COOTBETCTEBYET ZKCNEPTHOMY OTUETY

ot 08.11.2023 N2 22682

OBIIAS XAPAKTEPUCTHKA JEKAPCTBERHOT O TIPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOTI O IIPEIIAPATA

Tep6unadun, 250 Mr, TabIETKH.

2. KAUECTBEHHBII 1 KOJIMYECTBEHHBIN COCTAB

JetlicTBytomee BemecTBo: TepOnHaduH.

Kaxxnas Tabiietka conepxut TepouHadHa THIPOXIOPHU/I, SKBUBAJICHTHBIN 250 Mr TepOnHaduHa.
BcmomoratenbHbIe BElIeCTBA, HATUYHE KOTOPBIX HAO0 YYUTHIBATH B COCTABE JICKAPCTBEHHOTO
npernapara; JJakTo3bl MOHOTHIpAT (caxap MOJIo4HbIH) (cM. pasaenst 4.3, 4.4).

ITonnbI MNEPCUCHb BCIIOMOTI'aTCIIbHBIX BCHICCTB IIPHUBCIACH B pa3aciic 6.1.

3. JEKAPCTBEHHASA ®OPMA

TabneTku.
Kpyrible miockomummHIpuiecKkie TabaeTKu O0eoro wim mouTy 0esioro BeTa ¢ pUCKOH ¢ OHOM
CTOPOHBI U ¢ (haCKOM C IBYX CTOPOH.

TabneTKy MOKHO pa3IeluTh Ha PAaBHBIC JO3BI.

4. KIMHNYECKUE JAHHBIE

4.1. Tloka3aHusl K IPUMEHEHHUIO

[Tpenapat TepObuHaduH MokazaH K MPUMEHEHUIO y B3pOCIBIX U JAeTell crapuie 3 JeT, ¢ Maccou

Tesa 6osee 20 Kr, 10 MOKA3aHUSAM!

MuKo35bI, BBI3BaHHBIE YYBCTBUTEIBHBIMH K TEpOMHA(DUHY MUKPOOPTaHU3MAMHU:

e OHHXOMMKO3, BbI3BaHHBIN rpudaMu gepmaTopuTramu;

o  MWKO3BI BOJIOCUCTOM YaCTH T'OJIOBHI,

e ['pubkoBble HH(EKINU KOXKH — JICUEHUE IEPMaTOMUKO30B TYJIOBHUIIA, FOJIEHEH, CTOII, a TAaK¥Ke
IPONOKEBBIX MH(EKIUI KOXKH, BbI3bIBaeMbIX rpubamu poxa Candida (mampumep, Candida
albicans) — B Tex cimyd4asx, Korja JIOKaJU3allus, BRIPAKEHHOCTh WM PACIPOCTPAHEHHOCTh

nH(]EKIUKU 00yCIOBIMBAIOT 1IETIECO00PA3HOCTH IEPOPATHHOM TEpPaIH.

4.2. Peskum 103MPOBaHNS M CIOCO0 NPUMeEHEHUs!

PexxuMm no3upoBaHus

Bspocnvie

1 Tabnerka (250 mr) 1 pa3 B cyTkH.
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JIMMTEeNbHOCTD JICUCHHS 3aBUCHUT OT TIOKA3aHMS 1 TskectH racins 3260 hesaris. — | 2 J00T]

HHd)eKuuu KOMCHbIX NOKPOB0O6

Pexomenayemast mpoaoIKUTEILHOCTD JICUCHUS:

JepmaToMuKo3 cTOm (MEXMNAIbIEBBIN, MOJOIIBEHHBIM WM TIO THUIY HOCKOB): 2-6 HeEIelb.
JlepMaToMKKO3 TYJOBUILA, TOJICHEH: 2-4 HEACH.

Kanaunnos koxu: 2-4 Henenu.

[TomHOE MCYE3HOBEHHE MPOSIBICHUN HH(EKITUH U Kali00, CBI3aHHBIX C HEW, MOKET HACTYIHTh HE
paHee, 4YeM yepe3 HECKOJIbKO HeJleb OCIe MUKOJIOTHYECKOTrO U3JICUEHUSI.

HH@QKL[MM 80J10C U 8OJOCUCHIOU YACMU 20/108bl

Pexomenyemas mpoJOiKUTENBHOCTD JIEUEHUS:

MuKo3 BOJIOCUCTON YacTH TOJIOBbI: 4 HEIEINu.

MuKO03bI BOJIOCUCTOM YaCTH rOJIOBBI HAOIOIAI0TCS TPEUMYIIIECTBEHHO Y AETEH.

OHuxomuxos

[TpoaOMmKUTENBHOCTD JIEUEHUS COCTABIISET Y OOJBIINHCTBA NAIMEHTOB OT 6 10 12 Hezelnb.

[Tpu oHMXOMUKO3€ KUCTEH B OOJBILINHCTBE CIIy4aeB JOCTaTOYHO 6-THU HEJEIIb JI€UEHUSI.

[Tpu oHUXOMUKO3€ CTOI B OOJIBIIMHCTBE CIIY4aeB IOCTATOUYHO 12-TH HEJelNb JeUeHusl.
HekoToppiM marueHTaM, KOTOpbIE HMEIOT CHIDKEHHYIO CKOPOCTh pOCTa HOTTEH, MOMKET
noTpeboBaThes OoJee IUTeNbHOE JieueHne. ONTUMATbHBIN KIIMHUYECKUH 3P ekt HabIto1aeTcs
CIIyCTSl HECKOJIBKO MECAIIEB MOCIE MUKOJIOTHUYECKOI0 U3JI€UEHUS U MPEKPaIleHUs Tepanuu. ITo
OTpeieNseTcsl TEM IePUOJJOM BPEMEHH, KOTOPBIH HEOOXOJUM Il OTpacTaHHsl 3[0POBOIO HOI'TS.

Oco0bIe I'pynnbl HJaMCHTOB

Ilayuenmui nodxcunozo 6o3pacma

Het ocHoBaHuii mpezmnonarate, 9To AJIs JIMI TTOKUJIOTO BO3pacTa TpeOyeTcss N3MEHSTh PEXHM
JIO3UPOBAHUs IpenapaTa UM YTO y HUX OTMEYaloTCs MOOOYHbIE JEHCTBUS, OTIMYAOLINECS OT
TaKOBBIX y MallMEHTOB Oojiee MOJOAOro Bo3pacta. B ciyuae mpuMeHeHMs B 3TOM BO3pacTHOU
TpyIIIe mpenapara B TabJIeTKax celyeT YIUTHIBATh BO3MOYKHOCTh COIMYTCTBYIOIIECTO HAPYIICHHS
(GYHKINY TIEYSHH WIIN TIOYEK.

