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oT 23.12.2024 N= 28427

(MOCNEOCBATENEHOC CTh 00 12)

OBHIASA XAPAKTEPUCTUKA JJEKAPCTBEHHOT O ITPEITAPATA
1. HAUMEHOBAHUE JEKAPCTBEHHOI'O ITPEITAPATA
Banpnokcan, 25 Mr, TabJIeTKH, MOKPHITHIC TNICHOYHOW 000I0YKOM.
2. KAUYECTBEHHBIN U KOJIMYECTBEHHBINA COCTAB

JeiicTBytolllee BEIIECTBO: arOMeIaTHH.

Banbnokcan, 25 mr, Ta0JIeTKH, TOKPBITHIE INICHOYHOH 000IOYKOH.

Kaxxnas Tabnerka, HOKphITas TNIEHOYHOW 000JIOUKOH, COEPIKUT 25 MI aroMeaTHHa.
BcnomoraTenbHpie  BEIECTBA, HAIWYUE KOTOPHIX HAJAO YYHUTHIBATH B COCTAaBE JICKAPCTBEHHOTO
mperapara: JakTo3a (B BUJIe MOHOTHPATA).

ITonnbii epevyeHb BCIOMOTaTENbHBIX BELIECTB IPUBEAEH B pazaene 6.1.

3. JIEKAPCTBEHHAS ®OPMA

TabneTku, MOKPHITHIC TNIEHOYHOH 000JIOYKOH.

[IpomonroBaTeie ABOSKOBBITYKJIbIE TA0IETKH, TOKPHITHIE TUIEHOYHOH 000JI0YKOH, OPaHKEBO-KEITOTO
LBETA.

4. KIMHNYECKUE JAHHBIE

4.1. Iloka3zaHusl K IPMMEHEHHUIO

Banbnokcan nokaszaH K IPUMEHEHUIO Y B3POCIIBIX ISl JICUCHUS:

- bompIioro AenpeccuBHOTO pacctpoiictea (bIP);

- TeHepaJTN30BaHHOTO TpeBOXKHOTO paccTporicTa (I'TP).

4.2. Pexum 103UPOBAHMSA U CNIOCO0 NPUMEHEHUS

PexxnM 103upoBaHus

Pexomenayemas cyrounas mo3a — 25 mr (1 Tabnerka) 0 JHOKpAaTHO BHYTPh MEPET CHOM.

IIpu OTCYTCTBHM TTOJIOKUTEIHHON KIMHWMYECKOW TWHAMHUKH 10332 MOXET OBITh yBenndeHa 1m0 50 mr
(2 TabmeTku mo 25 MT') OTHOKPATHO TIEPEe]T CHOM:

- 4yepe3 JIBe HeJIeiH MOCIie Hayalia JIeUeHHsI OOJIBIIOTO ISMPECCUBHOTO PACCTPONCTRA;

- 4yepes3 YeThIpe HeleNnu MOocie Havalla JICUCHUsI TeHEPaTU30BaHHOT O TPEBOKHOTO PACCTPOUCTBA.

Pemienne 00 YBCIUMYCHUU NO3bI JOJIZKHO OBITh MMPUHATO C YUYCTOM BO3pPACTAIOMICI'O PUCKA MOBBINICHUA
YPOBHA TpaHCAMUHA3. JIr000e noBwIIIEHHE J03bI 10 50 Mr JOJDKHO OBITh CACJIIaHO Ha OCHOBAHHMH OILICHKH
ITOJIB3bI U PUCKA JJId KOHKPETHOI'O MMalME€HTa U IIPpU CTPOTOM KOHTPOJIC NMEYCHOYHBIX Hp06.

Ilepen HauamoMm Tepanuu (yHKUMOHANBHBIC NEYEHOYHBIE MPOOBI TOJHKHBI OBITH NMPOBEACHBI Y BCEX
MAIMeHTOB. Teparnus He MOXKET ObITh HauaTa y IallMeHTOB ¢ YPOBHEM TpaHCaMUHa3 OoJiee ueM B 3 pasza
MIPEBBIMIAIONINM BEPXHIOI TPAHUITY HOPMEI (cM. pasaensl 4.3. u 4.4.).

Ha mnporsokeHun Jse4eHust YpOBeHb TpaHCaMUHA3 [OJDKEH KOHTPOJIMPOBATHCA NEPHUOAMUYECKH,
npuOIU3UTENBHO uepe3 3 Henenu, 6 Heaenb (OKOHYaHHe KyIMHUPYIOLIero nepuoa Tepanun), 12 Hegens
u 24 Henenu (OKOHYAHHE TMOAJEPKUBAIOIIETO MEPHUOAA TEpanu) IMOcie Hadaja Tepamnud, U B
JaNbHEWIIeM B COOTBETCTBMM C KJIMHHYECKOW cuTyarueil (cm. pasmen 4.4.). Ecium akTuBHOCTH
TpaHcamMMHa3 0oJiee YeM B 3 pas3a HPEBBIIIAECT BEPXHIOIO I'PAHMILy HOPMBI, IPHEM IIperapaTa ClieayeT
MpeKpaTuTh (cM. pasaensl 4.3. u 4.4.).

[Tpu yBenmuueHNH 1036l CIEAYET KOHTPOIUPOBATh (DYHKIIHIO IIEYSHH C TOH Ke YaCTOTOH, 4TO U B HavYale
NPUMEHEHUS Mpernapara.
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Ipooonrcumenvrocms neuenus
JlexapctBennas tepanus bJIP u/vau I'TP qomkHaA TPOBOAUTRCS 0 KpaifHEH Mepe B TEUCHHE 6 MECSLIEB,
JIO TIOJTHOTO UCYE3HOBEHUSI CUMIITOMOB JICTIPECCHUU.

Ilepexoo ¢ mepanuu CHO3C/CHO3CH na mepanuio azomeramuHom

BosmoxkeH cuaapoM oTMEHBI rociie npekpainenus npuema CUO3C/CHO3CH.

Jlnst cHWXKEHUs pUCKa BO3HUKHOBEHHUS CHHIPOMa OTMEHBI IIOCJIEe TPEKpAIIeHUs JICYCHHsS paHee
HasHaueHHbiIME CHMO3C/CHMO3CH, HeoO0XoAuMO cjeloBaTh yKa3aHUSIM  HHCTPYKIUH 110
MEAMIIMHCKOMY ITPUMEHEHHIO (JIMCTKA-BKIIA IbIIIA) JAHHBIX IIPENapaTos.

[Ipuem aromenaTnHa MOKET OBITH HaYaT C 1-TO JTHS MOCTETIEHHOTO CHIDKEHUS JI03bl aHTUICTIPECCAHTOB
CHUO3C/CUO3CH (cm. pazmen 5.1.).

Ilpexpawenue nevenus
B ciydae npekpaiueHus JedeHus: HeT He0OXOANMOCTH B IOCTETIEHHOM CHI)KEHUH J03bI.

Oco0ble TpymIbl MalrueHToB

Tayuenmul noscunozo 6ospacma

Koppexknuu 10351 B 3aBUCUMOCTH OT Bo3pacTa He TpedyeTcs (cM. pasmen 5.2.).

Y manueHToB c Jenpeccueil B Bo3pacte 75 JET M cTapllle, a TAaKKe Yy MOXKUIIbIX maiueHToB ¢ ['TP B
BO3pacTe crapiie 65 JeT HeT MOATBEPKICHHBIX TaHHBIX 0 HAIn4Ynu 3 QekTa npenapara. B cBs3u ¢ uem
MAIMeHTaM JaHHbBIX BO3PACTHBIX TPYIII aroMeNIaTHH Ha3HAYaTh He cheayeT (cM. pasaenst 4.4, u 5.1.).

DddexkTuBHOCTD M Oe30MacHOCTH aroMenaTiHa (B 1o3e oT 25 10 50 Mr B cyTKH) OBUTH YCTaHOBIICHBI Y
noxuislx nmanuentos ¢ B/IP (B Bozpacte o 75 ner). He pekomenayeTcst KOppeKus 0ObIYHON J03BI Y
MOXXWiIbIX manueHToB ¢ B/IP (B Bo3pacTe 10 75 neT) HCKIIIOYUTENHHO 0 MpUYrHE Bo3pacTa. [lockombky
s dexTrBHOCTH Npenapara Banbaokcan (aromenaTiH) y oueHb MOKUIIBIX manueHToB ¢ /1D B Bo3pacte
75 ner u Oonee HE YCTAHOBJIECHA, €r0 HE CIEAYeT NPUMEHATh Y 9TOW TPYyMIbl HAaLMEHTOB (CM. pa3aen
4.4)).

ITockonbky naHHBIE O MPUMEHEHHH aroMmenaTwHa (B 1o3e OT 25 10 50 Mr B CYTKH) y TIOXKHJIBIX
nanuenToB ¢ ['TP orpanudensr, nmpenapar Banbaokcan He peKOMEHyeTCsl UCTIONB30BATh IS JICUSHUS
I'TP y mosXuisIx aIueHTOB B Bo3pacTte crapiie 65 neT (cm. pasaensl 4.4., 5.1. u 5.2.).

Tlayuenmul ¢ noueunoti HEOOCMAMOYHOCMBIO

Y ManueHToB ¢ TSHKEI0M MOYSYHOM HEIOCTATOYHOCTHIO 3HAYMMOT0 M3MEHEHUS (DapMaKOKHMHETUYECKHIX
mapamMeTpoB HE 0TMeUaIoCh. OTBIT IPUMEHEHUS aroMeIaTHHA IPU OONBIINX IETPECCUBHBIX ATU304aX
y TAalNWeHTOB CO CpeNHEH M TSHKENOW CTENeHbI0 IMOYEeYHOH HEIOCTaTOYHOCTH orpaHudeH. llpum
HA3HAYCHHUU aroMellaTHHA TaKUM TaIlMeHTaM CIIeAyeT COO0IaTh OCTOPOXKHOCTH (cM. pa3zaen 4.4.).

