OBILIAA XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O ITPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOTI O ITPEITAPATA

3epkanuH, 10 Mr/Mi1, pacTBOp AJIsl HAPYKHOTO IPUMEHEHUS

2. KAYECTBEHHBI 1 KOJIMYECTBEHHBINA COCTAB

JleficTByro1IE€e BEIECTBO: KIMHIAMULIMH.

1 M pacTtBopa Aisi Hapy»XKHOrO HpUMEHEHUs coaepkur 10 Mr kiIMHIamMunuHa (B BUIE
TUAPOXJIOPHUIA).

[TonHbI mepeyeHb BCIOMOTaTEeNbHBIX BENIECTB MPUBE/EH B pazzaeine 6.1.

3. JEKAPCTBEHHAS ®OPMA

PactBOp /U1 HapyKHOTO IPUMEHEHHUSI.

becuBetHas nmpo3paynast JKUIAKOCTb C XapaKTEPHBIM 3allaxOM 3TaHOJIa.

4. KIMHUYECKHUE JAHHBIE

4.1 Iloka3aHus K IPUMEHEHHIO

[Ipenapar 3epkanuH nmokazaH K IPUMEHEHUIO Y B3POCIBIX U JIeTel crapiie 12 ner.
[IpenapaT npuMeHSIOT AJs JIeueHUsl yrpeBoi chinu (acne vulgaris).

4.2  PexxuM 103UpPOBaHHA M CIIOCOO MPUMEHEHHS

PexuM mpo3upoBanus

PactBop HaHOCAT 2 pa3a B CyTKH, YTPOM U BeuepoM. [l MoJyueHus yJIOBJIETBOPHUTEIbHBIX
PEe3yIbTATOB JIEYEHHE CIIEYET IPOJOIIKATh B TeUeHUE 6-8 Hezelb, a IPU HE0OXO0AUMOCTH MOKHO
MIPOJOJKUTH 10 6 MECALIEB.

eTH
Pexxum no3upoBanus y netei B Bo3pacte ot 12 1o 18 sieT He oTiMuaeTcst oT pexuma 103UpOBaHUs
Y B3POCIIBIX.
bezonacHocts 1 3¢ dexkTuBHOCTH NpenapaTa 3epkaiuH y aereil B Bozpacte oT 0 no 12 ner He
yCTaHOBJIEHBI. JJaHHBIE OTCYTCTBYIOT.

Cnoco0 nmpuMeHeHus

Hapyxxno. PacTtBop HaHOCAT Ha TOpa)xXeHHYI O00JacTh MNPEABAPUTEIHHO OYMINCHHOW |
BBICYIIEHHON KOXH.

4.3  TIporuBOMOKa3aHUSA

'unep4yyBCTBUTENBHOCTD K KIMHIAMUIIMHY WM TUHKOMUIIUHY B aHAMHE3E;

[NareHTHI ¢ aHTHOMOTHUK-aCCOLMUPOBAHHBIM KOJIMTOM B aHAMHE3E.

4.4  OcoOble yka3aHusl M MePbI IPEAOCTOPOKHOCTH NPU NPUMEHECHHHT

Crnenyer nzberarp nomnajgaHus mpenapara Ha CJIU3UCTYI0 000JIOUKY IJ1a3 U B MOJI0CTh pra. [locie

HAaHCECCHHUA IIpeliapaTa CJICAYCT TIIATCIIbHO BBIMBITH PYKH. HpI/I CﬂyqaﬁHOM KOHTAaKTEC C
1



qyBCTBUTEIbHBIMU IIOBEPXHOCTAMHU (IJ1a3a, CCaJIMHBI HA KOXKE, CIM3UCTBIE 00OJIOUYKHU) CIEAyeT
OOMJIBHO MTPOMBITh TaHHYIO 00JIACTh MPOXJIAJAHON BOAOM.