Iayuenmel ¢ Hapywienuem GyHKYUU NOYeK

He pexomennyercs npumensaTts npenapar TepOuHapuH y MalMeHTOB ¢ HapyILIEHUSIMH (QYHKIIUU
noyek (KIupeHc KpeaTnHHHAa MeHee 50 MUI/MUH WM KOHIIGHTPAlus KpeaTHHWHA B CHIBOPOTKE
KkpoBH 60s1ee 300 MKMOJIB/1T), TOCKOJIbKY IPUMEHEHHE Mpenapara y JaHHON KaTeropuu NaieHToB
HEJIOCTaTOYHO U3y4yeHo (cM. paszen 4.3).

Iayuenmul ¢ Hapywienuem @yHKyuU nevenu

[Tpumenenne npenapata TepOuHAQHUH y MAIUEHTOB C TSHKEIBIM, XPOHUYECKAM WIIM aKTHBHBIM

3a00JIeBaHUEM IIEUYEHH MTPOTUBOMOKA3aHO (CM. paszen 4.3).
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eTH (NOCNEQCBATENEHOCTE 0001)

Hemu cmapwe 3 nem u ¢ maccou mena 6onee 40 ke

Pexxum 103upoBaHMs aHATIOTUYCH PEKUMY JTIO3UPOBAHUS JUIS B3POCIIBIX.

Jlemu cmapwe 3 nem u ¢ maccou meaa om 20 0o 40 ke

125 mr (1/2 tabnetku 250 mr) 1 pa3 B CyTKH.

Jlemu maaowe 3 nem u ¢ maccou mena mernee 20 ke

bezonacHocts U 3 dexTuBHOCTh Hpenapata TepObunaduH y nereil B Bozpacte 10 3 JeT He
ycTaHoBIICHBI. JIaHHBIC OTCYTCTBYIOT (CM. pazzen 4.3).

Croco0 ImpuMeHeHus

BnyTps.

HpenapaT IMPUHKUMAKOT BHC 3aBUCUMOCTH OT IIpUEMa IHIIU, 3allMBas HEOOJIBIIIUM KOJIUYECCTBOM

BOJBI. Kemarenapno IMPUHUMATD IIpCIiapaTt B OJHO U TO K€ BpCM:.

4.3. IIpoTBONOKA3aHUSA

® THUIEPYYBCTBUTEILHOCTh K TepOMHAPUHY W/WIK K JIIOOOMY M3 BCIIOMOTAaTEIbHBIX BEUIECCTB,
IIEPEYUCIICHHBIX B pa3zene 6.1;

e et muazie 3 jet, ¢ Maccoi Tena A0 20 Kr A7 JaHHOM 103UPOBKH;

® XPOHMYECKOE WM aKTUBHOE 3a00JI€BaHUE I1EUECHH;

e HapymeHus QYHKIHHM TMOoYeK (KIUpEHC KpeaTWHHHA MeHee S50 MIJI/MUH WM KOHIIEHTpAaIus
KpeaTHHUHA B CBIBOPOTKE KpoBU Oosiee 300 MKMOJIB/JT), TOCKOJIBKY IPUMEHEHUE Mpernapara y
JAaHHOW KaTeropuH MalueHTOB HEJOCTaTOUHO U3yUYEHO;

e 0OEpeMEHHOCTh U MEPHOJ IPYIHOTO BCKapMiInuBaHus (cM. pasjen 4.6);

® HENEPEHOCHUMOCTH JAKTO3bI, Te(PUITUT JIaKTa3bl, TITIOK030-TaJaKTO3HAsI MaJIbaOCcopOLIHs.

4.4. Ocobble yka3aHus U MepbI MPeI0CTOPOKHOCTH NPHU NPUMEHEeHHH

C 0CTOPOKHOCTEIO

Heob6xoaumMo cob611r01aTh OCTOPOKHOCTH MPHU MPUMEHEHUH MperapaTa y HallieHTOB C yTHETEHUEM
KOCTHOMO3IOBOTO KpPOBETBOPEHUS, KOXKHOW KpacHOM BOJYAHKOM WM CUCTEMHON KpacHOU
BOJTUAHKOM.

[Ipenapat HEOOXOUMO C OCTOPOKHOCTHIO TPUMEHSTH y MAIIMEHTOB C TAKUMH COIMTYTCTBYIOITUMU
3a00/I€BaHUSAMH KaK TICOpUAa3 WM KpacHas BOJYAHKA M3-3a BO3MOKHOTO OOOCTPEHHUS JaHHBIX
3a001€BaHNM.

Oco0ble yKkazaHus

Jlo Hauana npumMeHeHus: TepOrnHadrHa HEOOX0IMMO MPOBECTH UCCIIEOBaHHE (QYHKIIMH NIEUYEHU.

I'emaTOTOKCHYHOCTH MOKET BO3HHUKHYTH KaK Yy IMAIMCHTOB C MPEAIICCTBYOIIUMUA 3a00JICBaHUSIMHA
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¢yukunu nevyenu (depes 4-6 Henmenb Mociie Havaja JedeHus). Jleuenne TepOMHaGpUHOM JTOIKHO
ObITh HEMENJICHHO TMPEKpPAIIeHO B CiIy4ae TIIOBBIIICHUS CBIBOPOTOYHON aKTUBHOCTH
«Me4yeHOYHBIX» MpoO0. IlamueHts, KOTOpPBHIM Ha3HA4alOT TepOuHaUH, JTOHKHBI OBITh
MPEIyNpexaeHbl 0 TOM, YTO HEOOXOIMMO HEMEUICHHO MH()OPMHUPOBAThH JIEHalllero Bpaya o
BO3HMUKHOBEHUWH Ha (OoHE Tpuema TepOMHapHHA TAaKUX CUMITOMOB, KaK CTOHKas TOIIHOTA,
CHIDKEHHE allleTHTa, YyBCTBO YCTAJIOCTH, pBOTA, OOJIM B IPAaBOM Moapedepbe, KenTyxa, TeMHast
MoOua WUJIM CBETJIbIN Kall. B ciyyae nmosiBieHus moJ0OHBIX CUMIITOMOB HEOOXOIMMO HEMEIJICHHO
MPEKPaTUTh IprueM TepOuHaduHa U MPOBECTU UCCIIEOBaHNE (DYHKIIUU MTEUYEHH.

