COOTEBETCTEYET 3KI( MY OTUETY

ot 28.11.2023 N= 2496!

OBIIASI XAPAKTEPUCTHKA JI EKAPCTBERHOTO IPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOTI O IIPEIIAPATA

AromenatuH, 25 Mr, TaOJIETKH, TOKPHITHIE TUIEHOYHON 000JI0YKOM.

2. KAUECTBEHHBII 1 KOJIMYECTBEHHBIN COCTAB

JelicTBytolee BEIECTBO: aroMeJIaTHH.

Kaxxnas TabneTka, HOKphITas INIEHOYHOW 000JI0YKOM, COACPIKUT 25 MI aroMeJIaTHHA.
BcnomorarenbHble BelllecTBa, HATUYME KOTOPBIX HAJ0 YUYHUTHIBATH B COCTaBE JIEKAPCTBEHHOTO
npernapara; JJakTo3bl MOHOTHIpAT (caxap MoJo4HbIH) (cM. pasaenst 4.3, 4.4).

ITomubIi MEPCUCHb BCIIOMOT'ATCIIbHBIX BCIICCTB IIPUBCACH B Pa3aciic 6.1.

3. JEKAPCTBEHHAA ®OPMA

TabneTKu, MOKPHITHIE INIEHOYHOMU 000T0YKOM.
Kpyribie ABOSKOBBIMTYKIIbIE TAOIETKH, MTOKPHITHIE TUIEHOYHON 000I0UKON OT CBETIIO-XKENTOTO A0
KOPUYHEBO-)KEJITOTO 1BeTa. Ha monepeynom paspese TabiaeTKu BUAHBI 1Ba CIIOS: PO OETIOT0 UITH

[IOYTH OEJIOro LIBETA U [UICHOYHAs 000JI0UKA.

4. KIMHUYECKHUE JAHHBIE
4.1. Tloka3aHusl K IPUMEHEHHUIO
[Tpenapat AromenaTvH okas3aH K IPUMEHEHHIO Y B3POCIIBIX MALIMEHTOB B Bo3pacTe oT 18 et npu

JeueHrue 0OJIbIIOTO ACPECCUBHOT'O paCCTpOﬁCTBa.

4.2. Pe:kum 103MPOBaHNS M CIOCO0 MPUMeEHEHUs!

PexxuM 103upoBaHus

Bspocnvie

Pexomennyemas cyrounas no3a — 25 mr (1 tabnerka) ogqHokpatHo nepea cHoMm. [Ipu orcyrerBun
KJIIMHUYECKON TMHAMUKH MOCIIE IBYXHEIEIBHOIO JICYEHUS J103a MOXKET ObITh yBeIu4eHa 10 50 Mr
(2 TabneTku Mo 25 MT) OTHOKPATHO TEpe]] CHOM.

Pemenne 00 yBenuyeHWHM 03Bl JOHKHO OBITH MPHHSITO C YY4E€TOM BO3PACTAIOIIETO PHUCKA
MOBBIIICHHS YPOBHS TpaHcamuHa3. JIro6oe moBbIeHue 10361 10 S0 MT T0OJKHO OBITH CIETaHO Ha
OCHOBaHMHU OLEHKHU MOJb3bl M PHUCKA JJII KOHKPETHOTO MalUeHTa U IMpPH CTPOrOM KOHTpOJIe
MEYEHOYHBIX MPOO.

Hepe;:l Ha4aJioM TEpalnunu (pYHKL[I/IOHaJ'IBHBIC INCYCHOYHBIC HpO6BI JOJIKHBI OBITh IMPOBCACHBI Y
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BCeX ManueHToB. Tepanusi He MOXKET ObITh HAU§Ta y naﬂﬁ%&&ggﬁﬁgg@%ﬁ&&%ﬁayémee

4yeM B 3 pa3a IpEeBbIIIAIOIINM BEPXHIOI IT'paHUIly HOPMBI (cM. pa3aen 4.3 u pasaen 4.4, nonpasaen
«Oco0bie ykazanusi»). Ha mporspkenuu nedeHus: GyHKIMS MMEYSHU JODKHA KOHTPOJIMPOBATHCS
NePUOANYECKH, TPUOIU3UTENBHO Yepe3 3 Heleu, MPUOIM3UTEIbHO Yyepe3 6 Heelb (OKOHYaHuE
KYIHUPYIOIIETo Meproja Tepanuu), NpudInu3uTeabHo yepe3 12 nenens u 24 Henenu (OKOHYaHUE
HOJIEPKUBAIOLLETO MIEPUO/Ia TEPAIINK) [10CIIE€ Hayaia TEPANny, U B JAIbHENUIIIEM B COOTBETCTBUU
C KIIMHUYECKOU cutyanuei (cMm. pazaen 4.4, nonpaznen «OcoObie ykazaHus»). Eciin akTHBHOCTH
TpaHcaMHHa3 OoJjiee 4eM B 3 pasa MpEeBBINIACT BEPXHIOIO I'PaHUIly HOPMBI, IPUEM IpernapaTa
ciemyet npekpaTuTh (cM. pasznen 4.3 u pazaen 4.4, noapasnen «OcoObie yKazaHUs»).

[Tpu yBenmu4eHUM 03bI CIeyeT KOHTPOIMPOBAThH (DYHKIIMIO NIEYEHHU C TOH JK€ YacTOTOM, YTO U B
Hayajie MPUMEHEHUs Ipernapara.

[Tpu mpomycke mpreMa oYepeTHOM 103bI ITpernapaTa, BO BpeMsl CIeAyIoUIero npuemMa AroMenaTu
MPUHUMAETCS B OOBIUHOM J103€ (HE ClelyeT MPUHUMATh MPOIYIIEHHYIO 103Y).

[1poI0IKUTENBLHOCTD JIEUYEHUS

JlexapcTBeHHas Teparus JACNPECCHM JOJDKHA IPOBOAMTHCS, MO KpailHell Mepe, B TeueHue 6
MECSILEB 10 TIOJHOTO UCYE3HOBEHMSI CHMIITOMOB JIENIPECCUU.

Ilepexon c¢ tepanuun CHUO3C/CHUO3CH (cenekTUBHBIA HWHruOWUTOp 0OpaTHOrO 3axBara

CEPOTOHMUHA /CEEeKTUBHBIM MHIMOUTODP OOPATHOrO 3aXBaTa CEPOTOHMHA U HOPAAPEHAIMHA) HA

TCpaIlnl aroMeJaTuHOM

Bosmosxken cunapom oTMeHsl nocie npekpamienus npuema CO3C/CUO3CH.

Jlnst cHUYKEHUST prUcKa BOSHHUKHOBEHMSI CHHJIPOMa OTMEHBI MOCIE MPEKpallleHus JeUeHus: paHee
HazHaueHHbIMU CHO3C/CHUO3CH, HeoOxoauMo cielnoBaTh YyKa3aHUSIM WHCTPYKIUU TIO
MEAUIIMHCKOMY IPUMEHEHUIO JaHHBIX MTPETapaToB.

[Ipuem aroMenatuHa MOKeT OBITh HauaT C 1-TO JAHS TOCTETNIEHHOTO CHIDKEHUS 03Bl
antuaenpeccantoB CMO3C/CUO3CH (cwm. pasaen 5.1).

[IpekpailieHre JeyeHus

B ci1ydac MmpeKpaumcHusa JCYCHUA HCT HCO6XOI[I/IMOCTI/I B ITOCTCTICHHOM CHM>KCHUHU JTO3bI.

