COOTBETCTBYET 3KCNEPTHOMY OTHETY

ot 06102023 N2 19777

UHCTH yKHI/IﬂH OCI E.n].':: BATENEHOCTL 0001 1

110 MEJUIIMHCKOMY ITPUMEHEHUMIO JIEKAPCTBEHHOI'O IIPEITAPATA
AKPUJAEPMTK

PerncrpanioHHbIN HOMeEp:

Toprosoe naumenoBanue npenapara: Axpuyepm 'K

MexayHapoaAHOE HENNATCHTOBAHHOEC HA3BAHNE HJIM I'PYNIIIMPOBOYHOC HA3BAHUE:
beramerazon + I'enramunun + Kiorpumasosn

JlekapcTBeHnHast popma: Ma3b /Ul HAPYIKHOTO IPUMEHEHMS

Cocras:

100 r masu conepxar:

Oelicmsyowue  gewecmea. OetamerazoHa JunponuoHar (OerameTrasoHa  JUIPOIHOHAT
MUKPOHM3UPOBaHHbIH) B nepecuere Ha 100 % BemectBo — 0,064 r, uro skBUBaneHTHO 0,05 T
OeraMeTa3oHa, FeHTAMHLIMHA CyJIb(haT* B mepecueTe Ha reHraMuuuH — 0,1 r, KIOTpUMa30d B
nepecuere Ha 100 % BemectBo — 1 1

8CHOMO2AMeENbHBLE Geljecmaa. TIPOITIIIIAPATrHIPOKCUOCH30aT (HUITA30:), ITapauH KU KUK
(Ba3eIMHOBOE MAcIIO), U3OIPOIUIMHUPHUCTAT, BA3CIUH.

*- TeopeTUuecKkoe COACP)KaHME TEHTaMHIIMHA Cyibdarta, skBuBaseHTHOE 0,1 T TEHTaMUIMHA,

coctapiaseT 0,1667 T.

Omnucanme. [Tonynpospaunas Ma3p 6e10ro WM NOYTH OEIOTO IBETA.

dapvakoTepaneBTUYecKasi [PyINNa: KOPTHKOCTEPOUbI, MPHUMEHsSEeMble B JAepMaTOJIOTHUU;
KOPTUKOCTEPOUIbl B KOMOWHAIMM C AaHTHOMOTHKAMH; KOPTUKOCTEPOUABI C BBICOKOU

AKTUBHOCTBHIO B KOMOUHALIMU C AHTUOUOTUKAMU.

Koa ATX: DO7CCO1

GapMaKkoJIOTHYECKHE CBOMCTBA

DapMakOIHHAMUKA

KomOuHMpoBaHHbBIN IIpenapat Jylsl HApyKHOTO IIPUMEHEHHUS.

Mazp Axpuaepm I'K coueraer B cebe NOpOTMBOBOCHAIMTENBHBIH, TMPOTHBO3YIHBIN

MPOTUBOAIEPTHUECKMI W aHTUIKCCYAaTuBHBIM addekt rmokokopTukoctepouna (I'KC)
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GeTaMeTa3oHa JAMIPONHOHATA C MPOTHBOIPHOHOBOH aktHEHOCTEIY KioTpiiasora i HitbokuM

CNEPTHOMY OTYETY

AHTHOAKTEPUAITLHBIM JICHCTBHEM I'eHTaMHIIMHA CYJbdara.

KnoTpumason oka3siBaeT TPOTUBOTPUOKOBOE [EHCTBHE 3a CUET HAPYIICHUS CHHTE3a
APrOCTEPUHA, SBISIOMIETOCS COCTABHOM YacThIO KIETOYHOH MeMOpaHbl TrpuOOB. AKTHBEH B
ornomennu Trichophyton rubrum, Trichophyton mentagrophytes, Epidermophyton floccosum,
Microsporum canis, Candida albicans, Malassezia furfur (Pityrosporum orbiculare).