Tlayuenmul ¢ neueHouHOU HedOCMamoYHOCMbIO
AroMenaTHH IPOTHBOITOKA3aH MAMEHTaM C TIeYeHOYHONW HETOCTaTOYHOCTHRIO (CM. pa3aenst 4.3.,4.4.
5.2).

JeT ¥ mopocTKu

bezonacHocTh U 3QQEKTUBHOCTL aromenaTvHa y JIeTed W IMOJPOCTKOB HE YCTaHOBJICHBI JlaHHBIE
OTCYTCTBYIOT (CM. pasmen 5.1.).

AroMenaThH He PEKOMEHTyeTCsl IPUMEHSTH Y IeTeH U MOIPOCTKOB 10 18 net (cm. pasaen 4.4.).

Croco0 nprMeHEHUs

Buytpp. Tabnerku mnpenapata BaibgokcaH MOKHO NPHHMMATh HE3aBUCHMO OT IpPHEMa IIHUIIIH.
TabneTky ciemyer nporiaaThiBaTh METUKOM, HE pa3KEBbIBAS.

[Ipu npomycke mpuemMa OuYepeqHOW 03Bl MperapaTa, BO BpeMs CICAYIOIIEro MpueMa Ipernapar
Banbaokcan mpuHUMAETCs B OOBIUHOM 03¢ (HE CceayeT MPUHUMATh IPOMYIICHHYO 103Y).

Jlns ymydiieHus KOHTPOJsSl MAIMEHTOM IpHeMa Iperapara Ha sSYCHKOBOW KOHTYPHOHM YITaKOBKE,
coJieprkarieil TabJIeTKy, OTIeYaTaH KajJeHIaph.
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4.3. IIpoTuBOMOKA3aAHUA

e  JloBelIeHHAs YyBCTBUTEIBHOCTD K JICHCTBYIOLIEMY BELIECTBY MU JIFOOOMY U3 BCIIOMOTraTeIbHbIX
BellecTB npenapata (cM. paszaen 6.1.).

e Hapymenue pyHKIMM neyeHn (Hampumep, HUppo3 WK 3a00seBaHNe NeUYeHH B aKTUBHOH (haze)
WIY TIOBBIIIIGHUE YPOBHS TpaHCaMHHA3 OoJiee 4yeM B 3 pa3za OTHOCHTENILHO BEPXHEH IpaHHIIbl HOPMBI
(cm. pazmenet 4.2. 1 4.4.).

e  OnHOBpeMEHHOE TNPUMEHEHWE MOIIHBIX HHTuOuTOopoB u3odepmenta CYPIA2 (Takmx Kak
¢dnyBokcamuH, unpoduiokcaunH) (cM. pazaenst 4.4 u 4.5.).

e He crnexyer mpuMeHSTH mpenapaT y MAlMEHTOB C PEAKHMH HACIECICTBEHHBIMH COCTOSHUSMH,
CBSI3aHHBIMU C HEIIEPEHOCHUMOCTBIO IajlaKTO3bI, ITOJHOM JIAKTa3HOW HEOCTaTOYHOCTBIO WIIH IIIHOK030-
TaJaKTO3HON MalbabCcopOITnei.

4.4. OcoOble ykazaHus 1 Mepbl IPeIOCTOPOKHOCTH NIPH NMPHMEHEHUH

MOHUTOPHHT ToKa3ateniell QYHKIMY TeYeHN

B nepuoj mocTperucTpaiioOHHOTO HaOIIOICHUS COOOIIAIOCH O CITydJasX MOPaKCHUS TICUCHU, BKITFOYast
MIEYCHOYHYI0 HEJOCTATOYHOCTh (MPUBOJAMBIINE B MCKIIOYUTEIBHBIX CIIYYasX K JICTATHBHOMY HCXOIY
WiH TpeOoBaBIIME TPAHCIUIAHTALIMK MEYeHH y TAIMEeHTOB C paHee MMEIOMMMHUCS (pakTopaMu pucKa
MOPaKEHUSI TICUCHH ), TIOBBIIIICHUH YPOBHS IICUEHOUYHBIX (pepMeHTOB Oosiee ueM B 10 pa3 OTHOCHUTEIIBHO
BEPXHEH TPaHMIIBI HOPMBI, TETIATUTE U KEJITYXE Y MAICHTOB, IPUHUMABIIINX arOMENIaThH (CM. pa3ien
4.8.). bonpIMHCTBO 3TUX HAPYIICHUH BO3HUKAJIO B MEPBBIE MECSIIBI JICUCHUS. XapaKkTep MOpaKeHUs
MEY€HU MNPECUMYHIECTBCHHO reHaTouenmon;{prlﬁ C TIOBBIIICHHBIMH YPOBHAMH «IICYCHOYHBIX)»
TpaHCAMUHA3, KOTOpPHIE BO3BPAIAOTCS K HOPMAIBHBIM 3HAYCHHSM TOCIE TMPEKPAIEHUS Teparuu
aroMenaTHHOM.

Caenyet nposiBJIsSITh OCTOPOKHOCTB Nepe/i HAYaJIoM JieYeHUsI U BeCTH TIIaTeJIbHoe HA0J/I101eHue
B IIpouecce JieYeHUs BceX MNANHEHTOB, 0CO0EHHO HMMEWIIHMX (AKTOPbI PUCKA Pa3BUTHS
3a00J1eBaHUIl TeYeHH WM TOJYYAIIHX COMYTCTBYIOUIYI0 TE€PANMIO NMpenapaTaMm, KOTopbie
MOTYT BbI3BIBATH MOPaKEHUE MeYeHH.

o nauana mepanuu

Jleuenne npemaparoMm BanbjokcaH JOMKHO OBITh HAa3HAYEHO TOJNBKO IOCIE TIIATENFHON OIICHKU
COOTHOIIICHHS 0’KHIA€MOH TTOJIb3bI K BO3MOKHOMY PHCKY Y HAIMEHTOB C ()aKTOPaMH PUCKA Pa3BHUTHS
HapylIeHHH (pyHKINHM EYSHHU, TAKUMH Kak:

e  OXHpeHMe/M30BITOYHAS Macca Tella/HeaKoTr0JIbHAs )KUPOBasi 00JIe3Hb IIEUCHH, THa0eT;

®  AJKOTOJHM3M W/HIIH 3I0YIOTPEOIICHHE aTKOTOJIEM;

¢ U Yy NAaOUCHTOB, MOJYYAIOIIUX COIyTCTBYIOIIYIO TEPAINHIO JIEKaPCTBEHHBIMU CPEICTBAMH,
CHOCO6HI)IMI/I BbI3bIBATH IMMOPAKCHUC IICYCHU.

Ilepen HayamoMm Tepanuu (HYHKIIMOHAIBHBIC MEYCHOYHBIC MPOOBI JOKHBI OBITH MPOBEICHBI Y BCEX
MAIMEHTOB, ¥ Tepamnus He MOXKET ObITh HauaTa, eCciy YpOBEHb NedeHOUHBIX ¢epmeHToB AJIT w/mmm
ACT 0Oosiee ueM B 3 pa3a IPEBBILIACT BEPXHIOIO IPaHUILy HOPMBI (cM. pazaein 4.3.). CineayeT co0nroaaTh
OCTOPOXHOCTh MpH HA3HAYEHUH IMpenapara BanpJokcaH nalmuMeHTaM C KMCXOJHO MOBBIIIEHHON
aKTHBHOCTBIO TPaHCAMHUHA3 (BBIIIEe BEPXHEH IpaHUIIBI HOPMBI, HO He Ootee 4eM B 3 pa3a OTHOCHTEIBHO
BEPXHEH I'PaHUIIEI HOPMBI).

Ilepuoouunocme nposedenus YyHKYUOHANbHBIX NEYEHOUHBIX NPOD
[lepronuuHoCTs MpoOBeAEHUs (PYHKIIMOHATIBHBIX IIEYEHOUHBIX IIPOO COCTABIIACT:
e Jlo Havasa Tepanuu 1 Jajee:

- TpuOIM3HUTENBHO Yepe3 3 HeaemH,

- TIpuOAM3HUTENbHO Yepe3 6 Helenb (OKOHYaHNE KyIHPYIOIIEro Ieproia Tepamnum),

- mpubnm3uTeNbHO Yepe3 12 u 24 Hemenyn (OKOHYAHHE ITOIICPKUBAIOIIETO TTEPHOIA TEPATTHH )

- B JJAIbHEHIEM — B COOTBETCTBUH C KIIMHUYECKOH CUTyalneH,
e [lpu yBenuueHHu A03bI CIENYET KOHTPOIMPOBATh (DYHKIUIO IEUEHH C TOM K€ YaCcTOTOM, 4TO U B
Hayaye Tepanuy.
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[Ipy mOBBIINICHMM AKTUBHOCTH TPAaHCAMWUHA3 B CHIBOPOTKE KPOBU CIIEAYET IPOBECTH IMOBTOPHOE
HCCIIEIOBaHUE B TeUeHHUE 48 4acos.

B npoyecce neuenus

Tepanuro ekapcTBEHHBIM IIpenapaToM BanpaokcaH ciieyeT HeMeUIEHHO IPEKPaTUTh B ciIydae:

®  TIOSBJICHUS CUMIITOMOB HJIH MPU3HAKOB BO3MOXHOTO IIOPAXKCHHUS IEUeHH (TaKUX Kak TeMHAas MOYa,
00eCIIBEUEHHBI CTYJI, KEITH3HA KOXH/TJa3, Oolb B TPaBOW BEpXHEH YacTH KUBOTA, HEJABHO
MIOSIBUBLIASACS TIOCTOSTHHASL M HEOOBACHUMAsl yTOMIISIEMOCTH );

e  TIOBBILICHUS YPOBHS TpaHCaMHHAa3 0ojiee yeM B 3 pasa [0 CPaBHEHHUIO C BEpXHEH rpaHuLell HOPMBI.
[Tocne oTMeHBI Tepanuu NpernaparoM BanbnokcaH cieayeT peryisipHO MPOBOJIUTH (YHKIIMOHAIBLHBIE
NeYeHOYHbIEC TPOOBI 0 HOPMAIN3AI[H YPOBHS TPaHCAMUHAS3.

