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OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHOGFO TIPERAPATA 1001

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA
KIIMHJAMMWIIVH, 10 Mr/mi, pacTBOp Il HAPY>KHOTO TPUMEHEHUS.

2. KAYECTBEHHBIW 1 KOJIMYECTBEHHBIA COCTAB
JelicTBytoliee BEMECTBO: KIMHIAMULMH.

Kaxprii Mt comepxut 10 Mr KiauHIaMuIMHA (B BUIC THIPOXIOPHIA).
[TonHbI IepeyeHb BCIIOMOTaTeIbHbIX BEIIECTB MPUBEIEH B pasene 6.1.
3. JEKAPCTBEHHAS ®OPMA

PactBop /U151 HApYKHOTO TPUMEHEHUSI.

BecuBetHas mpo3padHast >KUJIKOCTh CO CIICIH(PHUIESCKUM 3aITaXxOM.

4. KIMHUYECKUE JAHHBIE

4.1 lloxka3zaHusi K NPUMEHEHUIO

KIIMHAAMMIIVH nokazan kK NIPUMEHEHHIO Y B3POCIBIX IMAIIMEHTOB M Y JIeTei crapmre 12 et
JUIs1 JieueHus yrpeBou ceinu (acne vulgaris).

4.2 PexxuM 103UPOBAHUS U CIIOCO0 MPUMEHEHHs

Pexxum 103upoBaHus

PactBop HaHOCST 2 pasza B CyTKH, YTPOM U BEUEPOM.

CTH
Pexxum no3upoBanus y aered B Bo3pacte oT 12 no 18 ner He oTiaumyaercs OT pexuMma
JIO3UPOBAHUS ISl B3POCIIBIX.
bezonacHocth u 3dpdextuBHocTh npenapata KIMHAAMUWUIIUH y nereit B Bo3pacte o 12 ner
HE YCTaHOBJICHHI. JaHHBIE OTCYTCTBYIOT.

Crooco0 nmpuMeHeHus

HapyxxHo. PacTBop HaHOCAT Ha NOpak€HHYI0 00JacTb NpPEABAapUTENbHO OYMIIEHHOH U
BBICYIIIEHHON KOXKU.

4.3 TIpoTuBONOKA3aHUS

['MnepyyBCTBUTENBHOCTh K KIMHAAMUIMHY WIM K JIFOOOMY M3 BCIOMOTAaTEIbHBIX BEIECTB,
NEepeunCIIeHHBIX B pa3zene 6.1.

VY nanueHToB ¢ aHTUOMOTUK-ACCOITUMPOBAHHBIM KOJIUTOM B aHAMHE3E.

[Hercknii Bo3pact 1o 12 ner.

4.4 OcoOble yka3aHusi U Mepbl IPeI0CTOPOKHOCTH NPU NPUMEHEHUH

Crenyer nzberaTh nonajaHus rnpenapara Ha CIM3UCTYI0 000JI0UYKY IJ1a3 U B IoJjiocTh pra. [locne

HAaHECCHUA IIpfcIiapara CJICAYET TIIATCIBHO BBIMBITH PYKH. HpI/I CJ'Iy‘—IﬂfIHOM KOHTAaKTE C
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OOMJIBHO MTPOMBITH JIaHHYIO 00J1aCTh MPOXJIATHON BOAOH.

[IpumMeHeHne KITUHAAMHUIMHA (KaK U APYTUX aHTUOMOTHUKOB) BHYTpPb WJIH MMAPEHTEPATBHO B psfe
CIy4aeB CBSI3aHO C pa3BUTHEM TSKENIOM 1uaped M IceBaoMeMOpaHo3HOro kosura. [lpu
HApy»KHOM MPUMEHEHUU KIIMHIAMHIIMHA CIy4yal BO3HUKHOBEHUS JAMAPEH U KOJIHUTA PEIKH, TeM
HE MEHEe, CIeAyeT MpOSBIATbH OCTOPOKHOCTb, M IPU pa3BUTUU BBIPAKCHHOM WU
NPOJIOJDKUTEIBHON JHaper NpenapaTr CileayeT OTMEHUTh W IMPH HEOOXOIUMOCTH MPOBECTH
COOTBETCTBYIOIINE JUATHOCTUYECKUE U JIeYeOHbIe MEPOIIPUSATHS.

4.5 B3aumojeiicTBHe ¢ JAPYrMMH JIeKAPCTBEHHBIMM IpenapaTtaMM M Jpyrue BHAbI
B3aHMO/JeHCTBUSA

He pexoMenayercss 0oqHOBpeMEHHOE IPUMEHEHNE KIMHIAMULMHA C APYTUMHU IpenaparaMmy AJis
JICYCHUsI YIPEBOW CBHIMHU, COAEPXKALIUMHU OTIICNYIIMBAIONINE, CMArYalIIue M abpa3uBHBIC
BelecTBa (Harpumep, OCH30MII MEPOKCH, TPETUHOMH, PE3OPLMHON, CATHIMIIOBAs KHUCIOTA,
cepa) U3-3a BO3MOKHOT'O pa3/Ipakarollero AeUCTBUS Ha KOXKY.

