IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

BEJIAKHE® VO

(BELACNE® DUO)

CKn1ao:
ditoua pevyosuHa: afamnajneH, 0€H3011y I€POKCHI;

1 r remnto mictuth 1 Mr afamnaneny ta 25 Mr 6eH3011y IepoKcUay (y BUTIISIAI 6eH301Ty TepOKCULY
BOOHOTO);

0onomidcHI peyo8uHU: OUHATPIIO efeTaT, HaTPil0 AOKy3aT, IJillepuH, ogokcaMmep 124,
nportinenrnikons, Cimereo P600 (comomiMmep akpuiaMifly Ta HaTpil0 aKpUIOUIAAMETUITaypPaTy,
i3orekcapekas, nomicopOat 80, copbiTaHosear, Boga), copbiTaHOI€aT, BOOa OYHUIIEHa.

JIikapcbKa ¢opma. 'ens.

OcHo8HI (pi3uko-XiMiyHi 8/1acMuUBOCMI: HEIPO30PUM T'efib Bix 6inoro mo Ayxe O051im0-K0BTOTO KOILOPY.

dapMakoTepaneBTHYHA rpymna. 3aco0u [Jg MiCLIeBOTO JiKyBaHHS aKHe. PeTUHOIOM [/ MiCLIEBOTO
NMiKyBaHHS akHe. AfananeH, KoMOiHalrii.

Kox ATX D10ADS3

dPapmako102iuHi 8 1acmueocmi

®apmakoduHamika

Mexani3M aiil Ta dapMakoguHaMmiuHi epekTH

BEJIAKHE® [1YO noenHye OBi akKTUBHI PEYOBUHHY, SIKi [iI0OTh LIJIIXOM Pi3HUX, ane
B3a€EMOJIOIIOBHIOBAIbHUX MEXaHi3MiB.

ApnamnaneH € XiMiYHOIO TIOXiTHOIO CIIOJIYKOK HAa(TOIHOBOI KUCJIOTH 3 PETUHOIIHOI aKTHUBHICTIO.
HocnigxenHs 6ioxiMiuHOro Ta hapMaKoIoTiuHOTo Mpodiio moKa3aiy, 10 afanaieH g€ Ha
IIaTOJIOTiI0 3BUYAaHUX BYI'PiB: BiH € IOTYKHKAM MOAYIATOPOM KIIITHHHOL gudepeHIiamnil Ta
KepaTuHi3allil i Mae mpoTu3amnanbHi BTaCTUBOCT. MexaHiuHO afianaieH 3B A3YEThCS 3i
crenupiYHUME SNEePHUMH pellelITopaMy PETUHOEBOI KucnoTH. CydacHi faHi cBigyaTh 1po Te, 10
MicIleBUM afjananeH HOpMalidye qudepeHIliloBaHHS QOJIKyIAPHUX eliTelianbHUX KIiTHH, i e
CIIpUsi€ 3MEHIIEHHI0 YTBOPEHH MIKDOKOMEeIOHIB. AflaniajieH NPUTrHiYye XeMOTaKCAYHY (CIIPSIMOBaHY)



Ta XEMOKIHETHYHY (BUITQAKOBY) BilTOBii MoTiMOPGHOSIOEPHUX TEUKOIIUTIB TIOOUHY B MOLEIISIX
aHai3y in vitro: BiH TaK0X NMpUTrHiuye MeTabos1i3M apaxifoHOBOI KMCIIOTHU 00 MeiaTOpiB 3amaneHHs.