Oco0ble rpymniibl NanueHToB

Tayuenmul noscunozo eopacma

O dexTuBHOCTD U Oe30macHOCTL aroMenaTiHa (B 1o3e oT 25 10 50 Mr B cyTkH) ObUTH YCTaHOBIICHBI Y
noxuisx manuentoB ¢ B/IP (B Bozpacte mo 75 net). He pekomenayeTcst KOppeKus 0ObIYHON J03BI Y
MOXKIITBIX marueHToB ¢ BJIP (B Bo3pacte 1o 75 J1eT) HCKITFOUUTEIRHO TT0 IPHYrHE Bo3pacTta. [[ocKoabKy
s dekTUBHOCTH Npernapara BanbaokcaH (aroMeliaTuH) y 04eHb MOKHIBIX naiueHToB ¢ BJIP B Bo3pacrte
75 net W craplie HEe yCTAaHOBJIEHA, €r0 HE ClelyeT NPUMEHATh Y 3TOH TPYIIbI HalUeHTOB (CM. pa3aen
4.4).

ITockonbky naHHBIE O TMPUMEHEHHH aromenaTwHa (B o3¢ OoT 25 70 50 Mr B CyTKH) y TOXHIIBIX
nanuenToB ¢ ['TP orpanudensr, npenapar Banbaokcan He peKOMEHIyeTCsl UCTIONB30BATh IS JICUESHUS
TreHepaT30BaHHOTO TPEBOKHOTO PACCTPOICTBA Y MOXKHUIIBIX AIIUEHTOB B BO3pacte crapiie 65 JeT (CM.
pasmenst 4.4.,5.1. 1 5.2.).

Tayuenmul noswcunozo 6ospacma c OemeHyueti

He cnenyer Ha3zHauaTh npenapat Banbaokcan juis sedenuss bJAP wiu I'TP y moxuibiX maireHToB ¢
JIEMEHIIMEN n3-3a OTCYTCTBUS JaHHBIX 00 3QPEKTUBHOCTH U OE30MMaCHOCTH MIPUMEHEHUS Iperapara y
JAHHOU rpyMIbl NaI[UEHTOB.

THayuenmol ¢ noueuHou HeOOCMamouHOCMvio
Y manueHToB ¢ TSHKEI0H NOYeYHOI HeI0CTaTOYHOCThIO 3HAUMMOT0 H3MEHEHUS (PapMaKOKHHETHUECKUX
napaMeTpoB aromeiaTHHa He oTMedanoch. OIHAKO, MOCKOIBbKY AOCTYIHBI TOJIBKO OTpaHUYEHHBIE
KJIMHUYECKUHN JaHHBIC O MPUMCHCHUHM aroMejiaTuHa y MHnalucHTOB CO CpC[IHCﬁ U TSHKEIION CTCIIEHBIO
MIOYEYHOW HEIOCTATOYHOCTH, CJENyeT COOJI0AaTh OCTOPOXKHOCTh NpU Ha3HAYCHUH IIperapara
Banpaokcan (aromenaTHH) TAKUM MalEHTaM.

bunonsproe paccmpoiicmeo/manus/cunomanus

CrnemyeTr coOmoaTh OCTOPOKHOCTh IPH NPUMEHEHHWH IpermapaTta BanmbgokcaH y TalMeHTOB C
OMIOJISIPHBIM PACCTPOMCTBOM, MaHHMEW WM THIIOMaHHWeW B aHamHe3e. [Ipu MOSBICHUHM CHUMIITOMOB
MaHUU CIIeAyeT MPEKPATUTh TIpHeM Tpenapara (cM. paszaen 4.8.).

Cyuyuod/cyuyuoanvrvie MviCau

[Tpu nenpeccuBHOM COCTOSTHUM HOBBIIICH PUCK CYHIIUIAIBHBIX MBICIICH, CAMOIIOBPEXKICHUIT M CyHIHIa
(coOBITHI, CBSI3aHHBIX C CYHMIIUIOM). PHCK COXpaHSETCS 10 HACTYIUICHHS OTYCTIMBOW PEMHCCHH.
[ManmeHThl OHKHBI HAXOAUTHCS IO MEIUIIMHCKUM HaOII0ICHUEM BIUIOTh 10 YITyUIICHUS! COCTOSIHUS
(mocie Hayanma TEparmuyd MOXKET MPOWTH HECKOJIBKO HEJENb, MPEXKIE YeM COCTOSHHE YITyUIIUTCS).
KiIMHHYEeCKHI OTBIT CBHIETEIBCTBYET, YTO PUCK CYHIMIA MOXET YBEIHMUMBATHCS Ha PAHHUX JTarax
HACTYIUICHHS] PEMUCCHH.

['eHepan30BaHHOE TPEBOXKHOE PAcCTPOWCTBO, ISl JICUCHHS KOTOPOrO HA3HAYAIOT IIpernapaT
BanpaokcaH, Takke MOXKET OBITh aCCOLMHMPOBAHO C MOBBIIICHHBIM PUCKOM CYHIUIAIBHBIX COOBITHH.
ITosToMy Te e Mepbl MPEIOCTOPOKHOCTH, KOTOPbIE COOJIOMAOTCSA TPH JICYCHUH TAIMEHTOB C
JIeTIpeccueii, cienyer coONoAaTh W NPH JICYCHHH NAlMCHTOB C TI'CHEPAIM30BAaHHBIM TPEBOKHBIM
paccTpoiicTBoM.
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[ManmeHTsl, B aHaMHE3¢ KOTOPBIX UMEJHCHh COOBITUS, CBSI3aHHBIC C CYWIHIOM, a TAKKE MAlUCHTHI,
VMEBIIME CYUIUJAIbHBIC HAMEPECHHS 10 Hayala TEpaluH, OTHOCATCS K TPYIIE PUCKAa U BO BpEeMs
NPOBEAICHHUS TEPANMH JODKHBI HAXOIMTBhCS IO/ TPUCTAIBHBIM HaOmoJeHueM. Pe3ynbraTbl Mmera-
aHaIM3a IUIane00-KOHTPOJIMPYEMbIX KIMHUYECKUX HCCIICTOBAHUI AHTUICIPECCAHTOB Yy B3POCIBIX
IAl[MEHTOB C [CHXWYECKUMH pacCTPOWCTBAMU CBHICTEIBCTBYIOT O IIOBBIIICGHHOM pHCKE
CYHMLMIAJIBHOTO OBEJICHHS Yy NALMEHTOB B BO3pacTe 10 25 yieT Ha (hOoHe IpHeMa aHTUJICTIPECCAHTOB I10
CPaBHEHHMIO C 1anedo.

B MEPpUOJ JICYCHUA MAIIUCHTEI, OCO6GHHO OTHOCAIIMUECA K I'PYIIE pHUCKA, JOJDKHBI HAXOAWUTHCA IO
IMpUCTAJIbHBIM Ha6HI—OZ[eHI/IeM, 0COOEHHO B Hayaje TCparvnu W NIpyu MU3MCHCHHUHU J03bI IIp€Iiapara.
[Manpentsl (M JMIA, OCYLIECTBISIOIIME YXOJA 33 HUMH) JOJDKHBI OBITH HH(MOPMHUPOBAaHBI O
HEOOXOJMMOCTH CJEUTh 3a JIOOBIMH KIMHHYECKUMH YXYALICHUSMH COCTOSHHSA, ITOSBICHUEM
CYMIIMIAIBHOTO MOBEACHUS WA MBICICH M HEOOBIYHOI'O MOBEACHUS M HEMEIJICHHOIO OOpalleHus 3a
MEIUIMHCKOH OMOIIBIO ITPY MOSIBIICHUH YKa3aHHBIX CUMIITOMOB.

Jeru u nogpoctku

[IpenapaTt Banpaokcan He pekOMeHIyeTCa Ha3HAYaTh AETAM Miafie 18 et u3-3a OTCYTCTBUS
JaHHBIX 00 A(h(PEKTUBHOCTH M 0€30MTACHOCTH MPUMEHEHHS aroMeJIaTHHA Y MAIlHEeHTOB TaHHOH
BO3PACTHOM TPYIIIIBI.

B xIMHMYECKUX HCCIEIOBAHUAX CPEIU ACTEH U MOJPOCTKOB, IMOYYABIIUX IPYTHE aHTUACIIPECCAHTHI,
gare HaOII0JaI0Ch CYHIHIAIBHOE TTOBEACHHE (TIOTBITKH CaMOyOHUICTBAa U CYHIIUAIBHBIC MBICITH) H
BPaX/JICOHOCTh (MPEUMYIIECTBEHHO arpeccus, OMIO3UIIMOHHOE MOBEJACHUE W THEB) M0 CPABHEHHIO C
TEMH, KTO IPUHUMAIT TUTaneoo.

Cosmecmnoe npumenenue ¢ uneubumopamu uzogpepmenma CYPIA2 (cm. pazoenvt 4.3. u 4.5.)
OnHOBpEMEHHOE TIPUMEHEHHE MOIIHBIX MHruOuTOpoB u3odepmenta CYPIA2 (takumx Kak
(hryBOKCaMUH, HUNPOQIIOKCAMH) MPOTHBOIIOKA3aHO.

Crnenyer coOm0JaTh OCTOPOXHOCTH TPH TNPHUMEHEHWW Npenapara BanblIokcaH ¢ yMepeHHBIMHU
uHruoutopamu m3opepmenta CYP1A2 (Takumu Kak HMpONPaHOIION, SHOKCALIMH) H3-32 BO3MOXKHOCTH
MOBBILIEHNS] KOHIEHTPAIMHM aroMeNnaTuHa.

Henepernocumocmsb naxkmo3sot

JlexapcTBeHHbIl npenapaT Bampnokcan coaep:xkuT naktoly. He cimegyer mpumeHsATh mpemapar y
MAIIeHTOB C PEIKUMH HACIEACTBEHHBIMU COCTOSIHHSMH, CBS3aHHBIMH C HENEPEHOCHMOCTHIO
TaJaKTO3bI, ITOJTHOH JIAKTa3HOH HEIOCTATOYHOCTHIO MIIH TITFOKO30-TaJJaKTO3HOH MasibabcopOIneii.