[eHTaMUIIMH ~ SBISCTCS  aHTHOMOTHKOM  IUPOKOTO  CHCKTpa  JICHCTBUSI W3  TPYIIIBI
aAMHHOTJIHKO3HI0B. JleHcTByeT OaKTEepUIIMAHO U OOecIeYnBaeT BBICOKOI(P(HEKTUBHOE MECTHOE
JICYCHUE NCPBUYHBIX M BTOPUYHBIX OAaKTEPUAIBHBIX MH(PEKUMH KOKU. AKTHBEH B OTHOLUCHHUU
rpamoTpuiaTenbubix Oakrepuii: Pseudomonas aeruginosa, Enterobacter acrogenes, Escherichia
coli, Proteus vulgaris u Klebsiella pneumoniae; rpammonoxutenbHbIx Oaktepwuii: Staphylococcus
aureus (Koaryias3a-moJOXKUTeNbHbIE, KOaryja3a-oTpULATeJIbHblE W HEKOTOPBIE IITaMMBI,

HPOAYLMPYIOLIUE IEHULMIUINHASY ).

DapMaKOKHHETHKA

[Ipy HakoXXHOM @PUMEHEHHHU TMpenapara B TEpPaleBTUYECKUX J03aX TpaHCAEpMalIbHOE
BCACBIBAHME [IEHCTBYIOLLKX BELIECTB B KPOBb OUEHb HE3HAUHUTENbHOE. [Ipy anminkanuu Ha KOxy
MHTCHCUBHOCTh BCACBIBAHUS OCTaMETa30HA 3aBUCUT OT COCTOSIHUS SMUACPMAIBLHOrO OGapbepa
(BocranieHHe M KOXKHbIC 3a00JIeBaHMs NOBBILIAIOT BcachbiBaHue). [IpuMmenenne OKKIIO3MOHHBIX
MOBSI30K TOBBIIIAET TPAHCIEPMAIBLHOE BCAChIBAHWE OETaMETa30HA M T'EHTAMUIIMHA, YTO MOKET

NPHUBOAUTH K YBCIIMYCHUIO PUCKA PAa3sBUTHUA CHCTCMHBIX IMOOOYHEBIX 3(1)(1)6KTOB.

IMoxa3aHusa K NpUMeHEeHUIO

JepMaro3bl, OCIOXHEHHbIE HWH(EKIMIMHU, BbI3BAHHBIMM UYYBCTBUTECIBHBIMH K MpenapaTy
BO30YyAMTENSAMH, WIM TpU TNOAO3PEHMH Ha Takhe HHQEKIUH, B TOM YHCIE - IPOCTOH U
AIEPrUYeCKUil T€pMaTUThI, aToOMMYeckuil aepMaTHT (B T.4. Auby3HBIH HeHpoaepMuT),
OTPAHUYCHHBIH  HEHPOACPMHUT, OK3€Ma, JAEPMATOMHUKO3HI  (ACpMATOMUTHH, KAHAWIO3,
Pa3HOIBETHBIN JIMIIAl), 0COOCHHO IIPH JIOKAIM3AIMK B [1aXOBOI 00J1acTH U KPYIHBIX CKIIAJKaX

KOH; MPOCTOI XpOHWYECKHH TnIIai (orpaHMYeHHBIH HEHPOAEPMUT).

IpoTuBonokasanus

[ToBbIIcHHAS YyBCTBUTEIHLHOCTE K O€TaMeTa30Hy, TeHTAMUIIUHY, KIIOTPUMA30JIy WIH K JTI0O0MY
N3 BCNOMOTATCJIBHBIX BEHIECCTB, BXOASANIMX B COCTAB IpEIiapara, Ty6ep1<yne3 KOXH, KOXHBIC
nposiBNeHus cuduiInca, BeTpsiHas oca, MPOCToil reprec, KO>KHbIE MOCTBAKIIMHANIBHBIE PEeaKIIUHU,

OTKPBITBIC PaHBI, ACTCKUH BO3pacT (110 2 neT).
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(MOCNEOOBATENBLHOCTb 0001)

C 0CTOPOXKXHOCTBHIO
bepemennocts (ocobenno I Tpumectp). JleTckmii Bo3pact ot 2 no 18 net. /[nurensHoe nedyenue,
IpUMEHEHHE Ha OOJBIIMX yYacTKaX KOKH MU MTPU HApYILIEHUHU LETOCTHOCTH KOXKHBIX MMOKPOBOB,

MCTIOJIb30BAHNE OKKITIO3MOHHBIX IMTOBSI30K (OCOOEHHO y JIeTeHl).

