METOKCH-TUKIIOPEHAK, II0Ka3bIBaeT O0Jiee JUIMTEIbHbIN IEPHOT
NOJIYBBIBEJEHHs, HO (DAKTHYECKH SIBJIAETCS HEAKTUBHBIM. J[MKIOGEHAaK M ero MeTabOoJHThI
BBIBOJISITCS IPEUMYIIIECTBEHHO C MOYOHA.

XapaKTepUCTUKHU OTAEIbHBIX TPYIIN NAIUEHTOB

He npenmonaraercss akkymyssinus OUKJIOQeHaka ¥ ero MeTabOJHTOB Yy MAIlMEHTOB, KOTOPbIE
CTpaZaloT IOYEYHOM HEJOCTATOYHOCTBIO. Y MAalUEHTOB C XPOHUYECKHM TEMaTUTOM HIIU
KOMIIEHCUPOBaHHBIM LIMPPO30M KHHETHKA U MeTaboIu3M IUKIO(peHaKka Takhe e, KaKk U y
MALEHTOB, KOTOPhIE HE UMEIOT 3a00JIeBaHHUil IEUEHH.

5.3. JlanHble NOKJIMHHYECKOH 0€30mMacHOCTH

JIOKIMHMYECKHe JaHHbIE, OCHOBAHHbBIE HAa HMCCIIEAOBAHHMSX OCTPOH TOKCHYHOCTH, TOKCHYHOCTH
MHOTOKPATHBIX /103, T€HOTOKCHYHOCTH, MyTareHHOCTH M KaHIEPOT€HHOCTH AMKIO(eHaka, He
BBIIBHJIM 0COOOM ONACHOCTH MJISl 4YellOBEeKa B PEKOMEHIYEMBIX TEpaleBTHYECKHX a03aX. Y
MBIIIEH, KPBIC ¥ KPOJIMKOB TEpaTOT€HHOE AEHCTBUE Mpenapara He 00HapyxeHo. JIukiopeHak He
BJIMSET Ha (EePTHIBHOCTD )KHBOTHBIX (KPBIC) MJIM HA X IIPE-, [IEPU- ¥ IIOCTHATAILHOE PA3BUTHE.
B pasznuyHBIX HCclemoBaHUSX He OBUIO BBIABICHO JIOKA3aTeNbCTB TOro, 4To BoibTapeH
OMyJbresnb BBI3bIBAET (POTOTOKCHYHOCTD MIIM CEHCHOMIM3ALMIO KOXKH.

6. ®PAPMAIIEBTUYECKHUE CBOMCTBA

6.1. IlepeueHn BcioMoraTejbHBIX BEIECTB
JusTrunamMus

Kap6omeps! (kapbomon 974 P)

Maxporon nerocreapunoslit a¢up (meromaxporon 1000)
Koxonn xanpunokamnpar (uetron LC)
M3onponunoselit ciupt

[TapaduH xunkuit (MEHEpATBHOE MACIIO)
ApomaTuueckuit kpeM 45 (comepxut GeH3uI0eH30aT)
[IponuneHrnukoanb

Bopa ounmennas

6.2. HecoBMecTUMOCTD
He npumenumo.

6.3. Cpok rogHocTH (CpoOK XpaHeHHs)
3 rona.

6.4. OcoOble MepbI IPEIOCTOPOKHOCTH NPH XPAHEHHUH
XpauuTth npu temneparype Hwke 30 °C. XpaHuTh B HEJOCTYIIHOM IS I€Tel MecTe.

6.5. XapaxTep U cogep:KaHHe MEPBUYHON YIIAKOBKH

[To 20 r, 50 r wmu 100 r B TaMUHUPOBAHHO#M TyOE C 3aMTHON MEMOPaHO U HABUHYMBAIOILIEHCS
KpbIKOH (6emoro umu romy6oro mBera). Kpbilika ¢ BHEIIHEH CTOPOHBI CHaO)KeHA KIHOYOM
(yroybneHue ¢ BBICTYyHAaMH) Ul BCKPBITHUS 3alMTHOW MemOpanbl TyObl. TyOy Bmecte ¢
MHCTPYKIMEH 110 IPUMEHEHHUIO YIIaKOBBIBAIOT B KAPTOHHYIO MTAUKY.
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Bonbrapen Omyabrens, 1% rens B Tybax 20r, 50r, 100r — undopmaums A4 CNeUHATUCTOB BY

"y = 2 4 . g

/333 2019
6.6. OcoOble Mepbl MNPEJOCTOPOKHOCTH TMPH YHHYTOKEHHMH  HCIOJIb30BAHHOIO
JIEKADCTBEHHOI'0  Mpemapara WJIH OTX0A0B, IMOJY4YeHHbIX T[0cC/e TNPHMEHEHHS
JIEKAPCTBEHHOI0 Npernapara, H Apyrue MaHHIYISLHHU ¢ IPenapaTom
Het ocoObix TpeGoBaHMiA K yTHIM3AIUH.

6.7.  YcJoBHS OTIyCKA M3 aNITEK
be3 penenra.

7. AEPXKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHUSI
AO «Xeneon Pycy, Poccuiickas ®enepanus
123112, r. Mockaga, [Ipecuenckas Habepexnas 10, Poccuiickas Oenepanusi.

7.2. IIpou3BoguTen
Xeneon KX CAPJIL, IlIseiinapus / Haleon CH SARL, Switzerland.

Pro nie Jletpas, 1260 Huon, IIBeitnapus / Route de I'Etraz, 1260 Nyon, Switzerland.

[Ipy BO3HMKHOBEHHH HEKeNaTebHBIX SIBICHHI IPH PUEME MPENapara, MOKaTYHCTa, COOBIIUTE
00 3TOM 110 571eKTPOHHOI mouTe: SafetyReportingEMEA @haleon.com.

Coolmennust 0 xanobax Ha KauecTBO Npenapara IPUHUMAIOTCS O 31eKTpoHHOi moyte CIS.LOC-
PQC@haleon.com

Topeosvie mapxu npunadnex’cam wiu UCRONb3YIOMCS. NO Tuyen3uU 2pynnoii komnanuti Haleon.
©2024 epynna xomnanuii Haleon unu ux ruyensuap.
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