[Tepekuc OeH301My: TOKa3aHo, 10 IePOKCHUA 0€H3011y Ma€ aHTUMIKPOOHY [Iif0; 0COOIMBO IPOTH

P. acnes, siKuii HeHOpPMAaJIbHO IIPUCYTHIN B BOJIOCUCTO-Ca/IbHIN ONUHULI, ypaXKeHiil akHe. KpiM Toro,
nepoKkcuy 6eH3011y HEMOHCTPYE eKCGOiaTUBHY Ta KepaTOMTHYHY Hifo. Ilepekuc 6eH301/1y TAKOXK €
ce00CTaTUKOM, IPOTUOII0YN HagMipHOMY BHPOOJIEHHIO IIKIPHOTO caja, IT0B I3aHOMY 3 aKHe.

d®apmakoKiHemuka

dapmakokinetuyni (OK) BmacTuBocTi pikcoBaHoi komOiHallii agamaneH/6eH30iIIePOKCH I MOmiOHi 10
OK npodimto agananerny 0,1 %, remo.

Y 30-merHOMY KJTiHIYHOMY (papMaKOKiHETUYHOMY OOCIiOKeHHi, TPOBeIeHOMY 3a y4acCTIo MAalli€HTiB 3
aKHe, IKi TECTyBaJIMCS IIPU 3aCTOCYBaHHI refio 3 (ikcoBaHo0 KoMOiHalieo afo 3 afanToBaHOIO
dbopmynoro apananeny 0,1 % y MakcuManbHUX YMOBax (2 T TeJI0 Ha IeHb), aflanajieH He MiggaBaBCs
KiNlbKiCHOMY BUMipy B GiNbIIIOCTi 3pa3KiB Mia3Mu (Mexka KinbkicHoro Bu3HadeHHs 0,1 Hr/mm). Husbki
piBHi agananeny (C,,, Big 0,1 go 0,2 ur/mn) 6ynu BUMipsHi ¥ ABOX 3pa3KaX KPOBi, B3ATUX y CY0’€KTiB,
SKi oTpuMyBasu ¢ikcoBaHy KoMOiHaIliI0 afgananeH/0eH301IIePoKCH, i B TPhOX 3pa3Kax Bif cy0’eKTiB,
aki orpumyBanu 0,1 % rens agananeny. Haiuima AUC, ,,, afananeHy, BU3HauYeHa B I'PYyIIi PikCcoBaHOL
koMbiHanii, craHoBuIa 1,99 Hr XTrom/MIL.

i pe3ynbTaTé MOXKHAa MOPIBHATH 3 pe3ylabTaTaMU, OTPUMaHUMU B IIOMEPeaHiX KITiHIYHUX
(hapMakKOKiHETUYHUX AOCIIIXKEHHSAX Pi3HUX KoMo3uliit agananeny 0,1 %, oe cucteMHa eKCIIO3HUIIis
agarnaneny OyJa IOCTiiHO HU3bKOIO.

YepesukipHe TPOHUKHEHHS GeH301/Ty IEPOKCUy HU3bKe, TPY HaHECEHHI Ha LIKipy BiH MOBHICTIO
TIEPETBOPIOETHCS Ha OEH30MHY KUCIIOTY, SKa IIBUAKO BUBOAUTHCS.

Kniniuni xapakTepucTuku
Iloka3zauus

3aCcTOCOBYBaTH [AJIS JIIKyBaHHSA 3BUYAMHOI0 aKHe (acne vulgaris) i3 KoMeoHaMH, NanyjaaMHu i
IyCTyJaMHu.

IIpomunoka3aHHs
- linepyyTnuBICTE O Aif0UMX PEYOBUH a0 J0 OyOb-IKOi 3 MOMOMIKHUX PeYOBUH
- BaritHicTb

- [ImaHyBaHHS BariTHOCTIL

B3aemodisa 3 iHwumu snikapcoKumu 3acobamu ma iHwi eudu e3aemoditi



HocmimKeHHsT B3aEMO[Iii He TTPOBOIUIIKCH.

