COOTBETCTEYET ZKCNEPTHOMY OTUYETY

ot 11.07.2025 N= 17361

OBIIASI XAPAKTEPUCTHKA JIEKAPCTBEHHOT O ITPEHAPATA "

1. HAUMEHOBAHME JIEKAPCTBEHHOI'O ITPEITAPATA

Huddepun, 0,1 %, kpeM U1 HApYyKHOTO TPUMEHEHUSI.

2. KAMECTBEHHBIN U KOJIMUECTBEHHBIN COCTAB

JlelicTByIOI1IIEE BEILIECTBO: aJ1allaJICH.
1 r kpeMa conepxuT 1 Mr ajananeHa.

BemiectBa, HanmM4yue KOTOPHIX HAQJ0 YYUTHIBATH B COCTaBe JICKAPCTBEHHOTO Ipernapara:
METHUJITIAparuIpoKCUOEH30aT, MPOMIIIaparuapokcuoeH3oar (cM. pazzaen 4.4.).
[TonHbIi MepeYeHb BCIIOMOTaTEIbHBIX BEIIECTB MPUBEIEH B pa3zerne 6.1.

3. JEKAPCTBEHHAS ®OPMA

Kpem a5t HapyKHOTO IPUMEHEHHSI.

bnecTsamuii kpem 6enoro nsera.

4. KIMHUYECKHUE JAHHBIE
4.1. IToka3zaHusi K NPUMEHEHHUIO

[Ipemapar Juddeprn mokazan k NpUMEHEHHIO Y B3pOCIBIX U JeTei B Bo3pacTe oT 12 g0 18 ner mis
JIEYCHHS YTPEBOM CHIMH JIETKOW U CpETHEN CTENEHHU TSHDKECTH, B TOM YHUCJIE MPU HATMYUHA KOMEIOHOB,
namnyi U mycTyi.

4.2. Pesxum 103MPOBAHMA M CIIOCO0 MPUMEHEHHUS

PexuM no3upoBaHus

Bspocnvie

Kpewm cnemyer HAaHOCUTh TOHKHM CJIOEM Ha TOPaKEHHBIE YIPEBOW CHINMBIO YYaCTKH KOXH | pa3 B
CYTKH TIepeJl CHOM Ha YUCTYIO CYXYI0 KOXY, M30eras nornagaHus Kpema B IJ1a3a, Ha TyObl, CIIM3HUCThIE
000JIOUKH U YyTOJIKH HOCA.

3aMeTHOE KIMHUYECKOE YIyUlIEeHHE pa3BUBAETCs Nocie 4—8 HEJENb JISUEHUs], CTOMKOE yIydlleHHe
— rociie 3-X MeCAYHOro Kypca JISUeHusl.

[TockonbKy IpH JIEUEHUHU YTPEBOU CHINU MPUHSITO Y€PEAOBAHNE METOJOB TEpPAH, TO Uepe3 3 Mecsia
Tepanuu mpernaparoM HeoOX0IMMO MEPECMOTPETh HA3HAYEHHOE JICUEHHE.

eTu
Pexxum no3upoBanus 71s AeTel B Bo3pacte oT 12 1o 18 et He oTiinyaeTcst OT pexxuma JT03UpOBaHUs
JUTSL B3POCIIBIX.

DddexkTuBHOCTH M 0€30MACHOCTh Tpemapara A JeTell B Bo3pacTe 10 12 JeT He yCTaHOBJICHBI.
JlaHHBIE OTCYTCTBYIOT.

Croco0 ImpuMeHeHus
ToJsibKO 111 HApY’KHOTO IIPUMEHEHUS.

4.3. [IporuBonoka3anus
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IIEPEYUCIIEHHBIX B paszene 6.1.
e Jlerckuii Bo3pacT 10 12 net (3¢ peKTUBHOCTH U 6€30MIaCHOCTH IperapaTa s JaHHOW BO3PACTHOM
KaTerOpuH HE YCTAHOBJICHBI).

