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3epkaaun®, 10 Mr/mi1, pacTBop /sl HAPYKHOTO IPHMEHEeHHs]

HeticTBytomiee BeecTo: KnnuaamMua

Ilepen nmpuMeHeHHeM Npenapara MOJHOCTHIO NMPOYHMTANTE JHUCTOK-BKJIAJINI, MOCKOJbBKY B
HEM co/iep:KaTcs BaskHble 1 Bac cBenenus.

Bcerna mnpuMensiiTe mnpenapar B TOYHOCTH C JIMCTKOM-BKJIAQJBIIIEM WIA PEKOMEHAALMIMHU
JIeYallero Bpaya.

CoxpaHuTe TUCTOK-BKJIabI. Bo3MoxkHO, Bam nmoTpebyeTcst mpounuTaTh €ro eie pas.

Ecnu BaM Hy)XHBI JOTIOJIHUTENbHbIE CBEICHUS TN PEKOMEHIAIMH, 00paTUTECH K JIeUallleMy Bpady
WA pPaOOTHUKY alTeKH.

Ecnu y Bac BO3HUKIM Kakue-IMOO HeXenaTelbHbIE peakiMu, oOpaTUTeCh K Jiedallemy Bpauy.
JlaHHasi peKOMEHIalus pacIpoCTpaHseTcs Ha JII0Oble BO3MOXKHBIE HE)KENaTeIbHbIE PEakiiH, B TOM
4lCJIe Ha HE NIEPEUNCIICHHBIE B pa3jiene 4 INCTKa-BKIaAbIIIa.

Ecnu cocrosHue He yIyqumacTCd Uik OHO YXyAIIacTCAd, Bam CJICOYyCT 06paTI/ITLCSI K Bpayy.

Cozlepmalme JJUCTKA-BRJIAAbIIIA

Yto u3 cedst CACTaBJIACT 3e KaHI/IH® n AJ1d 9€ro €ro NpuMcCcHAIOT.
b

O uem CJICAYCT 3HATH IICpec] MPUMCHCHUCM IIpCIiapaTta 3epKaHI/IH®.

[IpuMeHeHue npenapata 3epkamus®.

Bo3Mo:xHBIE HeXeaTeIbHbIE pcaKkmuu.

XpaHenue npenapata 3epkanun®.

AN O A

COI[ep)KI/IMOG YIIaKOBKHU W MTPOYNEC CBCACHUS.

1. Yro u3 cebs npeacrapiasieT 3epkaaun®, H ISl 4ero ero NPUMEHSIOT

®

HpenapaT 3epKaJ'II/IH COACPIKUT ,HeﬁCTBy}OIHCC BCIICCTBO KIIMHAAMHWIHWH, KOTOPOC ABJISACTCA

®

ElHTI/I6I/IOTI/IKOM-J'II/IHKO3aMI/IIIOM. HpenapaT 3epKaJ'II/IH OTHOCHUTCA K (I)apMaKOTCpaHeBTI/I‘{eCKOﬁ

rpymnme moa Ha3BaHHUEM «IIpCIiapaTbl MJIA JICUCHUA yrpeBoﬁ ChIlIK JISI HAPYKHOT'O IPHUMCHCHUSD).

[penapar 3epkanun®

obnasaer aHTHOAKTEPHATIbHBIM, HMPOTUBOBOCIAIUTEIBHBIM JICHCTBHEM, a
TaKXe CIIOCOOCTBYET CHIKEHUIO 00pa30BaHMsl KOMEIOHOB.

Iloxka3zaHusd K NPUMEHEHHIO

Ipenapar 3epkanun® npegHasHayeH s B3pOCIBIX U JeTeil B BozpacTe oT 12 jeT s JedeHus
yrpeBoii ceinu (acne vulgaris).

Cnioco6 aeiicTeus npenapata 3epkaaun®

KnuagamMunuH — siBIsieTcss aHTUOMOTHUKOM, KOTOPBIM OCTAaHABIMBAET PAa3MHOXKCHUE OakTepui,
NPUBOJSIIUX K BOCIIAJICHUIO TPH aKHE. B BBICOKMX KOHIIEHTpAIMSAX OH MOXKET BBI3BIBATH TMOEIb
HEKOTOpBIX OakTepuil. Kpome Toro, KIMHAAMHUIMH OKa3bIBaeT MPOTHBOBOCIAIHUTEILHOE JICHCTBUE

n CHOCO6CTByeT CHMIKCHHIO 06pa3OBaHI/I}I KOMCIOHOB.