[IpumeHneHre kKMMHAAMUIIMHA (KaK U IPYTUX aHTUOMOTUKOB) BHYTPb WJIM MapeHTEPaIbHO B e
CIly4yaeB CBS3aHO C DPAa3BUTHEM TSDKENOW Juaped U IceBIoMeMOpaHo3Horo koiuta. [lpu
HapyXHOM MPUMEHEHUH KJIMHIAMUIIMHA CITy4Yau BOSHUKHOBEHUS JUApEeu U KOJIUTA PEJIKU, TEM He
MEHEE, CIIEYET MPOSIBISITH OCTOPOKHOCTD, U ITPH Pa3BUTHH BBIPAXKEHHOMN WM IPOAOJKUTEIBHON
yapeu Tpenapar ciaeayeT OTMEHUTb U NpU HEOOXOAMMOCTH IPOBECTH COOTBETCTBYIOIIHE
JIMarHOCTHYECKHE U JIedeOHbIe MEPOTIPHUSTHS.

4.5 B3aumopeiicTBMe ¢ APYIrMMH JeKAPCTBEHHbIMH IIpenaparaMud M JApyrue BHbI
B3aMMOJAeHCTBUSA

He pexomennyercst 0lHOBpEMEHHOE NIPUMEHEHNE KIMHIAMULIMHA C APYTUMHU IpernaparaMu s
JICYCHHUsT YIPEBOM CBIMM, COJAEPKAIMMH OTLICTYLUIMBAIOIIME, CMArdaroue v aOpa3uBHbIE
BEIIeCTBa (HanpuMep, OEH30MII TEPOKCU]I, TPETUHOWH, PE30PLUHOII, CATTUIMIOBAs KHCIIO0TA, Cepa)
13-32 BO3MOXHOI'O pPa3paXkarolero IecTBUs Ha KOXKY.

CymiecTByeT niepekpecTHasi y CTOHYMBOCTb MUKPOOPTaHNU3MOB K KJIMHAaMULIMHY ¥ TMHKOMULIMHY .
Bb1 OTMEUeH aHTaroHW3M MeXAy KIMHIAMULIUHOM M SPUTPOMHUIIMHOM. YCTaHOBJIEHO, 4YTO
KIMHIAMULIMH TIpM CHUCTEMHOM IIPUMEHEHUM HApylIaeT HEMPOMBILIEUHYI0 Iepenady M,
CJIEZIOBAaTEIbHO, MOXET YCHUIMBAaTh JEHCTBUE JAPYIMX MHOPEIAKCAHTOB IMEepUPEpUIECKOro
JEUCTBUS, TOITOMY HECMOTPS Ha TO, YTO IOCJIE HAPYKHOTO NMPUMEHEHHUsI IIpenapaTra 3epKajauH
€ro ypoBeHb B KPOBU 3HAYUTENBbHO HIKE, YEM TOCHe MprueMa KIMHAAMULIMHA BHYTpPb, IIpenapar
CJIEy€eT IPUMEHATDH C OCTOPOKHOCTBIO Y MAIMEHTOB, MIOJIYYAIOIIKX IPenaparbl JaHHOW I'PYyIIIbI.
4.6 @epTHIBLHOCTb, 0EPEMEHHOCTH M JIAKTALMS

bepeMmeHHOCTD

Knunnyeckue paHHble O MPUMEHEHUM Ipenapara y OepeMEHHBIX M KOPMSAILIUX >KEHIIUH
OrpaHUYeHbl. B 3KClepUMMEHTANBHBIX HCCIIEOBAHUAX HA JKUBOTHBIX HE OBUIO YCTaHOBIJIEHO
TE€PAaTOT€HHOTO JEMCTBUS KIMHAAMULIMHA, & SMOPUOTOKCHYECKUE U PETOTOKCHYECKHE dPPEKThI
ObUIM OTMEYEHBI TOJIBKO IOCJE MEePOPaIbHOr0 MPUMEHEHUs KIUHAAMHUIIMHA B BBICOKUX J103aX.
[TockonpKy HccnenoBaHUsl PENPOLYKTUBHON TOKCMUHOCTH Y KUBOTHBIX HE BCErJia MO3BOJISIOT
IIPOrHO3UPOBATh OTBETHYIO PEAKLHIO y 4YeloBeKa, Npu OEepeMEHHOCTH Ipernapar MOXKHO
MIPUMEHSITh, €CIIU NOTEHIMAIbHAS [10JIb3a AJISl MAaTEPHU IPEBOCXOIUT BO3ZMOXKHBIN PUCK AJIS IJI0/1A.
JlakTanus