Oco0bIe I'pynnbl HJaMCHTOB

HCZI/;MEHmbl NnoJHCUI020 8o3pacma

DddexTuBHOCTH M Ge30macHOCTh aromenaruHa (B 03¢ 25 — 50 Mr B CyTKM) TOATBEpKIEHA Y
MAIMEHTOB C JEMPECCUEN MOKUIIOTO BO3pacTa MOJI0XKe 75 JeT. Y MalMeHToB B BO3pacte 75 JIeT u
CTapIlle HEeT MOATBEP)KICHHBIX JaHHBIX O HAIMYMM CYIIECTBEHHOro 3¢ dekra. B cBszu ¢ aTHM,
mpemapaT AroMenaTMH He CleyeT Ha3HadaTh MalMeHTaM JaHHOW BO3PAcCTHON TpYyIMIIbI
(cm. pasnen 4.4, moapazaen «Ocobbie ykazaHus» U 4acTh S). Koppekiuu 10361 B 3aBUCUMOCTH OT

BO3pacTa He TpedyeTcs (CM. 4acTh 5).
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MY OTHETY

Iayuenmul ¢ napywenuem QyHKyuu nouex (NOCNEOOBATENEHO

Y  [mamMeHToB ¢ TSKEIOM  MOYEYHOW  HENOCTaTOYHOCTBIO  3HAYMMOTO  M3MEHEHHUS
(hapMaKOKMHETHUECKUX MTapaMeTPOB HE OTMEUAIOCh. OIBIT IPUMEHEHUS Mpenapara AroMenaTHH
pu OOJBIIKX ASTPECCUBHBIX SMU30aX Y MAIMEHTOB CO CPEAHEH U TSHKEJION CTENEeHbIO MOYeYHON
HEJOCTaTOYHOCTU orpanuyeH. [Ipum HazHaueHuu mnpemnapata AromeinaTHH TaKUM IallE€HTaM,
cienyeT coOIoaaTh OCTOPOKHOCTD (CM. pasaen 4.4, moapasaen «Ocolbie yKa3aHus»).
THayuenmoi ¢ HapywieHuem yHKyuu neveHu
[Ipemapatr AroMenaTMH NIpPOTUBOMNOKAa3aH MalMEHTaM C HapyIIEHUsSIMU QYHKIUH TEYeHU
(cMm. pazgen 4.3, pasaen 4.4, moapasaen «OcoOble yKazaHusS» U pasaen 5.2).

eTH
[Tpenapat AromenaTH NPOTUBOIIOKA3aH AETIM 110 18 neT (cM. paznen 4.3).

Cnoco6 IIPUMCHCHUA

Bnytps.

TabneTku Ipemnapara AromenaTrH MOXKHO MNPpUHHUMATb HC3aBUCHUMO OT IIprEMa IMUIIH.

TabneTKy cieayeT mporiaaThiBaTh IEIMKOM, HE pa3KeBbIBAs.

4.3. IIpoTHUBONOKA3AHHS

e [unepyyBCTBUTEIHHOCTh K aroMeJaTHHY W/WIU K JIIOOOMY M3 BCIIOMOTATEIIbHBIX BEIIECTB,
MEePEUYNCIICHHBIX B pazzeine 6.1.

e Hapymenus ¢yHKIMM redeHu (HApUMep, MUPPO3 WU 3a00JCBaHUC IEUYSHU B aKTUBHOM
(haze) WM MOBBIIEHUE YPOBHS TpaHCaMHHA3 Oojiee yeM B 3 pa3a OTHOCHUTEIHLHO BEpPXHEU
rpaHuIlbl HOPMBI (cM. pazzaen 4.2 u paznen 4.4, noapazaen «OcoObie yKazaHus»).

e OnHOBpEeMEHHOE MpUMEHEHHEe MOIIHBIX MHTHOuTOpoB M3odepmenta CYPIA2 (Ttakux kak
¢byBokcamuH, numpodiokcain) (cM. paszaen 4.5).

o Jlerckuit Bo3pacT g0 18 mer (M3-3a OTCYTCTBHUSI JIOCTAaTOYHOTO OIBITa KIMHHYECKOTO
npuMeHeHust). Y Jered W MOApOCTKOB Ha ¢GoHe mpuéma APYruxX aHTHACTPECCAHTOB
CYULIMJAIbHOE TOBeJeHHE (MOMBITKU CYUIUAA U CYWLUJAIBHBIE MBICIH) U BPaXIeOHOCTh
(MpeuMyIIeCTBEHHO arpecCUBHOCTh, KOH(DIUKTHOE MOBEACHHUE, Pa3ApaKeHHe) OTMEYalIuCh
yalle 1o CpaBHEHMIO C IPyNIoHN 1ianedo.

e [lammeHTaM C pEeaKO BCTPEYAIOUICHCS HACIEACTBEHHON HEMEPEHOCUMOCTHIO TalaKTO3bl,
NeUIUTOM JIaKTa3bl JIOMAapedl WM TJIIOKO30-TalakTO3HOM MaibabcopOuueil He criemyer

MPUHUMATH 3TOT Mpernapar.

Crpanwnma 3 u3 16



MY OTUETY

COQOTBETCTEBYET 3KCNEPTHI
ot 28.11.2023 N2 24969
4.4, Ocobble yKa3aHUsl U MePbI MPEI0CTOPOKHOCTH nﬂ&_pﬂﬁrgneﬁt HENEHOC Tb 0001) !

C 0CTOPOKHOCTBLIO

[TarueHTHl ¢ YMEPEHHOH U BBIPAKCHHON MOYEYHON HEJOCTATOUYHOCTHIO MPU JICYCHUH OOJBIIUX
JIEIIPECCUBHBIX 3MHM30/0B, NPU OJHOBPEMEHHOM HA3HAYEHUU AaroMelaTMHa C yMEpPEHHBIMU
uaruouTopamu m3odepmerra CYP1A2 (TakuMu Kak MPOMPAHOJION, YHOKCAIUH), MAIIUEHTHI C
MaHUAKaJIbHBIMM WJIM TUIIOMAaHUAKAIBHBIMU 3MH30JaMU B aHaMHE3€, MalUeHTbl, B aHAMHE3e
KOTOPBIX HMEJHUCh COOBITHS, CBSI3aHHBIC C CYHIHJOM, a TaKXe MalUeHThl, WMEBIIUE
CyMIIMAAJIbHBIE HAMEPEHUS 0 Havaia TeparuH.

Cnenyer  cobmiogaTh  OCTOPOXKHOCTh ~ NpU  Ha3HAUEHWW  Mpenapara  IMalMeHTaM,
3JI0yNIOTPEOJIAIOIMM  aJKOTOJIEM WM IPUHUMAIOLIUM IIpernapaTbl, CIOCOOHbIE BbI3BATh
HapylmeHne QyHKIMY eUeHH.

Oco0ble yKkazaHus

Monumopune nokaszamerneti pynkyuu nevexu

Coobmanoch 0 chny4yasx TOpaXEeHHWs II€YCHH, BKIOYAas TCUYCHOYHYIO HEJIOCTaTOYHOCTh
(MpUBOJMBIIME B HCKIIOYHUTENBHBIX CIy4asX K JIETaJbHOMY HCXOAYy WWIH TpeOOoBaBIINe
TpaHCIUIAHTAIMK TEYEHH Y MAIleHTOB C paHee UMEIOUIMMUCS (aKkTopaMu pHUCKa MOpaskeHUs
MIEYCHU), MOBBIIICHUE YPOBHS MEYECHOUYHBIX (epMeHTOB Oosiee ueM B 10 pa3 OTHOCHUTEIHHO
BEpXHEH T'paHMIBI HOPMBI, TEMATUT U KEITYXy y MAIMEHTOB, NMPUHUMABIIUX aroMejaTHH, B
MOCTPETUCTPAIMOHHBIN TIeproa (cM. pa3neln 4.8). BoNbIIMHCTBO ATUX HAPYIICHUH BO3HUKAJIO B
MepBbIC MECALbI JICUCHUS. XapaKTep MOpaKEeHUs MEYEHH MPECTaBISIECTCA TJIaBHBIM 00pazoM
renaTolesUosApHbIM. Kak mpaBuio, mociie NpekpalieHHs Tepanuyd YPOBHU TpaHCAMMHA3
BO3BPAIIATUCH K HOPMAJIbHBIM 3HAUCHHSIM.

CrnenyeT NposiBISATh OCTOPOKHOCTD MEpPe] HayalloM JICUEHHUsI M BECTHU TILATENbHOE HAOII0CHHUE B
mpolecce JIeYeHHs] AN BCeX NAaIeHTOB, OCOOCHHO HMEIONMX (aKTOphl PUCKA Pa3BUTHUS
3a00JIeBaHUN TIEYEHH WM TOJYYaIOIIUX COMYTCTBYIOUIYIO TEpamuio MpernaparaMmu, KOTOpbIe
MOTYT BBI3BaTh MOPAXKEHUE TICYCHH.

Lo nHauana mepanuu

Jleuenue npenapaToM AromMenaaTHH J0JKHO ObITh HA3HAUYEHO TOJIBKO MOCe THIATEIbHOM OIIeHKH
COOTHOILIEHUS OXKUJIaeMOU IMOJIb3bI K BO3MOKHOMY PUCKY Yy MalMEHTOB C (haKTOpamMH pHUCKa
pa3BUTHSl HApPYIICHWH (QYHKIWM TI€YEHU, TaKUMH KaK OXKHPEHUE/M30bITOUYHAsT Macca
TeJa/HEeaJKOrOIbHBIA  JKUPOBOM Tremaro3, Jualder, aJKorojiu3M W/WIN 3J0ynoTpebieHne
QJIKOTOJIEM U NIPHEM IPEnapaToB, CIOCOOHBIX BBI3BATh HAPYIIEHUE (PYHKIIUHU TTEYESHH.