Cooeporcanue nampus
[Ipenapat Bansmokcan cogep>xut MeHee 1 MMoib HaTpust (23 Mr) B TaOJIETKE, TO €CTh IPAKTHYECKH
HE COAEPKUT HATpHS.

4.5. B3amMmopeiicTBHe ¢ JpPYrHMH JIEKAPCTBEHHBIMH MpenapataMu u Japyrue ¢opmsl
B3auMoJeiicTBUSA

TloTeHIMaabEHBIE B3AaUMOJICCTBYS, BIMSIONINE HA arOMeJIaTHH

AromenaTHH MeTa0OoIH3UpyeTcs IMaBHBIM 00pa3oM ¢ yuactueM nuroxpoma P450 1A2 (CYP1A2) (90
%) u ¢ yuactriem CYP2C9/19 (10 %). JlekapcTBEeHHBIC CPEICTBA, KOTOPHIC B3aUMOJICHCTBYIOT C STUMH
n3opepMEeHTaMH, MOTYT YBEJIMYUBATH WM YMEHBIIATh OMOJOCTYTHOCTh aroMeJIaTHHa.

®d1yBOKCAMHH SIBIISETCS CHIbHBIM HHrHOuTOpOoM n3odepmerta CYP1A2 u yMepeHHBIM HHTHOMTOPOM
mzopepmenta CYP2CY9 wu cCymiecTBEHHO 3aMeUisieT METa0OJIM3M aroMeNnarthHa, OpH 3TOM
KOHIICHTpAIMsl aroMelaThHa yBenmuuBaercs B cpeareM B 60 (12 - 412) pas. [loaTomy coBMmecTHOE
MPUMEHEHHE JIEKapCTBEHHOTO TIpernapara BamnbJoKcaH W CWJIBHBIX WHTHOMTOPOB HU30(epMeHTa
CYP1A2 (Takux kax (yBOKCaMHH, IUIPO(IOKCANH) IPOTUBOMIOKA3AHO.

CoBMecTHOE MpPHUMEHEHHE aroMejaThHa M 3CTPOreHOB (YMEpEHHBIE WHIHMOMTOPBI H30(epMeHTa
CYP1A2) mnpuBOoANT K YBEIMYEHHWIO OKCIO3WIMK aromMeilaTHHa B HECKONBKO pa3. XoTd
KOMOMHHPOBaHHOE NMPUMEHEHHE aroMesaTHHa U 3cTporeHoB y 800 mamueHToB HE CONMPOBOXKAAIOCH
yXyIieHneM npoguiis 6e301acHOCTH NPOBOAUMON Teparnuu, cliefyeT CoO0AaTh OCTOPOKHOCTD MPH

5/16



COOTBETCTBYET -
o1 23.12.2024 N2 2

(NOCNEOCBATENEHOCTE 0012)

Ha3HAYCHWU aroMeNaTHHa C IPYTMMH YMEpeHHBIMU MHruOuTopamu nzodpepmenta CYP1A2 (takumu
KaK IPOIIPaHOJIOJ, YHOKCAIMH) IO HAKOIICHHUS JOCTATOYHOTO KIIMHUIECKOTO OIBITa (CM. pa3ael 4.4.).

Pudamnuumn kak MHIYKTOpP BceX TpexX M30()epMEHTOB, yUaCTBYIOIIMX B MeTaOOJIM3Me aromMeiaaTuHa,
MOKET YMEHbIIaTh OMOIOCTYITHOCTh aroMeJIaTHHa.

[lokazano, uto Kypenue, HHAyIupys usopepmeHT CYP1A2, noHmxkaeT 6n00CTYITHOCT aroMenaTuHa,
0COOCHHO Yy HAIMEeHTOB, 3JI0YHOTPEOISIOIMX KypeHrueM (> 15 curapet/menn) (cMm. pasaen 5.2.).

[ToTeHnnanbHO BO3MOXKHOE BIMSIHNE aroMellaTHHA Ha IPYTUE JIEKAPCTBEHHBIE CPEJICTBA

In vivo aromMenaTiH He UHIYLUpPYeT n30QepMeHTsl nuToxpoma P450. AromenaTnH He HHTHOMPYET HH
uzobepment CYP1A2 in vivo, uu npyrue uzopepmeHTsl iuToxpoma P450 in vitro.

[losToMy aromenaTvH He BIUSICT HA KOHIEHTPALMIO JIEKAPCTBEHHBIX CPEACTB, METaOOIU3M KOTOPBIX
CBSI3aH C ATUMH H30(epMEHTAMH.

Jpyrue nekapcTBEHHbBIE CPEACTBA

B ¢aze | xiuHWUYEeCKMX UCCIENOBaHWW B IICJIEBOM TIOMYyJSAIUM HE OBUIO  BBISBICHO
(hapMaKkOKMHETHYECKOTO Wi (papMakoIMHAMUYECKOTO  B3aUMOJICHCTBHS  aroMellaTHHA  C
JIEKapCTBEHHBIMH IIperaparaMy, KOTOpbIe MOTYT OBITh Ha3HA4YeHbl OAHOBPEMEHHO C IpermapaToM
Banbnokcan: 6eH30/IMa3eNUHBI, PETIAPATHI JIUTHUS, TAPOKCETUH, (ITYKOHA30I M TCO(DUILIHH.

AJKOroJn
He pexoMenayercs mpuMeHEHNE aroMeIaTHHA COBMECTHO C aJIKOTOJIEM.

OnekrpocynopoxHas tepamus (3CT)

OTCyTCTBYIOT JIaHHBIC O TPUMEHEHHH aroMmenaTwHa ogHoBpemeHHO ¢ JCT. B uccnenmoBaHusx Ha
JKUBOTHBIX aroMelaTHH HE II0Kazajdl BO3HUKHOBEeHHWE cymopor (cM. pasmen 5.3.). Ilostomy
HexenaTenbHbie mocnenctsus JCT, BEIMONHEHHON Ha (JOHE MpUeMa aroMeiaThHa, TIPEACTaBISIOTCS
MaJIOBEPOSTHBIMH.

CTH
HCCJ’IC}IOB&HI/IH BSHHMOZLCP’ICTBI/IH MPOBOJWINCH TOJIBKO Y B3POCJIbIX IMAITUCHTOB.

4.6. DepTHILHOCTH, 0€PEMEHHOCTDb U JAKTAIUS

bepemennocmu

JlaHHBIE O IPUMEHEHUN aroMeliaTHHA BO BpeMsi OEpEMEHHOCTH OTCYTCTBYIOT MIJIM OTpaHUUYCHBI (MeHee
300 ucx0a0B OEPEMEHHOCTH).

HccnenoBanust Ha )KMBOTHBIX HE BBISIBHIIM TPSMBIX WA OTMIOCPEIOBAHHBIX BPEIHBIX BO3JICHCTBUI Ha
TEYCHHE OCPEMEHHOCTH, Pa3BUTHE dMOPHOHA/TIIONA, POAOBYIO ACSITEIBHOCTh WM TOCTHATAIHHOS
passutHe (CM. pazmen 5.3.).

B kauecTBe Mepbl MPeAOCTOPOKHOCTH PEKOMEHIyeTcsl n30erarh Ha3HAUYCHUs Tpenaparta Bambaokcan
BO BpeMsl OEPEeMEHHOCTH.

Jlakmayus

HewsBecTHO, IPOHUKAET M aroMeJIaTHH WIH €r0 METa0OIUTHI B TPYIHOE MOJIOKO.

B dapmakonnHaMHUUeCcKUX/TOKCUKOIOTHUECKUX HCCIICAOBAHUSAX HA JKUBOTHBIX OBUIO IOKa3aHO, YTO
aroMeJlaTUH M €ro MeTa0OJMThl MPOHHMKAIT B TPydHOEe MOJIOKO (cM. pasmen 5.3.). Puck mis
HOBOPOXJICHHOT0/pe0CHKA HE MOYKET ObITh HCKJIFOUCH.

Heob6xomumo OlleHuTh 3HAYMMOCTh TPYAHOTO BCKAPMIIMBAHUS 71l peOCHKA M TEparuu Ui MaTepu U
MIPUHSTH PEHICHHUE O MPEKPANICHUH TPYTHOTO BCKApMIIMBAHHS HITH O MPEKPAIICHUH IIpUeMa Iiperapara.
DepmunbHocms

PenponykTHBHBIE HCCIEOBaHUMS HAa KpbhICaX M KPOJIMKAX HE IMOKA3ally BIHSHUS aroMellaTHHA Ha
(dhepTrpHOCTH (CM. paznen 5.3.).

4.7. Bausinme Ha CHOCOOHOCTH YNPABJATHL TPAHCHOPTHBLIMH CpeACTBAMH M padoTaTh €
MeXaHH3MaMu
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3KCMEPTHOMY OTYETY

AroMenaTHH OKa3bIBaCT HE3HAUMTENIHHOE BIUSHHE HAa CIOCOOHOCTH YOpaBJIATh TPAHCIIOPTHBIMU
cpeacTBaM U MEXaHU3MaMMU. HpI/IHI/IMaH BO BHUMAHHUE, YTO I'OJIOBOKPYKCHHUE U COHJIMBOCTD ABJIAIOTCSA
YaCTbIMU HCKCIIATCIbHBIMU PCAKIIUAMU, NTAIIMCHTBI TOJI?KHbBI OBITH 00 3TOM MMpeaAymnpeIKACHLI.

4.8. HexenaTeabHble peakuuu

Pesrome npoduas 6e300acHOCTH

HekenmarenbHple peakidM dYalle BCErO0 OBUIM HE3HAYMTENBHO WM YMEPEHHO BBIPAXKEHBI U
HaOJIIOANINCH B TIEPBBIE IBE Heaenu Tepanuu. Hanboree 4acTo 0TMEYaInCh TOMOBHAS O0Ib, TOIIHOTA
Y TOJIOBOKPYKEHHE. DTH HEXEATeIbHbBIC PEAKIUH, KaK MPABHUII0, OBLITH TPEXOIAIIUME U, B OCHOBHOM,
He TPeOOBaNIM MPEKPAIICHUS TEPATTHH.