4.4. OcoOble yKka3aHHMs M Mepbl PEeJ0CTOPOKHOCTH NPU NIPUMEHEeHUH

[Ipu momo3peHNHM Ha pa3BUTHE PEAKIUH MOBBIIMICHHON YyBCTBUTEIBHOCTH WM TSHKETIOW (POpMbI
pasapaxeHus KOKU CleyeT IPEeKpaTUTh IPUMEHEHHE IIpenapara.

B HEKOTOPBIX CiIy4dasaX, B 3aBUCUMOCTH OT CTCIICHU pa3sApaXCHUSA KOXHU, YUCIIO HAHECEHHUI MOXKET
OBITh COKpalI€HO, MOXKET OBITh PCKOMCHAOBAHO HNPHUMCHCHHEC HCKOMCAOTCHHBIX YBJIAXKHAIOMIUX
CpE€ACTB HUJIN JICYCHHUEC ITPUOCTAHOBJICHO 10 HCUC3HOBCHUS IIPHU3HAKOB pasapa KCHH WJIN ITOJTHOCTBIO.
Bo300H0BICHNE JIeUEHUS BO3MOKHO I1OCIIE KOHCYJIbTal1 C Bpa4OM.

Crnenyet usz0erarh nmonajgaHus Kpema B 171a3a, pOT, yroJIKUA HOCA M Ha CIIU3UCTHIE 000I0UKH.
[Tpu cmyuaiiHOM TTOTIaIaHUK TIpeTiapara Ha CIIM3UCThIE 00O0JI0YKH T1a3, HEOOXOIUMO Cpasy MPOMBITh
HUX TEIJION BOIOMH.

[Ipenapar Henb3s HAaHOCUTH Ha IMOBPEXKJIEHHYIO B pe3ysibTare TpaBMbl (IIOpPE3bl WM CCAJMHBI),
COJIHEYHOT'O 0’KOI'a UJIU K3EMATO3HYIO KOXKY.

[Mpenapar quddepun obramaer MECTHOPA3IPAKAIOIMIUM MOTSHIIMAIOM y HEKOTOPBIX MAIEHTOB,
[I03TOMY CJEQyeT C OCTOPOXHOCTbIO COBMEIATh IPUMEHEHHE CO CpeACTBaMH, 00iaJaroliuMU
MOTEHLUAJIBHO Pa3Ipa’kalolUuM JeHCTBUEM (HapuMep, MEIULMHCKUE WM a0pa3uBHbIE MblIa WU
OYMILAIOLIUE CPEACTBA, KOCMETUYECKUE CPEACTBA C CHIBHBIM IOACYIINBAIOIIUM KOXY NEHCTBUEM
W/WJIM CPENICTBA C BBICOKUM COZEpPKAHUEM CIIUPTOB, BSLKYIIMX BEIIECTB, CIIEHUHN WK J1aiiMa).

Jlnst jedeHus y3J0BaThbIX WIM KOHIVIOOATHBIX aKHE TKEIOW CTENeHM MPUMEHSIOT CHUCTEMHbIe
aHTHOaKTepHaJIbHbIE IIpernaparbl + ajananeH, OeH30MIa MEePOKCHU]T UM KOMOMHAIMIO ajganajieH +
OeHzomsa nepokcul. B aToM citydae ajananeH MoXeT MPUMEHATHCS JUIs JIeUeHHs YTPEeBOM ChINU Ha
Juie, TPy WIM ClMHE Noj HaOmoneHueMm Bpadya. OJHAKO HE CleayeT MPUMEHSTh aJanalieH B
MOHOTEpAINH Y HallMEeHTOB C TSHKEIO0H pOpMOii yrpeBoil ChIIM Ha OOIIMPHBIX YYaCTKAX KOXKH.

[Ipenapar B Buae kpema Jiydiie OAXOANT JIUIsl IPUMEHEHUS Ha CYXOU U CBETJION KOXKE.