[Tepen Hauanom Tepanuu (yHKIHOHAJIbHBIE MEYEHOYHBIE MPOOBI JOJDKHBI ObITH MPOBEIEHBI Y
BCEX MAIMEHTOB, U TEPAITUs HE MOXKET OBITh Ha4aTa, €CIIM YPOBEHb Me4YeHOUHBIX pepmenToB AJIT

n/umu ACT 6onee yeM B 3 paza mpeBHIIIAET BEPXHIOK TpaHUIly HOPMEI (cM. pasnen 4.3). Cnenyer

Crpanuna 4 u3 16



COOTBETCTEBYET 3KCNEPTHOMY OTYETY
~ 0728.11.2023 N2 24965
COOMIOIATh OCTOPOKHOCTh TPH HAa3HAYCHUH penapafgllfﬁr&?e%' 5t | TrAnRErTaM < HEXdHo

MOBBIIIEHHON aKTUBHOCTBIO TPaHCAMHMHA3 (BBIIIEC BEPXHEH I'paHULIbI HOPMBI, HO He OoJiee 4eM B 3
pa3a OTHOCUTEIBLHO BEPXHEW I'PAHULIBI HOPMBI).

[lepuoouunocmo nposedenust GYHKUUOHANbHBIX NeYEHOUHBIX NPOD

e Jlo Havayia Tepanuu
e 1 nanee:
- MPUOIN3UTETHLHO Yepe3 3 HelelNu;
- MPUOIN3UTETHLHO Yepe3 6 Helelb (OKOHYaHUE KYITUPYIOIIEro Mepruo/Ia Teparun);
- IpubIU3UTENHHO uepe3 12 u 24 neaenu (OKOHUYAHHUE TOICPKUBAIOIIETO MEPHOA TEPAIHN );
- B JAJIbHEUILIEM — B COOTBETCTBHUH C KIIMHUYECKON CUTYaLUEM.
e [lIpu yBenuyeHHH I03bI ClIeAyeT KOHTPOIUPOBATH GYHKIIUIO MIEYEHH C TOH K€ YaCTOTOM, U4TO
Y B Havajle Teparuu.
[Ipu noBBIIEHUN aKTUBHOCTU TPAHCAMHMHA3 B CHIBOPOTKE KPOBH, CIEAYET IMIPOBECTH MOBTOPHOE
HCcIIeIOBaHNE B TeueHHe 48 JacoB.

B npouyecce neuenus

Jleyenue nmpenapatoM ATOMEJIATHH CIIEAYET HEMEJICHHO MIPEKPATUTD B CIIydae:

® TIOSBJICHHS CHMIITOMOB HJIM TMPH3HAKOB BO3MOXKHOTO HApyIICHHs (YHKIIMU MEYCHU (TaKuUX
KaK TeMHasi MO4a, 00€CI[BEUEHHBIN CTYJI, )KEITH3HA KOKU/TIa3, 00Jb B IPaBOM BEpXHEH YacTu
’KMBOTA, HEJABHO TOSBUBINASICS MOCTOSHHAS M HCOOBSICHUMAsT YTOMIISIEMOCT ).

e TIOBBIIICHHUS YPOBHS TpaHCaMHHa3 0ojice yeM B 3 pasa, [0 CPAaBHEHHUIO C BEPXHEW rpaHMIIeH
HOPMBI.

Ilocne oTMeHsl Tepanuu IpenapatoM ATrOMENaTHH CIEAYeT peryjsipHO IPOBOJUTH

(yHKIIMOHAJIbHbIE IEYEHOUHbIE MPOOKI 10 HOPMAJIU3allUK YPOBHS TpaHCAMHUHA3.

HCZI/;MEHmbl NnoJHCUI020 8o3pacma

D dekTUBHOCTH MPUMEHEHHS aroMeJIaTHHA y MOKHUIIBIX TTAIIMEHTOB (B BO3pacTe 75 JIeT u crapiiie)

HE yCTaHOBJIeHA. B CBsI3u ¢ 3THM, mpernapaT ATOMeNIaTHH He CeIyeT Ha3HayaTh Mal[ieHTaM dTOH

BO3PACTHOM TPy (CM. paszen 4.2 U 4acThb 5).

Tlayuenmoi nosicunoeo eo3pacma c demeHyuet

He crnenyer Ha3Havath npenapatr AroMeNIaTHH JJIs JICUESHHUS OOJIBIINX JACTTPECCUBHBIX ATH30/I0B Y

MOXWIBIX TMAlMEHTOB C JEeMEHIMel (M3-3a OTCYTCTBHS JaHHBIX 00 A(G(GEKTUBHOCTH U

0e30MacHOCTH IPUMEHEHHUSI TIpernapaTa y JaHHOM TPYIIIbI MAllUEHTOB).

Tayuenmoi ¢ noueuHol HeOOCMAMOUHOCMbIO

Y namMeHTOB ¢ TSDKENOM  TMOYEYHOHW  HEMOCTATOYHOCTHIO  3HAUYMMOTO  H3MCHCHHS

(hapMaKOKUHETUYECKHX TapaMeTpOB HE oTMedasoch. OHAKO OIBIT MPUMEHEHHUS aroMeliaTHHA

npu OOJIBIIMX JEMPECCUBHBIX AMH30/1aX Yy MAIlMEeHTOB CO CPEAHEW WM TSKEIOW CTENeHbIO
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MOYEYHON HEIOCTaTOYHOCTH orpaHuueH. Ilp HazHaddtrm | %E&éﬁa%ﬂkﬁ)‘ﬁ%%p‘rh Ul

HalMeHTaM cieayeT coOI0aaTh OCTOPOKHOCTb.

Bunonsapuvie paccmpoiicmea/manus/2unomanus

Crnenyer co0moaTh OCTOPOXKHOCTh MPU NPUMEHEHUU Ipenapata ArOMeJaTHH y MalUeHTOB C
OUIOJIAPHBIMM PACCTPOMCTBAMU, MAHMAKAJIbHBIMM MJIM TUIIOMAaHUAKAJIbHBIMU SMM30JaMU B
aHamHe3e. [lpy mMoOsBIEHMM CHUMIITOMOB MaHUM ClEAyeT IpEeKpaTUTh IPUEM Ipernapara
(cM. paznen 4.8).

Cyuyuo/cyuyudanvrnoe nogeoenue

[Tpu nenpeccuBHOM COCTOSHUM TOBBIIIEH PUCK CYMLUIAIBHBIX MbICIEH, CAMOIOBPEXKAECHUN U
cyunaa (coObITHH, CBI3aHHBIX C CYHIIMIOM). PHCK coXpaHsSeTcsl 10 HACTYIUICHUS! OTYETIMBOMN
pemuccun. IlarMeHTsl AODKHBI HAXOAUTHCS IMOJ MEAWIMHCKUM HAOIIOJICHUEM BIUIOTH [0
YIYUIIEHUs] COCTOSIHUSA (IIOCIe Havyajla Tepaniy MOXKET IPONTH HECKOJIBKO HE/eNb, MPEKIE YeM
cocTosHue ynyumures). KiMHUYecKuid ONBIT CBHJETENBCTBYET, UYTO PHUCK CYUIMIA MOXKET
YBEJIMUYMBATHCS HA pAHHUX dTanax HaCTYIUIEHUSI pEMUCCHH.

[TarueHTsI, B aHaAMHE3€ KOTOPBIX UMEIUCh COOBITHSI, CBA3aHHBIE C CYUIIUOM, a TAKXKE MallUEHTHI,
MMEBILIME CYMLIUAbHbIE HAMEPEHUS 10 Havajla Tepanuy, OTHOCATCS K IPYIIe prUcKa U BO BpeMs
IPOBE/ICHUS TE€PANUU J0JKHBI HAXOJUTHCS O] IPUCTAIBHBIM MEAULIMHCKUM HaOJII0JCHUEM.
PesynbTarhl Mera-aHasiv3a KIMHUYECKUX HCCIIECIOBAHUNM AHTHUJICIIPECCAHTOB Y IMAaLUEHTOB C
NICUXUYECKUMHU pacCTPOMCTBAMU CBHUAETEIbCTBYIOT O IOBBIIIEHHOM PHUCKE CYULUIAIBHOTO
IIOBEJICHU Y NAIIMEHTOB B BO3pacTe /10 25 jieT Ha (hoHe ITpreMa aHTUICIIPECCAHTOB 10 CPABHEHUIO
¢ mianeoo.