J1M-Ne006002-IT1-BY

COIMACOBAHO COOTBETCTBYET 3KCMEPTHOMY OTYETY

~ NG 7 Me 710
MWHUCTEPCTBOM 3[1PABOOXPAHEHUS ot 16.09. 2024 K= 19728

o LS NE P

PECIY KW BENAPYCb
e dnor SieMsIemy T 3HATh nepea npu enennemmegmaa@pmq@uﬂ, 0003)

NOCNEQOBATENbHOCTL 0008

IIporuBoNOKa3aHUA

He npumensiite npenapat 3epkajaun® ecJu:

y Bac aAJUICprusg Ha KJIMHAAMUIIHUH, ,[[perﬁ AHTHOMOTHK — JJMHKOMUIWH HUJIN JIHI00BIE APpyruc

KOMITOHCHTHI IIpeTiapaTa (HCpC‘-II/ICJ'ICHHBIe B paszciic 6 J'II/ICTKa-BKJ'IaI[LII_Ha);

3331 paHee CTpadajii OCTPbIM BOCIIAJICHUCM KHIICYHUKA (KOHI/IT), CBA3aHHBIM C IIPUEMOM

AHTUOUOTHUKOB.

Oco0ble ykazaHusi H Mepbl IPEAOCTOPOKHOCTH

Hepez[ IMPUMCHCHHUECM IIpCriapaTa 3CpKaJ'II/IH® HpOKOHcyHLTHPYﬁTeCB C JICHallluM BpadoM.

® Ha CJIHU3UCTYIO O6OJ'IOLIKy ria3 u B

Crnenyer m3beraTh momajaHus mpenapaTta 3epKajvH
nosocts pra. Ilocme HaHeceHusl mpemnapara ciaelyeT TIATENbHO BBIMBITE pykH. [lpum
CIIy4allHOM KOHTaKT€ C YyBCTBUTEJIbHBIMU IIOBEPXHOCTSIMM (TJa3a, CCaAUHbI Ha KOXKE,
CJIU3UCTBIE 000JI0YKH) CIIeyeT OOUIBHO MPOMBITH JaHHYIO 00J1aCTh MPOXJIaHOW BOIOM.

[IpuMenenre npenapata 3epkanuH® (Kak U APYTUX aHTMOMOTHKOB) BHYTPb WIM B BHJIE
UHBEKIUH (MapeHTepajbHO) B psifie CIyyaeB CBS3aHO C Pa3BUTHEM TSDKENOH auapeu u
BOCMAJICHUs KHIIEYHHKAa C Juapeei (mceBaoMeMOpaHO3HOTO KojuTa). [Ipu HapyxHOM
NPUMEHEHUH KJIMHAAMUIMHA CIy4Yad BO3HUKHOBEHHUS TUAaped M BOCHAJIECHUS KUIIEYHHKA
pENKH, TEM HE MEHEE, CIENyeT NPOSABIATH OCTOPOKHOCTb, U IPU Pa3BUTHM BBIPAKECHHON
WIM TPOJOIKUTENHHOM Juapen, cielyeT NpeKpaTWTh NpUeM mpenapara 3epkanun® u

00paTUTHCS K Bpayy.

JeTn 1 NoaApOCTKH

He naBaiite npemapat nersm B Bo3pacte oT 0 mo 12 ner mockoibKy 3(QQEeKTUBHOCTh U

0e30IMacHOCTh HE YCTAHOBJICHEIL.

Jlpyrue npenapartbl ¥ npenapaT 3epKajJuH

®

COO6H_II/ITC CBOCMY JICHAIICMY Bpady O TOM, 4YTO 3331 MNPpUHHUMACTC, HCAABHO INPUHUMAINU HIIU

MOKCTC HAYaTh IPUHUMATDb Kakue-I100 APYTHUe npceriaparsbl.