3 momepenHbLOT0 OOCBily 3aCTOCYBaHHS afarnaneHy Ta 0eH301/1y IEPOKCUY BiIOMO, 110 B3aEMO[Iii 3
iHIMMUMY TiKapchKUMU 3acobaMu, SKi MOXKHa 3aCTOCOBYBaTH HiAIIKIpHO ¥ ogHOo4YacHO 3 BEJJAKHE®
YO, nemae. OpHax i petuHoigu i 6eH30imy Mepokcun ado mpemnapaTy 3 MOOiIOHUM MexaHi3MoM il
He CJTiT 3aCTOCOBYBATU OJHOYACHO. [ToTpiOHO OyTH 006epeKHUMU IIPU BUKOPUCTAaHHI KOCMETHUYHUX
3aco06iB i3 mecKkBaMaTUBHOIO, TOAPa3HIOBAJILHOIO a0 MifgCyIIyBaIbHOO i€l0, OCKiIbKM BOHU MOXKYThb
BUK/IMKaTU e(deKT 3BUKaAHHS i mompa3HeHHs npu BukopuctanHi BEJIAKHE® [TVO.

AGcopOb1is afananeny yepes IWKipy TIOAUHYU € HU3BKOIO (IUB. po3ain «dapMaKoKiHeTHKa»), TOMY
B3aEMOis i3 CUCTEMHMMHU JIiIKapChKUMHU 3aco00aMu MaJIOMMOBipHa.

YepesikipHe MPOHUKHEHHST 0€H301/Iy IEPOKCUAY B IIKiPY € HU3bKUM, i JTikapCchKa pedoBHHA
IIOBHICTIO MeTab0mi3yeThCs B 0€H30MHY KUCIIOTY, SIKa IMIBUAKO BUBOOUTHCS. TaKUM YHWHOM,
MOTEHITiMiHA B3aEMOIisi 0EH30MHOI KMCIOTH 3 CUCTEMHUMHU JIiKapChKUMHU 3ac00aMu MaJIOMMOBipHa.

Oco6.1ueocmi 3acmocyeaHHs

BEJTIAKHE® [IYO, renb, He Cllig HAHOCUTU Ha IOIIKOXKEHY IIKipy (mopi3u abo cafHa), €eK3eMaTo3HY
IKipy ab0 TPy COHSYHUX OIIiKax.

BEJJAKHE® [1YO He Ma€ IOTPAIISITH B 04i, POT, Hi3{pi abo cu30Bi 000/T0HKYU. AKIIO TPOOYKT
IIOTPAIUB B 0Yi, HETAWHO IPOMUUTE iX TEIJIOK BOLOIO.

BEJTIAKHE® [1YO wmictuts 40 mr npominenrnikonio (E1520) B KoxKHOMY rpaMi, 110 eKBiBajieHTHO 4 %
II0 Maci.

fKI110 BUHUKAE peakilis, 0 CBiTUYUThL PO YYTIUBICTh M0 OyIb-IKOT0 KOMIIOHEHTA, 3aCTOCYBaHHS
nikapcbkoro 3aco6y BEJIAKHE® [1VO ciig npunuHUTH.

PeKOMeHJIy'GTBCH YHUKATH HaI[MipHOI"O BIITMBY COHAYHOT O cBiTna abo Yq)-BI/IHpOMiHI-OBaHHH.

BEJIAKHE® [IVO He Mae KOHTaKTyBaTH 3 OyAb-KUM KOJIbOPOBUM MaTepiasioM, BKII04al4y BOIOCCI
Ta hapboBaHi TKAHMHU, OCKIIbKY 1le MOXKe IIPU3BECTH [0 BUOiIIOBaHHS Ta 3MiHU KOJILODY.