Cepbe3nble KOXHBIE peakuuu (B ToM uyucie cunapom CruBeHca-J[>KOHCOHA, TOKCHYECKUM
SMHJIEPMATBHBIN HEKPOJIN3, JIEKAPCTBEHHAS! CHIITb C 203WHO(DUINEN 1 CUCTEMHBIMU CUMITOMAaMH )
KpaifHe peZiko OTMeYaInch Ha (poHe mMpuMeHeHUs TepOrH(pHIHA.

[Tpu mpumenenun tepbuHaduHa B TaOJIETKaX OTMEUAIHMCh KpailHe pelKHe cillydad U3MEHEHUS
KJIETOYHOT'O COCTaBa KpPOBU (HEUTPOIIEHNUS, arpaHyI0LUTO3, TPOMOOIIMTONICHHS, TAHLIUTOIICHHUS ).
B ciydae pa3BuTHS KadyeCTBEHHBIX WMJIM KOJMYECTBEHHBIX M3MEHEHHUI CO CTOPOHBI (POPMEHHBIX
3JIEMEHTOB KPOBH CIIEAYET YCTAHOBUTH MPUYUHY HAPYIICHHUI U pACCMOTPETh BOMPOC O CHIXKEHUU
110361 TepOMHadUHA WK, TIPH HEOOXOIUMOCTH, O TIPEKPAIICHUH Tepaluu TepOrnHaAHUHOM.

bruto mokasano, 4to TepOuHadUH MOAABIISIET METa00IM3M, OITOCpeayeMbIi n3odepmMernToM 2D6
(CYP2D6). ITorTomy HEOOXOAMMO OCYIIECTBIISTH IMOCTOSTHHOE HAOIIOJEHWE 3a MalleHTaMH,
HOJYYaOIUMH OJIHOBPEMEHHO C TepOMHAa(UHOM JIedeHHEe NpenapaTaMy, MPEeUMYIIECTBEHHO
METa0OIM3UPYIOIMMHUCS C Y4acTHEeM 3Toro (QepmeHTa (TakKMMHU KaK TPHUIIUKIMYECKHUE
AHTHUJICTIPECCAHTDI, OeTa-apeHOOIOKATOPhl, CENEeKTUBHbIE HMHITUOUTOPHI OOpaTHOrO 3axBaTa
CepOTOHMHA, aHTHAPUTMUYEcKHe mpenapatsl 1C Ki1acca ¥ HHTHOMTOPHl MOHOAMHHOKCH /1361 THITA
B) B ciyudae, ecnu mnpuUMEHsSEMBbI OJHOBPEMEHHO MpernapaT HUMeeT Malbli Juana3oH
TepaneBTUUECKONW KOHIIEHTPALIUH.

TepbunadpuH cieayeT NPUMEHSATh C OCTOPOXKHOCTHIO Y MAIMEHTOB € IICOPHA30M, TaK KaK ObLIN
3aperucTpUpOBaHbl OUEHb PEIKUE Cayyan 000CTpEeHUs Icopuasa.

CucremMHOE MPUMEHEHHE P OHUXOMHUKO3€ OIPABaHO TOJIBKO B CIIy4ae TOTAJIbHOIO MOPAXKEHUS
OOJIBIIMHCTBA HOI'TEH, HATWYHSI BEIPQ)KEHHOTO MOJJHOI'TEBOT0 TMIIepKepaTo3a, Hed(h(heKTUBHOCTH
MPEIIECTBYIONIEH MECTHOUM TEparuu.

VYaaneHne HOTTEBBIX IUIACTHHOK MpPH JICYUEHHUH OHUXOMHKO3a KHCTEH B TE4YeHHE 3 HeNelb U
OHHMXOMHKO3a CTOII B TeUeHHe 6 HeJenb He TpeOyeTcs.

B npouecce neuenus (uepes 2 Heslenn) U B KOHIIE HEOOXOIUMO MPOU3BOAUTE IPOTUBOTPUOKOBYIO

00paboTKy 00yBH, HOCKOB M UYJIOK.
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HeperynsapHoe NpUMEHEHHE WIM JOCPOYHOE KOHUAHHE JtedcHns %@Eﬁﬂﬁéﬂr‘:ﬁﬂ& 'f)'a's'ﬂﬁmﬂ

penuauBa.
Ecnu uepe3 2 Henenu jieueHUss HE OTMEUACTCS YIYUYIIEHUE COCTOSHUS, HEOOXOAMMO MOBTOPHO

OIIpCACIINTD BO36y,Z[I/ITeJ'IH 3a0071€BaHUs U €ro YYBCTBUTCIIBHOCTD K IIp€riapary.

4.5. B3aumopeiicTBue ¢ APYrMMH JIEKAPCTBEHHBIMHM I@IpeniapaTtaMM W JApyrue BH/bI
B3aUMO/eHCTBHUS

BzanmoeiicTBHS, BAMSIONINE Ha IPUMEHEHHE JAaHHOT'O JIEKAPCTBEHHOI'O IIperapara

Ilpenapamul, enusowue na akmuenocms epmenmos yumoxpoma P450

[Ina3MeHHBI KIMpPEHC TepOMHA(pUHA MOXKET YCKOPATHCS TIOJ BIHMSHHEM IPErapaTtoB —
MHIYKTOPOB METa0OJIM3Ma W TOAABISATHCS IMOJ BIMSHUEM HHTHOUTOPOB CHCTEMBI IIHTOXPOMA
P450. Ilpu HEOOXOAMMOCTH OJHOBPEMEHHOI'O MPUMEHEHHS BBHIIICYKA3aHHBIX MpEnapaTtoB M
TepOuHaduHa MOXET MNOTPeOOBaTHCS COOTBETCTBYIOMIAs KOPPEKLHS pPEeXuMa JO3UPOBAHUS
MIOCJIETHETO.

Lumemuoun

[{uMeTHAMH MOXKET YCUIIMBATh JIecTBUE TepOuHadHa UK YBEIMYUBATH €T0 KOHIEHTPAIUIO B
ia3me kpoBu. LlumeTnany cHikaeT kiaupeHc Tepounaduna Ha 33 %.

