COOTBETCTBYET SKCNEPTHOMY OTYETY
ot 26.10.2023 N= 21547

UHCT VKHI/I;IH QCNEOOBATENEHOCTE 0001)

10 MEJUIIMHCKOMY ITPUMEHEHUIO JIEKAPCTBEHHOI'O IIPEITAPATA

Kinnuanamakce

PerncrpanuonHblii Homep

Toprosoe HauMeHOBaHHE

Knunnamakc

Memyﬂapouﬂoe HENMATCHTOBAHHOC WM I'PYNNITUPOBOYHOE€ HAUMECHOBAHUE

Knugnamuiinu

JlekapcTBenHas popma

PacTtBOp AJ1s1 HApY)KHOrO MPUMEHEHUS

Cocras Ha 1 mu:
Heticmeyrowee  gewjecmeo: KIMHAAMUIMHA TUAPOXJIOPHI (IKBHBAJICHTHO KIMHIAMUIIMHY
10,0 mr) — 11,5 mr
Bcnomozamenvuvie  sewecmea: dtanon 96 % (coupt stmimoBeii 96 %) — 608,0 wmr;

MPOMUICHIIINKONE — 86,9 Mr; Boa ountenHast — 173,6 mr.

Onucanue

EGCHBGTHaSI Impo3padyHas ) XKUAKOCTb C XapaKTCPHBIM 3aI1axOM.

dapmakoTepaneBTHYeCKas rpynmna
[Tpemapats! Ui JiedeHHUs YIPEBOH ChINHU; MpEnapaTsl JUIsl JIEUEHHs] YTPEBON CBIMM JJIsl HAPYXKHOIO

IMPUMCHCHHUA HpOTI/IBOMI/IKpO6HHC cpeacTBa 4JIA JICHCHUA yrpeBofI CBIIIN.

Koa ATX: D10AFO1

DapMaKoJIOrHuecKue CBOMCTBA

Dapmakoounamuka

KnuHnaMunuH - aHTUOMOTHK TPYMIIBI JIMHKO3aMHJIOB, aKTHBCH B OTHOIIICHUHM BCEX IITAMMOB
Propionibacterium acnes, muaumainbsHas nojasistonias konnenrpamnus (MIIK) - 0,4 mkr/mi.

Wurnbupyer cuHTe3 OETKOB B MHKPOOHOW KJIETKE 3a cueT B3ammozeicTBusi ¢ 50S-
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cyopenuuuniamu pudocom. Ilocnme HaHeceHHWfi Ha Kég' 'KEEP;LE&BEE%%{II%:I il)hmx

KHMCJIOT Ha IOBEPXHOCTH KOKU YMEHbIIAETCS pUMEPHO ¢ 14 110 2 %.

DapmaKkoKunemuxa

KnuagamMunua OBICTPO HakamIMBaeTCs B KOMEIOHAX, I/I€ MPOSBISET aHTHOAKTEPHAIBHYIO
akTHBHOCTh. CpenHsis KOHLEHTpALUs AaHTHOMOTHKA B COAEPKMMOM KOMEIOHOB IIOCTE
HAHECCHHUSI PAcTBOpPAa 3HAYUTEIBHO NPEBBINIACT MOKA3aTelb MUHUMAIBHON IOJAaBIISIOIICH
KOHIICHTpALMU JUIS BCceX LITaMMOB Propionibacterium acnes - Bo3OyauTelss yrpeBOW ChHIMH.
[Toce HaHeceHUsT Ha KOXKY pacTBOpa KIMHAAMHIMHA THAPOXJIOPUAA B IUIa3MEe KPOBH U MOYE

OIMPECACIIIIOTCA OYCHb HU3KHNEC KOHICHTpal KIMHIAaMHAIIKMHA.

IToka3zanus k NPUMEHCHUTIO

[penapar mpUMEHSIOT IS JICUeHHs YIpeBo# coimu (acne vulgaris).

HpOTI/IBOHOKa3aHI/Iﬂ
- THIICPYYBCTBUTCIBHOCTD K KIIMHAAMUIIMHY HWJIW JIMHKOMUIUHY B aHAMHE3E;
-y IalkUCHTOB C aHTI/I6I/IOTI/IK'aCCOLII/II/IpOBaHHLIM KOJIHNTOM B aHAMHCEC3€,

- Bo3pacrt 10 12 jer.