Tabnu4HOe pe3toMe HeKENATSTbHBIX PeaKITHiA

Hwxe npuBeneHpl JaHHBIE O HEXKEIATCNBHBIX PEAKIHAX, HAOTIOAABIINXCS B XOJAC KIMHUYECKUX
UCCIIEIOBAHUH, a TaKXKe U3 CIIOHTAHHBIX COOOIIEHUH B IOCTPETUCTPAIIMOHHOM TIEPHOJIC.
HexxenatenbHble peakildd MPUBEACHBI B BUIC CICAYIOIICH rpaaluu: o4eHb 4dacto (>1/10), gacto
(=>1/100, <1/10), mewacro (=1/1000, <1/100), peaxo (=1/10000, <1/1000); ouens penko (<1/10000),
4acTOTa HEM3BECTHA (HE MOXKET OBbITh OLIEHEHA I10 TOCTYIHBIM JaHHBIM). HacToTa a1 miame6o He Obuia
CKOPPEKTUPOBAHA.

Tabmuia 1: CBefieHHs 0 HeXEJATSIbHBIX PEAKIIUIX
CucremHo- Yacrora IIpennmoyTuTeIbHBIIA TEPMHUH

OpTraHHBIN KJIacc

Ilcuxudeckue Yacro Tpesora
HapyIICHAS HeoObranbie cHOBUIEHUS*
Hewacto CywununaibHbIe MBICIH WK CYUITUAATEHOES

noBezeHue (cM. paszien 4.4.)

A)KI/ITEII_[I/I}I U CBSI3aHHBIC C HEH CUMITOMBI*
(TaKI/Ie KaK pasapaxKuTCIbHOCTb U

0eCITOKOHCTBO)

ArpeccuBHOCTB*

Hounsle kommapsr*

Mauus/runomanus *
Vka3zaHHBIE CHMIITOMBI MOTYT OBITh TAKIKE

MIPOSIBJICHHEM OCHOBHOTO 3a00JIeBaHUS (CM.

pasmen 4.4.)
CryTaHHOCTH CO3HAHHS®
Penxo TammonuHanuu*
Hapymenus co OueHb yacTo lonosnas 60mb
CTOpPOHBI HEPBHOM YacTto T'onoBokpyxkeHnue
CUCTEMBI CoHnMBOCTh
becconnnna
Heuacto Murpesn
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ITapecTezun

CHHIPOM «OECTIOKOMHBIX HOI»*

Penxo Axarm3ust*
Hapymenus co Hewacto Heuetkoe 3penne
CTOPOHKI OpraHa
3peHus
Hapymenus co Heuwacto Ilym B ymrax*
CTOPOHKI OpraHa
clIyXa Y JIaDupuHTa
Kenynouno- Yacro TomrHoTa
KUIIIEYHbIE Huapest
HapyIIEeHUS 3amop
Bons B xxuBOTE
PBora*
Hapymenus co Yacro IMoeimenue akruBHocTu AJIT n/nmu ACT
CTOpOHBI IIEYEHH U (6onee yem B 3 paza MO CPaBHEHUIO C
JKEJTYEBBIBOIAIINX BepxHeil rpanuneit Hopmel y 1,3 %
myTen MAIMCHTOB Ha (pOHE MpuemMa aroMenaTuHa B
J103€ 25 Mr B IeHb U y 2,6 % MalueHToB Mpu
npueMe aromenatuHa B 703e 50 Mr B eHb,
o cpaBHeHHtO ¢ 0,4 % Ha doHe mianedo B
KIIMHAYECKUX UCCIIEIOBAHMUSX)
Heuacto TloBbillIeHNE aKTUBHOCTH Y-
rnyramunTpanchepaszsr® (I'TT) (Oomee yem
B 3 paza 1o CpaBHEHHIO C BEPXHEU I'paHUIICH
HOPMBI)
Penko TI'enatut
[ToBbIeHNE aKTUBHOCTH IIETOYHON
thocdaraszer* (6onee yem B 3 paza mo
CPaBHEHUIO C BEPXHEH IpaHUIIC HOPMBI)
[leuenounas HenoctaTouHOCTH*(1)
Kenrtyxa*
Hapyuienus co Heuacto IlotnuBoCcTh
CTOPOHBI KOXKHU U DK3ema

IOJIKO’KHBIX TKaHEH

Koxnsrii 3yn*

Kpanusauna*
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Penko DpuTeMaTo3Has ChIllb

Orek nnna u otek KBuuke*

Hapyuienus co Yacro boib B crinHe

CTOPOHBI MBIIIIEYHO,

CKEJIETHOU 1 Heuacto Muanrus*
COCJTMHUTEIILHON

TKaHU

Hapymenus co Penxo 3agepxkka Moy

CTOPOHBI MTOYCK U
MOYCBBIBOJAIINX

nmyTen

O6mume Hapymenust 1 | Yacrto YTomisieMoCTh

p€aKknuun B MECTE

BBEJICHUS
JlanHbIe YacTto VBenandyenue Macchel Tena*
(IOTIOTHUTETTHLHBIX ) Heuacto CHmxeHne Maccel Tena™*
obcenoBaHmit

* OIeHKa YaCTOThI HEXKENATeIbHBIX PEaKIIUH, BRIIBICHHBIX IO CIOHTAHHBIM COOOIICHHSIM, TIPOBEACHA
Ha OCHOBAHUH JIAHHBIX KIMHUYECKUX MCCIICOBAHMH.

(1) Coobmanochk TOJBEKO 0 HECKOJIBKHX CIIYYasX C JISTATHHBIM HUCXO0IOM WITH TpaHCIIaHTAITUEH IMeueHn
y MAIAEHTOB C PaHee UMEIOIUMUCS (PaKTOPaMU PUCKA IMOPAXKCHHS ITCUCHH.

Jlemu u noopocmku

HNmerorcs  umib OrpaHUYCHHBIC JAaHHBIC 110 0e30IMacHOCTH | 3(1)(1)CKTI/IBHOCTI/I IIPUMCHCHUA
aroMejiaTuHa y lleTeﬁ " IIOAPOCTKOB.

Coo0I111eHHe 0 T0J103PEBAEMBIX HEXKEIATESIbHBIX PEAKITHIX

BaxxHO c000mIaTh 0 MOA03PEBAECMBIX HEXKENIATSIBHBIX PEAKIHUIX MTOCIIE PETUCTPAIIUH JICKAPCTBEHHOTO
npenapara ¢ Ielblo0 00ecleueHrs] HENPEPhIBHOTO MOHHUTOPHHTA COOTHOINCHHS «II0JIb3a — PHCK»
JICKapCTBEHHOT0 Tpernapata. METUIIMHCKUM paObOTHHKAM pPEKOMEHAYETCSl COooOIaTh O JIFOOBIX
I0/I03PEBACMBIX HEXKENIATSNbHBIX PEaKIUAX JIEKAPCTBCHHOTO TIIpernapara uepe3 HalUOHAIbHBIC
CHUCTEMBl COOOIICHUS O HEXKEeJaTeNbHBIX peakIUsiX TOCyJapcTB — WICHOB EBpasuiickoro
9KOHOMHYECKOTO COI03a.

Poccwuiickas denepanus

OenepanbHas ciryk0a 1o Haa30py B chepe 3apaBooxpanenus (Poc3apaBHanzop)
109012, r. Mocka, CiaBstHCKasl TUIOMIAb, 1. 4, cTp. 1

Tem.: +7 (800) 550 99 03

D11 mouta: pharm@roszdravnadzor.gov.ru

http://roszdravnadzor.gov.ru

Pecny6nuka Kazaxcran

9/16


mailto:pharm@roszdravnadzor.gov.ru
http://roszdravnadzor.gov.ru/

COOTBETCTBYET -
o1 23.12.2024 N2 2

(NOCNEOCBATENEHOCTE 0012)

PI'TI na I[IXB «HarmoHanbHbIM LIEHTP SKCHEPTUIBI JIEKAPCTBEHHBIX CPEJICTB U METUIIUHCKUX U3IETUM»
Komurera MmeaumuHckoro u ¢apMaleBTHYECKOro KOHTposi MHHHUCTEpCTBA 3APaBOOXPAHEHHUS
Pecny6uku Kazaxcran

010000, . Acrana, paiion baiikonsip, ya. A.MmanoBa, 13 (BL[ «Hypcayner 2»)

Tem.: +7 (7172) 235 135

Om. moura: farm@dari.kz
http://www.ndda.kz

4.9. Ilepemno3upoBka

CuMOTOMBI

Jlanaple 0 mepemo3upoBKE aroMernaTthHa orpaHndeHbl. CooOIanoch O CIeAyIOMHMX CHMITOMax
MEPEIO3UPOBKU: OO0JIb B SMUTACTPUH, COHJIMBOCTh, YTOMIISIEMOCTh, aQXXWUTAIlMsl, OECIIOKOMCTBO,
HanpsHKEHUE, TOJIOBOKPYKEHHE, IIMAH03 U HEJIOMOTaHHE.

OTMedeH ciydail mprueMa HalieHTOM aromejiaThHa B jo3e 2450 MT: COCTOSIHHE HOPMaIM30BAJIOCH
CaMOCTOSITENTbHO, 0€3 HapymIeHHH CO CTOPOHBI CEPACYHO-COCYANCTOM CHCTEMBI W W3MEHEHUS
1a0b0PaTOPHBIX TIOKA3aTEICH.

JleucHme

Crenuguyeckre aHTHIOTH JUIS aroMelaThHA HEW3BECTHHI. JIeueHWe JOMKHO COCTOSITh W3
CUMITOMATUYECKOTO JICUCHHUS W TIOCIEAYIONEr0 MOHUTOPUHra. PeKOMEHIOBaHO HAOIIOJCHUE B
CITCIIMATU3UPOBAHHBIX OT/ICICHUX.