DnyKkonason

dnykoHa30J1 yBEIMYMBAET MAaKCHUMAbHYIO KOHIEHTpanuio B Iuia3Me (Cmax) M IJIOMIAAB IMOJ
KpuBOH «koHIeHTparus-BpeMs» (AUC) tepounaduna Ha 52 % u 69 %, COOTBETCTBEHHO, B CBSI3H
¢ yraerenueM wu3odpepmentoB CYP2C9 u CYP3A4. TlomoOHoe yBenwueHUEe SKCIO3UIINU
TepOMHaUHA MOXKET BO3HUKATh IPH MPUMEHEHWH JPYTUX MPErnapaTroB, WHTHOHPYIONIINX
uzopepmentsl CYP2C9 u CYP3A4, Hanpumep, KeTOKOHA30JIa M aMHOIapOHA.

Puppamnuyun

Pudamnuuus MoxeT ocnabisaTh AelicTBue TepOMHadrHA WM YMEHBIIATh €0 KOHIEHTPAIUIO B
mwiasme. Pupamnunun ysennuuBaeT kinupeHc repouHadunaa Ha 100 %.

BsanMoericTBYS, BAMSIONINE Ha TPUMEHEHUE IPYTHUX JIEKAPCTBEHHBIX MTPEMapaToB

Hzoghepmenm 2D6 (CYP2D6)

B uccnenoBanmsx in Vivo u in Vitro 0buT0 mMokaszaHo, 4TO TepOMHA(DHH TOAABISIET METa00IN3M,
onocpenyembii uzopepmentom 2D6 (CYP2D6). OTu naHHbIE MOTYT OKa3aThCsl KIMHUYECKU
3HAYUMBIMU U1 Te€X IMpernapaToB, KOTOpPbIE METaOOIM3UPYIOTCS MPEUMYIIECTBEHHO STUM
(depMeHTOM: TPULMKIMYECKHUE aHTHUACIPECCAHThl, OeTa-aJpeHOOJ0KATOPbl, CEIIEKTUBHBIC
MHTUOUTOPHI OOPAaTHOTO 3aXBaTa CEpOTOHUHA, MPOTUBOApUTMUYeckue npenapatsl (1A, 1B u 1C
KJlacca) ¥ MHTMOMTOPHl MOHOAMMHOKCHJIA3bl TuIa B, — B ToM ciyuae, eciau NMpUMEHSEMbIN

OIHOBPCMCHHO ITperiapat NMECT MaJbId Juarta3oH TepaHeBTquCKOﬁ KOHICHTpAaH.
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Jlezunpamun

TepObunaduH CHUKACT KIUPEHC Ae3unpamMuna Ha 82 %.

Hexcmpomemopghan

B nccnenoBanusax Ha 310pOBBIX TOOPOBOJIBIAX C AKTUBHBIM METa0OIU3MOM JeKCTpoMeTopdaHa
(mpotuBokamieBoe cpenctBo u cyocrpar CYP2D6) tepOunaduH yBenudmn MeTaboIM4ecKui
KodpuimeHT aexctpometopdan/aekctpoppan B Moue B 16-97 pa3. Takum oOpazom,
TepOuHa(UH y JIUII C BRICOKOW aKTUBHOCTHIO n30epmernTa CYP2D6 MokeT CHU3UTH aKTUBHOCTh
MOCIIEAHETO.

Kogpeun

TepbunapuH cHHKAET KIUPEHC KOPEerHa Py BHYTPUBEHHOM BBeieHUH Ha 19 %.

HeKa‘[)CTBeHHBIe BSaHMOZIefICTBI/Iﬂ, HC OKa3bIBAOMIMWEC HMJIM OKa3bIBAIOIMIMEC HC3HAYUTCIBHOC

BIUSHUE
Lumoxpom P450

Pe3ynbTaThl McclieioBaHUH, TPOBEICHHBIX IN VItr0 U y 3710pOBBIX JT0OPOBOJIBLEB, TOKA3BIBAIOT,
yro TepOMHApuH OOJaTaeT HE3HAYMTEIHHBIM MOTEHIMAJIOM /ISl MOJABJICHUS WM YCUJICHUS
KIIUpeHca OOJBIIMHCTBA MpPENapaToB, KOTOpPbIE METAOOIM3UPYIOTCS MpPHU YYaCTUU CHCTEMBI
nutoxpoma P450 (manpumep, TepdeHanuHa, Tpuazonama, TOIOyTamuaa WIA HEPOPATBHBIX
KOHTPAIIENITUBOB), 32 UCKIIIOUEHHEM TeX, KOTOpbie MeTabonusupytorces ¢ yaactuem CYP2D6.
Denazon unu OUSOKCUH

TepOunaduH He BIUSET Ha KIUPEHC (peHa30Ha WK JUTOKCHHA.

Dnykonaszon

TepOunaduH He OKa3bIBAET CYIIECTBEHHOTO BIUSHUA Ha (DapMaKOKWHETUKY (hIIyKOHA30I1a.
Ko-mpumoxcaszon, 3uo0o8youn unu meoguiiun

He Obl10 BBIABIEHO KIMHUYECKH 3HAYUMBIX B3aUMOJEHUCTBUN Mexay TepOuHaduHOM U
KOMIIOHEHTaMH KO-TPUMOKca30Ja (TPUMETONPUMOM U CyTb(HaMeTOKCa30JI0M ), 3UJOBYAMHOM HIIN
TEOPUIIITTHOM.

Ilepopanvrvie konmpayenmusnsi

HmeroTcst cooOIIeH s 0 HECKOMBKHX CIIyYasX HApYIICHUS MEHCTPYATbHOTO [UKIIA Y MAlUEHTOK,
MPUHUMABIINX TepOUHA(DUH COBMECTHO C MEPOPATHHBIMU KOHTPAILICITUBAMH, XOTSI 4ACTOTa ITUX
HApYIICHUH HE MPEBHIIIACT CPESIHIOK YacTOTY TAKUX HAPYIICHUH y MAIIMEHTOK, MPUHIUMAFOIIIHX
TOJIEKO TIEPOPATTLHBIC KOHTPAIICTITUBEI.

