COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 30.10.2024 N= 23941

OBIIAS XAPAKTEPUCTUKA JIEKAPCTBEHHOGFO TIPERAPATA 1001

1. HAUMEHOBAHUE JJEKAPCTBEHHOI'O IIPEITAPATA
BA3UKIINP, 2,5%, renb niis Hapy>KHOTO TPUMEHEHHUS.
BA3UKIINP, 5%, rens 11t HApY>KHOTO PUMEHECHHS.

2. KAYUECTBEHHbBIN U KOJIMYECTBEHHBIN COCTAB
JelicTBytoIIee BEIIECTBO: OEH30MIIa TIEPOKCHI.

BA3UKIINP, 2,5%, reip Ui HApYKHOTO IIPUMEHEHUS

Kaxnp1if rpaMm resnst coeput 25 Mr 6eH30m1a IepoKCcHIa BOJHOTO (B Iepecyere Ha OeH30ma
MIePOKCHU] O€3BOTHBIN).

BcnomorarenbHble BEIIecTBa, HAIMYME KOTOPBIX HA/JIO YYUTHIBATH B COCTaBE JIEKAPCTBEHHOTO
npernapara: NponuIeHIINKOoIb (cM pasnen 4.4).

BA3UKIINP, 5%, reap auis Hapy»KHOrCO NPUMEHEHUS

Kaxnaprit rpamm rens conepxut 50 Mr OeH30mIa NepoKcuaa BOHOTO (B mepecyere Ha OeH30mIIa
MIePOKCH] O€3BOIHBIN).

BcmomorarenbHbie BemecTBa, HATMYME KOTOPHIX HAZ0 YYHTHIBATH B COCTABE JIEKAPCTBEHHOTO
npernapara: NponuIeHIINKOoIb (cM pasnen 4.4).

ITomubIi MEPCUCHb BCIIOMOTI'aTCIIbHBIX BCHICCTB IIPHUBCIACH B pa3aciic 6.1.

3. JEKAPCTBEHHAS ®OPMA
['enb U1 HApy>)KHOTO IPUMEHEHHUS.

OnHOPOIHBIN TeNlb OeNoro BeTa.

4. KIMHUYECKUE JAHHBIE

4.1 Tloka3aHus K IPUMEHEHHIO

ITpennapat BA3UKJIMP nokasaH kK NIPUMEHEHUIO y B3pOCIBIX U JA€Tel B Bo3pacTe oT 12 ner ans
JICYECHUS YTPEBOM CBHIIIH.

4.2 Pe:xuM 103MPOBaHUS U CNIOCO0 MPUMeEHEHHU s

PexxuM 103upOBaHus

Jlerkum npUKOCHOBEHUEM PaBHOMEPHO HAHOCUTH I'ellb Ha MOPaKEHHYIO MTOBEPXHOCTH OJUH WIIN
JIBa paza B JICHb (YTPOM W BEUEpPOM) Ha YUCTYIO CyXyI0 KOXy. [lamueHTam ¢ 4yBCTBUTEIbHON
KOXKeH PEKOMEHAYCTCA HAHOCUTE I'€JIb OJWH pa3 B ICHb B BEYCPHECC BPEMHI.

TepaneBtuyeckuii 3 ekt pazBuBaercs nocie 4 HeJENb JeUEHUs, CTOMKOe yaydlIeHue — rnocie 3
MECSIEB JICUEHUS.

HOBTOpHLIﬁ KYpC JICUCHUA BO3MOKCH ITOCJIC KOHCYJIbTAllUK C BpaA4YOM.
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D¢ dexruBHOCTH N 6e30macHocTh npenapara BASUKIINP y nereit B Bo3pacte ot 0 10 12 et He
yCTaHOBJICHBI. JlaHHBIE OTCYTCTBYIOT.

Pexxum no3upoBanust s gereid ot 12 go 18 jeT He oTiMyaeTcs OT pexuma J03UPOBaHUS ISt
B3POCJIBIX.

