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OBILASI XAPAKTEPUCTHKA JEKAPCTBEHIFOFO TIPEITAPATA "0

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA

JNEAKHEBUT, 10 Mr/mi, pacTBOp AJis HAPY>KHOT'O MPUMEHEHHSI.

2. KAYECTBEHHBIW 1 KOJIMYECTBEHHBIA COCTAB

JelicTBytoliee BEMECTBO: KIMHIAMULMH.

Kaxnprit it cogepskut 10 Mr KIIMHIaMULIMHA THAPOXIIOPHUIA.

BcnomoratenbHble BelecTBa, HaJMYKWe KOTOPBIX HAJ0 YUUTHIBATh B COCTaBE JIEKAPCTBEHHOTO
npernapara: NponuIeHTINKOIb (M. pa3zaen 4.4).

[TonHbIl epevyeHb BCIOMOTATEIbHBIX BEILIECTB MPUBEICH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA

PacTBop 11 Hapy»KHOTO MPUMEHEHHSI.

becuBeTHas mpo3pavHas KUAKOCTb C XapaKTEPHBIM 3aMaxoM.

4. KINMHUYECKUE JAHHBIE

4.1 Iloxazanusi K NpUMEHEHUI0

[Ipenapar JEAKHEBUT noka3aH k NpUMEHEHHUIO Y B3POCIBIX MMALIMEHTOB U Yy JieTel crapuie 12
JIeT JUIsl ISYeHUs YyTPEBOU chiu (acne vulgaris).

4.2 PeskuM 103MPOBAHUS H CIIOCO0 NPHUMEHEHUA

PexxuM 103upoBanus

B3pocibie
PacTBop HaHOCAT 2 pa3a B CyTKH, yTPOM M BEUEPOM.

eTH
Pexxum nosupoBanust y neredt B Bo3pacte oT 12 go 18 yer He oTiMyYaeTcss OT pexuma
JIO3UPOBaHUs AJIs1 B3POCIIBIX.
bezonacnocts u a3 dextuBHOCT npenapara JJEAKHEBUT y neteii B Bo3pacte ot 0 10 12 et
HE YCTaHOBJIEHBI. JlaHHbBIE OTCYTCTBYIOT.

Criocob nnpuMeHeHus

HapyxxHo. PacTBop HaHOCAT Ha NOpak€HHYIO 00JacThb NpPEABApUTENBHO OYMIIEHHOH U
BBICYILIEHHON KOXH.

4.3 IIpoTuBONOKA3aAHUA

['MrepuyBCTBUTENFHOCTh K KIMHAAMUIIMHY WA K JIIOOOMY W3 BCIOMOTAaTEIbHBIX BEIIECTB,
IIEPEYUCIIEHHBIX B pazzaene 6.1.

YV maiueHToB ¢ aHTI/I6I/IOTI/IK-aCCOI_II/II/IpOBaHHHM KOJIMTOM B aHaAMHC3C€.
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4.4 OcoOble yka3zaHHus U MepPbI NPET0CTOPOKHOCTH nﬁﬂ'ﬂﬁhmg ELJEHI:'H': CTh 00

Crenyer nzberaTh monajgaHus mpernapara Ha CIM3UCTYI0 000JI0UYKY IJ1a3 U B MoJiocTh pra. [locne
HAHECEHMsI Ipenapara CJEeQyeT TIIATEeIbHO BbIMBITH pPYyKH. I[Ipu ciyyallHOM KOHTakTe C
YYBCTBUTEJIbHBIMU MOBEPXHOCTSAMU (TJ1a3a, CCaIUHbl HA KOXKE, CIU3UCThIE 00OJOUKH) CIEAyeT
OOUJILHO MIPOMBITH TJAHHYIO 00JIaCTh MPOXJIaJAHOM BOJOM.