CymecTByeT INepeKkpecTHass yCTOMYMBOCTh MHUKPOOPTaHM3MOB K  KIMHJIAMULUHY U
JUHKOMHIIMHY. bBBUT OTMEYEH aHTaroHu3M MeEXAy KIMHIAMUIMHOM W JSPUTPOMHIIMHOM.
YcTaHOBIIEHO, YTO KIMHIAMUIMH NPU CUCTEMHOM MPUMEHEHUH HApyIIaeT HEHPOMBIIIECYHYIO
nepejady M, CIEJAOBATEIbHO, MOXET YCWJIMBaTh JIEUCTBUE JIPYTMX MHOPEIAKCAHTOB
nepuepuyecKoro JACHCTBHSI, MOITOMY, HECMOTPS HAa TO, YTO TIOCJIE HApPY>KHOTO NMPUMEHEHHUS
mpernapara ero ypoBeHb B KPOBH 3HAUUTEIBHO HIDKE, YEM IOCIIe IpreMa KIMHAAMHUIIMHA BHYTPb,
npernapar cieayeT HPUMEHATbh C OCTOPOXKHOCTBIO y IALIMEHTOB, IOIYYarOIIMUX IIpernapaTsl
JTAHHOM TPYTIIIBL.

4.6. ®epTHIBHOCTD, 0EPEMEHHOCTD U JIAKTALMS

bepemeHHOCTD

KnuHuyeckue naHHBIE O TNPUMEHEHUM TIpernapara y OEpeMEHHBIX U KOPMSIIMX >KEHIIUH
OorpaHvueHbl. B sKcriepMMEHTaNbHBIX HMCCIEAOBAHUAX Ha JKUBOTHBIX HE OBLIO yCTaHOBJIEHO
TEPATOr€HHOI0 NEHCTBUS KIMHAAMUIIMHA, a SMOPUOTOKCHUYECKHE U (PEeTOTOKCHYECKHUE 3(PPEKTHI
ObUIM OTMEYEHBI TOJIBKO TOCJIE€ NePOPANbHOTO NMPUMEHEHUs KIMHIAMHMIIMHA B BBICOKHX J032aX.
[Tockonpky HccneoBaHUs PENPOTYKTUBHOM TOKCHUYHOCTH y >KMBOTHBIX HE BCEIZla MO3BOJISIIOT
MPOrHO3UPOBATh OTBETHYIO pEAKLHI0 y 4YeloBeKa, MpU OEepeMEHHOCTH IpernapaT MOXHO
NPUMEHSTh, €CIM TMOTEHLHaJIbHas MOJib3a A MaTepu IPEBOCXOIUT BO3MOKHBIN PHUCK Ui
ioza.

JlakTanums

Hecmotps Ha To, 4TO mociie Hapy»KHOTo MPUMEHEHUs MpenapaTa y KOPMSIIUX IPyAbl0 KEHIIUH

YPOBCHB IIpriapaTta B KPOBU 3HAYUTCIBHO HHXKE, UCM IIOCJIC IMpHEMA KIMHAAMWUIMHA BHYTPb,
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JOJI?KHO 6BITB IMPUHATO C YUYCTOM OLCHKH BaXHOCTHU IMPUMCHCHUA IIpCriapara Ajid MaTCpu U
pucka a1 peOeHka.

4. BiausiHde HA CNOCOOHOCTH YNPABJISATH TPAHCHOPTHBIMH CPeACTBAMH M PadoTaTh C
MeXaHU3MaMHu

[Ipenapatr He BAMSET HAa CHOCOOHOCTH YNPABIATH TPAHCHOPTOM WM 3aHUMATHCS APYTUMH
INOTCHIUAJIBHO OIIaCHBIMHW BUJaMH JCATCIIbHOCTH, Tpe6yIOH_[I/IMI/I HOBBIIICHHON KOHOCHTpAalunu
BHUMAaHUs U ObICTPOTHI ICUXOMOTOPHBIX PEAKIIHIA.

4.8. HexkesaTesIbHbIE peaKIIUU

PesroMe HexxenaTeabHBIX PeaKni

Knaccudukanus 9acToThl BO3HUKHOBEHUS TOOOYHBIX PEAKITHI:

oueHp gacto (> 1/10); gacto (> 1/100, < 1/10); mewacro (> 1/1000, < 1/100); peaxo (> 1/10000,
< 1/1000); ouenp peako (< 1/10000), Bkarouasi OTACIBbHBIC COOOIIEHHUS, YaCTOTAa HEM3BECTHA —
0 UMEIOIIUMCS JJAHHBIM YCTAaHOBHUTH YaCTOTY BOSHHKHOBCHHSI HE TIPEICTABISUIOCH BO3MOKHBIM.
Hngpexyuu u unsazuu:

YacToTa HensBecTHA: (DOJLTUKYIIHT.