Lleit mikapchKu# 3acib MiCTUTH IPOIMiNIEHTIIIKOJIb, 10 MOXKe CIPUYUHUTY OApa3HeHHS MIKipH.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHA 2py00t0

Ilepopa/IbHHH MPHHOM NOB’sI3aHUH i3 BPOIXKEHHMH aHOMaJIisiMH. Y pa3i MiciieBoro
3aCTOCYBaHHSI PETHHOIMIB Y PEKOMEHI0OBAaHHUX 103aX MepeadavacThCs, 0 CHCTEeMHa
eKCIo3uIlisi Oyme HU3bKOI0 Yepe3 MiHiMa/IbHY JepMajibHy adcopOnio. OgHak
MOXKYTh iCHyBaTH iHAUBiAya/lbHi paKTOpH (HapPHKiIad, MOMIKOIKEHHS IKipHOT O
0ap’epa, HagMipHe BUKOPHUCTAHHSI), SIKi CHPUSATUMYTh 30i/IbIIIEHHIO CHCTEMHOT 0
BIIJIUBY.

BariTHicTth

BEJIAKHE® [1YO npoTunoka3aHuM IIif YaC BariTHOCTI i KiHKaM, Kl IIJTaHYIOTh BariTHICTh. [laHUX



IIIOI0 MiCIIeBOT'0 3aCTOCYBaHHS afalajeHy BariTHUM XKiHKaM HeMa€ abo iX KimbKicTh oOMexkeHa.

HocrnigXeHHS Ha TBapUHAX NPOOEMOHCTPYBAJIXA PEIPOAYKTUBHY TOKCUYHICTD IIPYU BUCOKIM CUCTEMHIN
€KCIIO3UIIil MiCJ/Isl TepopasibHOTO BBEIeHHS.

Kniniynuit §ocBig MiclieBoro 3aCTOCyBaHHS afjanajieHy Ta IepoKcuny 6eH301Ty mif yac BariTHOCTI
oOMexeHUM. Y pasi HaCcTaHHS BariTHOCTI 3aCTOCYBaHHS JTIKapChKOTO 3aC00y CJIifi MPUNMHUTH.

I'pyaHe rogyBaHHS

2KomHux moCigKeHb 100 MOTPAIUISHHS B MOJIOKO TBapUH abo JItoel micisi HaHeCeHHs Ha IIKipy
reno 3 ¢pikcoBaHOIO KoMOiHaIli€0 agananeny / 6eH30imy MepoKCUOY He ITPOBOAUIIOCS.

He 0ou4iky€eThCs XKOIHOTO BIIUBY Ha TPYAHY OUTUHY, OCKinbKY cucTeMHui BinuB BEJIAKHE® VO Ha
XKIHKY, sKa rogye rpynbpmy, € HeaHauyHUM. BEJIAKHE® [IYO mMo0XHa 3aCTOCOBYBaTH y IIepiof
TPYIHOIO TOAYBaHHA.

[ITo6 YHUKHYTH KOHTAKTHOTO BIIJIUBY Ha HEMOBJIS, HE PEKOMEHOY€eThCst HaHOcuTH rejib BEJTAKHE®
YO Ha rpygHy KIiTKY IIif 4ac rogyBaHHS I'PYAbMU.

®epTUIBHICTD

2KopHux mociigKeHb BIJIUBY Ha (PEPTUIIBHICTD JIIOAUHY Telio 3 (pikcoBaHO0 KOMOiHaIli€0
agananeHy / 6eH301y IepoOKCUAY He ITPOBOAMIIOCS.

OpHak y penponyKTUBHUX OOCTIAXKEHHSX Ha ITypax He OyJI0 BUSBIEHO BIUIMBY afanajneHy abo
OeH301Ty TepoKcuay Ha GepTUTbHICTD.

30amHicmb 8niueamu Ha weudKicms peakuyii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHismamu. He BrjiuBae.

Cnocid 3acmocyeaHHsi ma do3u

BEJIAKHE® [1YO crig HaHOCUTH Ha BCIO ypaXKeHY aKHe [iISHKY OOVH pa3 Ha [eHb yBedepi Ha YUCTY
Ta CyXy WKipy. TOHKWY IIap Tesiio CIifl HAHOCUTY KiHYMKaMU NaJblliB, YHUKAIOUU OiNSHOK o4del i ry0
(muB. po3min «OcoOMMBOCTI 3aCTOCYBaHHS»).