IIpumenenue npu 6epeMEeHHOCTH M B NIEPUO/L I'PY/IHOIO BCKAPMJIMBAHHUSA

Bo Bpemsi GepemenHoCcTH (0c0OeHHO B | TpuMecTpe) MECTHOE IPUMEHEHHE Ma3U Y OEpPEMEHHBIX
JIOIYCKaeTCsl TOJIbKO B TEX Cllydasx, KOIAa Ipearosaracmas 10jb3a I MaTepu IIPEBbILIACT
IOTCHIMANBHBIN PUCK Ul IUIOAA. B Takmx cilydasx IpUMEHEHHuE Ipenapara JIOJKHO OBITh
HETPOJIOJDKUTENBHBIM M OTPAaHMYUBATHCS HEOONIBIIIMMHU YYaCTKaMU KOXKHBIX TIOKPOBOB.

He u3BecTHO, BBIIENAIOTCS M KOMIIOHEHTBI IpernapaTta ¢ IpyaHbIM MojokoM. [loatomy mpu
HazHaueHuu Ma3u Akpuzaepm 'K B nmepuon nakrauuu peKOMEHIYeTcs IIPEeKpalieHue IpyIHOro

BCKapMJIMBaHHA.

Cnocod npuMeHeHus1 U 103bl

HapyxHo.

Masb Axpunepm 'K cireyer HaHOCHTh TOHKUM CIIOEM Ha BCIO ITOPAKEHHYIO IIOBEPXHOCTh KOXKU
Y OKPYXXaloLIyl0 TKaHb [Ba pa3a B JCHb - YTPOM M Ha HOYb. [ obecnieueHus: 3 PeKTHBHOCTH
neuenus masb Akpuaepm I'K HeoOxoaumo npumMeHsITh peryaspHo. [Ipo1omKuTensHOCTh Tepanuu
3aBHCHT OT pa3Mepa U JOKaIU3ally NOPaKeHHUs, a TaKXKe, PeaKUH [TalleHTa.

Ecnu xnMHUYEcKoe ynydllleHue He HacTynaeT nocie 3—4 Helenb JEUEHUs, 3TO MOXKET CIIYKUTh

MMOBOJAOM JJIA YTOUHCHHUA AUArHO3Aa.

ITobounoe geiicTene

Ilo nanHeiM BceemupHo#l opranu3zauuu 3apaBooxpaHeHuss (BO3), yacToTa HeXenaTeIbHBIX
peakuuil pacupenesiseTcs cueayommm obpazom: odeHb yacto (> 1/10); gacto (ot > 1/100 no
< 1/10), neuacto (ot > 1/1000 mo < 1/100); peaxo (ot > 1/10000 mo < 1/1000); ouens penko
(or <1/10000); wactoTa Heu3BecTHa (MO UMEIONMMCS JaHHBIM YCTAHOBHTH YacTOTYy
BO3HUKHOBEHUS HE MPECTABISAETCA BO3SMOXKHBIM).

Ouenp peaxo npu npumeHeHuu npenapara Axpujgepm 'K ormeuarorcsi: 4yBCTBO AOKEHUS,
dpUTEMA, DKCCYAAlNsl, HAPYIICHUE TMTMEHTAINH U 3Y/1.

[ToGouHBIE peakluW, BCTPEUAIOIIHeCs TMpPHU TMPUMEHEHWH TIIIOKOKOPTUKOCTEPOUIOB IS
Hapy’>KHOrO MpUMEHEHHs (OCOOEHHO MpH MPUMEHEHUM OKKII3MOHHBIX TMOBS30K): YYBCTBO

HOKCHUS, 3yH, CYXOCTb KOXH, (OJUIMKYJIUT, THICPTPUX03, YIPH, THUIIONUIMECHTALMS,

3
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[IEPUOPATBHBIN JEPMATUT, AJUIEPTUUYECKUA KOH FaKTHBIﬁ: ngﬁﬁﬁﬂgﬁwu@%ﬂhﬁ'%&lzﬁ, '%:cf;a'}ll;'lTHe

BTOPUYHOW WHQEKINH, aTpopusi KOXKH, CTPUHM, NOTHHUIA, a TAKKE CHUCTCMHBIC PEAKIHU
(HEUeTKOCTh 3peHus ).