Hecmotps Ha To, uTO IOCIIE HAPY>KHOT'O IPUMEHEHUS Npenapara 3epKajIuH y KOPMALIUX I'PyAbIO
KEHIIUH €ro ypoBeHb B KPOBU 3HAUUTENILHO HUXKE, YEM IOCJE MpUueMa KIMHIAMULIMHA BHYTPb,

pelIeHne 0 IPEeKPalleHUH IPYIHOTO BCKAPMIIMBAHKS WM IIPEKPAILCHUH IPUMEHEHHMS IIperapara



JIOJDKHO OBITh MPUHSATO C YYETOM OIICHKH BaKHOCTH IPUMEHEHUS TIpernapara ik MaTepu U pUCKa
Ui pebeHka.

4.7 Bausinne Ha cnocoOHOCTH YNPaBJIASATHL TPAHCIOPTHBIMHU CPEICTBAMHU M pPadoTaTh C
MeXaHu3MaMH

[Ipenapar 3epkanuH HE BIUAET Ha CIOCOOHOCTH YMPABIATH TPAHCIIOPTOM WJIM 3aHUMATHCS
IPYTMMH TOTEHIIMAIFHO OMACHBIMU BUJAMH JI€ATEIbHOCTH, TPEOYIOUIUMH TOBBIIICHHON
KOHIICHTPAllUX BHUMAHUS U OBICTPOTHI ICUXOMOTOPHBIX PEAKIIHiA.

4.8 HesxkenarenbHble peakuuu

TabaudHOE pe3roME HEKEIATSILHBIX PEAKIIUH.

HexenarennHble SABJICHUA, IPCACTABIICHHBIC HUXKC, IICPCUUCIICHBI B COOTBCTCTBHU C ITOPAKCHUCM
OpraHoB U CUCTEM OpPraHOB U YacCTOTOM BCTPCYACMOCTH. YacroTa BCTPCHACMOCTH ONPCACIIACTCA

CIIeIYIOIM 00pa3oM:

Karteropus 4yacrors! Yacrora BCcTpeyaeMocTH

Ouenv yacmo > 1/10

Yacmo > 1/100 m < 1/10

\Heuacmo > 1/1000 u < 1/100

\Pedko > 1/10000 u < 1/1000

Ouenv peoxo < 1/10000, B TOM 9mCIie OTJEIbHBIE COOOIICHUS

Yacmoma neuszsecmua YacToTa He MOXET ObITh OI[CHEHA HA OCHOBAHHUHU
MMEIOINXCS JJAHHBIX

Kareropum uactoTsl ObTM cHOpMUPOBAHBI Ha OCHOBAaHMHM KIMHHYECKHX HCCIEIOBAHUMN

rpenapaTa U MOCTPEruCTPAllMOHHOTO HAOIIOACHHUS.

CucTeMHO-OpTraHHBIN Yacrora HexenarenbHasi peaknusi
KJ1ace
HapyuieHnusi co cTOpOHBI Heuacto Hapyuenne nunieBapenust.

AKEJIYTOYHO-KHIICYHOT 0

TpaKTa
YacrtoTa [ceBmoMeMOpaHO3HBIH KOJIUT, OOJIb B )KUBOTE
HEH3BECTHA

Hapyuienusi co cTOpoHbI Ouenb yacto | CyxocTb KOXKH, pa3ApaxeHue KOxXH,

KOKH M OAKOKHBIX KpaInuBHUIIA

TKaHel
Yacto Cebopes




Yacrota KoHTakTHBIN nepMaTuT
HEN3BECTHA
HNudexuuonnbie n Yacrota DOIUKYIUT
napasuTapHblie HEN3BECTHA
3a00/1eBaHUs
Hapyuienusi co cTOpoHbI YacroTa Bonp B rmazax
OPraHoOB 3PEHHA HEN3BECTHA