5. ®APMAKOJIOTHMYECKHUE CBOMCTBA

5.1. ®apmakoauHaMU4YeCKHE CBOWCTBA

(DapMaKOTepaHeBTI/IT-IeCKaSI rpymnmna: ICUXO0aHAJICIITUKH, aHTUACIIPECCAHTRI; APYTUC aHTUACTIPECCAHTEI.
Kon ATX: NO6AX22

Mexanuszm deticmsus

AromenaTHH — aroOHUCT MeJaToOHnHeprudeckux penentopoB M T u MT, n aHTaroHUCT CEpOTOHMHOBBIX
5-HT2C-peuentopoB. AromenaTHH HpeACTaBiIseT co0OiW  aHTHUACTIPECCAHT, AaKTHBHBIA Ha
BAJIMIUPOBAHHBIX MOJENAX MIEMpPeccHd (TeCT MPHOOPETEHHOH OECIIOMOIIHOCTH, TECT OTYasHUS,
XPOHUYECKHHA CTPECC YMEPEHHOW BBIPAKCHHOCTH), PAaBHO KaK W HAa MOJIEIAX C JIECHHXPOHU3AIHCH
OUPKaIHBIX PUTMOB, a TAaK)K€ B OKCIIEPUMEHTAIBHBIX CUTyalUsiX TPEBOTH U cTpecca. bbuto mokasaHo,
YTO aroMejaTMH He BIMSAET Ha 3aXBaT MOHOAMHHOB M HE MMeEeT CpOJACTBA K anbda-, Oera-
aJIpeHEPTUIECKUM, THCTAMHHEPTHUYECKHIM, XOJIMHEPTHYECKHM, nohaMUHEPTHYECKUM 17§
0EH30/1Ma3eIMHOBBIM PELEeNTOPaM.

AromenaTHH YCHIIMBAaeT BBICBOOOXAEHHE Ao(daMHHA M HOpagpeHaTMHa, B OCOOEHHOCTH B 00JacTH
npepOHTAIBHON KOPBI TOJIOBHOTO MO3Ta U HE BIIMSIET Ha KOHIICHTPAIIMIO BHEKIIETOYHOT'O CEPOTOHUHA.

Dapmaxodunamuyeckue d¢hpexmeol

B uccnemoBaHMsAX Ha JKHBOTHBIX C JECHHXPOHH3ANMEH MUPKAIHBIX PHTMOB OBLIO IOKa3aHO, YTO
aromMejaTHH BOCCTAHABIIMBAET CHHXPOHH3AIMIO LHUPKATHBIX PHUTMOB IIOCPEACTBOM CTHMYJISIIAN
MEJTATOHHHOBBIX PELIEIITOPOB.

AroMenaTHH CIIoCOOCTBYET BOCCTAHOBICHHIO HOPMAIIBHOM CTPYKTYPhI CHA, CHIDKEHHIO TEMIIEPATYPhI
TeJIa ¥ BBIIEICHUIO MEIATOHUHA.

Knunuueckas s¢ppexmusrnocms u 6€30nacHoCcmb

bonvuoe denpeccusroe paccmpoiicmeo y 83pocivix:
ITokasana 3¢ (heKTUBHOCTD KPaTKOCPOYHOTO TIPUMEHEHHUS aroMeraThHa (Tepanus 6-8 HeJellb) B 103aX
25-50 MT y anyueHToB ¢ OONBIIUMHA JETIPECCUBHBIMU SITH30aMHU.
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Taxoke mokazaHa 3¢ (peKTUBHOCTh TPUMEHEHHSI aroMeNlaTiHa y OOJIBHBIX ¢ 0oJee TsHKEIbIMUA (OopMaMu
JIETIPECCUBHOTO pacCTpoiicTBa (OIeHKa 1o mikaje I 'aMuimsToHa > 25).

AromenaTuH ObUT Takke 3((EKTHBEH MPH U3HAYAIBHO BBICOKHX YPOBHSX TPEBOTH, PAaBHO KaK W MpHU
COYETaHUH TPEBOXKHBIX U JETIPECCUBHBIX PACCTPONCTB.

IlonrBepxnex MOJJEPKUBAOIIINIA AHTUJICTIPECCUBHBIN s dexr aromesaTHuHa (npu
MIPOIOJDKATEIFHOCTA MCCIEAOBAaHUSI 6 MecseB) B mo3e 25-50 Mr omuH pa3 B CYTKH. Pe3ynbTarhl
WCCIICIOBAHUSl  MOJATBEPAWIM TPOTUBOPEUUAMBHYIO 3(PQEKTHBHOCTH aromenaTuHa, KOTopas
OIIEHMBAJIaCh M0 BPEMEHHM JI0 HACTYyIUIeHUs peuuanBa 3aboneBanus (p = 0,0001). Yactora pa3BuTus
penuarMBa B TPyMIE MAalMeHTOB, MPUHIUMABIINX aroMesiaTuH coctaBuia 22 %, B rpymme miamnebo —
47 %.

O¢ddexTuBHOCTh aromenatuHa OblIa MNPOJEMOHCTPHPOBaHA B IIECTH M3 CEMH KIMHHUYECKHX
uccleioBaHusaX (mpeumymiectBo (2 wWccienoBaHus) WM comnoctaBuMmas 3ddekTuBHOCTH (4
MCCIICIOBAHNUS)) B TETEPOTCHHBIX MOMYJISIUMAX B3POCIBIX MALMEHTOB C JETPECCUEH, 0 CPABHEHHIO C
CHUO3C/CUO3CH (ceptpanun, scuuraionpaMm, (IyoKCeTHH, BEHIa()akCHH WIH IyJOKCETHH).
AHTHAETIPECCUBHBIN d(deKT oneHuBacs Mo mkaie ['amuibToHa (17-myHKTOBas Bepcus) MO0 Kak
NepBUYHAS] KOHEYHAS TOUKA, THOO KaKk BTOPHYHAS KOHEUHAsI TOUKA.

AroMernaTHH He OKa3bIBaeT OTPHUIATEIHLHOTO BO3ICHCTBUS HA BHUMATEIFHOCTh U MIAMSITh, y MAIUEHTOB
C Jlenpeccueit aroMeNlaTHH B J103€ 25 MI' YBEIUYHBAET MTPOJAOJKUTENBHOCT (a3bl MEJIEHHOTO CHa 0e3
WU3MEHEHUS KOJIMUECTBa U MPOJOIDKUTEIBHOCTH (a3 ObicTporo cHa. [Ipuem aromenatina B 103e 25 Mr
TaKkke crocoOCTByeT Oojee OBICTPOMY HACTYIUICHHIO CHAa CO CHIDKEHHEM YacTOTHl CEepJeYHBIX
COKpalleHWii W VYIYYIICHHIO KadecTBa CHa (HA4YMHAs C TIEPBOM HENENH JICYCHHS); TPU ITOM
3aTOPMOKCHHOCTH B ITHEBHOE BPEMS HE OTMEUaeTCsl.

Ha done npuema aromenatrHa oTMedeHa TeHCHIINS K CHIKCHHUIO YaCTOThI CEKCYalIbHON TUCHYHKIMN
(BusHUE Ha BO3OYXKICHHUE M Opra3M).

[Ipuem aromenaThHa HE OKa3bIBACT BIMSHHS HA YACTOTY CEPICYHBIX COKPALICHWH U apTepuanbHOE
JIaBJICHHE, HE BBI3BIBACT CEKCYaJbHBIX HApPYLICHWH, HE BBI3BIBAET CHHIPOMA «OTMEHBD» (Jaxe MpH
PE3KOM TIpEKpaIleHUH JICYCHHUS) U CHHAPOMA «ITPUBBIKAHUS.

OddexTuBHOCTH aromenatiHa B 103 25-50 M OOMH pa3 B CYyTKH MOATBEp)KIEHA Yy MAI[MEHTOB C
JieTpeccueil TOXKMUIIOT0 Bo3pacTa MoJIoKe 75 JIeT B X0Jie 8-HEeeNbHOTO KIMHUYECKOT0 HCCIIE0OBAaHHUS.
Y mamueHToB B Bo3pacTe 75 JIET U cTapliie HET MOATBEPKACHHBIX JAHHBIX O HAIMYHA CYIIECTBEHHOTO
s dekra.

[lepeHoCcMMOCTB aroMenaTuHa y MOKWIBIX MAUEHTOB COMOCTAaBMMA C TAKOBOH Y MOJIOJIBIX.

B xome mpoBeneHusi 3-HeAETBHOTO KOHTPOJIMPYEMOTO HCCIECNOBAHUS C Y4YacTHEM MalUEHTOB C
OOJBIIAM JETIPECCHBHBIM PACCTPONCTBOM U HEAOCTATOYHBIM TEPANEBTHUECKUM IPPEKTOM OT IpremMa
napokcetuHa (CHMO3C) wnu Bennadakcuna (CUMO3CH), mpu mepexope ¢ Tepanuu JaHHBIMH
aHTUJETIpECCaHTaMU Ha JICUeHHE aroMeilaTHHOM HaOirojancs cHHAPOM OTMeHbl. CHHIPOM OTMEHBI
MOSIBIBUICS.  KaK II0CJie  OJHOMOMEHTHOTO TPEKpaIleHHs JIeYeHUs Ha3HauYeHHBIMH paHee
CHUO3C/CHUO3CH, Tak ¥ mpu WX MOCTCIICHHOW OTMEHE, YTO MOTJIO OBITh OMMOOYHO MPHHATO 3a
nposiBIIeHHE HU3KOW 3P PEeKTUBHOCTH aroMenaTiHa Ha Ha4aJIbHOM dTare JIeUeHUsI.

KonmuaecTBo marmenToB, y KoTopeix depes Henmenro mocie otMerHsl CUO3C/CUO3CH nabmonancs
XOTs OBl OMH CHUMIITOM, CBS3aHHBIN C CHHIPOMOM OTMEHBI, OBUIO HIDKE B TPYNIE C IIUTEIHHBIM
CHW)KEHHEM J103upoBKkH (noctenenHoe cHmwkenue 10361 CUO3C/CUO3CH B TeueHue 2 Hefenb), 4eM B
rpynmne ¢ OBICTpBIM CHIDKEHHEM J03upoBKH (mocteneHHoe cHmxeHue no3sl CMO3C/CHO3CH B
TeueHue 1 HeAenu), W 4eM TpHU OJHOMOMEHTHOU otmeHe: 56,1 %, 62,6 % u 79,8 % mamueHTOoB,
COOTBETCTBEHHO.