Tepounagun moorcem ymenvuiams KOHYEHMPAYUro 8 Cbl@OPOMKE KpPOBU UNU BbIPAHCEHHOCHb
KAUHUYECKUX 3¢hghekmoa credyowux npenapamos

TepOunaduH NOBbHIIAET KIUPEHC HUKIOCTIOpUHA Ha 15 %.
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OCNEOCEBATENEHOCTE 0001)

Bzaumoodeticmsue ¢ npooykmamu numanus u HApUmMKam

[TpoayKThl MUTAaHUS HE3HAYUTEIHHO BIMSIOT HA OMONOCTYNMHOCTh TepOMHaduHA (yBeTU4yeHUE

AUC <20 %), uro HEe TpeOyeT U3MEHEHHS T03bI ITperapaTa.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTDb U JIAKTAIIHSA

bepemeHHOCTD

JlaHHBIE DKCIEPUMEHTAJIBHBIX WCCIEAOBAHUN HE IAlOT OCHOBAaHUU NpEAIoiaraTh HaIU4He
HE)KeNaTeNIbHbIX SIBIICHUI B OTHOUIEHMM TOKCHYECKOro jaeWcTBus Ha MmioA. I[lockoibky
KJIIMHUYECKHM OMBIT NMpUMEHEeHHs TepOrHapuHa Yy OepeMEHHBIX JKEHIIMH OY€Hb OIPaHUYEH, HE
CIIeIyeT MPUMEHSTH MperapaT BO BpeMs 0EpeMEHHOCTH, 32 MCKIIOUECHUEM TEX CIydaeB, KOTJa
OKHJaeMasi TI0JIb3a OT MPOBEICHUS TEPAITHH JIJII MATEPH MPEBHIIIACT MOTCHIIMAIBLHBIA PUCK JIIS
wioja.

Jlakranus

TepOunaduH BBICNSETCS C TPYAHBIM MOJIOKOM, IIO3TOMY JKEHIIWHBI, NPHHUMAOIINE
TepOuHaUH BHYTPH, HE TOJKHBI KOPMHTB IPYABIO.

DepTUabHOCTD

Jannsix o BausiHUM TepOuHapuHa Ha (epTUIBLHOCTD Yy Miofeil HeT. MccnenoBanus y Kpbic He

BBIABHUJIN HEXKEJIATCIIBbHOI'O BJIMAHUA HA (1)€pTI/IJ'IBHOCTI> " pCIPOAYKTHBHYIO CIIOCOOHOCTb.

4.7. BiusiHde Ha CIOCOOHOCTH YNPABJATH TPAHCHOPTHBIMH CpeICTBAMH M PadoTaTh ¢
MeXaHNU3MaMH

[Ipenapar TepOunaduH NPaKTUYECKH HE OKA3bIBACT BIIHMSHUS Ha CIIOCOOHOCTH YIPABIATH
TPAHCIIOPTHBIMU CPEACTBAMH U MEXaHM3MaMH, a TaKK€ 3aHUMATHCS JAPYTUMH TOTEHIIHAIBHO
OTACHBIMH BUJAMH JIEATEIHHOCTH, TPEOYIOIMMHU TOBBIIICHHOW KOHIEHTPAIMM BHUMAHUS U
OBICTPOTHI ICUXOMOTOPHBIX PEAKIIUH.

[Ipu pa3BuUTHM TOJOBOKPY>KE€HUS Ha (OHE Tepanmuu TpermapaTroM, MalMeHTaM HE CIeayeT

YIPaBJIsATh TPAHCIOPTHBIMU CPEICTBAMU H/WIK pabOTaTh ¢ MEXAaHU3MaMH.

4.8. Hexkesnare/ibHbIE peaKUNU

TabnuuHoe pE3IOME HEXKENATCIILHBIX PEaKINH

Yactora HexenaTeNbHBIX pEakluid ObUTa OMpeAelieHa B COOTBETCTBHM C KiaccupUKaIuen
Bcemupnoii opranuzanmu 3apaBooxpanenust (BO3): ouens yacmo (> 1/10); wacmo (> 1/100, HO
< 1/10); neuacmo (> 1/1000, o < 1/100); peoko (> 1/10000, Ho < 1/1000); ouens peoko (<

1/10000); vacmoma neuzéecmua (He MOKET OBITH OlIEHEHA HA OCHOBE MMEIOIUXCS JTAHHBIX ).
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CucTeMHO-OpraHHbIN KI1acc Yacrora (T 'HeBE-e:’xa'ﬂ% '}'Fbllétd_éakuhﬂ qouT)
Hapywenus co cmoponwl | Heuacmo aHeMus
Kposu u aumpamuueckou | Ouenv peoko HEUTPONEHUS, arpaHyJIOLUTO3,
cucmemul MAHIUTOINIEHUS, TPOMOOIIUTOIICHUS
Hapywenuss co cmoponwvl | Ouens pedko aHAQWIAKTOUJHBIC  peakinuu  (BKIIOYAs
UMMYHHOU CUCTEeMbl AQHTMOHEBPOTUYECKHII OTEK), KOXKHasg H
CUCTeMHass KpacHas BOJYaHKa (WIM UX
obocTpeHue)
Yacmoma aHAQWIAKTUYECKHE  pEaKlUu, CHUHAPOM
Heuzeecmua MO01I00HBIN CHIBOPOTOYHON 0OJIE3HU
Icuxuueckue napywenus YHacmo Jlenpeccust
Heuacmo TPEBOKHOCTH

Hapywenus co cmoponwi

QOuenv yacmo

roJIoBHas 00JIb

HepBHOTL cucmembl Yacmo TOJIOBOKPY)KEHHE, HapyLICHUs BKYCOBBIX
OLLYLIEHUH, BIUIOTh 10 UX NOTEpH (0OBIYHO
BOCCTAHOBJIEHHE IPOMCXOJUT B Mperenax
HECKOJIbKUX HeZAeb I0cie IpeKpalieHus
JICUCHHS )
Heuacmo MapecTe3nu, TMnecTe3nu
Yacmoma norepss OOOHSHMSA, B TOM 4YHCIE Ha
Heussecmua JUINTEIbHBIA TIEPUOJ BPEMEHH, CHMIKEHHUE
00OHSHMS
Hapywenus co cmoponwvl | Heuacmo HapylIeHHe 3peHus
opaana 3peHus. Yacmoma 3aTyMaHUBaHUE 3PEHMS, CHUJKEHUE OCTPOTHI
Heussecmua 3peHus
Hapywenusa co cmoponwl | Heuacmo IIyM B yIIax
opaana cuyxa u nabupunma | Yacmoma TYrOyXOCTb, HAPYILIEHUE CIIyXa
Heuseecmua
Hapywenus co cmoponuvl | Yacmoma BaCKYJIUT
cocyooe HeuseecmHua
Kenyoouno-kuweunvie Ouenwv wacmo B3yTHE JKUBOTA, CHIKEHUE alllleTUTa,