[TpruMmeHeHre KIMHIAMUIHA (KaK U JPYTUX aHTHOMOTHKOB) BHYTPh WM IMAPEHTEPAIBHO B s
CIIy4aeB CBS3aHO C Pa3BUTHUEM TSDKEJOW JMaped M IceBIoMeMOpaHo3HOro komwuta. [lpum
Hapy’>KHOM MPUMEHEHUH KIMHAAMHUIMHA CIy4Yal BO3HUKHOBEHHUS JHAPEU U KOJIUTA PEAKU, TEM
HE MEHee, CIeayeT MpPOSABISATh OCTOPOXKHOCTb, M IPU PA3BUTUM BBIPAXKEHHOM WIIK
IPOJIOJDKUTEIBHON JHapen NpenapaT CieQyeT OTMEHUTh M IMpHU HEOOXOJUMOCTH MPOBECTH
COOTBETCTBYIOIUE TUATHOCTUYECKUE U JICUCOHbIE MEPOTIPUSITHSL.

BcnomorarensHbIe BEIECTBA

Ilponunenenuxons

[Ipenapar JEAKHEBUT coaepkXuT nNponMIeHTIINKOb, KOTOPBIM MOXKET pa3Apa’kaTh KOXKY.

4.5 B3aumoneiicTBHe ¢ [PYIMMHM JeKAPCTBEHHbIMH IpenapaTtamMH M [pyrue BH/IbI
B3aNMOeliCTBUSA

He pexomenayercs 0AHOBPEMEHHOE IPUMEHEHUE KIMHIAMULIMHA C IPYTUMH MIpenaparamu s
JICUEHUsI YIPEBOM CBHIIHU, COJAEPXKALIUMH OTIIEIYIIMBAIOIIUE, CMArYaoliue U adpa3uBHbIC
BellecTBa (Harpumep, OCH30MJI MEPOKCH], TPETUHOMH, PE30PLUHOJI, CAIMIMIIOBAas KUCIOTA,
cepa) u3-3a BO3MOKHOTO pa3/Ipakaroliero AeMCTBUs Ha KOXKY.

CymecTByeT mepeKkpecTHass YCTOMYMBOCTD MHMKPOOPTraHM3MOB K  KIMHIAMHUIMHY U
JUHKOMMIMHY. DbBBIT OTMEYEH aHTaroHu3M MEXJy KIMHIAMUIUHOM U 3PUTPOMUIIMHOM.
VYCTaHOBIEHO, YTO KIMHJIAMHLWH IPU CUCTEMHOM IPUMEHEHUH HApyIIaeT HEUPOMBIIICUYHYIO
nepejady M, CIEAOBATE€IbHO, MOXET YCWIMBaThb JIEHCTBUE JPYIMX MMOPEIAKCaHTOB
nepuepuyeckoro AeUCTBHs, MOITOMY, HECMOTPSl Ha TO, YTO IOCIE€ HAPYKHOTO MPUMEHEHUs
Ipenapara ero ypoBeHb B KPOBH 3HAYMTEIIBHO HUKE, YEM ITOCIIE ITPUEMa KIIMHIAMHULIHA BHYTPb,
nmpenapar CcileayeT MNPUMEHSITh C OCTOPOKHOCTBIO Yy IMAIMEHTOB, IOJYYarOIIUX Ipenaparsl
JIAHHOM TPYIIIIBL.

4.6. PepTHIBLHOCTD, 0EPEMEHHOCTD M JIAKTALHA

bepeMeHHOCTB

Knunuueckue naHHble O NPUMEHEHUHW IMpernapara y OepeMEeHHbIX M KOPMSIIUX KEHIIUH
OrpaHUYEHBbl. B 3KCIepHMMEHTAbHBIX MCCIEOBAHUSAX Ha JKUBOTHBIX HE OBLIO yCTAHOBJICHO
TEPaTOreHHOTO JACUCTBUS KIMHIAMHIIMHA, a SMOPHOTOKCHYECKUE U (eTOTOKcHYecKre 3 (HeKThI
OBLIM OTMEYEHbI TOJBKO IOCIE MepOopaIbHOro0 MPUMEHEHHS KIMHIaMUIIMHA B BBICOKHMX J[03aX.