He pekoMeHyeTcsi OJHOBPEMEHHOE NpUMEHEHME Mpenaparta 3epkanuH® ¢ ApyruMH

pernapaTamMy s JIGYEHMs] YTPEBOM  ChIIM, COAEPXKALIMMHU  OTLIEJYIIMBAIOIINUE,
cMsryamomue M adpa3uBHBIE BelleCTBa (Hampumep, OCH30MI MEPOKCH], TPETHHOUH,
PE30PLIMHOII, CAJIMLMIOBAs KHUCIOTa, CEpa) M3-32 BO3MOYKHOIO pa3Ipa’KaroLIEro NEHCTBUS
Ha KOXY.

Ecnu Bbl npuHuMaeTre npenapathl, coepiKaliie aHTUOMOTHK SPUTPOMHUIIMH, COBMECTHOE
TIIpYMEHEHHE C TIpenapaToM 3epKaauH®, MoxkeT 0cnaduTh 3QGEKTUBHOCTD JEUEHHUS.

®

Ecnu Bpl npuHMMaeTe MHOpEIaKCaHThl epUpEepUIecKoro JeicTBUs, npenapar 3epKaluH

CJICAYCT HPUMCHATL C OCTOPOKHOCTBIO, TaK KaK OH MOXKCET YCUJINTh UX JeficTBHE.
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Ecnmu Bbl OepeMeHHBI MM KOpPMHUTE TpYAbIO, TyMaeTe, 4yTo, 3a0epeMeHeNy, WU IUIaHUpyeTe
OepeMEeHHOCTh, Iepe/l HadajioM MpPUMEHEHHs Npenapara MNPOKOHCYJIbTUPYHTECh C JeyalluM
BpPa4yOM.

YnpasiieHHe TPAaHCIOPTHBIMH CPEACTBAMH M padoTa ¢ MeXaHU3MaMH

[penapar 3epkanun®

HE BIMSET Ha CHOCOOHOCTH YIOPAaBJIATh TPAHCIIOPTOM HJIM 3aHUMATHCA
APYTrUMH TOTCHOHAJIBHO OIIACHBIMU BHUAAMU  ACATCIIBHOCTH, Tpe6y10U_II/IMI/I MMOBBIIICHHOH

KOHILOCHTpAallW BHUMAaHUS U 6LICTpOTBI NNCUXOMOTOPHBIX peaKHHﬁ.

3. Ilpumenenue npenapara 3epkaaun®
Bceerna npumensiTe QaHHBIM Ipenapar B IOJHOM COOTBETCTBUU C JIMCTKOM-BKJIAJBIIIEM WM C
pEKOMEHAALMAMU Jievyalero Bpada. IIpu mosiBIEHMHM COMHEHUI IOCOBETYHTECH C JIEUaIUM
Bpa4yOM.
Pexomennyemas 103a
PacTBOp HaHOCAT Ha MOPAXEHHYIO O0JACTh MPEABAPUTEIHHO OYHMILEHHON M BBICYIIEHHOW KOXU
2 paza B CyTKH, YTPOM U BEUEPOM.
Iyt 1 (M14) cI0C00 BBeIeHUSA
[Ipenapat HaHOCSAT Ha MOPAXXEHHYIO 00J1AaCTh MPEABAPUTEIHHO OUUIIICHHON U BBICYLIEHHON KOXH.
Ipenapar 3epkanun® peaHa3HaueH TONBKO IS HAPY’KHOTO MPUMEHEHHS.
[TpumensiiiTe mpenapaT TOJBKO COIVIACHO TOMY CHOCOOY MPUMEHEHHS M B TeX J03aX, KOTOpbIE
yKa3aHbl B JIMCTKE-BKJIabIIIe. B ciaydyae HEoOXOAMMOCTH, MOXKalyiicTa, IPOKOHCYJIbTUPYHTECH C
BpavyoM I€pe]] IPUMEHEHUEM Mpernapara.
IIpoxonxuTeILHOCTD JICYCHUS
JUid moaydeHMsl yIOBJIETBOPUTEIBHBIX PE3YIbTATOB JICUEHUE CIIEAYET IPOJOJDKaTh B TEUCHHE
6-8 Hezenb, a IpU HEOOXOJUMOCTH MOYKHO HPOJIOJIKHUTE 10 6 MECSILIEB.
Ecin Bol npuMennan 6oJbiie npenapara 3epkajnn®, 4eM cJ1e10BasIo
I[Ipy HAapy)XHOM NMPUMEHEHHH YPE3MEPHOr0 KOJIMYECTBA MpenapaTa 3epKanuH® MOIyT BO3HUKHYTH
HEXEJIaTeNIbHBIE PEAaKLUH, CBA3aHHBIE C BCAChIBAHMEM IIpernapara B KpOBOTOK. Y Bac Moxer
MOSIBUTBCS IUApEs], B TOM UUCIIE C KPOBBIO, a TAK)KE BOCIIAJIEHUE KUIICUHUKA.
B citydae nosiBeHus: HeXeNaTenbHbIX PEAKIMI BCIEICTBUE YUPE3MEPHOTO IPUMEHEHMS IIpenapara,
clleflyeT 0OpaTUTHCS K Bpady /sl IPOBEJCHUS COOTBETCTBYIOILETO JICUEHUS.
Ecin Bl 326bU1H NPUMEHATH Npenapat 3epkaann®
He npumensiite 1BoiHYyI0 103y, 4TOOBI KOMIIEHCUPOBATH MPOIYIIEHHYIO.
Eciu Bbl 3206111 IIPUMEHUTH HpenapaT 3epkaiua® IpocTo IPO0KUTe IPUMEHEHHE TIperapara B