Cnoco0 npuMeHeHus

[Tpenapat BA3UKIJINP npennasHaueH TOIBKO AJ1s HAPYKHOTO IPUMEHEHUS.

4.3 IIpoTuBONOKA3AHUA

* T'unepuyyBCTBUTENBHOCTh K OEH30UJ MEPOKCUAY W/WUIM K JHOOOMY M3 BCIOMOTaTEIbHBIX
BEILIECTB, IEPEUHCIICHHBIX B pazzeine 6.1;

* jeTrckuii Bo3pact Ao 12 mer.

4.4 Ocobble yka3aHusi 4 MepPbI MPeI0CTOPOKHOCTH NMPU NPUMeHEeHUH

Oco0ble yKkazaHus

[Ipu nepBOM NpUMEHEHHM IIpernapara MOXKET BO3HUKHYThH OIIYIIEHHUE JIETKOTO AOKEHHUS, a B
TEYEHUE HECKOJIbKHX JTHEH - OKpAaCHEHHE M IIeNyIIeHHEe KOXU. Y OOJBIIMHCTBA MAIlMEHTOB B
IIEPBBIC HEJNEIU JICYCHUS IOABIIAECTCA 3aMETHOE IIENYIIEHHE KOXH. JTO HE ONACHO M, Kak
IIPABWJIO, IPOXOAUT B TEUEHHUE OAHOIO WJIM JIBYX JHEU IIPU BPEMEHHOM INPEKPAILECHUH JICUECHUS.
[Ipy BO3HMKHOBEHMH TSKEJIOTO Pa3/IpakCHUs KOXKHU CIeAyeT YMEHBUIMTb YaCTOTYy HAaHECEHUs
npernapara, BpEMEHHO WM [TOJIHOCThIO MPEKPATUTh IPUMEHEHHE ITpernapara.

[Ipu npumeHeHuM OeH3oMJIAa NEPOKCHJA MOTYT BO3HUKATh TAaKHE CHMIITOMBI, KaK OTEKH H
oOpa3oBaHue BOJABIPE Ha KoXke. B 3TOM ciydae HE0OX0IMMO NMPEKPATUTh JIEUCHUE ITPETIapaToOM.
[Tpu HaHeceHuH reds cieyeT u30eraThb ero NonajgaHus Ha CIIM3UCThIe 000JI0YKY IJ1a3, pTa U Hoca.
[Ipu cnydaiiHOM MoONaJaHUM TMpenapara Ha CIM3UCTbIE O0OJOYKM HEOOXOAMMO TIIATEIbHO
HOPOMBITh UX Terol Bojgol. Creayer coOtoaTh OCTOPOKHOCTh NPH HAaHECEHUH Iperapara Ha
00J1aCTh 1IeH U APYrHe YyBCTBUTEIbHBIE 0OJACTH.

Cnenyer u3beraTb 4pe3MEepHOrO BO3JEHCTBUS COJHEYHOro cBeTa M Y® u3mydeHus, KOTopble
ABIIAIOTCS JOTIOJHUTEILHON TPUUUHON pa3pakeHUs KOXKH.

B cBs13u ¢ prcKOM pa3BUTHs CEHCHOMIN3AIUK Telb OEH30MIIa IEPOKCUAA HE CIIeyeT HAHOCUTh Ha
MOBPEXKACHHYIO KOXY.

KoHTakT ¢ OkpalleHHbIMH MaTepHallaMu, BKJIIOYas BOJIOCHI M OKpAall€HHbIe TKaHU, MOKET
MIPUBECTU K U3MEHEHMIO UX IIBETa UM 00ECIIBEUHBAHUIO.