B nepuon neyenus naiiieHThl, 0COOEHHO OTHOCSIIKECS K TPYIINE PUCKA, TOJKHBI HAXOJUTHCS 10T
PUCTAJIbHBIM MEIUIMHCKUM HaOJII0J€HHEM, OCOOEHHO B Hayajie Tepanuu U MpU U3MEHEHUU
no3bl mpemnapara. IlanueHTsl (M JUI@, OCYIIECTBISIONIME YXOJ 332 HUMH) JIOJDKHBI OBITh
UH(POPMHUPOBAHBI O HEOOXOAWMOCTHM HEMEMJICHHOIO OOpallleHus K Bpady IpH YXYyIIIEHUU
COCTOSIHUSI, CYMIIM/IaJIbHOM U HEOOBIYHOM IMOBE/ICHUH, a TAKXKE MPU MOSBICHUU CYUIIMIATbHBIX
MBICJIEH.

Cosmecmnoe npumenenue ¢ uneubumopamu usogpepmenma CYPI1A2

Crnenyer coOutoaTb OCTOPOXKHOCTb MpPHU OJHOBPEMEHHOM IPUMEHEHHM aromelaTHHa C
yMmepeHHbIMH HHruouTOopamu nzopepmenta CYP1A2 (Takumu Kak MpoIpaHoioi, YJHOKCAIMH) U3-
32 BO3MOYKHOCTH TIOBBIIICHHSI KOHIIEHTPAIIMU aromesatuHa (cM. paszensi 4.3, 4.5).

BcnomorarenpHbI€ BelllecTBa

HpenapaT Aromenatun COACPKUT  JIAKTO3Y. ITamuentam ¢ peaKo BCTpC‘IElIOH.ICﬁCﬂ
HaCHeJICTBeHHOfI HEMICPCHOCUMOCTBIO I'aJIaKTO3bI, Jle(l)I/IHI/ITOM JJaKTa3bl nonapeﬁ MUJIHN TIIHOKO30-

TraJIaKTO3HOW MaabaObCOpOIMel He ClieIyeT MPUHUMATH 3TOT IIpernapar.
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4.5. B3aumojeiicTBue ¢ JAPYrUMH JIeKapC] BeHanlﬂ[':':;fagrpagg‘fiawtﬂfl':ﬂpg/?%:':'llﬁubl

B3aNMOeiCTBUA

HOTGHL[I/IaJIBHO BO3MOXHOC BIIUAHUC APYTIUX JICKAPCTBCHHBIX CPCACTB

Aromenatut Ha 90 % meTabonusupyertcs B neueHu ¢ yuactueM nuroxpoma P450 1A2 (CYP1A2)
u Ha 10 % — ¢ momompro CYP2C9/19. Tloatomy mro0bie mpenaparbl, METa0OJIM3M KOTOPBIX
3aBHCUT OT O3TUX H30()ePMEHTOB, MOTYT YyBEIMYMBAaTh WJIM CHUXATh OHOJOCTYITHOCTh
aromMesaruHa.

®dnyBoKCaMUH, SBISIETCS CHIbHBIM HHTHOUTOpoM wu3odepmenta CYPIA2 u ymepeHHBIM
uaruouTopom n3odepmerta CYP2C9 u cymecTBeHHO 3aMeIsieT METab0IM3M aroMeiaTuHa, py
ATOM KOHIIEHTpAIMsl aromenaTruHa yBeinuuBaetcs B cpenneM B 60 (12 — 412) pas. [lostomy
OJTHOBPEMEHHOE MPHMEHEHHE aroMellaTHHA W CHIBHBIX MHrHOMTOpOoB m3odepmenta CYP1A2
(Takux Kak (IyBOKCaMUH, IUNPOGIOKCALMH) TPOTUBONOKa3aHo. OHOBpEMEHHOE Ha3HAUYCHUE
aroMeNnaTtvHa M 3CTPOreHOB, KOTOPBIE SIBISIOTCS yMEPEHHBIMU WHTHOUTOpaMHU H30(epMeHTa
CYP1A2, npuBOAUT K YBEIUYEHHUIO KOHLIEHTPALIMM aroMelaThHa B HECKOJIBKO pa3. XOTs
KOMOMHHMPOBAaHHOE IIPUMEHEHUE aroMejaTiHa U ACTPOT€HOB HE CONPOBOXKIAIOCH YXY/IIEHUEM
npoduns 0e30MacHOCTH MPOBOJUMON Tepamuu, CIeIyeT COOMI0AAaTh OCTOPOKHOCTh IPHU
OJIHOBPEMEHHOM Ha3HAUY€HHWU aroMeiaThHa C JAPYTUMH YMEPEHHBIMH HHTHOUTOpaMHU
nzopepmerra CYP1A2 (TakuMu Kak MPOMPAHOIION, SHOKCAIIMH) 10 HAKOIUICHHSI TOCTATOYHOTO
KIIMHUYECKOTo ombITa (cM. pazuen 4.4, moapaszaen «OcoOble yKazaHus»).

Pudamnunuy, kak HHAYKTOp BCeX TpeX H30(EPMEHTOB, YUYaCTBYIOIIMX B MeTabonu3me
aroMenaTruHa, MOXeT MOHUXKAaTh OMOIOCTYITHOCTh aroMenaTruHa.

[Tokazano, uro kypenue, uHAynupys uszopepment CYP1A2, moHmxkaer OHOIOCTYIMHOCTH
aroMenartvHa, OCOOEHHO Yy MAIMEeHTOB, 3JOYNOTpeOsomuX KypeHuem (= 15 curaper/nenp)
(cm. pazmen 5.2).

[ToTeHIMaaIbHO BO3MOKHOE BIMSHUE aroMelIaTHHA Ha IPYTUE JIEKapCTBEHHBIE CPEACTBA

In vivo aromenaTiH He HHIAYIHPYET H30(hepMeHTHI IuToxpoma P450. AromenaTiH He UHTHOUPYeT
uzopepment CYPI1A2 in vivo u npyrue mzopepmentsl nutoxpoma P450 in vitro. TToatomy
aroMmesaTHH He BIUSET Ha KOHIIEHTPALIUIO JISKApCTBEHHBIX CPEJICTB, META00IM3M KOTOPBIX CBSA3aH
C 3TUMH U30(hepPMEHTAMH.

Jlpyrue nekapcTBEHHBIE CPEACTBA

He BwisiBaeHO (apMaKOKMHETHYECKOTO ©  (apMaKOJWHAMUYECKOTO  B3aUMOJICUCTBUS
aroMejiaTMHa M TpenaparoB, YacTO MPUMEHSEMBIX B IEJI€BOM MNOMYJISALMM NAlUEHTOB:
0OCH30/IMa3eMUHOB, MPENapaToB JINTHUS, TAPOKCETHHA, (DITyKOHA30J1a U TeopUILTHHA.

AJkoroin

He pexoMmenayeTcs mpUMeHEHHE aroMeIaTHHAa COBMECTHO C aJIKOTOJIEM.
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OTCyTCTBYIOT JaHHBIE O IPUMEHEHUH aroMmenatiHa ogHoBpeMeHHO ¢ DCT. IlockoibKy B onbITax
HA JKMBOTHBIX aroMeJaTHH HE CIIOCOOCTBOBAJ BO3HUKHOBEHHUIO CYAOPOT, HEXKelIaTeIbHbIC
MOCJIE/ICTBHSI  COBMECTHOTO  HCIONb30BaHus aromenarnHa W OCT  mpencTaBisroTCs

MaJIOBEPOSATHBIMH.

4.6. DepTUIBLHOCTD, 0€PEMEHHOCTD U JTAKTALHSA

bepeMeHHOCTB

JlaHHble 0 MPUMEHEHUH aroMeJaTHHA BO BpeMsi OEpEMEHHOCTH OTCYTCTBYIOT WJIM OIpaHUYECHBI
(menee 300 ucxonoB OEPEMEHHOCTH).