Bo u3bexxanue pazapakeHus: KOXKH IPU IPUMEHEHNUH ajianajieHa HeoOX0AUMO CBECTH K MUHUMYMY
BO3/ICIICTBHE COTHEYHOTO CBETA U HCKYCCTBEHHOTO YABTPa(oIETOBOro 00IyYeHHU s, BKITFOUas JaMIIbl
COJIHEYHOro cBeTa. Ecam u3bexarb Takoro BO3IEHCTBHS HE MPEICTABISIETCS BO3MOMKHBIM,
PEKOMCHAYCTCA NPUMCHCHHUE COJTHIC3AIMUTHBIX CPEACTB U OACKIbI IJIA 3alllUThl YYaCTKOB KOXKH, Ha
KOTOpBIE OBbIJT HAHECEH Mpernapar.

Taxoke cienyer n3beraTh SKCTPEMAaJbHBIX MMOTOAHBIX BO3JACHCTBUMN, TAKUX KaK CHUJIBHBIN BETEp WM
XOJIONl, TaK KaK 3TO TaKXe MOXET IPOBOLUPOBaTh pa3IpakeHUE HAa Y4YacTKaX, Ha KOTOPBIX
MPUMEHJICS ITpenapar.

ITpu npumenenun npenapara {uddepruH BO3MOXXHO HCIOJIb30BaHUE KOCMETHYECKHX CPEJCTB, HE
00J1a/1al01INX KOMETOTeHHBIMU WM BSDKYIIMMU CBOMCTBaMHU.

BcenomorarenpHbIe BENIECTBA
Kpem [duddepun conepxur metunnaparugpokcudensoar (E 218) u nponunmaparuapokcubensoar
(E 216), koTopble MOTYT BBI3BIBATh AJJIEPTUUECKUE PEAKIIMH (BO3ZMOXKHO, OTCPOYECHHBIE).

4.5. BzaumopeiictBue ¢ JAPYrMMHM JICKAPCTBEHHBIMH IpenapataMM HW Jpyrue BHIbI
B3aHMMOJAeHCTBHS

AbcopOrus afamnaneHa uepe3 KOoxKy sSBIISETCS HU3KOM, TO3TOMY €ro B3aUMOJICHCTBUE C CHCTEMHBIMH
JIEKapCTBEHHBIMU ITpenapaTaMu MaJIOBEPOATHO.
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NPUMEHATHCS HApy)KHO W OAHOBpeMeHHO ¢ mpemnaparoM Juddepun. Ilpu npumeHeHuu kpema
Huddepun B BeuepHee BpeMs, yTPOM MOXKHO IPUMEHATH TaKUe MPenaparsl Uil Hapy>KHOTO JICUCHHUS
YIPEeBOM CBHINM, KaK pacTBOpPHI spurpomunuHa (10 4 %) win kauHnamunuHa gocdara (1 % B
nepecyere Ha OCHOBaHME), UM rejy OeH30MIa epoKcH1a Ha BOAHON ocHOBE (10 10 %), HOCKOIBKY
JaHHBIE Mpenaparhbl He BBI3BIBAIOT B3aUMHOM JIETpalalliy WIIM KyMYJISITHBHOTO pa3apaxeHnus. TeM He
MeHee, OHOBPEMEHHO C a/IallaJIeHOM HE CIIelyeT IPUMEHSATh IPyTHe PeTHHOUIBI WIIH TIPETapaThl co
CXOIHBIM MEXaHU3MOM JICHCTBUSI.

OnHoBpeMeHHOe mpuMeHeHue mpenapata luddepun u cpeacTB g NWIMHTA, aOpa3HBHBIX
OYHUIIAIOUIUX CPEJICTB, a TaKXKE CPEACTB C MOACYLIMBAIOIIMM, BSKYIIUM WIH DPa3Apa)karoiiuM
neicTBreM (apoOMaTUYeCKUX WM CIIUPTCOACPKAIIUX CPEACTB) HE PEKOMEHTy€eTCS.