Ty06a: KifbKiCTh TeJIi0 Ha KiHYKKY Maibls BignoBifae mpubiru3Ho cMyXKIi remio 2,5 cM abo 0,5 T reso.
®rakoH: KilbKiCTh rejiio IpU OMHOMY HaTHCKaHHI Ha IMOMITy CTaHOBUTE 61113bK0 0,5 T.

Y pa3i BUHUKHEHHd [TOgpa3HEeHHS NallleHTy CIIifi IOPafguTHA 3aCTOCOBYBaT HEKOMENOTEHHI
3BOJIOXKYBasbHi 3aco0u, BukoprucTtoByBaTd BEJIJAKHE® [IYO pigmie (HampuKiag, pa3 Ha [Ba [Hi),
THMYacOBO IPU3YNIMHUTHU 3aCTOCYBaHHS ab0 B3arasii NIpUNUHUTY 3aCTOCYBaHHS JIiIKapChKOTO 3ac00y.

TpuBasicTs JIiKyBaHHS IOBUHHA BU3HAYATUCA JIIKapeM Ha IifCcTaBi KJIIHIYHOr0 cTaHy. PaHHI 03HaKu
KJIIHIYHOT 0 NOJIINIIeHHs 3a3BU4Yall 3’ IBIS0ThCA Yepe3 1-4 TUXKHI JTiKyBaHHS.



Himu. Be3neka Ta edexTuBHicTh niKapchkoro 3aco0y BEJJAKHE® [1YO He BuBUanucs y AiTel BiKOM
1o 9 poxis.

Ilepedo3yeanus
BEJTAKHE® YO npusHauyeHu# NuIle s HaHeCEeHHS Ha IIKipy OOuH pa3 Ha moly.

y pa31 BHUIIQAKOBOI'O ITPOKOBTYBAHHSA CJ'[iJ:[ BXHUTHU BiJIHOBiI[HI/IX CHMIITOMATUYHUX 3aXOJZ[iB.

ITobiuni peakuii

Ins onucy 4acToTu MoOiYHUX peakilii BUKOPUCTOBYIOTHCS TaKi KaTeropii: myxe mommwmpeHi (= 1/10),
nomwupeHi (= 1/100, < 1/10), pigko mommupesi (= 1/1000, < 1/100), gyXe pigko moumupeHi

(< 1/10000) i yacToTa HeBimoMa (He MoxKe OyTH po3paxoBaHa Ha OCHOBi HAsIBHUX [aHUX). Y KOXKHIN
TPYIIi 3a 4aCTOTO0 1MOGiIUHI peakilil IpeACTaBieHO y OPAAKY 3MEHIIeHHS Cepi03HOCTi.

[IopyineHHd 30pY

YacTroTa HeBimoMa*: HAOPSK MOBIK.

Po3nagu iMyHHOI cHCTEeMH

YacToTa HeBigoMma*: aHainakTUYHa peakilis.
PecnipaTopHi, TopakanbHi Ta MeoiaCTHHAIbHI PO3Tagu
YacToTa HeBifoMa*: CTUCHEHHS B I'OPJIi, 3afUIlIKa.
Po31agu mKipu Ta migmkipHOl KJIITKOBHHH

[TommpeHi: CyxiCTh IIKipH, ipUTAaTUBHUY KOHTAKTHUU AE€pPMaTUT, IOAPa3HEeHH LIKIpHU, BIIYyTTI
IEeYiHHA WIKIpH, epuTeMa, TyLeHHs MKipH (JTyIIeHH).

Pigko mommupeHi: cBep0Oixk, COHSIYHI OMIKH.