IIpumenenne npu 6epeMEHHOCTH M B MIEPUO/I TPYAHOT0 BCKAPMJIUBAHHUSA

Knuanyeckue naHHblE O NPUMEHEHUM IMpernapara y OepeMEHHBIX M KOPMSIIUX >KEHIIUH
OrpaHUYEHbl. B 3KCIepUMMEHTAbHBIX HCCIIEIOBAHUSAX Ha JKUBOTHBIX HE OBLIO YCTAHOBJIEHO
TEPAaTOr€HHOI'0 JeHCTBUS KIMHAAMUIIMHA, a YMOpUOTOKCHYECKUE U (peToTokcuueckue 3 eKTsl
OBLIIM OTMEYEHBI TOJBKO IOCJE MEePOPaIbHOr0 MPUMEHEHHS KIMHJIAMUIIMHA B BBICOKHMX J03aX.
[TockonpKy HccineoBaHUS PENPOLYKTUBHOM TOKCHUYHOCTU y KMBOTHBIX HE BCEIZa MO3BOJISIIOT
IPOTHO3UPOBAaTh OTBETHYIO PEAKLHUIO Yy YeJlOoBeKa, NpU OEepeMEHHOCTH IpernapaTr MOXHO
IPUMEHSTh, €CIM MOTEHLMaJIbHAsl 1MOJb3a A MaTepu MHPEBOCXOAUT BO3MOXKHBIM PHUCK AJIs
II0/1A.

HecMmotps Ha To, 4TO IOcCIiie HapyKHOTO IPUMEHEHUS Npenapara y KOpMSIIUX IPyAbl0 KEHIIUH
YPOBEHb Ipernapara B KPOBH 3HAYMTEIBHO HWXKE, YEM IOCJE MpHEMa KIMHIAMMIMHA BHYTPB,
pelieHne O TMpeKpalleHWd TPYAHOr0 BCKAPMIIMBAHMS WM MPEKpalleHUH TNPUMEHEHUs
npernapara JIOJKHO OBITh MPHUHITO C YYETOM OLIEHKM Ba)XKHOCTH NPUMEHEHHs Mpernapara s

MaTCpu U pUCKa JJI pe6eHKa.
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Cnoco0 npuMeHeHHsI U 103bI

HapyxHno. PacTBOop HaHOCAT Ha MOpaXEHHYIO O01acTh TMPEABAPUTEIHLHO OYHUIICHHON U
BBICYIIIEHHON KOXH 2 pa3a B CyTKH, YTPOM U BEUEPOM.

Kypc nedeHus: [ 1OMydYeHHUS YAOBICTBOPUTENBHBIX pPE3yJIbTATOB JIEUCHHUE CIEAYET
MPOJOKATh B TeUEHHUE 6-8 He/lelb, a MPU He0OXOIUMOCTH MOYKHO MPOAOJIKUTE 10 6 MECSIIEB.
Ecniu mnocne JieueHus yiaydylieHUsSs HE HACTyHaeT WM TMOSBISIOTCS HOBBIE CHUMIITOMBI,
HEO0OXOAMMO MPOKOHCYJIBTUPOBATHCS C BPAYOM.

[Tpumensiiite npenapar TOJBKO COTJIACHO TOMY CIOCOOY NMPUMEHEHHsI M B TeX J103aX, KOTOpbIE
yKa3aHbl B HMHCTPYKUMU. B ciydyae HeEoOXOIUMOCTH, MOXKaTyicTa, MPOKOHCYIbTUPYHTECH C
BpavyoM Iepe]] IPUMEHEHUEM JICKaPCTBEHHOTO IIpenapara.

Ecnu mnocne nedeHuss ynydilleHWss HE HACTYINaeT, WM CHUMIITOMBI YCYTyOJISIFOTCS, WU
MOSIBJISIFOTCSL HOBBIE CUMITOMBI, HEOOXOUMO MPOKOHCYIBTUPOBATHCS ¢ BpauoMm. [Ipumensiite
mpenapar TOJbKO COIJIACHO TeM IOKa3aHUsSM, TOMY CHOCOOYy MpPUMEHEHHs M B TeX 032X,

KOTOPBIC YKa3aHbl B UHCTPYKIIUH.