HccnenoBanus Ha >KUBOTHBIX HE BBISIBIIIU MPSIMBIX WJIU OMOCPEIOBAHHBIX BPEIHBIX BO3ACHCTBUI
HAa Te4YeHHe OEpPEeMEHHOCTH, pa3BUTHE SMOpPHOHA U IUJI0JA, POAOBYIO NESATEIBHOCTh U
MOCTHATaIbHOE PA3BUTHE.

B kauectBe Mepbl NpPENOCTOPOKHOCTH PEKOMEHJyeTcs u30erarb Ha3HAueHUs Ipernapara
AromenaTvH BO BpeMsi 0€peMEHHOCTH.

JlakTanuys

HeusBecTHO, MPOHUKAET JIM aroOMeNaTUH WJIM €ro MeTabONUTHI B IPYAHOE MOJIOKO y KEHIIUH B
Nepuo/ JIaKTaluu.

B skcniepuMenTax Ha dKUBOTHBIX OBLIIO TOKA3aHO, YTO arOMENIATHH U €r0 METa0O0IUTHI TPOHUKAIOT
B IPYAHOE MOJIOKO. PUCK J171s1 HOBOpOXKAEHHOTro/pebeHKa He MOXKeT ObITh UCKITI0YeH. Heobxoaumo
OIICHUTh 3HAUMMOCTh TPYJHOTO BCKAPMIIMBAHUSA JIJIsl peOCHKA U Teparuu AJs MaTepU U MPUHSATH
pelieHue o MpeKkpaneHuy rPyAHOT0 BCKAPMITUBAHUS WA O TIPEKPAIIEHUH NTpUeMa Ipenapara.

DdepTUabHOCTD

PerOHYKTI/IBHHC HCCJIICAOBAaHHUA HAa KPbICAX W KPOJIMKAaX HC ITOKA3aJivu BJIUAHUA aroMesiaTuHa Ha

(bepTUIBHOCTS.

4.7. BiusiHue Ha CrnocoOHOCTH YNPaBJATH TPAHCIOPTHBIMM CpeJcTBaMH M paborarhb ¢
MeXaHUu3MaMH

HccnenoBanuii mo M3y4yeHHIO BIUSHMS Iperapara AroMenaTHH Ha CIIOCOOHOCTH YINpPaBIISATh
aBTOMOOWJIEM M JpYTMMH MeXaHM3MaMH He mpoBoauioch. Cienyer MOMHHUTb O TOM, 4YTO
TOJIOBOKPY)KEHHE U COHJIMBOCTb — YacThle MOOOYHBbIE I(P(EKThl aroMenaTHHa, B CBSI3U C YEM
ciefyeT coOIoaaTh OCTOPOKHOCTh MIPU YIIPAaBIEHUH TPAHCIIOPTHBIMHU CpPEICTBAMH U paboTe ¢

MCXaHU3MaMMU.
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4.8. HexxenaTesbHbIE peaKIIUU

Pesrome npoduiist 6esonacHocT

HexenarennHbie pe€aknuu 4auic BCCro OBLIM HE3HAYUTEIHHO HIIH YMCPCHHO BBIPAKCHHBIMH U
HaGJ’IIO,I[aJ'II/ICB B IICPBBIC ABC HCACIN TCPpAIIHU. Haubonee vyacTo oTMedanuch I'OJIOBHAS 6OJ'IB,
TOOIHOTA MW TOJIOBOKPYXCHHE. OOBIYHO HeEKeJIaTeJIbHEIE p€aknun, KakK IIPpaBUIIO, ObLIH
npexoaaunmMu U, B OCHOBHOM, HC Tpe60BaJII/I OTMCHBI TCpaIlu.

PesroMe HexxenaTeabHBIX PeaKIi

HexxenaTtenbHble peakuuu, 3aperUCTPUPOBAHHBbIE B KIMHUYECKHUX HCCIIECIOBAaHUSAX IPU
NepopaJbHOM NPUMEHEHUU aroMelaTrHa, paclpeiesieHbl 10 CUCTEMHO-OPraHHBIM KiaccaM ¢
YKa3aHHUEM UX YacCTOThI COTJIaCHO pekoMeHaanusam BO3.

YacroTa HexXenaTeIbHbIX pEaKIfii aroMeIaTiHa IPUBECHA B BUIE CICYIOIIEH Ipajallu: OUYeHb
gacto (> 1/10); wacto (> 1/100, HO < 1/10); Hewacto (= 1/1000, o < 1/100); peako (> 1/10000, HO
< 1/1000); ouenb penko (< 1/10000); yacTora Hen3BecTHA (HE MOXKET OBITh OIICHEHA HA OCHOBE
MMEIOIINXCS TAHHBIX).

Tcuxuueckue napywenus

Yacmo: TpeBora, HeOObIYHbIE CHOBUICHUS

Heyacmo: cynnynanbHble MBICIH WM CyMIMJANIbHOE MOBelneHue (cM. pasaen 4.4, moapasnuen
«Oco0bIe yKazaHus»), AXUTAIMS U CBA3aHHBIC C HEH CHMITOMBI™ (TakHe Kak pa3ipakuTeIbHOCTh
U OECIOKOWCTBO), arpecCMBHOCTH®, HOYHBIC KOLIMApBI™, MaHUS/THIIOMaHUA® (yKa3aHHBIC
CUMITOMBI MOTYT OBITh TaK)Ke MPOSIBIIEHUEM OCHOBHOTO 3aboseBanust (cM. pazaen 4.4, moxpaszaen
«Oco0ble yKa3zaHus»)), CIIyTAaHHOCTh CO3HAHUS™;

Peoko: rammonunanmn’®.

Hapywenus co cmoponvl nepgnoti cucmembl

QOuenwv yacmo: Toa0BHAS 00JIb;

Yacmo: TOTOBOKPYKEHUE, COHIIUBOCTh, OECCOHHMIIA;

Heuacmo: Murpens, mapecte3uu, CHHAPOM «OECITOKOWHBIX HOT)™;

Peoko: akatuzus™.

Hapywenus co cmoponwl opeana 3penus

Heuacmo: HeueTkoe 3peHue.

Hapywenus co cmoponvl opeana ciyxa u nabupunma

Heuacmo: miym B ymrax*®.

Kenyoouno-kuweynvle napyuenus

Yacmo: TOIIHOTA, TUapes, 3a1mop, 60JIb B )KUBOTE, pBOTa™.

Hapywenus co cmoponul neuenu u scenyesbl8ooauux nymet

Yacmo: nossiienne aktuBHOCTH AJIT u/mnn ACT (6osee ueM B 3 pa3a 1o cpaBHEHUIO C BEpXHEH
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2,6 % manueHTOB MpH MpueMe aromenaTiuHa B 103e 50 Mr B JIeHb, 10 cpaBHeHuto ¢ 0,5 % Ha ¢one
ianedo B KIMHUYECKUX UCCIIETOBAHMSX );

Heuacmo: noseimenne aktuBHOCTH Y-Tayramuiitpanchepassr®™ (I'TT) (Gonee yem B 3 pasa 1o
CpPaBHEHHUIO C BEpXHEU IPAaHMUIICH HOPMBI);

Peoxo: renaTuT, NMOBBIIICHHE AaKTUBHOCTH IIeNnouyHOU ¢ocdara3er™ (0onee yem B 3 pasa mo
CPaBHEHHIO C BEpXHEil rpaHHIIel HOPMBI), IeueHouHas HepocTarouHocTh* (M, sxenryxa*.
Hapywenus co cmoponsl Kodtcu u nOOKOINCHbIX MKAHel

Heuacmo: noTInBOCTb, K3eMa, KOKHBIN 3yA*, KpanuBHUIA™;

Peoxo: spuremaTo3Has ChIllb, OTEK JHIA U 0TeK KBuHKE™ .

Hapywenus co cmopoHuvl MbluteuHoll, CKelemHol U COeOUHUMENbHOU MKAHU

Yacmo: 00Jb B CIIMHE;

Heuacmo: 001b B MBIIIIIAX.

Hapywenus co cmopoHbl nouex u Mo4egbl800Aux nymeu

Peoko: 3anepxka moun™.

Obwue HapyweHus u peakyuu 8 Mmecme 8e0eHuUs

Yacmo: yToMII1€MOCTb.

Hannvie (OononrnumenvHulx) 00ciedosanuil

Yacmo: yBenuyeHne Macchl Tena’;

Heyacmo: cH)XeHue Macchl Tena™.

* OueHKa 4YacTOThl HEXKEJIATeNbHBIX PEAaKIUi, BBIABIEHHBIX IO CHOHTAaHHBIM COOOIICHUSIM,
MpOBeJIcHa HA OCHOBAHWH JAHHBIX KIIMHUYCCKUX WCCIICIOBAHMM.