COOTBCTCTBUH C NAHHBIM JIMCTKOM-BKJIAABIIIEM WJIN PCKOMCHAALIUAMU Bpayda.
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CBOEMY Bpady.
4. Bo3mokHbIe HexkelaTelbHble peaKIuu

[lomo6HO BceM JIeKapCTBEHHBIM IIperapaTtaM, MpemapaT 3epKaluH® MOXKET BBI3BIBATH

HE)KeNIaTeIbHbIE PEaKI[MH, OJHAKO OHU BO3HHKAIOT HE y BCeX. IIpW MOSBICHHH HEXeaaTebHBIX

peakuuii IPOKOHCYJIbTUPYHUTECH C BPAuOM.

Huxe npeacTaBjJd¢Hbl BO3MOKHBIC HEKEJIATC/IbHBIC PCAKIIMU, KOTOPbI€¢ MOI'YT BOBHUKHYTb Ha

¢one npumMenenns npenapara 3epkajaun®:

Ou4eHb yacTo (MOTYT BO3HHMKATh Oosiee ueM y 1 yenoseka u3 10)
e CyXxoCTb KOXH, pa3IpakeHUe KOKHU, KpaTUBHUIIA.

Yacto (MoryT Bo3HUKATh He Oosiee yem y 1 uenoseka u3 10)
o [loBeimieHHOe canooTaeneHue (cedopes).

HeuacTto (Moryt Bo3HUKaTh He Oomee ueM y 1 uenoseka u3 100)
e Hapymenue numeBapeHus.

YacroTa HeM3BeCTHA (4aCTOTA HE MOXKET OBITh OLICHEHA HA OCHOBAaHUM UMEIOIIUXCS JAHHBIX)
e BocnaneHnue KuiieyHuKa ¢ Auapeei, 00Jb B )KUBOTE;
e BocnaneHue K0u, BHI3BAaHHOE KOHTAKTOM C pa3JpakuTeseM (KOHTaKTHBIN 1epMaTuT);
e Bocnanenue B 00;1aCTH BOJOCSHBIX (HOJUTUKYIIOB ((DOJITUKYINT);

e boub B riazax.

Coo0uieHne 0 HexKeIaTEJbHBIX PeaKIUAX

[TpoxoHCYnBTUPYHTECH C BpauoM, €ciau y Bac BO3HHMKAlOT Kakue-TuO0 HeXeaaTelbHble peakiuu.
JlaHHasi peKOMEHalus pacIpOCTpaHsIeTCs Ha JII0Oble BO3MOXKHbIE HEXellaTelIbHbIE PEaKIH, B TOM
qucJie He MePeUnCIICHHbIE B IUCTKE-BKIIAIbIIIIE.