HapyuwieHus

JUCIICTICHUA, TOIIHOTA, c1abo BBIPAXKCHHBIC

0011 B )XHUBOTE, Tuapes

Yacmoma

MMaHKPCATUT
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OCIEOOESTENEROCTE U001
Heuzeecmua o reEdUuesTENERUL T UULUT)

Hapywenus co cmoponwvl | Peoxo renaroounapHas TUCYHKIIS
neuenu U JHcendesbleo0AUUX (mIpenMyILeCTBEHHO X0JIeCTaTHYECKON
nymet IpUpPOJbl), B TOM YHUCIE IIEYCHOYHas
HEIOCTaTOYHOCTh, BKJIIOYAsl PEIIKUE CIIydau
pa3BUTHS TSKEIION [EYECHOYHOU
HE0CTaTOYHOCTH (HeKoTOpBIE co
CMEpTENbHBIM HCXOIOM WM TpeOyromue
TPaHCIUIAHTALUU NICUCHH); reraTuT,
KENTyXa, X0JIeCTa3, HOBHIIIEHNE AKTUBHOCTH
«I€YEHOYHBIX» TPaHCAMHHA3. B
OOJIBIIMHCTBE CIIy4yaeB, KOIJa pa3BUBAIACh
MEYEHOYHAs] HEJIO0CTaTOYHOCTh, MAIMEHTHI
UMenn Cepbe3HBIC COITyTCTBYIOIIHE
CHUCTEMHBbIE 3a00Je€BaHMA M NPUYUHHO-
CJIeZICTBEHHAs CBSI3b [IEYEHOYHOMN
HEJIOCTaTOYHOCTH C TPUEMOM TepOuHaduHa

ObLIa COMHUTEIBbHOM

Hapywenus co cmoponwvl | Ouensv uacmo CBIIlb, KPAIIUBHULIA

KodCcU U NOOKOJCHBIX | Heuacmo peakiuu (OTOUyBCTBUTEIBHOCTH

mKaHeti Ouenwv peoxo Cungpom CruBeHca-/{»o0HcoHa,
TOKCUYECKHIM 3NUJepMalIbHBIA  HEKPOJIU3;
OCTpBIN reHEPAIN30BaHHBIN
9K3aHTEMATO3HBIN yCTYyJes3,
MHOropopMHasi ~ dpuTeMa, TOKCHYECKas
KO)KHasl CHIIb, SKC(OTUATUBHBIA 1€PMaTHT,
Oyne3Hbll JepMaTHUT, MCOPHA30I0100HbIE
BBICBIMIAHUS WM O00OCTpeHHE TICopHa3a,

aJIoIenus

Yacmoma JIEKapCTBEHHAs ChHIMIb C J03WMHOMUINEH U
Heuszeecmua CUCTEeMHBIMH CHUMIITOMaMH (CBHIllb, OTEKH,
JTUXOpajaKa, U YBEIUYCHUE JTUM(PaTHICCKUX

y3JI0B)

Hapymeﬁuﬂ CO CmMOpPOHbL Ouens uacmo apTpajrud, MUajrusa

Crpanuna 9 u3 14



COOTBETCTEBYET ZKCNEPTHOMY OTUETY

ot 08.11.2023 N2 22682

4

Mmblueurnol, ckenremnou u | Yacmoma pa6116@'1:1'0}1_111§"1"" BATENEHOCTE 000T)
COCOUHUMENIbHOU MKAHU Heuzsecmua
Obuwue HapyuieHus u | Yacmo YyBCTBO yCTAJIOCTH
pearkyuu 6 mecme 86edenus | Heuacmo TTOBBIIICHUE TEMIIEPATYPHI TEIA
Yacmoma IPUIIIONOJ00HBIA CUHAPOM
Heuzsecmua
Jlabopamopnvie u | Hewacmo CHIDKEHHE Beca (BTOPUYHO 110 OTHOIIEHHUIO K
UHCMPYMEHMAIbHblLe HapYIICHUIO BKYCOBBIX OIIYIICHUN )
oanmuble Yacmoma [MOBBIIICHUE AKTUBHOCTH
Heuzsecmua KpeaTuH(POCPOKHUHA3HI B CHIBOPOTKE KPOBH

COO6HI€HI/I€ 0 ITOA03PEBACMBIX HCXKCIIATCIbHBIX PCAKIINAX

BaxHo coo0mare O TMOAO03pEBACMBIX HEXKENIATSNBHBIX PEAKIHAX IIOCIE PETUCTPAINH
JIEKapCTBEHHOT'O Tperapara ¢ 1elbio 00ecrnedeHrs HeMPEePbIBHOIO MOHUTOPUHTA COOTHOILICHUS
«I0Jb3a — PHUCK» JIEKAPCTBEHHOTO Mpemnapara. MeauIMHCKUM pabOTHUKAM pPEeKOMEHAYEeTCs
coo0marte 0 JIOOBIX MOJ03PEBAEMBIX HEKENIATENBHBIX PEAKIHIX JICKApCTBEHHOTO Iperapara
Yyepe3 HAIMOHAJIBHBIE CHCTEMBI COOOMICHUSI O HEXENATENbHBIX PEAKIUAX TOCYJapCTB — YICHOB
EBpaszuiickoro 3KOHOMH4ECKOT0 COr03a.

Poccuiickas ®enepanus

109012, r. MockBa, CrniaBstHCKas TUIOIIa b, 1. 4, cTp. 1

®denepanbHas cayx0a Mo Haa30py B chepe 3paBoOOXpaHEHUs

Tenedon: +7 800 550 99 03

OnexTponHas moura: pharm@roszdravnadzor.gov.ru

Caiit B muHGOPMaIIMOHHO-TEIEKOMMYHUKAIIMOHHOM ceTu «HTepHEeT»:

https://www.roszdravnadzor.gov.ru/

4.9. Ilepeno3npoBka

CuMITOMBI

HmeroTcst cooO1eHnsT 0 HEKOTOPBIX Cy4asX Mepelo3upoBKH (MIpHUHSTAs A03a TepOuHaduHa 10
5 1), Ipu KOTOPBIX OTMEYAIIUCH TOJIOBHAs 00J1b, TOJIOBOKPYKEHHUE, TOIIHOTA M O0JIb B AIIUTACTPHH.
Jleyenue

Pekomenayemoe B ciyyae Mepelo3WPOBKHU JICUEHHE BKIIOYAET MEPOINPHUSATHE IO BHIBEACHUIO
mpenapaTta, B HEPBYIO Oyepeqb MyTeM Ha3HAUEHUsS aKTUBHPOBAHHOTO YISl M MPOMBIBAHUS

JKCIIyKa; Ipu HeO6XOJII/IMOCTI/I IpoOBOAAT CUMIITOMATHYCCKYIO U MOAACPKUBAOIITYIO TCPAIIULO.
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5. DAPMAKOJOTMYECKHUE CBONCTBA WS/ IEAUBATENEHOCTS 000T)

5.1. ®apmakoaMHaMH4YeCKHe CBOMCTBA

dapmakoTepaneBTHUYECKass Tpymma: MNPOTHBOTPUOKOBBIE  CPEACTBA, NPHUMEHSEMBIE B
JEPMAaTOJIOTUH; TPOTUBOTPUOKOBBIC CPEJICTBA CHCTEMHOTO JICHCTBUS.