) Coobmanock TOTBKO 0 HECKONBKMX CITydasX C JIETadbHBIM MCXOAOM HIIM TpaHCIUIAHTAIMEH
MIEYCHHU y MAlMEHTOB C paHee UMEIOLTUMHUCS (paKTOpaMu pUCKa MOPAKEHUS TIEUCHHU.

COO6H.ICHI/IC 0 TOA03PEBACMBIX HCXKCIIATCIBbHBIX PCAKIINAX

BaxxHo cooOmarb 0 MOJ03PEBAEMBIX HEXKENATENbHBIX pEeaKUusX I0ClIe PETUCTpaluu
JIEKapCTBEHHOT'O Tperapara ¢ 1ejbio 00ecredeHns HEeMPEephIBHOTO MOHUTOPUHTA COOTHOIICHHUS
«I0JIb3a — PHUCK» JIEKapCTBEHHOIO Mpenapara. MenuIuHCKUM paOOTHUKAM pPEKOMEH]yeTCs
coolaTe O JIOOBIX MOJO3PEBAEMbIX HEXKENATENbHBIX PEaKIMIX JICKapCTBEHHOIO Ipernapara
yepe3 HallMOHAJIbHbIE CHUCTEMbI COOOIIEHHS O HEXKEATeNbHBIX PEaKIHUsIX roCyAapCTB — YICHOB
EBpazniickoro 3K0HOMHYECKOT0 CO03a.

Poccniickas @enepanvs

DdenepanbHas city:x0a 1o HaJa30py B cdepe 3ApaBOOXpaHEeHHUs

Anpec: 109012, r. MockBa, CraBstHCKasl TUIOIIaab, 1. 4, cTp. 1

Tenedon: +7 800 550 99 03
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CaiiT B nH(OpPMAIIMOHHO-TEJICKOMMYHUKALIMOHHOM ceTn «MHTepHeT»:

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

4.9. Ilepeno3upoBka

JlaHHBIE O TIEPEI03UPOBKE aroMeNaTHHA OTPAHUYEHBI.

CuMnTOMBI

ConnuBocth, 00 B ANMracTpuM, OECHOKOMCTBO, YTOMJIIEMOCTb, TPEBOIa, aKUTALMs,
HaInpsKeHUe, FOJIOBOKPYKEHUE, LINAaHO3, HEIOMOTaHHeE.

[Ipu mnpueme mnanuMeHTOM aromesnatuHa B J03¢ 2450 MI COCTOSSHME HOPMAalM30BajoCh
CaMOCTOSITENIbHO, 0€3 HapyUIeHUH CO CTOPOHBI CEPACYHO-COCYIUCTON CUCTEMBI WM U3MEHEHHUS
71a00paTOPHBIX MOKA3aTeNeH.

Jleuenue

Crienudrueckue aHTHIOTHI Ui aroMeiaThHa He HM3BecTHhL. CHUMNITOMATHYECKOE JIeUeHHE U

MOHUTOPHHI B CIICHHUAJIM3UPOBAHHBIX OTACIICHUAX C ITOCICAYIOIHUM HaGHIOIIeHI/ICM.

5. DPAPMAKOJIOTMYECKUE CBOMCTBA

5.1. ®apmakoauHaMHuYecKHe CBOiiCTBA

®dapMakoTepaneBTUYECKass  TpYMNa:  [CUXOAHAIENTUKH,  aHTUICNPECCAHThl;  JAPYTUe
AHTH/ICTIPECCAHTHI.

Kox ATX: NO6AX22

Mexaumnsm nerictus U hapMakoarnHaMudecKue YOO EKThI

AroMenaTMH — aroHUCT MeJlaTOHMHepruueckux peuentopoB MTi m MT2 m aHTaronucr
cepoToHMHOBBIX S5-HT2C-penienTopoB. AromenaTdH MpeJCTaBIseT COOON aHTHAENPECCaHT,
AaKTHUBHBIN Ha BaJIMJUPOBAHHBIX MOJENAX Jenpeccuu (TecT MpUOOPETeHHON OecrOMOILIHOCTH,
TECT OTYAsTHUS, XPOHUUYECKUN CTPECC YMEPEHHOU BBIPaXXEHHOCTH), pPaBHO KaK M Ha MOJENSX C
JECUHXPOHU3AMEN [IUPKAIHBIX PUTMOB, a TAK)KE€ B 3KCIEPUMEHTAIBHBIX CUTYalUsX TPEBOTH U
cTpecca. bpIno moka3zaHo, YTO aromMeslaTUH HE BIMSAET HA 3aXBaT MOHOAMHMHOB M HE HMEET
cpoactBa K anbda-, OeTa-aJIpeHEpruyecKuM, THUCTAMUHEPIMUYECKUM, XOJMHEPIHUECKUM,
JOTIAMUHEPTUYECKUM U O€H301Ma3eTUHOBBIM PELIENITOPaM.

AromenaTHH YCHUJIMBAaeT BBICBOOOXKIEHHE Ho(aMUHA W HOpaJIpeHalIWHA, B OCOOCHHOCTH B
o0nacTH TNpeppoHTAIbHON KOpPBl TOJIOBHOIO MO3ra M HE BIHAET Ha KOHIIEHTPALUIO
BHEKJIETOYHOT'O CEpOTOHMHA. B OmnbITax Ha )KMBOTHBIX C IECUHXPOHHU3AUEHN [IMPKATHBIX PUTMOB
OBLJIO TIOKa3aHO, YTO aroMejlaTUH BOCCTaHABJIMBAET CHUHXPOHM3AIMIO LHMPKAIHBIX PUTMOB

MOoCpCACTBOM CTUMYJIAIIUHA MCIIATOHUHOBBIX PCHCIITOPOB.
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AromenaTuH CIIOCOOCTBYET BOCCTAHOBIICHHH) Hopwd]l%ﬁan%%I}%ﬂlbwﬂh,

" SeHibhmo

TCMIICPATYPhI TCJIa U BBIACIICHUIO MCIIATOHWHA.

Kinnnanueckas 3¢ dpekTUBHOCTL U 0€3011aCHOCTh

[Tokazana 3()eKTUBHOCTh KPAaTKOCPOYHOTO IPUMEHEHUS aroMesiaTuHa (Tepanusi 6 — 8 Heyenp) B
no3ax 25 — 50 Mr y mareHTOB ¢ OOJBIIMMH JICTIPECCUBHBIMU AITHU30/1aMH.

Taxxe moka3aHa 3(h()EeKTHBHOCTh MPUMEHEHHS aroMellaTUHA y TAIMEHTOB ¢ 0oJiee TSHKEIBIMU
dbopMamMu IETIPECCHBHOTO paccTpoiicTBa (OlIeHKa 1Mo mKane ['amMmuinbpToHa > 25).

AromenaTtut ObuUT Takke 3(pPEeKTUBEH MPHU U3HAYATIBLHO BBICOKUX YPOBHSIX TPEBOTH, PABHO KakK U
IIPU COUYETAHUU TPEBOXKHBIX U JETPECCUBHBIX PACCTPONCTB.

[ToaTBepkeH  MOANCPKHMBAIOIIMN  aHTHIENpPECCHBHBIM  3¢¢exT aromenatuHa  (Tpu
IIPOJOJDKUTEIBLHOCTHU HCciieioBaHus 6 MecsieB) B 103€ 25 — 50 Mr oiuH pa3 B cyTKU. Pe3ynbTaTsl
WCCJICIOBAHMS TOATBEPIIIIM MPOTUBOPEUUANBHYIO 3()(PEKTUBHOCTH aroMenaTuHa, KOTopas
OIICHMBAJIaCh MO BPEMEHU 10 HAcCTyImjieHus peuuguBa 3aboneBanus (p = 0,0001). Yacrora
Pa3BUTHS PELUAMBA B TPYIINE MAIUEHTOB, TPUHUMABIINX aroMeJIaTUH cocTaBuiia 22 %, B rpyIie
tane6o — 47 %.