BbI Takke MoxkeTe COOOIIUTh O HEXENTATENbHBIX peakusX B MHPOPMALMOHHYIO 0a3y JaHHBIX MO
HEeXXeJaTeIbHbBIM peakiusM (JIeHCTBUAM) Ha JIEKapCTBEHHBIE Mpernaparhbl, BKIOYas COOOLICHUS O
Hea(exTuBHOCTH JIeKapCTBEHHBIX Ipernaparos, BBISIBIICHHBIX Ha TEPPUTOPUU
rocyaapcTna — wieHa EBpazuiickoro 5KOHOMHYECKOro COr03a.

Poccuiickag @enepanusa

denepanbHas cayx0a mo Hag3o0py B cdepe 3apaBooxpaneHus (PoczapaBHanzop).
109012, r. Mocksa, CnaBsiHCcKas Tuiomanis, 1. 4, crp. 1
Tenedon: +7 800 550 99 03.

OnexkrpoHHas noura: pharm@roszdravnadzor.gov.ru, npr@roszdravnadzor.gov.ru

WutepHer-caiit: https://roszdravnadzor.gov.ru

Pecnybnuka Benapych

PVII «lleHTp 3KCIIEpTU3 U UCIIBITAHUMN B 3[paBOOXPAHECHUN»
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Ten./daxc: +375 1724200 29
OnexktpoHHas noura: repl@rceth.by

HUntepuer-caiiT: www.rceth.by

Pecnv6nm<a Kazaxcran

PITI na IIXB «HauuOHaJIbHBIM LEHTP SKCHEPTU3bl JIEKAPCTBEHHBIX CPEIACTB U MEAULMHCKHX
m3nenuit» Komurera MeaMuuMHCKOrO #  (apMaleBTHYECKOTO  KOHTpoisi MUHHUCTepCTBa
3npaBooxpaneHus Pecnyonuku Kazaxcran

Anpec: 010000, r. Acrana, paiion baiikonslp, yi1. A. Imanosa, 13.

Tenedon: +7 (7172) 78 99 11

OnexrponHas noura: farm@dari.kz

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

KeIpreizckas PCCHV6J'II/IKE[

JlemapTaMeHT JIEKApPCTBEHHBIX CPEACTB M MEIUIMHCKUX W3AeNud npu MUHUCTEpCTBE
3npaBooxpanenus Keipresckoit Pecmybnku

Anpec: 720044, r. buikek, yn.3-s nunus, 25

Tenedon: +996 (312) 21 92 78

OnextponHas nouta: dlomt@pharm.kg

WutepHer-caiit: http://www.pharm.kg

Pecnv6nm<a ApMeHus

AO3T «Hay4Hblil LIEHTp AKCHEPTU3BI JIEKAPCTB U MEIULMHCKUX TEXHOJIOTHH MM. AKageMuka O.
["abpuensna»

Anpec: 0051, r. Epesan, mp. Komuraca, 49/4

Tenedon: (+374 10) 231682, 230896, 234732, 232091

DnexTpoHHas nouta: admin@pharm.am, vigilance@pharm.am

WutepHer-caiit: http://www.pharm.am

COO6H_[3.$I O HCXKCIIATCIIbHBIX PCAKIUAX, Ber nmomoraete MOJIYYUTDb 0oublIIEe CBCI[CHHIZ 0
0€30MacHOCTH Ipernapara.

5. Xpanenue npenapara 3epkaaun®
XpaHI/ITe npenapar B HEAOCTYITHOM JJIsL pe6eHKa MECCTC Tak, YTOOBI pe6eHOK HC MOI' YBUJICTH €TO.
He HpHMeHHﬁTC npenapar mocje UCTeHCHUA CpoOKa roAHOCTU (chKa XpaHeHI/IH), YKa3aHHOI'0O Ha
YIIaKOBKE. Z[aTOﬁ HUCTCUCHUA CpOKA TOAHOCTHU SBJISACTCA HOCJ'IeI[HI/II‘/'I ACHb JaHHOI'O MECiAla.