[lo6ounble peakuuu, OOyCIOBIEHHBIE KIOTPUMA30JIOM: 3pUTEMA, OLIYIEHHUE IOKaJIbIBaHUS,
HOSABICHUE BOJIABIPEH, LICIYILICHHE, JIOKAIBHBIA OTEK, 3y/l, KPATUBHHIIA, PA3IPAKCHAC KOKH.
[ToGounsie peaknuu, OOYCIOBICHHBIC TEHTAMMIIMHOM: IPEXOJAIICE pA3APAKCHUE KOXKHU
(opuTeMa, 3y1), 0OBIMHO HE TPEOYIOIICE MPEKPAICHUS JICUCHUSI.

Ecnn y Bac otMedarorces nodbouHsle 3h(HeKThl, yKa3aHHbIE B MHCTPYKLIUHU WK OHH yCYTyOIAI0TCA,
win Bel 3amermin mo0ble apyrue nododnsie 3PQPEeKThl, HE yKa3aHHbIC B UHCTPYKIUH, COOOLIUTE

00 7TOM Bpauy.

[lepeno3upoBka

CumnTombl: npu AjuTeabHOM IpuMeHeHuH MecTHbiX ['KC B BBICOKMX [103aX BO3MOXKHO
nojasieHue (QYHKIUM HAJMOYCHYHHKOB C PpPa3BUTUEM BTOPUYHOM  HA/AMIOYCHHUKOBOU
HEJOCTATOYHOCTU ¥ CUMIITOMOB TMIIEPKOPTHUIIN3MA, BKIKOYast cuHApoM KyimnHra.
Ilepeno3npoBKka KIOTpHUMAa30Jia IPU MECTHOM €r0 NPUMEHEHUHU He BEJET K MOSABICHUI0 KaKUX-TTHO0
CHUMIITOMOB.

[Ipn oagHOKpaTHON NEPEeno3UpPOBKE I'€HTAMUIIMHA IOSBIICHUS KaKUX-TMOO CUMIITOMOB TaKXe HE
OKUJIACTCA.

JInmuTenbHOE JIEYEHME TEHTAMUIIMHOM B TMOBBIIICHHBIX [I03aX MOXET MPUBECTH K POCTY
HEUYBCTBUTEIBHOH (DIIOPHI.

Jleyenue: cumnroMatruueckoe. OCTpble CUMIITOMBI THIIEPKOPTUIIM3MA OOBIYHO 0OpaTuMmbl. [lpu
HEOOXOIMMOCTH TIPOBOJST KOPPEKLIHMIO AIEKTPOIUTHOrO aucdananca. B cnydae xponnueckoit ['KC

TOKCHYHOCTH peKoMeHtyeTcst moctenennas otmena ['KC.

B3anmojeiicTBHe ¢ IPYrIMH JIeKAPCTBEHHBIMH CPeICTBAMH

B3aHMOﬂeﬁCTBHH npenapara ¢ Apyrumu JICKApCTBCHHBIMHU CPCACTBAaMU HC BBIABJIICHO.

OcoOble ykazanus

Masp AxpuzepMm 'K He mpenHazHaueHa [uisi mpuMeHeHHs B odTanbmornoruu. IlanueHTsl,
NPpUMCHAKOIUC CUCTCMHBIC TI'IIOKOKOPTUKOCTCPOUIALI HWJIW TIIOKOKOPTUKOCTCPOUABI  IJIA
HApY’KHOTO NMPUMEHEHHUSI, COO0Imanu o HapymieHusix 3penus. Eciu y nanmenta nabiiojiaeres
HEYETKOCTh 3PEHUS UJIU JAPYTHE 3pUTENbHBIE HAPYIIEHHUS, CIeayeT o0paTUThes K 0pTaTbMONIOTy
ISl OLIEHKH BO3MOKHBIX MPHUYMH, KOTOPhIE MOTYT BKJIOYATh KaTapakTy, IMayKOMY, CEPO3HYIO