HOCKOJIBKy HUCCiIcaJ0BaHus perO)IYKTHBHOfI TOKCUYHOCTH Y JXMBOTHBIX HC BCCTIa IMO3BOJIAIOT
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MPOTHO3UPOBATh OTBETHYK) PEAKIUIO y YEIOBEKA, h'B{}'%lEQ«'{eﬁ'ﬁoTéﬂt ) hal_n:(ﬁ'l :ll\;IIC:)!;KHO

OPUMEHSATh, €CIIU TMOTCHLIUANbHAS I0Jb3a Ui MaTepH MPEBOCXOIUT BO3MOXKHBIM PHCK IS
wioza.

Jlakranus

Hecmotps Ha To, 4TO mociie HapyKHOTO MPUMEHEHUS Mpenapara y KOpMSIIUX IPYyAbl0 )KEHIIUH
YpOBEHb IpenapaTa B KPOBU 3HAYMTEIBHO HUXKE, YeM IOCIe MpHueMa KIMHAAMUIMHA BHYTpb,
pelIeHHe O MPEKPAIIEHUH IPYAHOTO BCKApMIIMBAHUS WITH MPEKPAILICHUN IPUMEHEHUS Tpernapara
JOJKHO OBITh MPUHATO C YYETOM OLEHKM Ba)XKHOCTH NPHUMEHEHHUs Ipemnaparta Jid Marepu u
pucKa 115 peOeHKa.

4.7. Bausinue Ha CHOCOOHOCTH YNPABJATH TPAHCIOPTHBIMHM CPeJICTBAMM M PadoTaTh ¢
MeXaHU3MaMH

[Ipemapar He BIUSET HA CIOCOOHOCTH YIPABJIATH TPAHCHOPTOM HIIM 3aHUMATHCA APYTUMU
MOTEHIIMAIbHO OMACHBIMH BHJIAMU JI€ATEIHHOCTH, TPEOYIOIIMMH IMOBBIIIEHHOW KOHIIEHTPAIUU
BHUMAaHHSA U OBICTPOTHI ICHXOMOTOPHBIX PEaKIHiA.

4.8. HexenarejibHbIC peaKUMu

Pe3roMe HekenaTenbHBIX PeaKIUN

Knaccugukaius 4acToThl BOSHUKHOBEHUS TOOOYHBIX PEAKITHIA:

oueHb yacto (> 1/10); gacto (> 1/100, < 1/10); mewacto (> 1/1000, < 1/100); peaxo (= 1/10000,
< 1/1000); ogens penko (< 1/10000), BkiItOUast OTAEIHHBIC COOOIICHHUS, YaCTOTAa HEM3BECTHA —
110 UMCIOIIUMCS JAHHBIM YCTAaHOBHUTD YaCTOTY BOZHUKHOBEHHUS HE MPEICTABISIIOCH BO3MOKHBIM.
Hnghexyuu u unsazuu:

Yacrora Hen3BecTHA: (POIJITUKYIIUT.

JKenyoouno-kuueynvle napyulenus:

Heuacro: HapyieHue nuiieBapeHus.

YacroTa HeM3BECTHA: MICEBJOMEMOPAHO3HBIN KOIUT, 00JIb B KHUBOTE.

Hapywenus co cmoponvl opeana 3perus

Yacrora Hen3BecTHA: 0OJIb B Ii1a3ax.

HapymeHuﬂ CO CNMOPOHBL KOJMHCU U NOOKOIHCHBIX MKAHEI:

OdeHb YacTo: CyXOCTb KOXH, pa3apaKeHUE KOXKHU, KparuBHUIIA.

Yacro: cebopes.

YacToTa Hen3BeCTHA: KOHTAKTHBIA IEPMaTHT.

COO6H.ICHI/IC O HCOXCJIATCIBbHBIX PCAKIINAX

Baxno COO6H_[3.TB 0 TIOAO3PCBACMBIX HECKCIIATCIBHBIX pPCAKIUAX II0CJIC PCrucTpanmuun
JICKApPCTBCHHOT'O IMpEriapaTra ¢ LCJIbIO o0OecreyeHus HCMIPEPBIBHOT'O MOHUTOPHHTA COOTHOIICHUSA

«10Jb3a — PHUCK» JIEKAPCTBEHHOTO Mpemnapara. MeauIMHCKUM pabOTHUKAM pPEKOMEHAYEeTCs
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COOTBETCTBYET 3KCINEPTHI 'H-' OTu ETr

Yyepe3 HAlMOHAIBHBIE CHCTEMbI COOOIIEHUSI O HEKEIATeNbHBIX PEAKIUSIX TOCYJapCTB - YICHOB
EBpa3uiickoro 3K0HOMHYECKOIr0 COI03a.