YacToTa HeBimoMa*: ajepriyHuii KOHTAKTHUY JepMaTUT, HAaOpsAK o6muyys, O6inb mKipy (meKy4ui
6inb), myxupi (Be3uKynu), 3MiHa KOJIbOPY IIKipH (TinmepmirMeHTallis Ta rimomirMeHTalis),
KPOIIUB JHKA, OIIIK y MiCLli HaHeCEeHHST ¥,

* [laHi TOCTMapPKETUHTOBOTO CIIOCTEPEKEHHS.

** BiNbIIicTh BUMIAMKIB «OIIKiB ¥ MicIli 3acTOCyBaHHS» Oy TOBEPXHEBUMH OIliKaMH, ajie
TIOBiIOMJISINIOCS IIPO BUIIAAKHU OIIKiB IPYTOro CTymeHs abo CepHO3HMUX OMiKOBUX PEaKIIiid.

fAxmo micng 3actocyBaHHS nikapchkoro 3aco0y BEJIAKHE® [IYO 3’siBnseThCs MOApa3HeHHS MIKipH,
1ioro iHTEeHCUBHICTh 3a3BUYall ierka abo moMipHa, 3 MiCIEBUMU O3HaKaMH Ta CUMIITOMaMU
TIEPEHOCHOCTI [epUTeMa, CyXiCTh, NyIIeHHSs, NevinHsd Ta 6inb Ha WKipi (meky4ui 6inb)], gKi
[OCATA0Th MaKCUMYMY IIPOTATOM NEPIIOTO TUXKHS, a IOTIM OAPa3HEeHHS CTUXA€ CIIOHTaHHO.



IToBizoM/IeHHSI PO IiTO3pIOBaHi MOOiYHI peakirii

IToBiZoMIeHHsI PO ImiTo3pIoBaHi MOOiUHi peakiiii micys peecrpaii
JIIKapChKOro 3aco0y Ma€ Be/IMKe 3HauyeHHs1. Ile ma€ 3Mory mpoBOTHTH
MOHITOPHHT CHiBBiTHOIIEHHS KOPHCTh/PU3HK IIPH 3aCTOCYBaHHI ILOT 0
JiKapchbKoro 3aco0y. MeguuyHuM Ta ¢apManeBTHYHHAM NpalliBHUKAM, a TaK0XK
namieHTaM a0o0 ixHiM 3aKOHHHUM IpeJACTaBHHKAM CJIii MOBiTOM/IATH PO yCi
BHIIAJKH MiTO3PI0OBaHUX MOOIYHUX peakIlii Ta BiICyTHOCTi epeKTHUBHOCTI
JTKapCchKOro 3aco0y uepe3 ABTOMaTH30BaHy iHdopMaliiHy cucremMy 3

¢apmakonarisaay 3a nocuwiaHHsM: htips://aisf.dec.gov.ua.

Tepmin npudamuocmi. 24 micsii.

TepMiH NpUAATHOCTI MiC/Is IEPLIOTO BiIKPUTTSA: 6 MICALB IIpu TeMnepaTypi He Buie 25 °C.
YMmoBH 30epiranasa
30epiratu npu TeMiepartypi He Buine 30 °C.

30epiratu B HEAOCTYITHOMY IJISI OiTEW MiCIIi.

YnakoBka. Ilo 30 ry Ty6i Ta kapToHHi# nayti; mo 30 r y ¢pmakoHi 3 6e3MOBITPSIHOIO IIOMIIOK0 Ta
KapTOHHIN IMaylli.

Kareropis Bignmycky. 3a penentom.

Bupoo6nukK. benyno, nmiku Ta KocMeTuka, f.4. / Belupo, pharmaceuticals and cosmetics, Inc.

Micue3HaxoaKeHHsI BHPOOHHKA Ta afijpeca Micusi MpoBaJXKeHHs MOro TisyIbHOCTi

ByJ. [aHina 5, 48000 Konpusnuiis, Xopsaris / Ulica Danica 5, 48000 Koprivnica, Croatia


https://aisf.dec.gov.ua/