Coo011eHne 0 IT0I03PEBAEMBIX HEXKEIATEIBHBIX PEAKIIHAX

BaxHo coo0mars O I0J03pEBacMbIX HEXENaTeNbHBIX pPEAKLUUAX I0CIe pPEerucTpanuu
JIEKapCTBEHHOT'0 IpernapaTa ¢ 1elIblo 00ecTedeHnsl HePephIBHOIO MOHUTOPUHTA COOTHOIICHUS
«I10JIb3a — PHUCK» JIEKAPCTBEHHOro INpenapara. MeAULIUMHCKUM paOOTHUKAM PEKOMEHIYeTCs
coo0mmare 0 JIOOBIX MOJI03PEBAEMBIX HEXKENATENbHBIX PEaKIMIX JICKapCTBEHHOIO Iperapara
4yepe3 HAlMOHAIbHbBIE CUCTEMbI COOOLICHHS O HEXEJATeIbHbIX PEAKLUAX FOCyJapCTB — YWICHOB
EBpa3uiickoro 5KOHOMUYECKOTO COHO3A.

Poccuiickas @enepanus

denepanbHas ciaysx6a o Haa30py B chepe 3npaBooxpanenus (Poc3napaBHaazop).
109074, r. Mocksa, CnaBsitHCKasl IUIomiaap, 1. 4, ctp. 1

Tenedonsi: +7 800 550 99 03.

®axc: +7 (495) 698-15-73.

DnekTpoHHas moyta: pharm@roszdravnadzor.ru

WnTepuer-caiit: https://roszdravnadzor.gov.ru/people

Pecnybmuka benapycs

PVII «IlenTp 3KCHIepTH3 M UCOBITAHHUM B 3/[PABOOXPAHEHUI
Anpec: 220037, r. Munck, niep. ToBapuiieckuit, 2a.
Ten./dpakc: +375 17 242 00 29

DnektpoHHas nmoura: repl@rceth.by
Wnrepuer-caiit: www.rceth.by

Pecnyonuka Kaszaxcrau

PI'TI na [1XB «HamuoHanabHBIA LEHTP SKCIEPTU3bI JIEKAPCTBEHHBIX CPEJICTB U MEIUIIMHCKUX
uznenuit Komurera KOHTpoOJNs KadecTBa M O€30MaCHOCTH TOBAapOB W YCIyr MUHHCTEpCTBA
3npaBooxpanenus Pecnyonuku Kazaxcran»

Anpec: 010017, r. Actana, np. Manruinuk En, 1. 20.

Tenedon: 8 (7172)78-98-28

OnekrponHas nouta: pdlc@dari.kz


mailto:pharm@roszdravnadzor.ru
https://roszdravnadzor.gov.ru/people
mailto:rcpl@rceth.by
http://www.rceth.by/
mailto:pdlc@dari.kz

Wutepuer-caiit: https:// www.ndda.kz/

Keipreisckas Peciyoanka

JlemapTaMeHT JIEKapCTBEHHBIX CpPEACTB M MEIMLIMHCKMX H3Aenuil npu MuHucrepcTse
3JIpaBOOXPaHEHUS

Anpec: 1. buiikek, yi.3-s nunus, 25

Tenedon: 0800 800 26 26

OnexrponHas noura: dlomt@pharm.kg

Wurepuer-caiit: https://pharm.kg/

PecniyOivka ApMenus

AO3T «HayuHblif IEHTP KCIEPTU3bI JIEKAPCTB U MEAUITUHCKUX TEXHOIOT Ui
Anpec: 0001, r. Epesan, np. Komuraca 49/4
Tenedon: (+374 10) 20 05 05, (+374 96) 22 05 05

DnekTpoHHas nmoura: vigilance(@pharm.am

HuTtepuer-caitT: https://www.pharm.am

Bbl Takke MOkeTe COOOIIUTh O HEXKENaTeNbHBIX PEaKIUAX HA «TOPSYYH0 JIMHHIO» KOMITAHUH -
MIPOU3BOIUTENS/ACPIKATENSI PETUCTPAIIMOHHOTO YI0CTOBepeHus 1o Tenedony: +7 (499) 143 37