Koxg ATX: DO1BAO2

MexanusM aeiictsus U hapMakoauHaMuueckue dhdheKThI

TepOunagun npeacrasisier co0OM aUIMIAMUH, KOTOPBIHA 00J1a1a€T IUPOKUM CIIEKTPOM JeHCTBUSA
B OTHOUICHWU T'pHOOB, BBI3BIBAIOIIMX 3a00JICBaHUA KOXXKH, BOJOC W HOITEH, B TOM 4YHCIE
nepmaroduToB, Takux kak Trichophyton (mampumep, Trichophyton rubrum, Trichophyton
mentagrophytes, Trichophyton verrucosum, Trichophyton tonsurans, Trichophyton violaceum),
Microsporum (wanpumep, Microsporum canis), Epidermophyton floccosum, a Takxe IpOKEBBIX
rpuboB poma Candida (mampumep, Candida albicans) u Malassezia (panee Pityrosporum). B
HU3KAX KOHIICHTpAIUsaX TepOMHA(pHH OKa3blBaeT (YHTHIUIHOE JEeHCTBUE B OTHOLICHUH
NepMaTo(UTOB, IJIECHEBBIX U HEKOTOPHIX AUMOP(HBIX I'puOOB. AKTUBHOCTH B OTHOILEHHUH
NPOXOKEBBIX TI'PUOOB, B 3aBUCUMOCTM OT MX BHJA, MOXET ObITb (YHIMIMIHONW WIIH
(GyHrUCTaTUYECKOM.

TepObunadpun cnenmduyeckr NOJABISIET PAHHUHN Tarl OMOCUHTE3a CTEPUHOB B KIIETKE Irpruda. IT10
BE/ICT K Je(PHUIUTY 3PTOCTEPHHA M K BHYTPUKICTOUHOMY HAKOIJICHHIO CKBAJICHA, YTO BBI3BIBACT
rubenp kieTku rpuba. JlelictBue TepOMHadUHA OCYLIECTBISETCS IyTeM MHIMOUpPOBaHUS
(depMeHTa CKBaJIEHANOKCHIa3bl B KJIETOUHOM MeMOpaHe rpuba. OToT GepMEHT He OTHOCUTCS K
cucreMe ruroxpoma P450.

[Tpu npumeHennn TepOMHAadUHA BHYTPH B KOKE, BOJIOCAX M HOTTSAX CO3AIOTCS KOHIICHTPALUU
TepOuHaduHa, obecreunBaroniye GyHrHIUIHOE IEHCTBHE.

5.2. ®apmakoKMHeTHYECKHE CBOIiCTBA

AOcopOruus

[Tocme mnpuema BHYTph TepOuHapuH xopomo abcopoupyercs (> 70 %), abcomoTHAsS
O6uonoCTYNHOCTh TepOuHaduHa BeieAcTBUE YPPeKTa «IEepBUUHOTO MPOXOXKIECHHS» COCTABIISET
npumepHo 50 %. Ilocne ogHOKpaTHOTrO MpueMa TepouHaduHa BHYTph B g03€ 250 Mr ero Cmax
nocturaercs dyepes 1,5 yaca u cocrasisiet 1,3 mkr/mi. Ilpu nocrossHHOM npueme TepouHaduHa
ero Cmax B cpeqHeM yBenmdmuBaeTcsi Ha 25 % 10 CpaBHEHHUIO ¢ OIHOKpaTHBIM mpuemom, AUC
yBenuuuBaercs B 2,3 paza. Mcxons u3 ysennuenus AUC, MOxHO paccuuTath 3(eKTUBHBIN
nepuo] nonyBsiBereHus (30 yacos).

[IpuemM mMIM B yMEpPEHHOM CTENMEHHW BIHMSET Ha OwomocTynmHOocTh mipenapara (AUC
yBenuuuBaeTcsi MeHee yeM Ha 20 %), Koppekuuu A03bl TepOHHApUHA MPU OJHOBPEMEHHOM

npreMe ¢ MUIel He TpedyeTcs.
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(NOCNEQCBATENEHOCTE 0001)

Pacnopenenenue

TepOunaduH B 3HAUMTENBLHOW CTENEHH CBS3bIBaeTCS ¢ Oenkamu miasMbl KpoBu (99 %). On
OBICTPO MPOHMKAET Yepe3 ACPMaJbHBIN CION KOXHM M HAKAIUIMBAETCS B JIMMTO(PUILHOM POTOBOM
cioe snuepmuca. TepOuHaduH TakKe MPOHUKAET B CEKPET CAbHBIX JKeJle3, YTO 00eCreynBaeT
BBICOKYIO KOHIICHTDPAIMIO BEIIECTBA B BOJIOCSHBIX (DOJUIMKYJIAX, BOJIOCAX M B KOXe, Ooratoi
canbHBIMU Kene3amu. [lokazaHo Takxke, 4yTO TepOMHA()UH MPOHHUKAET B HOTTEBBIC ITUIACTHHBI B
IIepBbIE HECKOJIBKO HEJEIb I10CIIe Haualla TePaHH.

buotp aHC(bODMaI_[I/IH

Tep6unadun MeTabonu3upyeTcs OBICTPO U B CYIIECTBEHHOM CTENIEHH MPU YYaCTUU KaK MUHUMYM
ceMl M30()ePMEHTOB cHUCTEMBI IUTOXpomMa P450, mpu 3TOM OCHOBHYIO pOJIb HIPAIOT
uzodpepmentsl CYP2C9, CYP1A2, CYP3A4, CYP2C8 u CYP2C19.