JKenyoouno-kuweynvle HapyueHus.

Heuacto: HapyuieHue nuieBapeHus.

YactoTa HeU3BECTHA: I1CEBIOMEMOPAHO3HBIN KOJIUT, O0JIb B )KUBOTE.

Hapywenus co cmoponul opeana 3penus

YacroTa Hen3BecTHA: 0OJb B TIa3ax.

Hapywenus co cmopoHbl Kodcu U NOOKOHCHBIX MKAHEU

OdeHb 4acTo: CyXOCTh KOXH, pa3paKeHUE KOXKHU, KPAITMBHUIIA.

Yacro: cebopes.

YacroTa HeM3BeCTHA: KOHTAKTHBIN JEpPMaTHT.

Coo0111eHne 0 HeXKeENIATEIbHBIX PEAKIIMIX

BaxxHo cooOmarb 0 NOJ03PEBAEMBIX HEXKENATENbHBIX pEaKUUsAX I[OCIE PEerucTpanuu
JIEKapCTBEHHOTO Ipernapara ¢ IeJIbl0 00ecTeYeHns] HeNMPepbIBHOIO MOHUTOPUHTAa COOTHOILICHUS
«T0JIb3a — PHUCK» JIEKApCTBEHHOIO Mpemnapara. MeAMLIMHCKUM pPaOOTHUKAM PEKOMEHIyeTcCs
coo01aTe O JIIOOBIX MOJI03pPEBAEMbIX HEXKENATENIbHBIX PEaKIUAX JIEKapCTBEHHOTO Ipemnapara
yepe3 HallMOHAIbHBIE CUCTEMBI COOOIIEHUSI O HEXKENAaTeNbHBIX PeakIusiX rocyJapCTB - YICHOB
EBpa3uiickoro 53k0HOMHUYECKOTr'0 COI03a.

Poccuiickas ®@enepanns.

®denepanbHas ciyx0a 1Mo Haa30py B chepe 31paBOOXpaHEHUS.

Anpec: 109012, r. MockBa, CriaBsiHCKas IUI0IIa b, 1. 4, ctp. 1.
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Tenedon: +7 800 550 99 03 (MOCNEOOBATENEHOCTL 0001)

OnekTponHas nmoyra: pharm@roszdravnadzor.gov.ru

Caiit B UH(POPMALIMOHHO-TEIEKOMMYHHUKAITHOHHON cetu «nTepHeT™:

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

4.9. Ilepeno3upoBka

[Tpu Hapy>XHOM NPUMEHEHUH KIMHIAMHIIMH MOXKET BCACHIBATHCS B KOJMYECTBAX, BBI3BIBAIOIINX
cucreMuble 3PdexTsl. K BO3MOXKHBIM CHCTEMHBIM MOOOYHBIM A(PPEeKTaM MOKHO OTHECTH
JMapero, IeMOpparndyeckylo JAuMapero, BKIIO4Yas IICEBJIOMEMOpaHO3HbIM KoiauT. B ciyuae
Hepe03UPOBKU NIOKa3aHO POBEJCHUE CUMIITOMATHYECKOM U IO IEP/KUBAIOLIEH TepayH.

5. PAPMAKOJIOT'MYECKHUE CBOMCTBA

5.1 dapmakoauHaMHYeCcKHe CBOIiCTBA

dapmakoTepaneBTHUECKasi IpyMmna: Mpenaparbl JUIsl JIGYEHUs! yrpeBOil ChINM, IpenapaThl JUis
J€YCHHs] YTPeBOM CBHINU JJIsl HAPYKHOIO IPUMEHEHUs; NPOTHUBOMHUKPOOHBIE CPEICTBA JUIs
JICYECHUS YTPEBOU CBHIIIH.

Kox ATX: D10AF01

dapmakognaamuyeckue 3P HeKTol

Knuanamunus - aHTUOMOTUK IPYIIBI JIMHKO3aMHUI0B, aKTUBEH B OTHOLIEHHMH BCEX IITAMMOB
Propionibacterium acnes, munumanbHas nogasistomas kouuentpaims (MIIK) - 0,4 mkr/mo.
WNurubupyer cuHTe3 OCIKOB B MHUKPOOHOW KIETKe 3a cueT B3aumojeiictBus ¢ 50S-
cyobenununamu pubocom. Ilocie HaHeceHHs Ha KOXKY KOJIMYECTBO CBOOOJHBIX KHUPHBIX KUCIOT
Ha MIOBEPXHOCTH KOKU YMEHBIIAETCs MPUMEPHO ¢ 14 10 2 %.