Poccuiickas @enepanus.

®depnepanbHas ciyx0a 1Mo Haa30py B chepe 31paBOOXpaHEHUS.

Anpec: 109012, r. Mocksa, CiiaBsiHcKast miiomaib, 1. 4, ctp. 1.

Tenedon: +7 800 550 99 03

DnekTpoHHas rmovra: pharm@roszdravnadzor.gov.ru

Cair B HH()OPMAITMOHHO-TEIIEKOMMYHHUKAITAOHHON CeTH «HTEepHETY:

https://www.roszdravnadzor.gov.ru/

4.9. Ilepeno3npoBka

[Tpu Hapy>KHOM MPUMEHEHUU KIMHIAMHUIIMH MOKET BCACHIBATHCS B KOJMYECTBAX, BHI3BIBAIOIINX
cucteMHble 3¢ dexThl. K BO3MOXHBIM CHUCTEMHBIM IOOOYHBIM 3(p(PeKTaM MOKHO OTHECTH
JUaper0, TeMOPPAaruvecKyro JUapero, BKIIOYAs IICEBJOMEMOpPAHO3HBINM KOIMT. B ciydae
NepeI03UPOBKH IMOKA3aHO TPOBEACHUE CUMIITOMATHICCKON U TIOIIICPKUBAIOIICH Teparui.

5. DPAPMAKOJIOTHYECKUE CBOMCTBA

5.1 ®apmakoauHaMHyecKHe CBOMCTBA

®dapMakoTepareBTHYECKasl TPYIa: Mpenaparsl s JCUCHUs YIPEBOM CBINU; Mpenaparsl Jis
JICYCHUsSI YTPEBOW CHIMU IS HAPYXKHOTO TMPUMEHEHHS; TPOTUBOMHKPOOHBIE CpPEICTBA IS
JICUYEHUs] yTPEBOM CHIIH.

Kon ATX: D10AFO1

dapmakoagnaammdeckne YO HeKTol

KnuanamMuniie - aHTUOMOTHK TPYIIIBI JIMHKO3aMUJIOB, aKTUBEH B OTHOIIEHWU BCEX IITAMMOB
Propionibacterium acnes, muauManpHas nonasmstomas konuentparus (MIIK) — 0,4 Mkr/mo.
Nurubupyer cuHTe3 O€lIKOB B MHKPOOHOW KIEeTKe 3a cYeT B3aumopeictBus c S50S-
cyobenuuuiiamu pubdocom. [locne HaHeceHHs Ha KOXKY KOJIMYECTBO CBOOOIHBIX KUPHBIX KUCIOT
Ha MOBEPXHOCTH KOKU YMEHbIIaeTcst mpuMepHo ¢ 14 1o 2 %.

5.2. ®apmakoKMHeTHYECKHE CBOMiCTBA

Knungamunue OBICTPO HAKalJIMBAeTCsl B KOMEIOHaX, TN MPOSBISET aHTUOAKTEPHAIBHYIO
akTUBHOCTh. CpemHsisi KOHIIGHTpalus AaHTHOMOTHKA B COJEPKUMOM KOMEJOHOB TIOCTE
HAaHECEHUsI PACTBOpA 3HAYUTEIBHO TMIPEBBINIACT TIOKA3aTellb MHUHUMAJIBHON IMOAABISIONIEH
KOHIIEHTpAIlUU ISl BCEX INTaMMOB Propionibacterium acnes — BO3OYAHMTENs YrpEBOMl CBHIIH.
[locne HaHeceHHsI Ha KOXKY pacTBOpa KIMHIAAMUIIMHA THIPOXJIOpUJA B IUIa3ME KPOBH U MOYE

OMpECACIIAOTCA OUYCHb HU3KHWEC KOHUCHTPAIUH KIMHAaMUILIMHA.
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6. PAPMAIEBTUUECKHUE CBOMCTBA (MOCTIEQOBATENEHOCTS 0003)

6.1. IlepeyeHb BCIOMOraTe/IbHBIX BelIECTB

Oranon 96 % (crupT 3TUNOBEIH 96 %)

[TponuiaeHrInKoIb

Bozaa ounmennas

6.2. HecoBMecTUMOCTH

He npumennmo.