ITo0ouHOE nelicTBHE

Knaccudukarus moOOYHBIX peakiyii Mo opraHaM M CUCTeMaM OpPraHOB C yKa3aHHUEM YacTOTHI
UX BO3HHUKHOBEHHS: 04eHb yacto (> 1/10), wacto (> 1/100, < 1/10), Heuacro (> 1/1000, < 1/100),
penko (> 1/10000, < 1/1000), ouenb penko (< 1/10000), B ToM yKcie OTAETbHBIE COOOIIECHUS,
4acTOTa HEM3BECTHA (YacTOTa HE MOXKET ObITh OIICHEHAa Ha OCHOBE HMEIOIIMXCS JaHHBIX).
Hapywenus co cmopoHbl KOX#CU U NOOKONCHBIX MKAHE:

OdeHb 9acTo: CyXOCTh KOXKH, Pa3IpaKeHHE KOKU, KPAaTUBHHIIA.

Yacro: cebopes.

YacToTa HEN3BECTHA: KOHTAKTHBIN JIEpMATHUT.

Hapywenus co cmopoHul d#ceny0ouHo-KUuueuHo20 mpakma

Heuacro: HapyieHue nuieBapeHus.

YactoTa HeU3BeCTHA: NICEBIOMEMOPAHO3HBIN KOJIUT, O0JIb B )KUBOTE.

Hngexyuonnvie u napasumaphvie 3a601e6anus

YacToTa Hen3BecTHA: (DOIITUKYJIIHT.

Hapywenus co cmopoHbl opeana 3penus

YacToTa HensBecTHA: OOJb B I1a3ax.

Ecnu nmio0ble M3 yKa3aHHBIX B MHCTPYKIMHM MOOOYHBIX 3((EKTOB yCYryOJsIOTCS WU
OTMEYaIOTCs Apyrue 1nodouHsle 3(HEeKThl, HE YKa3aHHbIE B MHCTPYKIIMH, CIEIyEeT HEMEAJICHHO

co00IHUTH 00 ATOM Bpauy.
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[Tpu Hapy>XKHOM MPUMEHEHUH KIMHIAMHIIMH MOXKET BCACHIBATHCS B KOJMYECTBAX, BHI3BIBAIOIINX
cucreMHble 3PQexTsl. K BO3MOXKHBIM CHCTEMHBIM HOOOYHBIM 3(PQeKTaM MOKHO OTHECTH
IMapero, TeMOpPParndecKylo [Hapero, BKIIOYAs IICEBAOMEMOpaHO3HBI Komut. B ciyuae

NEPCAO3UPOBKHU ITOKAa3aHO IIPOBEACHUE CHMIITOMAaTHYECKOH 1 nonﬂepmHBa}omeﬁ TCpalnu.

B3aumoaeiicTBue ¢ IpyruMu JIEKaAPCTBEHHBIMH CPEACTBAMU

He pexomeHnnyeTcst ONHOBPEMEHHOE IPUMEHEHNE KIMHAAMULIMHA C APYTUMU IpenaparaMu JUis
JIEYCHUsI YI'PEBOM ChINM, COAEPKAIIMMHU OTLICNYIIUBAIOIINE, CMsArdaromue U adpa3uBHBIC
BeIlecTBa (HampuMmep, OCH30MJI MEPOKCH, TPETHMHOHMH, PE30PLUHOJ, CAIHULMIOBAs KHUCIOTA,
cepa) U3-3a BO3MOKHOT'O Pa3/Ipakarolliero AeMCTBUS Ha KOXKY.

CymecTByeT mepeKkpecTHass YCTOWYMBOCTb MHUKPOOPIaHM3MOB K  KIMHIAMHMIVHY U
JUHKOMMIMHY. DbBBII OTMEUEH AaHTaroHW3M MeEXAY KIMHIAMHLUHOM W 3PUTPOMHUIMHOM.
VY CTaHOBIIEHO, YTO KIMHIAAMULUH IPU CUCTEMHOM IPUMEHEHUM HApYIIAeT HEWPOMBIIICYHYIO
nepefady M, CIEIOBAaTEIbHO, MOXET YCWIMBAaThb JEUCTBHE JAPYIMX MHOPEIAKCAHTOB
nepupepuyecKoro JIeHCTBUs, MOITOMY, HECMOTPSI Ha TO, YTO IOCIE HApPYKHOI'O NMPUMEHEHUS
Ipernapara €ro ypoBeHb B KPOBHM 3HAUYMTEIbHO HIDKE, YEM IIOCIIEC INpUeMa KIMHIAMULMHA
BHYTPb, Ipenapar CleIyeT NPHUMEHATh C OCTOPOXKHOCTBIO Yy MAMEHTOB, IOIYYaroINuX

Ipenaparsl JAHHOW TPYIIIHIL.