T'enepanusosarnnoe mpegoicHoe paccmpolcmseo y 83pOCiblx.:

OddexTuBHOCT, M Oe30macHoCTh, aromenatuHa (25 u 25-50 wmr/cyrku) npu ['TP um3ygamace B
mporpaMMme KJIMHUYECKHX HCCICIOBaHMi, KoTopas Bkimtouana Oonee 1100 mammentoB ¢ ['TP,
MOJTyYaBIINX aroMenatuH. Aromenatu (25 u 25-50 Mr oauH pa3 B CyTKH) MPOJEMOHCTPHPOBAI
CTaTUCTHYECKH 3HAYMMOE TIPEBOCXOJICTBO IIAe00 MO YIYYIICHHIO o0miero Oaia 1o mikae
l'amunbrona ma ouenku Tpesord (HAM-A) B 3 u3 3 kpaTtkocpounbix (12-HenmenbHoe JieueHHE)
PaHAOMU3UPOBAHHBIX, JBOWHBIX CIIEMBIX IDIAe00-KOHTPOIUPYEMBIX HCCIIEOBAHUAX Y B3POCIHBIX
MAI[MEHTOB.
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YacroTa OTBETa W PEMHUCCHHM TaKKe ObUIA BEHINIC TIPU MPUMEHEHUM aroMejaTHHA MO CPaBHEHHIO C
rane6o.

O} PeKTHBHOCTh TaK)Ke OTMEUANACh Yy IMAIMEHTOB C 0OJee BRIPAKCHHOM TPEBOTOH (MCXOMHAS OlCHKA
no mkane HAM-A > 25) Bo Bcex miane00-KOHTPOIUPYEMbIX UCCIEOBAHUSIX.

[IpeBocxoCTBO B CPaBHEHHH C IUIAe00 B OTHOIICHUH OOIIEro (PYHKIIMOHAIBLHOTO COCTOSIHUSI OBLIO
MIPOJIEMOHCTPUPOBAHO C HCITONIB30BAaHUEM IMKaIbl HeTpynocmocobnoctu lllmxana (SDS) B 2 u3 3
KpPaTKOCPOUYHBIX UCCJIEIOBAHUN.

O} PeKTUBHOCTL aroMesIaTiHA CPaBHUBAIACH HEIOCPEACTBEHHO C 3CIIUTAIONPAaMOM B 1 UCCIeI0BaHUU
y TIAITUEHTOB C TSHKEIBIM T€HEPaTN30BaHHBIM TPEBOXKXHBIM PACCTPOUCTBOM (OIleHKa 1mo mkaie HAM-A
> 25 na nenene 0), ¢ ucnonp3oBanueM oneHku 1o mkane HAM-A B kadecTBe NepBUYHON KOHEUHOU
TOUKM. B »TOM wucCclenoBaHMM aromMenaThuH MOPOAEMOHCTPUPOBAN CXOXKHE C ACLHUTAIONPAMOM
pe3ysbTaThl OLIEHKH 3P (HEKTUBHOCTH ¢ TOUKH 3PEHUS YIIydIIeHHs o0mero Oamia no mkaie HAM-A.
Coxpanenne 3 pextuBrocTr ipu ['TP Ob1T0 IPOIEMOHCTPUPOBAHO B HCCIIETOBAHUY IIPEAOTBPAIICHUS
peuuauBa. IlanueHThl, OTBETUBIIME Ha 16-HegenbHOE KPATKOCPOYHOE OTKPBITOE JICUCHUE
aroMesIaTHHOM B J103€ 25 MI' OJIMH pa3 B CYTKU C BO3MOXXHBIM TOBBIIIIEHUEM 70361 10 SO MT (01uH pa3
B CYTKH) uepe3 4 HeJllelin, ObUIH paHIOMU3UPOBAHEI B TPYIILYy aroMenaTrHa 25—50 Mr wiu ruiane0o auist
Tepanuy B TeUYECHUE Mocheayonx 6 Mecsues (26 Henenb). Aromenatud 25—-50 Mr ouH pa3 B CyTKH
MIPOJAEMOHCTPUPOBAJ CTATHCTUYECKH 3HAYMMOE MPEBOCXOJICTBO B cpaBHEeHMH C Ir1aie6o (p = 0,046) mo
MEePBUYHON KOHEYHOW TOYKE, MPEJIOTBPAIICHHUIO PEIUINBA TPEBOTH, M3MEPEHHOE 1O BPEMEHHU 10
HACTYIUICHUs penuauBa. YacTtoTa penuauBOB B T€YCHHE 6-MECSYHOTO JIBOMHOTO CIETIOTO TepHoja
Habmonenust cocraBuna 20% u 31% B rpymnmax aroMenaTtuHa u mianedo COOTBETCTBEHHO.

B nanHOM HCClieTOBaHUU CUHIIPOM OTMEHBI OIICHUBAIM C UCIIOJIF30BAHIEM OMPOCHUKA, BBISBIISIONIETO
npu3Haku cuHapoMa otMmensl (DESS), y marueHnToB, 3aBepIIMBIINX HCCIeI0BaHHE 10 Henenu 42 u
ITOBTOPHO PaHAOMHU3MPOBAHHBIX B TPYMITy IUIane00 WM aroMeiarnHa. B maHHO#W momymsmun
MOATBEPKIACHO OTCYTCTBHE PAa3BUTHUS CHUHApPOMA OTMEHBI IOCIE PE3KOTO MPEKpPAICHHUS JICUCHUS
aroMenaTHHOM.

O dexTuBHOCT y MOKMIBIX ManueHToB ¢ ['TP He oleHMBanIM B OTAEIBHOM HCCIIEIOBAHUH, AAHHBIE
IMPOBCICHHBIX I/ICCJIGILOBaHI/II‘/'I OYCHb OI'paHUYCHBI, MMO3TOMY aroMejlaThuH HC CICAYCT NMPUMCHATH Y
nauueHntoB ¢ I'TP crapiue 65 ner.

Obwue ceoticmsa

AroMernaTWH HE BIHAET Ha aKTHBHOCTH B JHEBHOE BpPEeMs W MaMATh Y 3IO0POBBIX MOOPOBOJIBIEB. Y
MAIEHTOB C JIEMpeccuell JeueHne aroMeslaTHHOM B Ji03€ 25 MI' yBEINYMBAET NMPOJOJKUTEIBHOCTh
(azbl MeasIeHHOTO cHa 0e3 U3MEHEHUSI KOJIMYEeCTBA U MPOAOIDKUTEIBHOCTH (a3 ObicTporo cHa (REM).
[Ipumenenne aromenaTrHa B 03€ 25 MT Takke CIOCOOCTBYeT Oosiee ObICTPOMY HACTYIUICHHIO CHA U
Mepuojia MUHHMAJIBHOM YacTOThl CEPACUHBIX COKpailleHui. HaunHas ¢ mepBoil Hemenu JIeUeHUS
3HAYUMO YJIy4IIaJoCh 3achllaHUE M KadyecTBO CHA, YTO HE COIPOBOXKJIAIOCH JBUTATEIbHON
3aTOPMO’KEHHOCTHIO B THEBHOE BPEMS IO OIIEHKE ITallieHTOB.

VY 3710poBBIX 100POBOJIBLEB MPU NPUMEHEHUH aroMellaTHHA COXpaHsJlach CeKCyanbHas (YHKLUS 10
CPaBHEHHIO C TMApOKCETMHOM. B crhemuanbHOM CpaBHUTENBHOM HCCIIEOBAHUM CEKCYyalbHOMN
TUCGYHKIMHA OBUTIO TIOKa3aHO, YTO TI0 KPUTEPHSIM IOJIOBOTO BO30YXKAEHHUS WM Opra3Ma IO IIKae
cexcyanbupix sBiueHnd (SEXFX) y mammeHToB c gempeccueid B ¢a3ze peMHCCHH, MOTYyYaBIIMX
aromMenaTuH, HaOJIOAanach YWCIEHHAas TEHICHUUS (CTATHCTHYECKH HE3HAaunMasl) K MeEHbIIeMY
KOJIMYECTBY TMPOSBICHUI CEKCyallbHOW JWCQYHKIIMK, YeM TpHU TNPHUMEHEHWW BeHiadaKkCUHA.
OOBeNMHEHHBIN aHAIN3 PE3yJIETATOB MCCICIOBAHNH C MCTIOIB30BaHUEM APHU30HCKOM MIKATBI OTICHKH
cexcyansHoi ¢QyHKIE (ASEX) mnokaszan, 49To MpHMEHEHHE aroMelaThHa HE COIMPOBOXKIASTCS
CEKCYaIbHOW AUCHYHKIUEH.

B ximHumyeckux HUCCJICAOBAHUAX AaromMeJlaTUH HE OKa3bIBaJl BJIMWAHHA Ha 4YaCTOTy CEpACUYHBIX
COKpaH.[eHHfI 1 YPOBCHb apTCPUATIBHOI'O AAaBJICHHS.
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CornacHo OLEHKaM, MPOBEACHHBIM B XOJ€ MCCICAOBAaHUN C Y4acTHEM 3JO0POBBIX TOOPOBOJIBLEB C
WCIIOJb30BaHWEM CHENUAJIbHOM BHU3yaJbHOM aHAJOrOBOM IIKaldbl WJIMA ONPOCHUKA IIEHTpa
uccnenoBanusi 3aBucumoctd (ARCI) w3 49 BompocoB, aromenaTMH HE HMEET IOTEHLIHAIa
370yNOTpeOICHNUS.

Jeru u nogpoctku
WNmMmetoTcss NUIIb  OTPaHUYCHHBIC JaHHBIE IO 0€30MacHOCTH H  3(PQPEKTUBHOCTH MPUMECHCHUS
aroMesiaTiHa y JeTei U MoApOCTKOB (CM. paszmen 4.2.).