BcnomorarenbpHbI€ BelllecTBa

ITpenapaT coaepKUT NPONMUIEHTIINKONb, KOTOPBIM MOKET pa3Apa)kaTb KOXKY.
4.5 B3aumojgeiicTBUsI ¢ JAPYIrMMH JIeKAPCTBEHHBIMH IpenaparamMM M [pyrue BH/bI

B3aNMO/1eCTBUA
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KOTOpPbIE MOTYT IPUMEHATHCS HAPYKHO U OJTHOBPEMEHHO ¢ O€H30MJIa MEPOKCUIOM OTCYTCTBYET.
OpnHako HE PEKOMEHIYeTCS OJHOBPEMEHHOE HCIIOJIb30BAaHHE CPEICTB C OTIICTYIIMBAIOLINM,
HOJCYIIMBAIOLINM WIH Pa3ipaskaroliuM d3PPeKToM (Hanpumep, CpeAcTB, COAEPKALINX CIUPT).
4.6 PepTHIBHOCTD, 0€PEMEHHOCTb U JIAKTALUSA

bepemenHoCTh

Knuanyeckunii OmbIT Hapy>KHOTO NPUMEHEHHs O€H30miIa IepoKcuaa MNpu OepeMEeHHOCTH
OTCYTCTBYET MJIM HOCUT OTPAaHHWYEHHBIA Xapakrep. JlaHHBbIE O €ro BO3JEHCTBUU Ha IEpU- U
IIOCTHATaJbHOE pa3BUTHE, CBOMCTBA TEPATOI€HHOCTH M AMOPHOTOKCHYHOCTU Ipernapara Ipu
OPUMEHEHUH Y JKUBOTHBIX TaKXe OTCYTCTBYIOT. [Ipu mmpokoMacmtabHOM KIMHUYECKOM
IIPUMEHEHHUN IS JIEUEHUS] YTPEBOM CHIIIM B MACCOBBIX KOHUEHTpauusax 10 10% Ha npoTsykeHuu
HECKOJIBKUX JEeCATUIETU OeH30MIa epOKCH]I HEe BbI3bIBAJl BO3ACHCTBUS HA 3TH IOKa3aTesd B
OpraHu3Me YeloBeKa.

benzonna nepokcua cieayeT MPUMEHATh Y OEpeMEHHBIX JKEHIIUH TOJIBKO MPU HAJTMYUU YETKUX
MOKa3aHUHN TI0CIIe KOHCYJIBTAIIH C BPAYOM.

JlakTanuys

HewusBectHo, BblienseTcs u OeH30MsIa NEPOKCUT MIIM €r0 METa0OIUTHI ¢ TPYAHBIM MOJIOKOM Y
YenoBeKa. PHCK Ayt HOBOPOXKIIEHHBIX/IETEH TPYAHOTO BO3pAcTa HE MOXET ObITh HCKIIOYeH. Bo
n30ekaHNe KOHTAKTa TPYAHOTO peOdeHKa C IMpernaparoM B MEPUOJ TPYIHOTO BCKapMIIMBAHUS
cienyeT u3beratb HaHeCEHMs reiisi OeH30MI1a IEpOKCHa Ha 00JIaCTh TPYIH.

DepTUabHOCTD

JlanHble 0 BO3aeHCTBUM O€H30MIIa IEPOKCHIA Ha PENPOAYKTUBHYIO (QYHKIUIO U (PEPTUILHOCTD
OpU TMPUMEHEHUM Yy JKUBOTHBIX OTCYTCTBYIOT. [Ipm mmpoxomacmiTabHOM KIMHUYECKOM
IIPUMEHEHNN IS JIEUEHUSI YTPEBOU CBHIIIM B MAacCOBBIX KOHLEHTpauusax 10 10% Ha npoTrsykeHuun
HECKOJIBKUX JEeCATUIeTU OeH30MIa MepOKCH]] HE BBI3bIBAJ BO3/EHCTBHS Ha 3TH MOKa3aTelu B
OpraHM3Me YeJIOBeKa.