70 umu no anekTpoHHOo# moute: PharmNadzor(@jgl.ru, 1100 3anoaHUTh OH-JIalH (popMy Ha caiite

https://www.jadran.ru/

4.9 Ilepeno3upoBka

CumMnOTOMBI

[Ipu Hapy>KHOM MPUMEHEHUU KIMHAAMUIIMH MOKET BCAChIBAThCS B KOJIMYECTBAX, BHI3bIBAIOLIUX
cucreMHble 3(@exTel. K BO3MOXHBIM CHCTEMHBIM MOOOYHBIM 3P (EKTaM MOXHO OTHECTHU
Jrapero, TeMOpparuyeckyro Auapero, BKIYasi MceBI0MeMOpPaHO3HBIN KOJIUT.

Jleuenue

B cnyudae mepeno3upoBKHM IOKa3aHO MPOBEACHHE CHUMITOMAaTUYECKONM M MOIACPKUBAIOIIEH
TEpaIuu.

5. DPAPMAKOJIOTHMYECKHUE CBOMCTBA

5.1 dapmMakoAUHAMUYECKHE CBOIICTBA

dapmakoTepaneBTUUeCcKas rpylnna: npenaparsl JUisl JEUYEHHUs YTPEBOM ChINM; Mpenaparsl Ul
JICYCHHUS YTPEBOM CHIMHM Uil HApy>KHOTO NPUMEHEHUS; MPOTHUBOMHKPOOHBIC CpEACTBA IS
JICYEHUS YTPEBOM CHITIH.

Kon ATX: D10AFOI.

Mexanuszm oeiicmeusn u hapmaxoounamuueckue Igghexmot

KnuagamunuH - aHTUOMOTHUK TPYMNIBI JTHHKO3aMHJIOB, AKTHBEH B OTHOILIEHUH BCEX IITAMMOB

Propionibacterium acnes, MUHUMAaJbHAsI MO/IaBJISOIIAs KOHIIEHTpAaLUs
5
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(MIIK) - 0,4 Mxr/mi1. UaTHOMpYET CHHTE3 OETKOB B MUKPOOHOM KJIETKE 32 CYET B3aUMOJICHCTBUS
¢ 50S-cyobenuauniamu pudbocom. Ilocine HaHeceHUST Ha KOXKY KOJIMYECTBO CBOOOIHBIX KUPHBIX
KHCJIOT Ha TIOBEPXHOCTHU KOKU YMEHbIIAETCs MpuMepHo ¢ 14 110 2 %.

5.2 DapMaKOKUHETHYECKUE CBOIICTBA

Kmapamuna OBICTPO HAKaIIMBAaeTCS B KOMEIOHAX, T/I€ MPOSIBISET aHTHOAKTEPUAIBHYIO
aKTUBHOCTH. CpeliHsIsa KOHIIEHTpAIlis aHTHOMOTHKA B COJIEP’)KUMOM KOMEIOHOB MOCIIe HAHECEHU S
pacTBopa 3HAYMTENIBHO MPEBBIINIAET MOKA3aTelb MUHUMAJIbHOW IMOAABISAIONIEH KOHIEHTpPALUU
JUIA BCeX MITaMMOB Propionibacterium acnes — Bo3Oyautenst yrpeBoit ceinu. [locne HaneceHus
Ha KO’Ky pacTBOpa KJIMHIAMMIIMHA THAPOXJIOPHIA B IIJIa3Me KPOBU U MOUE ONPEAEIAIOTCS OUE€Hb
HU3KHE KOHLEHTPALUU KIUHAAMHUIIMHA.

6. PAPMAIIEBTUYECKHWE CBOMCTBA

6.1 IlepedyeHb BcoMOraTeJibHbIX BelIECTB

DTtaHon (cnupT STUIOBBINA 96%);

[IponunaeHrauKop;

Bopa ounnienHas.

6.2 HecoBmecTumocTb

He npumennmo.

6.3 Cpok rogHocTH (CPOK XpaHEeHHUA)

3 rona.