4.6. ®epTUIBLHOCTD, 0€PEMEHHOCTD U JIAKTAIIUA

bepemeHHOCTB
Kinnanueckuit onbpIT HAPY>KHOTO MIPUMEHEHUS ajjanajieHa npu 0epeMEeHHOCTH HOCUT OTPaHUYCHHBIN

XapaKTep, OAHAKO AOCTYIIHBIC HAHHBIC Yy MAIMCHTOK, IOJYYAaBHIUX IPCIApPAT Ha PAHHUX CPOKaAX
6€p€M€HHOCTI/I, HE CBUACTCIILCTBYIOT O €TI0 OTPUIATCIIbHOM BJIMAHWU HA TCHCHUC 6Cp€MeHHOCTI/I NN
Ha 3J0POBLEC I1JI0AA.

B cBsi3u ¢ orpaHMuYEHHBIM XapaKTEpOM HMEIOIIMXCS JaHHbBIX, a TAKXKE BCIEICTBUE BO3MOXKHOCTHU
HE3HAYUTEJIbHOIO MPOHMKHOBEHMs ajamnajneHa uepe3 Koxy, npemnapar uddepun He cienyer
IIPUMEHSITH BO BpeMsl OEpEMEHHOCTH.

B CJIydac HACTYIJICHUA 6epeMeHHOCTI/I JICUCHUC MperapaToM CICAYCT IPCKPATUTD.

JlakTarms
WccnenoBannii MpOHUKHOBEHHUs Mpenapara B IPyJIHOE MOJIOKO JKMBOTHBIX WJIM YEJIOBEKAa MOCIE
HaHECEHUS Ha KOXKY HE MPOBOIUIIOCH.

ITockonpKy cucTeMHas skcno3uuus mnpenapara JuddepuH y KOpMAIMIMX TpPyAbl0 KEHIIUH
HE3HAYMTEIbHA, HE IPEANoaraeTcsi Kakoro-i1u0o Bo3/1eHCTBUS Ha JIeTel, HAXOAAIUXCS Ha TPYIHOM
BckapminBanuu. [Ipenapar J{uddeprn MOXXHO NIPUMEHSATH B IEPHOJL TPYTHOTO BCKApMIIMBAHHUSL.

Bo u3bexanne KOHTaKkTa Ipy/IHOTO peOeHKa ¢ IpenaparoM, Ipyu NpuMeHeHnu npenapara Judpdepun
B IIEpUOJ] TPYAHOTO BCKapMIIMBAaHUS ClIeyeT N30erarb HaHeCEHUs! Ha 00JIacTh IPYy/IH.

4.7. BiusiHue Ha CHOCOOHOCTH YNPABJATH TPAHCIOPTHBIMM CpeAcTBAMM M padorarh ¢
MeXaHH3MaMu

Kpem [duddepun He oka3bBaeT BIMSHHUS Ha CHOCOOHOCTh K YIPABIECHUIO TPAaHCHOPTHBIMU
Cpe/ACTBaMH U paboTe ¢ MEXaHU3MaMHU.

4.8. HexxennaresibHbIE peakuum

TabnuyHoe pe3toMe HekenaTeIbHbIX PeaKIIHid

[Tpu nmpumenenun npenaparta Jnddepun, kpem sl HAPYKHOTO MPUMEHEHHUS, MOTYT BO3HHKATH
HEeXKeNaTeNbHbIe peakluu, TMpuBeneHHbie B Tabmuie 1. JlaHHBIe peakuuu pacmupeneseHbl I0
CHUCTEMHO-OPTaHHBIM KJIACCaM M YaCTOTE BCTPEYAEMOCTH C MCTIOIB30BAHUEM CJICTYIOIICH MPUHATON
Kiaccuukanuu: odeHb yacto (>1/10), gacro (>1/100, Ho <1/10), Heuacto (>1/1000, HO <1/100),
peaxo (=1/10 000, vHo <1/1000), ouenp penko (<1/10 000), gyactoTra Hew3BecTHa (Ha OCHOBAaHUHU
UMEIOIIUXCS TAHHBIX OI[CHUTH HEBO3MOKHO).
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Taoaunna 1.
CucreMmHo-oprannblii kiaace | Yacrora HexenarenbHasi peakuus
(MedDRA) BCTPEYaeMOCTH
Hapymenuss co  cropons! | Yacrora AnadunaktTuueckas peakuus,
UMMYHHOU CHUCTEMBI Heu3BecTHA™ AQHTHOHEBPOTHYCCKUIT OTeK (oTek