DJIMMUHALNS

B pesynbrare Guorpanchopmaiuu tepOuHaduHa 00pa3zyroTcss METabOIUTHI, HE 00JajaroIre
MIPOTUBOTPUOKOBON aKTUBHOCTHIO M BHIBOISIIIIAECS IPEUMYIIIECTBEHHO ITOYKAMHU.

MHorokpaTHoe IpUMEHEeHHEe TepOMHa(uHa, TPUBOAAIICE K MOBHIIEHUIO €ro KOHIICHTPALUU B
CBIBOPOTKE KpPOBH, COIPOBOXAAETCS Tpex(pa3HbIM BBIBEICHUEM C KOHEYHBIM TEepUOIOM
MOJIYBBIBEJIEHUS OKOJIO 16,5 CyTOK.

Oco0ble IPVIIILI TAIUEHTOB

Ilayuenmvi ¢ napyuwenuem GynKyuu novex

B ¢dapmakoknHeTHUECKUX MCCIEIOBAHUAX pPA30BOM 103bl TepOMHApUHA Yy MAIMEHTOB C
COITYTCTBYIOIIMMH HapyIHIEHUSMH (QYHKIUM Mouek (kiupeHc KpeatuHuHa < 50 mi/MuH) Oblia
MoKa3aHa BO3MOXXHOCTh CHIDKCHHS KiupeHca tepounaduna va 50 %.

Ilayuenmvi ¢ napyuwienuem GynKyuu nevenu

B ¢dapmakoknHeTHUECKHUX MCCIEIOBAaHUAX pPA30BOM 103bl TepOMHApUHA Yy MAIMEHTOB C
3a00JeBaHUAMHU TIeueHH OblIa MOKa3zaHa BO3MOXKHOCTh CHMKEHHs KIHMpeHca TepOuHapuHa Ha
50 %.

Ilayuenmui nodxcunozo 6o3pacma

He BBIABIEHO W3MEHEHMII paBHOBECHON KOHIIEHTpaluu TepOuHaduHA B IIa3Me KPOBU B

3aBHUCUMOCTH OT BO3pacTa.

6. PAPMAIIEBTUUECKHE CBOMCTBA

6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB
e JlakTO3BI MOHOTHIpAT (Caxap MOJIOYHBII)
e KapbOokcumeTuinkpaxman HaTpus TUIT A
e ['mmpomeruiosa
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e Kpemuust 1MOKCHI KOJJTOUAHBINA

e Maruus creapar
6.2. HecoBmMecTUMOCTH
He npumenumo.
6.3. Cpok rogHocTu (CpOK XpaHeHus1)
3 rona.
6.4. OcoOble Mepbl MPEI0CTOPOKHOCTH NMPHU XPAHEHUU
XpaHUTh B 3alIMIIEHHOM OT CBETa MECTE MpHU TemnepaType He Boiie 25 °C.
6.5. XapakTep u coepkaHue NePBUYHON YIIAKOBKHU
ITo 3,4, 5,7, 10 TabiieTOK B KOHTYPHYIO SIMEUKOBYIO YIIaKOBKY U3 IUIEHKH [1OJINBUHUIIXJIOPUAHON
1 (OB ATIOMHUHHUEBOM IMEYaTHOMN JIAKHPOBAHHOM.
ITo 10, 20, 21, 28, 30, 40, 50, 56 uau 100 TabseTok B OaHKH M3 MOJMATHIECHTEpedTaIaTa IJs
JIEKAPCTBEHHBIX CPEJICTB HJIM TOJUIPOIUICHOBBIC JJIsl JIEKAPCTBEHHBIX CPEJICTB, YKYIIOPEHHBIC
KPBIIIKAMUA W3 TIOJIMATUJIEHA BBICOKOTO JIaBJICHUSI C KOHTPOJEM IIEPBOTO BCKPBITHS, HIIU
KPBIIIKAMU TIOJHUIPONUICHOBBIMU C CHUCTEMOW «HA)KaTh-TIOBEPHYTHY», WM KPBIIIKAMU U3
MOJIMATUIIEHA HU3KOT'O IaBIICHUS C KOHTPOJIEM MEPBOTO BCKPBITHUSI.
Onny Oanky wim 1, 2, 3, 4, 5, 6, 7, 8 nwnn 10 KOHTYpHBIX SYEMKOBBIX YIAKOBOK BMECTE C
WHCTPYKIMEH 10 MPUMEHEHHIO TTIOMEIIAI0T B KAPTOHHYIO YIIAKOBKY (MTAUKYy).
6.6. OcoOble Mepbl NPEIOCTOPOKHOCTH TNPH  YHUYTOXKEHHH  MCIOJb30BAHHOIO
JIEKAPCTBEHHOI0  Npemnapara WJIM OTX0A0B, IOJYYEHHBIX IOCJe TNpPUMEHEHUs
JIEKAPCTBEHHOT0 Mpenapara u Apyrue MaHUMyJIAUUHU C PenapaToM

OcoOble TpeOOBaHUSI OTCYTCTBYIOT.

7. AEP/KATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHU S
Poccus

00O «Aromm»

445351, Camapckas o0:1., 1. XKurynesck, yi. 'uapoctpourenei, a. 6.

Temn.: +79874599991, +79874599992

E-mail: ozon@ozon-pharm.ru

7.1. IlpeacraBuTe/ib AepaKaTelisi perHCTPALIMOHHOTO YI10CTOBePeHus

[Iperensnn moTpedbUTEIEH HAIIPABIISITH 110 AAPECY:

Poccus
000 «O308»

445351, Camapckas 06011., r.0. Kurynesck, r. XKurynesck, yi. I'mapoctpouteneit, a. 6.
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Ten.: +79874599991, +79874599992 (MOCNEAOBATENBHOCTS 0001)

E-mail: ozon@ozon-pharm.ru

8. HOMEP PETUCTPAIIMOHHOT' O YAOCTOBEPEHMUSA

9. JATA TEPBUYHOW PETMCTPALIMM (MMOATBEPKIEHUS
PETACTPAIIAU, TEPEPETVCTPALIAN)

Jlara nepBoii peructpanumu:

10. JATA IIEPECMOTPA TEKCTA

OO0miass  XxapakTepuCTUKAa  JIEKQpCTBEHHOro  Ipemapata  TepOuHaduH  JHOCTymHAa  Ha
MHPOPMALIMOHHOM TIOpTaie EBpasuilckoro SKOHOMHYECKOTO Ccor03a B HWH(POPMAIMOHHO-

KOMMYHHKaIMOHHOM cetn «HTepHeT» http://eec.eaeunion.org/.
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