6.4  OcoOble Mepbl NPEIOCTOPOKHOCTH IIPH XPAHEHHH

XpaHuTb 1pu Temieparype He Boie 25 °C.

6.5  Xapakrep M coaepkaHue NEPBUYHON YIIAKOBKH

PactBop mis HapyxkHoro npumeHenws, 10 mMr/mi.

Kaxxnp1it pmakoH-KareapHUIy BMECTE C JTUCTKOM-BKJIQIBIIIIEM TTOMEIIAIOT B KAPTOHHYIO TMAUKYy.
6.6 OcoOble Mepbl NPeIOCTOPOKHOCTH NPH YHUYTOKEHHMH HCIOJb30BAHHOIO
JIEKApPCTBEHHOI'0 Mpenapara WM O0TXO0A0B, NMOJY4YeHHBIX IOcje NMPUMEeHeHHsl Nnmpenapara
WM padoThl ¢ HUM

JIr060#1 HENCHOIH30BAHHBIN JEKAPCTBEHHBIN MpEnapaT MK OTXOABI CIEAyeT YTHIN3UPOBATh B
COOTBETCTBHUHU C JIOKAJIbHBIMH TPEOOBAHUSIMHU.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHUSA

Xopsartus

SPAH-TAJIEHCKU JIABOPATOPUM a.o.,

Cauieo 20, 51000 Pueka

7.1  IlpeacTraBuTe]b [ep:KaTesisi PerucTPANMOHHOrO Y/AOCTOBEPEHHS HA TEPPUTOPHHU

Coro3a



Poccuiickag @enepanus

[IpeacraButensctBo AAPAH-I'AJIEHCKU JIABOPATOPHUM a.o.

119330, r. Mocksa, JlomonocoBckwii np-T, 1. 38, od. 30,
ten./akc: +7 (495) 970-18-82.

OnektponHas moura: PharmNadzor@jgl.ru

Pecnyonuka Benapych

Axunonepnoe o6mectBo «JADRAN-GALENSKI LABORATORIJ d.d.» Pecrry6nmka XopBatus,

neiictByromee uepe3 I[lpencraButensctBo akmuoHnepHoro obmiectBa «JADRAN-GALENSKI
LABORATORIJ d.d.» (Pecniy6iinka Xopartusi) B Pecniyonuke Bemapychb

Anpec: 220062, r. Munck, ip. [To6eaureneit, a.104, nomemenue 6

Ten.: +37529 166 71 25

OnekrponHas nmoura: Elena.Yartseva@jglpharma.com
Pecny6nnka Kazaxcran

[IpencraButenscrBo AJAPAH-I'AJIEHCKU JIABOPATOPUI a.o.

Anpec: r. Anmatsr 050040, yin. Mapkosa, nom 61/1, ctpoenne Ne2, opuc Ne122
Ten.: +7 (727) 313 20 51

OnexrponHas noura: Regulatory-KZ@)jgl.ru

Keipreisckas PeciiyOimka

0OcO0 «<DASMED»

Anpec: r. bumkek 720043, yn. Canpiranuena, 1
Ten.: +996 312 3575 42

DnekTpoHHas nmoura: pv(@dasmed.kg

PGCHV6J'II/IKa ApMenuns

000 «®apm Tpact»

Pecny6nuka Apmenus, 0014, Epesan, yi. Mamukonsiai, 48
Ten.: +374 10 20 34 14
Anpec 3nekTpoHHOM mouTsl: pharmtrust@yandex.ru

8. HOMEP PEI'UCTPALHIMOHHOI'O YAOCTOBEPEHUA

9. IATA IEPBOM PETUCTPAIINU:

10. JATA IEPECMOTPA TEKCTA


mailto:PharmNadzor@jgl.ru
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OO61mas xapakTepucTHKa JIEKapCTBEHHOT 0 Mpenapara 3epKajauH, J0CTYIHA Ha HH(HOPMallnOHHOM
noprane EBpa3uiickoro "KOHOMHUYECKOTO COI03a B MH(GOPMAITMOHHO-KOMMYHHUKAIITHOHHON CETH

«naTepuer» (https://eec.eaeunion.org/).