XOpPHOPETHUHOIIATHIO.
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TIpoaOIKHTEIBHOE HAPYKHOE TIPUMCHEHHE aHHOHOTHIOE MHOTAY MOKeT HPHBOAIES & pocTy

pe3ucTeHTHOM Muxkpoduiopsl. B 3TOM cnydae, a TakKe NOpU PA3BUTUH Pa3/IpakeHUS,
CEHCHOMIM3allN WK cynepuH(eKIMd Npu npumeHeHuu npenapata AxpuaepMm 'K, nedenne
clenyeT MPeKpaTUTh U HA3HAYUTH COOTBETCTBYIONIYIO Tepamnuto. Habmonanuch nepekpecTHble
AJUICPruvCCKUC pCaKnu ¢ aMUHOTIIMKO3UAHBIMU AHTHOMOTHKAMHU.

JlroOnie 0OOYHBIC 3 deKTHI, BCTpEYAIOIIHECH pu IPUMEHECHUUN CHUCTEMHBIX
TIIIOKOKOPTUKOCTCPOU OB, BKIIIOHAasA YIHCTCHHUC (bYHKIII/II/I KOpblI HAJAIMOYCYHHUKOB, MOTYT
OTMEYAThCS U NPH NPUMEHEHHUU [IIIOKOKOPTUKOCTEPOUAOB JJI HApYXKHOTO IMPUMEHEHHS, B
0COOEHHOCTH y eTCH.

CucremHas aGcopOIus TIFOKOKOPTUKOCTEPOH/IOB MITM TeHTAMHIIMHA [IPU MECTHOM MIPUMEHCHHUU
OyAeT BbIIIE, €COM JedeHUE OyJIeT NPOBOAUTHCA Ha OOJBIIMX YYacTKaX KOXKH WIHA TIPU
UCTIONBb30BaHUM OKKITIO3MOHHBIX TOBSI30K, OCOOEHHO TMpH JAJUTEIBHOM JICUYEHHH WIH MpU
HApYLICHUH LEIOCTHOCTU KOXKHBIX MOKPoBOB. HeoOxoaumo u3berath HAHECEHUs] T€HTAMULIMHA
HA OTKPBITBIC pPaHbl U IOBPEKJACHHYIO KOXY. B IpPOTHBHOM cCilyda€ BO3MOJKHO IIOSIBIICHUE
noOoYHBIX 3(P(EKTOB, XapaKTEPHBIX s TCHTAMHUIIMHA MPU €ro CUCTEMHOM MPHUMCHCHUU.
Crnenyer coOMOIaTh COOTBETCTBYIOIIUE MEPHI MPEIOCTOPOKHOCTH B TAKUX CIIydasix, 0COOEHHO
IIpH JIEYEHUU JETEN.

[Ipn MTENBHOM MCHONB30BAHUM IIpeHapara €ro OTMEHY pPEKOMEHIYETCs IIPOBOJIUTH
IIOCTEIICHHO.

[IpMeHeHMe B IeIUATPHHA

Jetu Oonee moaBep)KEHBl YTHETEHUIO TUIOTAIaMO-THMO(U3apHO-HAIMOUYEUHUKOBOH CHCTEMBI
BCIIEJCTBUE MPUMEHEHUS ITIOKOKOPTUKOCTEPOHIOB JJIs1 HAPYKHOTO IPUMEHEHHUsI, YEM B3POCTIbIE,
H3-3a OOJIBIIEr0 COOTHOIIEHUS Y HUX IUIOIIaAW IMOBCPXHOCTH TCJIa U BCCa U, COOTBCTCTBCHHO,
MOBBINNICHHON abcopOimu mpenapara. Y JeTel 3TO ONMpeaesieTcss HU3KUM YPOBHEM KOPTH30Ja B
Ila3Me KpPOBH M OTCYTCTBUEM OTBE€TA Ha CTHUMYJALHIO aJPEHOKOPTHUKOTPOIHOTO TOPMOHA.
Bo3moxkHO BO3HHMKHOBeHHe cuHApoMa Wuenko-KymmHra, HapymieHue pocTa W pa3BUTHA,
3aMCIJICHUC HpI/IGaBKI/I BCC4, IMIOBBIIICHHUC BHYTPUUYCPCIIHOIO MAABJICHHUA, IIPOABJIAIOIICTIOCH
BBIIITYUBAHUCM POJAHUYKA, TOJIOBHBIMH 60HHMI/I, JABYCTOPOHHHUM OTCKOM JHUCKa 3PUTCIILHOI'O
HepBa. J[nuTenbHOE NpHMEHEHWEe Mpenapata y JeTed JODKHO NPOBOAUTHCS MO CTPOTUM
MOKAa3aHUsM U IOl KOHTPOJIEM Bpaya. Y JeTelt yaille, 4eM y B3pOCIbIX, BO3HHKAIOT aTpoduueckue
M3MEHEHUs KOXKH IIpU Hapy’KHOM IIPUMEHEHUU [JIIOKOKOpTUKOocTepouaoB. Kypc nedenust 1omkeH
OIpaHUYMTLCH IIATBIO THAMU. OKKIIFO3MOHHBIE ITOBSI3KH HE JIOJIDKHBI IIPUMCHATBCS.