6.3. Cpok rogHocTH (CPOK XpaHEeHHs )

3 roxa.

6.4. OcoOble MepbI NPEAOCTOPOKHOCTH NIPH XPAHEHUHU

XpaHuTb 1pu Temieparype He Boie 25 °C.

6.5. Xapakrep u coepkaHue NEPBUYHON YIIAKOBKH

ITo 10, 20, 30, 40, 50, 60, 70, 80, 90, 100 mum mpemapara BO (hJJaKOH TEMHOTO CTEKJIa,
CHA0XCHHBIM KaleJIbHUIIEM U3 TOJUATHWICHA HU3KOM IUIOTHOCTH U TOJHUIIPONHICHOBOU
KPBILIKOM.

Ha xaxnapiii ¢nakoH HakIEUMBAIOT ASTHUKETKY M3 OyMaru MHucyell WM AITHUKETOYHOW WM
CaMOKJICAIIYIOCS STUKETKY.

Kaxapiii ¢urakoH BMECTe C JTMCTKOM-BKJIAJIBIIIEM ITOMEIIAIOT B MAYKy U3 KAPTOHA KOPOOOTHOTO
JUISL TIOTPEOUTENILCKOM Taphbl UM U3 KapTOHA XPOM-3p3all.

6.6. Oco0Oble Mepbl MPEIOCTOPOKHOCTH MNPH  YHMYTOXXKEHMH  HMCIOJb30BAHHOIO
JIEKAPCTBEHHOI'0  MNpenapara WM OTX0A0B, IOJYYEHHBIX I0CJe TNpPUMEHEHUs
JIEKAPCTBEHHOTI'0 NMPenapara, u Apyrue MAaHUMYJISIIUN € PenapaTom

OcoOble TpeOOBaHUsI OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAHUOHHOI'O YAOCTOBEPEHUSA

Poccuiickas ®@enepanus

000 «MHTEJIBHO»

142821, MockoBckas ob6mactb, r.0. CrynuHo, aepeHsi IlImaroBo, yn. WuayctpuanbHas,
BIIaZieHUE 2

Ten.: 8 (495) 924-15-99, 8 (916) 151-01-44

e-mail: info@intelbio.org, pharmacovigilance@intelbio.org

7.1. IlpeacraBure/ib AepKaTessi peruHCTPALHOHHOIO YA0CTOBEPEHUS

[Iperen3un HOTD66I/ITCJICI71 HalnpasJATH 110 aApECy:

Poccuiickas @enepanns

000 «MHTEJIBMO»
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142821, MockoBckas o6mactp, r.0. CTynwHO, nepegﬁg::ME&TFVg.E'IﬁQEJ&MMhaﬂ,

BlIaZicHUE 2
Temn.: 8 (495) 924-15-99, 8 (916) 151-01-44
e-mail: info@intelbio.org, pharmacovigilance@intelbio.org

8. HOMEP PET'UCTPAIMOHHOI'O YAOCTOBEPEHUA

9. TATA NEPBUYHON PETUCTPAIIMHA (IIOATBEPXJIEHUSA PETMCTPAIIUN,
INEPEPETUCTPAIIN)

Jlara nepBoii peructpanuu:

10. IATA IEPECMOTPA TEKCTA

O6mass  xapaktepuctuka JekapctBeHHoro mpemapata JEAKHEBUT  poctynmna Ha
uH(pOPMallMOHHOM TmopTaje EBpa3suiickoro »KOHOMHYECKOTO COr03a B HH(OPMAIMOHHO-

KOMMYHMKAIIMOHHOM cetu «MHTepHeT» http://eec.eacunion.org.
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