Bansinne Ha cIOCOOHOCTH YNIPABJIATH TPAHCIIOPTHBIMHU CPEACTBAMM, MEXaHM3MAMHU
[Ipenapar He BAMSET HA CHOCOOHOCTh YHPABIATH TPAHCIOPTOM MIIM 3aHUMATHCA JPYTHUMHU
MOTEHILIMAJIbHO OMACHBIMHM BHUJAMH JEATEIbHOCTH, TPEOYIOIIMMH MOBBILIEHHONW KOHIIEHTPAIUH

BHHMMAaHHA U 6LICTp0TBI MCUXOMOTOPHBIX peaKuHﬁ.

Oco0ble ykazanust

Cnenyer u3beraTh MONaJaHus IpernapaTa Ha CIU3UCTYIO OOOJOYKY IJ1a3 U B IOJOCTh pTa.
[Tocne naHeceHus: mpenapaTa cielyeT TIIATeNbHO BBIMBITH pykH. IIpu ciiydaifHOM KOHTaKTe C
qyBCTBUTEIbHBIMHU TTOBEPXHOCTSIMHM (IJ1a3a, CCaMHBI Ha KOXE, CIM3UCTbIE 000JIOUKH) CIIEAyeT
O0OMJIBHO TTPOMBITH JAHHYIO 00JIACTh TPOXJIATHON BOJOM.

[TpuMmeHeHre KIMHAAMHUIIMHA (KaK U JPYTUX aHTHOMOTHKOB) BHYTPb UJIM MapEeHTEPAIbHO B pse
CIly4aeB CBS3aHO C pa3BUTHEM TSDKEJIOW Juaper M IICeBIOMEeMOpaHO3HOro konuta. llpu
Hapy’>KHOM NMPUMEHEHHUH KIMHJaMULMHA CIy4ad BOSHUKHOBEHUS TUAaper U KOJIUTA PEIKU, TEM

HE MEHee, CIEAyeT NPOSBIATE OCTOPOXKHOCTb, W TIPU Pa3BUTHM BBIPAXKCHHOW WU
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MPOJODKUTENIFHON Nuapen mpemnapar cieayefr oTmeruts 7| %1;[/1" %éJ@QEH&O@II/P ;hﬁa'(;'ﬂécm

COOTBETCTBYIOIUE TUATHOCTUYECKUE U JICUCOHbIE MEPOTIPUSITHSL.
B cnyyae HeoOXoaMMOCTH, OXkKaITyicTa, MPOKOHCYIBTUPYHTECH C BPAuOM IIepel IPUMEHEHUEM

JICKaApCTBCHHOT'O IIpfIriapara.

dopMa BbINIYCKa

PacTtBOp 1t HapykHOTO IpUMeHeHus, 10 mr/mi.

ITo 10, 20, 30, 40, 50, 60, 70, 80, 90, 100 mn mpenapara Bo (JIaKOH TEMHOTO CTEKJa,
CHAOXKEHHBIM KaleJbHUIIEW U3 TMOJIMATWIEHA HU3KOM IJIOTHOCTH U IMOJMIIPONMIIEHOBOMN
KPBILIKOM.

Ha xaxnapiii (rnakoH HAKIEWBAIOT STHUKETKY M3 OyMarum NHUCUEH WM JTUKETOYHOW WITU
CaMOKJIEAIIYIOCS] STUKETKY.

Kaxnplii grakoH BMecTe ¢ MHCTPYKLMEH MO MPUMEHEHHMIO MOMEIIAIT B MAuKy W3 KapToHa

KOpOOOYHOTO Il HOTPEOUTEIHCKON Taphl WIIM M3 KAPTOHA XPOM-3p3all.

YciaoBus xpaneHust
[Ipu Temneparype He Bbie 25 °C.

XpaHUTb B HEOCTYITHOM JUIS IETEU MECTe.

Cpoxk rognocTu
3 rona.

He IMPHUMCEHATH IO UCTCYCHUHN CpOKa rOAHOCTHU.

YcaoBus ornycka

Ortmyckarot 6e3 perenra.

IIpousBoanTeb/Opranuzanus, NPUHUMAIONIAS NPETEH3UM:
00O «Tynbckas papmaneBTHUecKas Gpadprkay

Poccus, 300004, r. Tyna, TopxoBckuii npoesn, a. 10
Temn./bakc: (4872) 41-04-73.