KBuHKe), oTek yuia, oTeK ryo

Hapymenuss co  cropons! | Yacrora Paznpakenue Koku BeK, dpuUTEMa KOXKHU
oprana 3peHust Heu3BecTHA™ BEK, 3y/l BEK, OTEK BEK
Hapymenuss co  cropons! | Yacto CyXoCcTh KOXH, pa3IpaXCHHE KOXH,
KOXKH Y TTOIKO’KHBIX TKaHEH (>1/100, o <1/10) OIIYIIICHUE YKECHUS KOXKH, IpUTEMaA

Heuacto KOHTaKkTHBIA ~ JEpMaTHT,  OIILYIICHHE
(>1/1000, HO <1/100) | TECKOMdOpTa, COIHEYHBIA OXOT, 3V,
HIETyIICHHE KOXKH, yrpeBast ChIllb

Yacrora Aunnepruyeckui JIepMaTUT
Hen3BecTHA™ (anmnepruueckuil KOHTAKTHBIA JIEpPMaTUT),
00J1€3HEHHOCTh KOXKH, OTE€K KOXKH, OKOT B
MecTe HaHeCEeHUS™*, TMImomMrMeHTaIs
KOKH, TUTIEPIIUTMEHTAIHUS KOKU

* JlaHHBIC TOCTPETUCTPAIIMOHHOTO HAOIIIOACHUS
** BOJIPIIMHCTBO CIIy4acB «0XKOTa B MECTE HAHECEHHs» OBbLIM MOBEPXHOCTHBIMH, HO TAaKKe COOOIIANOCH 00 0)korax
BTOPOI cTeNeHU

OnucaHue OT/IENbHBIX HEXKENIATEIIBHBIX PEAKIUI

Bo BpeMs mOCTperucTpalliOHHOro HaOMIOAEHMs] ajanajeHa ObUIM  3aperucTpUpOBaHbI
JJIEprUYecKue peakluy M peakluM TMIepyyBCTBUTENbHOCTH. Jleuenue npenapatom [luddepun
ClIeZlyeT IPEeKpaTUTh, €CJIU BO BPEMs JICUEHUS BO3HUKJIA aJljiepruueckas Win aHapuiakruyeckas /
aHauIakToMHaAs peakius (HampuMep, KOKHasl Chlllb, 3yJ, KpalUBHUIA, OOJb B TPYOH, OTEKH
(aHrMOOTEK), 3aTPY/IHEHUE IbIXaHU).

Coob11eHne 0 Mo103peBacMbIX HEXKEJIATEIbHBIX PEAKIIHIX

BaxHo coo0mars O MOJ03pEBAEMBIX HEXKENAaTelNbHBIX PpEaKUUsAX I0CI€ PerucTpanuu
JIEKApCTBEHHOT0 Mpernapara ¢ Lelbl0 00ecrneueHus] HeNpepbIBHOIO MOHHMTOPUHIA COOTHOLIEHHUS
«ToNb3a — PHUCK» JIEKAPCTBEHHOIO Mpemnapara. MeAMIMHCKUM pabOTHHKaM pPEKOMEHAYEeTCs
coo0IIaTh O JHOOBIX MOI03PEBAEMBIX HEXKENATENBHBIX PEaKIMIX JIEKapCTBEHHOTO Ipenapara yepes
HalmMOHAJIbHBIE CHUCTEMBI COO6H.[6HI/I$I O HCKCIATCIIBHBIX pPCAKOUAX TOCyaapCTB — YJICHOB
EBpasuiickoro 5kKOHOMHYECKOI0 COH03a.