4.7 BinsiHMe HAa CHOCOOHOCTH YNPABJATH TPAHCHOPTHBIMHU CpPeACTBAMM U padorarh ¢
MeXaHUu3MaMH

[Ipenapatr He BiMAET Ha CHOCOOHOCTH YIPABIATH TPAHCHOPTOM WM 3aHUMAThCA JIPYTUMHU
MOTEHLIMAJIbHO OMACHBIMH BUAAMU JESATEIBHOCTH, TPEOYIOIIMX MOBBILIEHHOW KOHUEHTpPALUU
BHUMAaHUs U OBICTPOTHI ICHXOMOTOPHBIX PEAKIHIA.

4.8 He:xesaTeJIbHbIE PeaAKIIUH

Pesrome npoduiist 0esonacHoCTH
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HapyILIEHUsAMHU CO CTOPOHBI KOXHU. lIpy ymMeHbIIEHHMM 4YacTOThI NPUMEHEHHMs Ipenapara Wi
OTMEHE JICUCHHsI OHH HOCAT OOPaTUMBIN XapakTep.

Pe3roMe HexxenaTeabHbIX DEAKIINN

ITo pmanaeiM BcemupHo# opranuzanuu 3apaBooxpaHenus (BO3) HexenaTeabHbIE pPEaKIun
KJIACCHU(UITUPOBAHBI B COOTBETCTBHH C X YaCTOTOH CIEAYIOIINM 00pa3oM: oueHb yacTo (> 1/10),
gacto (> 1/100, vo < 1/10), Hewactro (> 1/1000, HO < 1/100), penxo (> 1/10000, vHo < 1/1000),
oueHpb peako (< 1/10000); gacTora Hem3BecTHa (Ha OCHOBAaHUM MMEIOIIUXCS JAHHBIX OIEHUTH
HEBO3MOJKHO).

Hapywenus co cmoponvl Kodtcu u NOOKOHNCHBIX MKAHeU

Quenb yacmo: CyxoCTb KOXHU, SPUTEMA, HIETYIICHUE KOXKH (JECKBaMAaIIKs ), OLIYILIEHUE HOKEHHS KOXKH.
Yacmo: 3yn, OONE3HEHHOCTh KOXHU (00Jb, TMOKAIBIBAHUE), PA3APAKEHUE KOXKU (KOHTAKTHBIN
JICpMaTuT).

Heuacmo: annepruyeckuii KOHTaKTHBIM 1epMaTUT.

B mnoctpeructpanvoHHbIi TIepHOJ OBUTM TakKKe OTMEUYEHBI CIydal OTEYHOCTH JIMIA U
AIIEPTUYECKUX PEAKIINii, BKII0Yasi TUIIEPUyBCTBUTEILHOCTh B MECTE HAHECEHUS U aHA(PUIIAKCHIO
C HEU3BECTHOM YaCTOTOM.

COO6HI€HI/I€ 0 ITOA03PEBACMBIX HCXKCIIATCIBbHBIX PCAKIINAX

BaxxHo cooOmarb 0 M0J03pEBAaEMbIX HEXKENATENbHBIX pEaKUUsAX II0CJIE€ PETrucTpaluu
JIEKapCTBEHHOTO Iperapara ¢ Lelibl0 00ecreyeHns HepepbIBHOIO MOHUTOPUHIA COOTHOLLICHUS
«I0JIb3a — PHUCK» JIEKapCTBEHHOIO Mpenapara. MenuIuHCKUM paOOTHUKAM pPEKOMEH]yeTCs
coo01aTh O JIIOOBIX MOJ03PEBAEMBIX HEXKENATEeNbHBIX PEaKIUsAX JEKapCTBEHHOTO Ipernapara
yepe3 HallOHaJbHBIE CUCTEMBI COOOIIEHMSI O HEKEIaTEIbHBIX PEeaklUsX IoCyIapCTB-UJIEHOB
EBpa3uiickoro 53K0OHOMHUYECKOTr0 COI03a.