O¢ddexTuBHOCTh aromenaTHa OblIa TPOAEMOHCTPUPOBAHA B IIECTH U3 CEMH KIMHHYECKUX
uccienoBanuii  (mpeumymiectBo (2 wuccienoBaHusi), WIM comocTaBuMas 3¢(GEeKTUBHOCTh
(4 uccrieoBaHus)) B TETEPOrCHHBIX IMOMYNISALNUAX B3POCIBIX MAIMEHTOB C JCHPECCHCH, IO
cpasaeanio ¢ CUO3C/CUO3CH (ceprpanuH, scuurtanonpam, GIyOKCETHH, BEHIAPaKCHH HITU
TyJTOKCETHH). AHTHAETIpEeCCUBHBIN AP (deKT olneHuBacs Mo mkane ['amunbToHa (17-myHKTOBas
Bepcus) 1100 Kak MepBUYHAs, TUOO KaK BTOpUYHASI KOHEYHAs TOYKa.

AroMenaTHH HE OKa3bIBa€T OTPHUIATECILHOTO BO3JICHCTBUS HAa BHHUMATEIBHOCTh M TMAMSTh, Y
NAIMEHTOB C JENpEeccHei aroMeiaTuH B J103€ 25 MI' YBEJIMYMBAET MPOJOJIKUTEIBLHOCTD (ha3bl
MEJIEHHOTO CHa 0€3 M3MEHEHUs KOJMYeCTBa U MPOIOJDKUTENBHOCTH (a3 ObicTporo cHa. [Ipuém
aroMenatvHa B J03€ 25 MI' Takke CHocoOCTByeT Oosiee OBICTPOMY HACTYIUIGHHIO CHa CO
CHW)KCHHEM YaCTOTHI CePJICUYHBIX COKPAIICHUH W yIyUYIICHHIO KauecTBa CHA (Ha4YWHAs C TIEPBOU
HEJIEJH JICYCHHS); TIPY TOM 3aTOPMOKEHHOCTH B JJTHEBHOE BPEMsI HE OTMEUAETCH.

Ha ¢one mpuéma aromenarnHa oTMe4YeHAa TEHJCHIMS K CHIDKEHHIO YacCTOTHI CEKCyalbHOM
TuchYHKINY (BIUSHUE HAa BO3OYKICHHE U Opra3M).

[Ipuem aromenaTHHA HE OKa3bIBaeT BIMSHUS HA YaCTOTY CEPACYHBIX COKpAIleHUH W
apTepuallbHOE JaBJICHWE, HE BBI3BIBACT CEKCYAIbHBIX HApPYIICHWW, HE BBI3BIBACT CHHIPOMA
«OTMEHBI» (JaXKe MPHU PE3KOM MPEKPAIICHUH JICUCHHS) U CUHAPOMA «IIPUBBIKAHUS.
DddexTuBHOCT aromenaTuHa B 03¢ 25 — 50 Mr oMH pa3 B CYTKH MOATBEPKJICHA Y MAIIUEHTOB

C JIeTIpEeCCHE MOKWIIOrO0 BO3pacTa MOJOXKE 75 JIeT B XOJ€ 8-HEeAEIbHOr0 KIMHUYECKOTO
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HAJIMYUU CYIIECTBEHHOTO Y eKTa.

[lepeHOoCHMOCTh aromenaTHa y MOKHWIIBIX MAIIMEHTOB COMTOCTABUMA C TAKOBOU Y MOJIO/IBIX.

B xone npoBenenus 3-HeAeNbHOT0, KOHTPOIUPYEMOI'O UCCIEIOBAHUS C yYacCTHEM MAI[UEHTOB C
OOJIBIIMM JENPECCUBHBIM PACCTPOICTBOM M HEAOCTATOYHBIM TepareBTUYECKUM 3PHEKTOM OT
npuema mapokcernHa (CMO3C) umm Bennmadakxcuna (CMO3CH), mpu mepexone ¢ Tepanuu
JAHHBIMU aHTUACTPECCAHTAMH Ha JICYCHUE aroMe’aaTHHOM HaOII0aiICcs CUHIAPOM OTMEHHBI.
CuHIpOM OTMEHBI TMOSBISUICS KAk IIOCJ€ OJHOMOMEHTHOTO TMpEKpallleHus JIeueHUus
HazHaueHHbIMU panee CMO3C/CHO3CH, Ttak u 1pu UX MOCTENEHHONW OTMEHE, YTO MOTJIO OBITh
OLIMO0YHO MPUHATO 32 MPOSBICHUE HU3KON A((PEKTUBHOCTH aromMejaTiHa Ha Ha4albHOM JTare
JICYCHHUS.

KonunuecTBo mammeHTtoB, y KoOTOpbiXx uepe3 Henmemto mocie otmensl CHUO3C/CHUO3CH
HaOM01a7ICsT XOTS ObI OZJMH CUMIITOM, CBSI3aHHBINA C CHHJIPOMOM OTMEHBI, OBIJIO HUXKE B TPYIIIIE C
JUTMTETILHBIM CHIDKEHUEM J03MpOBKH (mocTternieHHoe cHmwkenue no3ei CMO3C/CHUO3CH B
TEYCHHE 2 HEJIENb), YEM B TPYIIIE ¢ OBICTPHIM CHUKCHHEM JO3HPOBKHU (ITOCTEIICHHOS CHIKCHUE
no361 CUO3C/CHMO3CH B Teuenue 1 Hemenw), 1 4eM NMpU OJHOMOMEHTHOH oTtmeHe: 56,1 %,
62,6 % u 79,8 % nauueHTOB COOTBETCTBEHHO.

5.2. ®apmakokuHeTHYECKHE CBOWCTBA

AOGcopouus

[Tocne npuema BHYTpb aroMenatuH ObIcTpo (> 80 %) BcachiBaeTcs. [Iuk KOHIIEHTpalluu B I1a3Me
nocturaercs uepe3 1 — 2 yaca mocrie mpueMa BHYTPh. AOCOMIOTHAs OMOJOCTYMHOCTH IOCIIEe
npueMa TepaneBTUYecKO M03bl Hu3kas (< 5 %); MeXUHAWBHUIyaJdbHas BapuaOEIbHOCTh
3HAYMTENIbHAs. BHOMOCTYMHOCT, y JKEHIMH BHINIE, YeM Yy MYX4HH. buomoctymHocTh
yBEIMYUBaETCS Ha (DOHE MpUeMa MepopabHBIX KOHTPALICTITUBOB M CHUXKAaeTcs Ha (JOHE KYPEHHS.
[Ipy Ha3HaueHMM TEpPANEeBTUYECKHUX 03 MaKCUMalbHas KOHIIEHTpalMs Ipernapara
yBEIUYHMBAIACh MPOMOPIHUOHATIBLHO 03upoBKe. [Ipu mpueme Oosiee BBHICOKHUX 103 OTMEUascCs
OoJiee BhIpaKeHHBIN A(D(PEKT MEPBOTO MPOXOXKIECHUS Yepe3 neyeHb. [Ipuem numum (kak 0ObIYHOH,
TaKk ¥ C BBICOKHUM COJIEpP)KaHHEM >KHPOB) HE BIMSI HM Ha OMOJOCTYMHOCTh, HU Ha CTENEHb
BcaceiBaHus. Ha ¢oHe mpueMa NUIIM C BBICOKUM COAEpPXKAHHEM YXUPOB MEXHHIUBUIyaTbHAs
BapuadeIbHOCTh MMOKA3aTeIe YBEINUNBAJIACH.

Pacnopenenenune

O0beM pacripeienieHus: B pPaBHOBECHOMH (pa3e cocTaBiIsul mopsaka 35 .
Cas3biBaHme ¢ OemKaMu mIa3Mbl — 95 % He3aBUCHMO OT KOHIIGHTPAIMK TIperapara, Bo3pacra wiu
HalIM4Wsl TOYE€YHOM HEAOCTATOYHOCTH. IIpuM mNeyeHOYHONl HEeZOCTAaTOYHOCTH OTMEYAIOCh

JIIBYKpaTHOE yBeJIMUEHNE CBOOOIHOM (hpaKIuu mpernapara.
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Buorpanchopmarus (NOCNEOCBATENEHOC 'I':. 00013

MY OTHETY

[Tocne mpueMa BHYTPh aroMeNaTHH MOABEPraeTcs OBICTPOMY OKHCIECHHUIO, B OCHOBHOM 3a CUET
uzodpepmentoB CYP1A2 u CYP2C9. Uzodepment CYP2C19 Taxke ydacTByeT B MeTaboIu3Me
aroMesiaTHHa, OJTHAKO €T0 POJIb MEHEE 3HaYuMa.

OcHOBHBIE METa0OJIUTHI B BHUJIE THIPOKCHIMPOBAHHOTO W JEMETHJIMPOBAHHOTO aroMesjaTHHA
HEaKTUBHBI, OBICTPO CBS3BIBAIOTCS U BBIBOJISATCS TTOYKAMHU.