Poccuiickas @edepayus

denepanbHas ciyx0a 1o Hax30py B cepe 3npaBooxpanenus Poccuiickoit @enepanuun
Anpec: 109012, . MockBa, CnaBsHcKas miomansp, 1. 4, ctp. 1

Tenedon: +7 800 550-99-03

OnekTpoHHas mouyta: pharm@roszdravnadzor.gov.ru

Caiit: www.roszdravnadzor.gov.ru

4.9. Ilepeno3upoBka

M36pITOUHOE HaHECEHHE Ipernapara Ha KOy He MpHBeeT K Oonee OBICTPOMY JOCTHXKEHUIO
pesyabTara WiIM MOJXyYeHHIO Oojiee BBIPAKEHHOTO 3(QEeKTa, OJHAKO MPU ITOM MOXKET Pa3BUTHCS
MOKpacHEeHHUE, MIEeNyIIEHHE WIH JUCKOMDOPT.
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MpomiarbIBaHUM JAKEC HC3HAYUTCIIbHOTO KOJIMYCCTBA Hpfcriapara, CICAYCT IMPOMBIThH KCIIYAOK, IIPpU
HCO6XOI[I/IMOCTI/I IIPOBOJAT CUMIITOMAaTHYECCKYIO TCpaIlnIo.

5. PAPMAKOJIOT'MYECKUE CBOMCTBA
5.1. ®apmakoauHaMH4YecKHe CBOMCTBA

dapMakoTepaneBTUIECKas rpyIa: Ipernaparsl s JICYCHNs yTPEBOH ChIIN; IIpenaparsl U1 JICUCHUs
YIPEBOM CBIIM [JIsi HApy>KHOIO INPUMEHEHMs;, PETUHOMIABI U1 JICYEHHs YIPEBOM CBIIW JUIA
Hapy>KHOT'O IIPUMECHEHUS.

Kox ATX: D10ADO3

Mexanusm geiictBus u hapmakonuHamuaeckue 3G dexTor

AnananeH — METaboJIMT PETUHOMU/IA, KOTOPBIH JAEHCTBYET HA MATOJOTMYECKHH MEXaHH3M Pa3BUTHS
Acne vulgaris, SBIeTCS CUIBHBIM MOIYJIITOPOM KIIETOUHOU MU (HEepeHIMPOBKY U KEPATHHU3ALUHT U
o0namaeT KOMEIOHOIUTHYECKOH W MPOTHBOBOCHAIUTEIBHON aKTHBHOCTBIO. MeXaHU3M JeHCTBUS
ajamaieHa OCHOBAH Ha B3aWMOJICWCTBUU CO CIEHU(PUYECKHMHU Y-PEUENTOPaMH SIHIEPMATbHBIX
KJIETOK KOXH. B pesynbrare neiicTBHsS ajamajeHa NPOUCXOAUT CHIKEHHE «CIHETJICHHOCTI
SMHUTEIHATBHBIX KIETOK B YCTbE CAJIBbHO-BOJIOCSHOTO (DOJUIMKYTa W yMEHBIICHHWE OOpa3OBaHHS
MHKPOKOME/IOHOB. AJanajieH OKa3bIBaeT HMPOTUBOBOCIAIUTEIBHOE ACHCTBUE in Vivo W in Vitro,
BO3/ICHCTBYSI Ha (DaKTOPHI BOCHAICHUS ITyTeM WHTHOMPOBAHUS MHIPALUHU JICHKOIMTOB B Odare
BOCIIAJICHUSI, YTHETAEeT XEMOTAKTUYECKUH W XEMOKMHETHYECKUH OTBETHI MOIUMOP(HOSICPHBIX
JEWKOIIUTOB YeJIOBEKa M TOAABISET METa0OJIM3M apaxHuIOHOBOW KHUCIOTHI J0 MEIHAaTOPOB
Bocnanenus, AP-1 ¢axrops! u sxcnipeccuto Toll-monoOHBIX perientopos 2.