Poccuiickas ®enepanus

®denepanbHas cayx0a Mo Haa30py B chepe 3apaBOOXpaHEHUs

Anpec: 109012, r. MockBa, CraBsiHCKasl TIIOIIaab, 1. 4, ctp. 1

Tenedon: +7 800 550 99 03

OnexkTpoHHas noyra noyra: pharm@roszdravnadzor.gov.ru

Caitt B MH(pOPMaILMOHHO-TEIIEKOMYHUKAITMOHHOM ceTn «HTEpHET»:!
https://roszdravnadzor.gov.ru/

4.9 Ilepeno3upoBka

CumMnromsl

ben3zouna mnepokcua Trenb SBISIETCS IpenapaToM, IMOKa3aHHBIM TOJBKO JJIsi HApy>KHOTO

npuMeHeHus. 30bITouHOe HaHeceHHe MpenapaTta He MPUBEJET K 0ojiee ObICTPOMY JOCTHKEHHUIO
4
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CUJIbHOE pa3/ipaKeHue.
Jleuenue
Jleyenne mpemaparomM cienyeT NpPEKpaTUTh W OOpaTUThCA K Bpady I Ha3HAYCHUS

COOTBGTCTByIOH.ICfI CHMIITOMATHYECKOH TEpaIinu.

5. DPAPMAKOJIOTHMYECKUE CBOMCTBA

5.1. ®apmakoauHaAMHUYecKHe CBOiicTBA

®dapmakoTepaneBTUYeCKas TpyIma: MpenapaTsl I JICUEHUs YIPEBOM CBIIM; IpernapaTsl s
JICYECHUS YTPEBOU CBINU ISl HAPYKHOTO IIPUMEHEHUS; IEPOKCUIBL.

Kon ATX: DI0AEO1

MexaHu3M ASHCTBUS U d)aDMaKOHI/IHaMI/I‘leCKI/IC B(bd)eKTLI

ben3ownna nepokcu MposiBIIsieT MPOTHBOMUKPOOHYIO aKTUBHOCTH B oTHomIeHnu Cutibacterium
acnes (Propionibacterium acnes) u Staphylococcus epidermidis. beuto moka3zano, 4ro 6eH30mMIIa
nepoKcU 00alaeT MOIIHOW aHTUMUKPOOHOH aKTHMBHOCTBIO IIMPOKOIO CIIEKTpa ACWUCTBUA, B
JacTHOCTH, B oTHOIIeHur Cutibacterium acnes (C. acnes), koTopbie B 4pe3MEPHBIX KOJIUIESCTBAX
IPUCYTCTBYIOT B BOJIOCSHBIX (POJUTUKYJIAX, TOPAKEHHBIX aKHE.

bensounna nepokcuna yauutoxkaetr 94% Oakrepuit C. acnes CycTs OJJHY HEJIENIO IPUMEHEHUS.
OxasbiBaeT 53Kc(hOMMATUBHOE (OTIICNYIIMBAIOIIEE), KOMEIOHOIUTUYECKOE M KEepaTOIUTHYECKOe
JEHUCTBUE, YITy4IlIaeT OKCUTEHAINIO TKaHEH, TOJaBIIsIET MPOAYKIIMIO KOYKHOTO calla B CAITbHBIX JKeNe3ax.
5.2 ®apmakokuHeTHYECKHE CBOWCTBA

AOcopbuus, pactpenenenue, o0norpanchopMaiiysi, IIUMHUHAIII

[TponukHOBeHNE OeH30MIIa IEPOKCHIA Uepe3 KoKy HU3Koe. OCHOBHAs 4acTh OEH30MIIa TEPOKCUAA
npeBpamaercs B OEH30MHYI0O KHCIOTY, KOTopas mocie a0copOuuu momajaeT B CHCTEMHBIN
KPOBOTOK U OBICTPO BBIBOAUTCS MTOYKAMH.