D IUMHUHALMS

BriBennenne mpoucxoaut ObicTpo. [lepros monyBwIBeneHHs] U3 TUIa3Mbl COCTaBIsET OT 1 70 2
yacoB. MeTabonnveckuid KiupeHce coctapisieT okojio 1100 mi/MuH. BriBeneHre nmpoucxoauT B
ocHoBHOM Ttoukamu (80 %) B Bune MetaboauToB. KomndyecTBO HEM3MEHEHHOTO Ipernapara B Moue
HE3HAuYUTENbHO. [Ipu MOBTOPHOM HAa3HAYEHUU MperapaTa KUHETHKA HE MEHSETCS.

Oco0nIe T'pYIIIBI IMAIIMCHTOB

Tayuenmoi ¢ noueynoii HeOOCMamouHOCMoIO

VY NanueHTOB ¢ TSHKENOH MOYEeYHOH HEJOCTATOYHOCTHIO MIPU OJTHOKPATHOM IPUEME aroMeslaTHHA
B J103€ 25 Mr (hapMaKOKHHETHUYECKHE TapaMeTphl 3HAYUMO HE H3MEHSIINCh. M3-3a OTpaHUnYEeHHOTO
KJIMHUYECKOTO OIbITa CIEAYyeT COONI0JIaTh OCTOPOKHOCTh TpPU HAa3HAYCHHM aromejaThHa
NaIMEeHTaM C YMEPEHHOM U BBIPAXKCHHOM MOYEYHON HEJOCTATOYHOCTHIO.

Tayuenmoi ¢ neueHOYHOU HEOOCMAMOYHOCHbIO

[lpn Ha3HaYeHHWH aroMeNaTHHA B J103€ 25 MI' MalMeHTaM co ciabo BhIpakeHHOU (Kiacc A 1o
knaccuukanun Yaina-Ilero) u ymepennoit (kimacc B mo knmaccuduxamum Yaitnn-Ilero)
XPOHMYECKON TMEYEHOYHOM HEeJIO0CTaTOYHOCThI0 Ha ()OHE IMppo3a MEYEHH ObUIO OTMEUYEHO
yBEJIMUEHUE €ro KOoHIeHTpanuu B iasme B 70 u 140 pa3, COOTBETCTBEHHO, [0 CPaBHEHUIO C
JOOPOBOJIBIIAMHU, COTIOCTABUMBIMU TI0 TIOJTy, BO3PacTy M OTHOUICHHWIO K KYpeHHIO, HO 0e3
MEYEHOYHON HEJOCTaTOYHOCTH.

Tayuenmol nodxcunoeo 6ospacma

[lpr Ha3HAUYeHWM aroMenaTWHa B J103€ 25 MI' TMalMEHTaM IOKWJIOr0 BO3pacTa B BO3pacTe OT
65 ner u crapure Obu10 oT™MedeHo, uto cpeansst AUC u cpemHss MakCUMaabHass KOHIIEHTPAIUS
6butK B 4 pa3a u B 13 pa3, COOTBETCTBEHHO, BBIIIE Y NAIIMEHTOB B Bo3pacTe 75 JIeT U craplie, 1o
CpaBHEHHMIO C MaIeHTaMH MoJIoke 75 neT. Ob1ee Yucio naueHToB, noxydaBmux 50 mr, Obl1o
CJIMIIIKOM HU3KHUM, YTOOBI JeNaTh Kakhe-Tu00 BBIBOIBL. KOppeKmun 10361 B 3aBUCHMOCTH OT
BO3pacTa He TpeOyeTcs.

Pacosas npunaonexcnocmeo

OTCYTCTBYIOT JaHHBIC O PACOBLIX PA3JIMIUAX (I)apMaKOKI/IHCTI/I‘-ICCKI/IX mapaMETpoOB.
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6. PAPMAIIEBTUYECKHE CBOMATBA MPCTIEAUBATENBHOCTE 000T)

6.1. Ilepeyenb BcnoMoraTeibHbIX BelIECTB
e JlakTO3BI MOHOTHIpAT (Caxap MOJIOYHBIN)
o Kpaxman Kkykypy3HbIil
e JloBumon-K30
e KapOokcumeTuikpaxmas HaTpust
e (CreapuHOBas KHCIOTa
e Marnus creapar
e  Kpemuust nMoKcUI KOJJTOUAHBINA

CocraB 000JI0YKH:

e [‘mnpomeiosa

e Turana quoxcun

e Makporon-4000

e Kpacurenp xene3a OKCU )KEIThII
6.2. HecoBmecTUMOCTD
He npumennmo.
6.3. Cpok rogHocTu (CpOK XpaHeHUs1)
3 rona.
6.4. OcoOble Mepbl NPEAOCTOPOKHOCTH NIPH XPAHEHUHU
XpaHuThb npu Temrneparype He Boiie 25 °C B KapTOHHON yIakoBKe (Mavyke).
6.5. Xapakrep u coaep:kaHue NEPBUYHONH YIIAKOBKH
I[To 10, 14, 28, 30 Tabnerok B KOHTYPHYIO SYEHKOBYIO YIAaKOBKY U3 IUICHKH
MOJIMBUHUIXJIOPUAHON, JHOO TMJICHKU IOJMBUHUIXJIOPUIHON/TIOJIMBUHUINACHXIOPUIHON U
(boJIbru aMIOMHUHNEBOM MEYaTHON JTAKUPOBAHHOM.
Wmn mo 10, 14, 28, 30 TabneTok B KOHTYpHYIO SYEMKOBYIO YIIAKOBKY M3 Marepuana
KOMOMHHUPOBAaHHOTO Ha OCHOBE ()OJIbIM (TPEXCIOWHBIA MaTepHuall, BKIOYAIOLINN aTFOMUHHEBYIO
¢dosbry, MIeHKY U3 OPUEHTUPOBAHHOIO MOJMAMK/IA, MOIUBUHWIXJIOPUIHYIO MJICHKY) U (OJIBIU
AJTIOMUHHUEBOM NT€YaTHOM JTaKUPOBAHHOM.
1,2,3,4,5,6,7,8 9 umn 10 KOHTYpPHBIX SYEHKOBBIX YIIAKOBOK BMECTE C MHCTPYKLHEH IO
IIPUMEHEHHUIO NTOMEINAIOT B KAPTOHHYIO YIIaKOBKY (IIauKy).
6.6. OcoOble Mepbl NPEeIOCTOPOKHOCTH TPH YHUYTOKEHHMH  MCIOJb30BAHHOIO
JIEKAPCTBEHHOI0 Npenapara WJIM OTX0A0B, TMOJYYEHHBIX IOcjie NpPHMEHEeHUus:
JICKApPCTBEHHOI'0 Mpenapara u Apyrue MaHUILYJISIUM C IPenapaToM

Oco0ble TpeOoBaHUS OTCYTCTBYIOT.
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7. AEP’KATEJIb PETUCTPAIIMOHHOI' O 'ﬁ
Poccus

000 «ATomn»

445351, Camapckas o0:1., r. XKurynesck, yi. ['mapoctpourenei, a. 6.
Ten.: +79874599991, +79874599992

E-mail: ozon@ozon-pharm.ru

7.1. IlpeacraBuTenb AepaaTessi PperiCTPALMOHHOIO YA0CTOBEPEHHUS

[Iperensnu moTpeOUTENIEH HAIIPABIIATE 110 AAPECY:

Poccus

000 «O308»

445351, Camapckas 0011, 1.0. XKurynesck, 1. XKurynesck, yi. ['mapoctpoureneit, a. 6.
Ten.: +79874599991, +79874599992

E-mail: ozon@ozon-pharm.ru

8. HOMEP PETUCTPAIIMOHHOT O YAOCTOBEPEHMUSA

9. JIATA TIEPBUYHOW PETMCTPAIIMM (MOATBEPKIEHUSA
PETACTPAIIAN, TEPEPETVCTPALIAN)

JlaTa niepBoi perucTpanuu.

10. JATA IEPECMOTPA TEKCTA

OOmass  xapakTepucTHKa  JIEKAPCTBEHHOIO  Ipemapara  AroMejaTMH  JOCTyIIHa  Ha
UHPOPMALIMOHHOM TopTaie EBpasuilckoro SKOHOMHYECKOTO COK3a B HH(POPMALMOHHO-

KOMMYHUKaIMoHHO# cetn «HTepuer» http://eec.eaeunion.org/.
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