XpaHuTth npu Temneparype He Boiiie 25 °C.
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ClIeyeT yTHWIM3MPOBATh (YHMUYTOXATh) Mpernapar, KOTOphli Oonblie He moTpedyercs. DTU Mephl
IIO3BOJISIT 3AILUTUTD OKPYKAIOILYIO CpELy.
6. Coaep:xxumoe ynakoBKHU U NPoO4Ne CBeICHUSA
Mpenapat 3epkaaun® comepKuT:
JIeiCTBYIOLMM BEILIECTBOM SIBJISIETCS KJIIMHAAMHUIIMH.
1 Mn pacTBOpa A HApYy)KHOTO MpHUMEHEeHHs coaepkuT 10 Mr kiIMHAaMuIMHA (B BUJAE
THIPOXJIOPHIA).
[TpounMu UHrpegueHTaMu (BCIIOMOTaTeIbHBIMU BEIIECTBAMH) SBIISIOTCS: 3TAHOJ (CHUPT STUIIOBBIN
96%); IPOMUIICHTIMKOIb; BOJIa OUUIIICHHAS.
Buemnnii Buj npenapara 3epkajun® U cogepKuMoe yHAKOBKH
PacTBOp 11151 HAPY)KHOTO TPUMEHEHHS.

becupernas npo3pavyHas ) KUAKOCTb C XapaKTCPHBIM 3aIl1aXOM 3TaHOJIA.

JepxaTesib periCTPANMOHHOI0 YIOCTOBEPEHUSI H IPOU3BOANTE/Ib
Xopsarus

SAPAH-T AJJEHCKU JIABOPATOPHU a.o.,

Cauno 20, 51000 Pueka.

3a 1000ii mHpopmanmeil o mpemapare, a TakiKe B CJIy4asiX BOSHHKHOBEHHUSI IpeTeH3HH
ciaenyer o0pamiaTbcsi K MECTHOMY MpPEACTABHTENI0O JepiKaTeds PerHcTPanHOHHOIO
YAOCTOBEpPEHHS:

Poccuiickas Penepanuvs

[IpencraBurensctBo AJPAH-I'AJIEHCKHU JIABOPATOPU a.o.

119330, r. MockBa, JlomonocoBckwuit np-T, 1. 38, od. 30,
ten./axc: +7 (495) 970-18-82.

OnexrponHas noura: PharmNadzor@jgl.ru

Pecnybnuka Benapych

AxunonepHoe o6mectBo «JADRAN-GALENSKI LABORATORI d.d.» Pecnybnuka Xopsatus,

neiictByromee yepe3 IlpencraBurtenbctBo akiumonepHoro obOmiectBa «JADRAN-GALENSKI
LABORATORIJ d.d.» (Pecniybnuka Xopsatusi) B Pecybnuke benapych

Anpec: 220062, r. Munck, nip. [Tobenuteneit, n.104, momemenue 6

Ten.: +37529 166 71 25

OnextponHas nouta: Elena.Yartseva@jglpharma.com

PGCHV6HI/IK3. Kazaxcran

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

Anpec: r. Anmatsl 050040, yn. MapkoBa, nom 61/1, ctpoenune Ne2, odpuc Nel22
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OnextponHas noura: Regulatory-KZ@jgl.ru

KoIproisckas PCCHV6JII/IK21

0OcO0O «DASMED»

Anpec: r. bumikek 720043, yn. Cagpiranuena, 1
Ten.: +996 312 35 75 42

OnextpoHHas noyra: pv@dasmed.kg
PecniyOninka Apmenus

00O «®apm Tpact»

Pecnyonuka Apmenust, 0014, EpeBan, yn. MamukoHsHi, 48
Ten.: +374 10 20 34 14

Anpec 31eKTpoHHOI nouTsl: pharmtrust@yandex.ru.

JINCTOK-BKJIABIII nmepecMoTpeH

IIpoune ucrouyHNKH UHPOpMALNH
[TonpoOHble cBeAeHUS O JaHHOM TIIpemapare cojepxarcsi Ha BeO-caiite Epasuiickoro

3KOHOMHUYECKOT0 cOro3a http://eec.eaeunion.org/