OrcyrcTByeT Kymyssiuss B TkaHsax. HakoxHoe mnpumeHeHue OeH30MiIa MEpOKCUAa B

TCPANICBTUYCCKUX N03aX HC IIPUBOAUT K MTOOOYHBIM 3(1)(beKTaM CHCTEMHOTO ACHCTBHS.

6. PAPMAIIEBTUYECKHWE CBOMCTBA

6.1. IlepeyeHb BCIOMOTraTeJIbHbIX BelIECTB
MeTakpHuiioBO# KUCIOTHI M dTUIakpuiaTa conomumep (1:1)
ITonokcamep

Kap6omep

I'munepon

I[I/IHanI/ISI o4€TaT
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Joky3aT HaTpus

IIponniieHrmuKoIb

KpemHuus 1MoKcuI KOJIIOUAHBII

Hatpus ruapoxcun

Bona ouninennas

6.2. HecoBMecTUMOCTH

He npumennmo.

6.3 Cpok rogHocTu (CpOK XpaHeHHUs )

2 roga. He mpuMeHsTh 110 HCTEYEHUH CPOKA T'OTHOCTH.

6.4 Oco0ble MepbI NPEAOCTOPOKHOCTH NMPH XPAHEHUH

XpaHuTb 1pu TeMIiepatrype He Boie 25 °C.

XpaHUTh B HEJOCTYITHOM IS €T MecTe.

6.5 XapakTep u cofepkaHue NePBUYHONH YIAKOBKH

[To 40 r B TyOy u3 monmaTIuieHa [I9BJI/TIDH]I, ykynopeHHy0 OyIIOHOM W3 ITOJAITPOITHIICHA.

1 TyOy BMecTe ¢ MHCTPYKIIMEN 110 METULIMHCKOMY ITPUMEHEHHUIO ITOMEIAIOT B [TAUYKy U3 KapTOHA.
6.6 OcoOble Mepbl MNPEIOCTOPOKHOCTH TPH  YHHUYTOKEHHMH  HCIOJIH30BAHHOIO
JIEKAPCTBEHHOI0 mpenapara WM OTX0A0B, TMOJYYEHHbIX TOcjde NPHMEHEeHUs!
JIEKApPCTBEHHOI'0 NpenaparTa ujiM padoTsl ¢ HUM

Oco0ble TpeOOBaHUS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIHIMOHHOI'O YIOCTOBEPEHMUSA
Poccniickas @enepanns

OAO «Asekcumay, Poccus

125284, r. Mocksa, JIenunrpaackuii npocnexr, 1. 31A, ctp.1

Temn.: +7 (495) 258-45-28

DnexkTponHas moyra: info@avexima.ru

7.1. IIpeacTaBUTE/Nb AEPKATES] PETHCTPALMOHHOIO YI0CTOBEPEeHHUs

[IpereH3un HOTDe6I/ITeJ'IeI71 HamnpasJATH 110 aaApeECy:

Poccuiickas @enepanus

OAO «ABekcuma

125284, Poccus, r. MockBa, JIeHunrpaackuii npocnexr, A. 31A, ctp. 1.
Ten.: +7 (495) 258-45-28

DnexkTponHas moyra: info@avexima.ru
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8. HOMEP PETUCTPALIMOHHOTO VJIOCTOBEPEHMSEICEATENEHOCTE 0007

9. TATA NMEPBUYHON PETMCTPAIIMM (IIOATBEPXJIEHWUSA PETMCTPAIINMN,
INEPEPETNCTPALIUN)

Jlata nepBoii peructpanuu:
10. JATA IEPECMOTPA TEKCTA
OO6mas  xapakTepucTuka JekapcTBeHHoro mpenapara bA3SUKIIMP  gocrymna  Ha

UHPOPMALIMOHHOM TopTaie EBpa3suilckoro SKOHOMHYECKOTO COK3a B HH(POPMALMOHHO-

KOMMYHHKaIIMOHHOH ceTu «HTepHeT» https://eec.eaeunion.org/.