HudopMarius 1mo BCOoMOrarejIbHLIM BEIECTBAM

[IpemapaT coAepKUT NPONMUINAPATHAPOKCUOEH30aT (HUIA30J1), KOTOPBII MOMKET BBI3BIBATH

JUIEPruYecKue peakluu (B TOM YHCIIE, OTCPOYEHHBIE).



COOTBETCTBYET 3KCNEPTHOMY OTHETY

ot 06102023 N2 19777

(MOCNEOOBATENEHOCTE 0001)

BiansiHue JieKapcTBeHHOr0 IMpenapara Ha CHOCOOHOCTH YNPABJIATH TPAHCHOPTHBIMH
CpeACTBAMHU, MEXAHU3MAMU

HexoTtopele OOOYHBIE peaKIUM, TAKHE KaK HAPYILIEHHE 3PEHUS MOTYT CHHKaTh ICUXOMOTOPHYIO
PEaKIMIO M CHOCOOHOCTh K KOHLICHTPALMM M B CBSA3H C 3THM IIOBBICUTH PUCK B CHUTYaLUsX, B
KOTOPBIX HaJW4YMe 3THX CIIOCOOHOCTEH OCOOCHHO BaXKHO (HANIPUMEp, NPU YIPABICHUU

aBTOMOOMIJIEM WIIM JPYTMMH MEXaHU3MaMHu).

®opMa BbINIYCKA
Mass g Hapysxuoro npumenenus, 0,05 % + 0,1 % + 1 %.
ITo 15 nnm 30 r B TyOy amtomunueByro. Kaxayo Ty0y BMecTe ¢ MHCTPYKIIMEH MO MPUMEHEHHUIO

NMOMEIIAIOT B ITAYKY M3 KapTOHA.

YciioBus XpaHeHHs
ITpu Temneparype ot 15 10 25 °C.

XpaHI/ITB B HEOOCTYITHOM JJIA JleTel MecTe.

Cpox roanocTu
2 roja.

He mcrionp30BaTh NOCIE NCTCYCHUS CpOKa roJfHOCTH.

YcaoBus ornycka

Ornyckarot 0e3 penenra.

Jdepxareiib perucTpallMOHHOTO YA0CTOBEPEHUS
AKITHOHEPHOE 00111ecTBO «XUMHUKO-(hapManeBTHueckuii komOuHaT «AKPUXIIH»

(AO «AKPUXHWH»), Poccus

142450, MockoBckas o0sacts, r.0. boropojackuit, r. Crapas Kynasna, yin. Kupoga, 1. 29.

IIpouszBoanTennb
AknuonepHoe o0mecTBo «XuMuko-hapmanesruueckuii komouaat «AKPUXUH»

(AO «AKPUXHWH»), Poccus

142450, Mockogckas obnacts, r.0. boropoackuit, r. Crapas Kynasna, yin. Kupoga, 1. 29, ctp. 3.
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Opraﬂmaunﬂ, NpUuHUMaOIasi MPETCH3UH I

AkinonepHoe o0mectBo «Xumuko-papmaiesruaeckuii komounat « AKPVXIH»
(AO «<AKPUXHMH»), Poccus
142450, MockoBckas 0obnacts, r.0. boropoackuii, r. Crapas Kynasna, yin. Kuposa, 1. 29.

Tenedon/pakc: + 7 (495) 702-95-03.