5.2. @apmakoKkuHeTHYECKHE CBOMCTBA

AbcopOrus afamnaneHa yepe3 KoKy oueHb HHU3Ka (okono 4 % mpuMeHseMO# J03bl). DKCKpenus U3
OpraHu3Ma MPOUCXOIUT, TIIABHBIM 00Pa30M, YEPe3 KeIUb.

6. PAPMAIIEBTUUYECKHUE CBOMCTBA
6.1. Ilepeyenb BcnoMorare/ibHbIX BellECTB

KapGomep 934P (kapOomon 974P®)
Maxkporosa METUIIIEKCTPO3bl CECKBUCTEApAT
I'muuepun

CkBanan

MeTuIIeKCTPO3bl CECKBUCTEAPAT
Junatpus snerar
MetunmnaparugpokcubeH3oatr
[TponmmtmaparuapokcubeH3zoat
DEHOKCUITAHONI

[ukmomMeTnKoH

Harpus runpokeuy

Bopa ounmennas

6.2. HecoBMecTHUMOCTD

He npumenumo.
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6.3. Cpok ronHoCTH (CPOK XpaHEeHMs)

3 ropa.

6.4. OcoOble Mepbl NMPEAOCTOPOKHOCTH NIPH XPAHEHU U
ITpu Tremneparype He Bbiuie 25 °C. He 3amopaxuBars.
6.5. XapakTep u coaep:kaHne YIIAaKOBKH

ITo 30 r B antoMHHHEBOW TyO€ C BHYTPEHHHMM 3IOKCH(EHOIBHBIM MOKPBHITHEM, C ATIOMUHUEBOU
MeMOpaHO 1 TJIOTHO 3aBUHYMBAIOLIECHCS TIOJIUIIPOITMIICHOBON KPBIIIKOH ¢ IEpPOpaTopoM A1l TYOBI.
ITo 1 TyGe BMecTe ¢ MHCTPYKLKEH 110 MPUMEHEHHUIO IIOMELIA0T B KAPTOHHYIO MAUKYy.

6.6. OcoOble Mepbl MPEAOCTOPOKHOCTH NMPH YTHIM3AUMH HCIO0JIb30BAHHOIO JIEKAPCTBEHHOIO
npenapara uJjM OTXOI0B, NMOJYYEHHBIX MOCJIe NMPUMEHEHHsI JIeKAPCTBEHHOI0 Npenapara, u
Apyrue MAHUMYJISIIIUH C MPeNnapaTomM

Oco0ble TpeOOBaHUS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHUA

[IIBennapus
lannepma CA
Henepser 10, 6300 Lyr

7.1. IIpencraBuTeJIb AepaKaTe/s PerucTPaliOHHOIO YI0CTOBEPEeHHA

[IpeTeH3uy NOTPEOUTENIEH HAIPABIATE 110 aJIPECy:

Poccuiickas denepanus

000 «TAJIAEPMA»

123112, . Mockga, 1-it KpacnorBapaeiickuii mpoesn, 1. 15, atax 34, opuc 34.01
Ten.: +7 (495) 540-50-17

E-mail: PV.Russia@galderma.com

8. HOMEP (HOMEPA) PETUCTPALIMOHHOI'O YAIOCTOBEPEHUSA

9. KATEI'OPUA OTIITYCKA JIEKAPCTBEHHOI'O ITPEITAPATA
JlexapcTBeHHBIH npenapaT OTHOCUTCS K KaTErOpUU OTITycKa 0e3 perenTa.
OOmiast xapakTepuCTHKa JieKapcTBeHHOro npemnapara /[uddepuH nocTtynHa B €IMHOM peecTpe

3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX cpelncTB EBpa3uiickoro 3KOHOMHYECKOTO COr03a U Ha
o(unmanbHOM caiiTe yoJTHOMOYEHHOTO OpraHa (9KCIEepPTHOM OpraHu3alum).
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