5.2. @apmMakoKMHeTHYECKHE CBOIiCTBA

KnuanamunuH OBICTPO HakarIMBaeTcs B KOMEIOHAX, T TPOSBISET aHTHOAKTEPHATbHYIO
akTUBHOCTb. CpeniHsAs KOHLIEHTpAlUsl AaHTUOMOTHKA B COJEPKMMOM KOMEIOHOB IIOCHE
HaHECEHHUs] pPacTBOpa 3HAUMTENBHO TMPEBBINIAET II0Ka3aTelb MHMHUMAJIBHOW IOJABISIOIIEH
KOHIICHTpALlMK JIJIsl BCeX ITamMMoB Propionibacterium acnes - Bo3OyauTenss yrpeBOi ChIINH.
[Tocne HaHeceHWsI Ha KOXY pacTBOpa KIMHIAMHUIIMHA THAPOXJIOPUAA B IIa3Me KPOBU M MOYE
OTIpeNIeNAI0TCSA OUYeHb HU3KHE KOHIIEHTPALIUK KJIMHIaMHUIIMHA.

6. PAPMAIIEBTUYECKHUE CBOMCTBA

6.1. IlepeyeHb BCIOMOTraTeIbHbIX BElIECTB

Oranoi 96 % (crupT 3TUIIOBEIH 96 %)

[TponuneHrIMKoIb

Bona ounienHas

6.2. HecoBMecTUMOCTH

He npumenumo.
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6.3. Cpok rogHoCcTH (CPOK XpaHeHUs)

3 roga.

6.4. Oco0ble Mepbl NPeI0CTOPOKHOCTH NPH XPAHEHUH

XpaHuTh 1pu Temneparype He Boime 25 °C.

6.5. XapakTep M coaepkaHue NePBUYHON YIIAKOBKHU

[To 10, 20, 30, 40, 50 mn npenapara Bo (pIaKOHBI CTEKIISTHHBIC, YKYTIOPEHHBIE KPBIIIKON c/0e3
KOHTPOJISI BCKPBITHS.

ITo 10, 20, 30, 40, 50 min mpenapara Bo (JIaKOHBI MOJUMEPHBIC W3 TMOJUATHICHA HU3KOTO
JABJICHUSI, YKYTIOPEHHbIE KPBIIIKOH ¢/0€3 KOHTPOJISI BCKPBITHS.

Ha xaxapiii py1akoH HaKJICHBAIOT STHKETKY.

Kaxnplii ¢1akoH BMeCTe ¢ MHCTPYKLUEH M0 MEAMIMHCKOMY MPUMEHEHHIO MTOMEUIAl0T B MaYKy
U3 KapTOHA.

6.6. Oco0Oble Mepbl NPeAOCTOPOKHOCTH TMPH YHHYTOKEHHHM  HCIOJbH30BAHHOIO
JIEKAPCTBEHHOI0 MNpenapara MJH OTX0A0B, [MOJYYEHHBbIX IOcjde TNpPHUMEHEeHUus:
JIEKApPCTBEHHOI'0 Npenapara, u Apyrue MaHuIyJsiMHU ¢ penapaToM

Oco0ble TpeOoBaHUS OTCYTCTBYIOT.

7. JEPKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHU A

Poccniickas @enepanys

000 «Popmyna-OP»

109443, r. MockBa, Bonrorpaackuii mpocrekt, 1. 139, opuc 10

7.1 IlpeacraBuTenb Jep:KaTesisi perucTPaMOHHOIO YI0CTOBEPEeHHUS

[Iperen3un norpeduTee HaIPaBIATh 110 aAPECY:

Poccniickas @enepanns

00O «Tynbckas papmareBTHueckas hpadpuka»

300004, r. Tyna, Topxosckuii mpoesn, A. 10

Ten.: +7 (4872) 41-04-73

dakc: +7 (4872) 41-04-73

8. HOMEP PETUCTPALIMOHHOI'O YAOCTOBEPEHUSA

9. TATA NEPBHYHON PETMCTPAIIMA (IIOJATBEPXKJIEHHS PETMCTPAIINN,
HEPEPETUCTPALINN)

JlaTa nepBUYHON PEruCTPALMHU:

10. IATA IEPECMOTPA TEKCTA
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Ob6mass xapaxkrtepuctuka JsekapctBeHHoro mnpemnapata KIIMHAAMUIIWH nocrynna Ha
uH(pOpMallMOHHOM TmopTaje EBpa3suiickoro SKOHOMHYECKOrO cOK3a B  HH(POPMAIMOHHO-

KOMMYHHKaIMOHHOU cetn «MuTepHeT» http://eec.eaeunion.org.
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