5.2. dapmakokMHeTH4YeCKHE CBOWCTBA

Abcopoyus
[locne mpuema BHyTps aromenaTHH ObICTpO (= 80 %) BcacwiBaercs. [IMK KOHIEHTpanuu B IUIa3Me

JlocTuraeTcs depe3 1—2 daca mocie mprueMa BHYTPb. AOCONIOTHAs OMOMOCTYITHOCThH TOCHE MpHeMa
TepaneBTUYecKor m03bl Hu3Kas (<5 %); MeXWHIUBHIyallbHAs BapHaOeNbHOCTh 3HAYHUTEIHbHAS.
BromocTymHOCTS Y JKEHIIUH BBIIIE, YeM Y MYK4YHH. BrogocTynHOCTh yBennynBaeTcs Ha GoHe mpruema
MIePOPATbHBIX KOHTPAIICTITUBOB U CHUXKAETCS Ha (DOHE KypeHHS.

[lpu Ha3HAYEHWHM TEpaNeBTUYECKUX JI03 MaKCHUMajbHAas KOHIICHTpAIUs Tpernapara yBeIUYHBajach
NPOTOPIUOHAILHO JT03MpoBKe. [Ipu mpueme Ooliee BBICOKHMX J03 OTMedalicsi 0oiee BBIpaKEHHBIN
a(dekT mepBOoro MpPOXOXKACHUS yepe3 medyeHb. [Ipuem mumy (Kak OOBIYHOW, TaK U C BBICOKUM
COJIep’KaHUEM KHUPOB) HE BIUSI HU Ha OMOJOCTYITHOCTh, HA Ha CTETICHb BcachkiBaHus. Ha ¢oHe npuema
MU C BBICOKUM COJACPXKAHUEM JKHPOB MEKHHIUBHIyATbHAS BapHaOEIbHOCTh ITOKa3aTelei
YBEIUYNBAIACE.

Pacnpedenenue
O0BeM pacripeiesieHrs B paBHOBECHOM (ha3ze COCTABIISIT Opsiaka 35 1.

Ces3piBanre ¢ Oenkamu Iia3Mbel — 95 % HE3aBUCUMO OT KOHIICHTpAIMM Iperapara, Bo3pacTa WU
HAJIMYUS TIOYCYHOUW HEJOCTAaTOYHOCTH. [Ipy meueHOYHON HEeIOCTaTOYHOCTH OTMEYAIOCh JIBYKPAaTHOES
YBEITUYCHIE CBOOOTHOM (paKITiy Iperapara.

buompancpopmayus

[Mocne mpuemMa BHYTpPh aroMeNaTHH IIOJIBEPracTcsi OBICTPOMY OKHCICHHIO, B OCHOBHOM 3a CYET
uzopepmento CYP1A2 u CYP2C9. Uzopepment CYP2C19 Takxke ydacTByeT B METabOIH3ME
aroMeNaTuHa, OJIHaKO €ro POJib MCHEE 3HAUNMa.,

OcHoBHbIE MeTa0ONUTHl B BHJEC THIPOKCUIMPOBAHHOTO W JIEMETHIMPOBAHHOTO AaroMeliaTHHA
HEaKTHBHBI, OBICTPO CBS3BIBAIOTCS U BBIBOJSTCS TTOYKAMHU.

InumMuHayus
BriBeneHue mpoucxoaut ObICTpo. [leproa mosTyBBIBEACHHS U3 IJIa3Mbl COCTABISCT OT 1 70 2 4acoB.

Merabonunueckuii kimpeHc cocrasisger okono 1100 mur/mMuH. BhiBeeHHE MPOUCXOAUT B OCHOBHOM
noukamu (80 %) B Bue MeTabonuToB. KonyecTBO HEM3MEHEHHOT O ITperapara B MOue He3HAYUTEIBHO.
IIpu moBTOpHOM HAa3HAYCHHUH IIpEIapaTa KHHETHKA HE MCHIETCS.

Oco0bIe TpyMIIEI MAIMEHTOB

THayuenmul ¢ noueunol HeOOCMAMOYHOCHbIO

YV manmeHToB ¢ TSHKEIO0H MOYeYHOH HEAOCTATOYHOCTHIO IPY OAHOKPATHOM IIPHEME aroMeJIaThHa B 103€
25 Mr QapMaKkOKHHETHYECKHE TMapaMeTpbl 3HAYMMO HE W3MCHSINCh. V3-3a OrpaHHYeHHOTO
KIIMHUYECKOTO OIBITa CIIEAYET COOI0aTh OCTOPOKHOCTH ITPH HA3HAYCHHUH aroMellaTHHA MalueHTaM C
YMEpPEHHOU U BBIPAKEHHOW MOYEYHON HEAOCTATOUHOCTHIO.

Hayuenmol ¢ neuenounoll HeOOCMAaMmMoOUHOCMbIO

[lpu Ha3zHaueHWM aromenarvHa B JI03¢ 25 MI TalMEHTaM CO Cia0o0 BBIpOKEHHOW (kimacc A 1o
kinaccudukaru Yaitna-I1eto) u ymepennoii (kiacc B mo knaccudukarm Yaitna-I1s10) XxpoHHUECKO#H
MEYCHOYHOW HEJOCTAaTOYHOCThI0 Ha (DOHE NUppo3a TMEYeHH OBLI0O OTMEUYEHO YBEIUYCHHE ero
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KoHIeHTparu B 1iazmMe B 70 u 140 pa3, COOTBETCTBEHHO, MO CPaBHEHUIO C J0OPOBOJIBLIAMH,
COTIOCTaBMMBIMH TIO TIOJTY, BO3PACTy M OTHOIIECHUIO K KYPEHHIO, HO 0€3 IeYeHOYHON HeTOCTAaTOYHOCTH.

Tayuenmur noscunozo 6ospacma

IIpu HazHAUYCHWM aroMeNiaTHHA B 03¢ 25 MT MaIlMeHTaM IMOKHJIOTO BO3pacTa B BO3PACTE OT 65 JIeT
crapiie 0bl10 0T™MEueHO, uto cpentsas AUC u cpenHss MakCUMalIbHAsI KOHIICHTpalus ObLIH B 4 pa3a u
B 13 pa3, COOTBETCTBEHHO, BHIIIE y MAIIMEHTOB B BO3pacTe 75 JET W cTapiie, IO CPaBHEHUIO C
nareHTaMu MoJjioxke 75 set. OO0Iee YuCIIo MaUeHTOoB, MoaydaBiiux 50 Mr, ObLIO CIIMIIKOM HHU3KHM,
YTOOBI JieJIaTh KaKue-1u00 BeIBOABI. Koppekinu 10361 B 3aBUCUMOCTH OT BO3pacTa He TpeOyeTcs.

Tlayuenmwr demckozo 6o3pacma

®dapMaKOKMHETUIECKHE TTapaMeTPhl aroMeIaTiHHa Y TMAIMEHTOB JIETCKOr0 BO3pacTa ¢ JACTPECCUBHBIM
WIN TPEBOXKHBIM PacCTPOUCTBOM, MOJYYaBIIUMX aroMenaTuH B fo3e 5, 10 win 25 Mmr, olleHUBaNIU C
MOMOIIIPIO aHAIM3a TOMYJISIIUOHHOTO MOJIETHPOBAHUs, BKIIOUYas nereil (oT 7 u MeHee 12 meT) u
moaApocTKOB (0T 12 m menee 18 ner). DapMakOKWHETHKA aroMelaTHHA y JAETEH M IOJPOCTKOB
COTIOCTAaBHMa C TAKOBOW y B3POCIBIX MAI[UECHTOB.

Pacosas npunaonesxcnocmo
OTCyTCTBYIOT JaHHBIE O PACOBBIX Pa3INYHAX (DapMAaKOKUHETHUECKUX TTapaMeTPOB.

5.3. /lanHble JOKJIHMHUYECKOH 0€301MaCHOCTH

B wuccnenoBaHMsx Ha MbIax, KpbicaXx M 00e3psiHaX HaOmojancs cedaTuBHBIA 3¢dekt mpu
OJIHOKPAaTHOM U TIOBTOPHOM BBEJICHUH.

VY rpbI3yHOB OTMEYaNIOCh BbIpaxkeHHOe nHayuuposanue CYP2B, a Taxke yMepeHHOE HHIYLIUPOBAHKE
CYPI1A u CYP3A npu no3upoBkax 125 MI/KI/meHb W BBINIE, TOTAAQ KaK y 00€3bSH MHIYLHPOBAHUE
CYP2B u CYP3A 065110 c1a0bIM TIpH JO3UPOBKE 375 MI/Kr/1neHb.

B xome wucciaenoBaHMl TOKCHYHOCTH Y TPBISYHOB M 00€3bSH INpPH IOBTOPHOM BBEICHHUU
rernaToTOKCUYHOCTh HE OTMEYanach.

AromenaTHH IPOHUKAET Yepe3 IUIAleHTY U B 9MOPHOH Y KpBIC.

HccnenoBanus penpoayKTUBHON TOKCUYHOCTH Y KPBIC M KPOJIMKOB HE [IOKA3aJIM BIUSHUS aroMeIaTuHa
Ha (pepTUIBHOCTD, Pa3BUTHUE MJIOAA, IIPE- U IOCTHATAIBHOE PA3BUTHE.

B xone uccnenoBanuii reHOTOKCUYHOCTH i7 Vitro | in vivo OBLIO TIOKa3aHO OTCYTCTBUE MYTareHHOTO
WJIH KJIACTOT€HHOTO MOTEeHIIMala aroMeIaTuHa.

B xojie uccienoBaHuii KaHIEPOreHHOCTH OBUIO TIOKA3aHO, YTO aroMeNIATHH MPUBOIWI K YYalICHUIO
CIIy4aeB OMyXOJICH TMEYCHU Y KPBIC M MBIIIEH MpU J103aX Kak MUHUMYM B 110 pa3 mpeBbIimaBImx
TepaneBTUYECKy0 103y. OIyXoJid TICUeHHU, BEPOATHEE BCEro, OBUIM CBS3aHBI C HWHIYIUPOBAHUEM
(epMEHTOB, XapaKTepHBIX I TPHI3YHOB. Y KpPBIC 4YacTOTa BO3HHKHOBEHHUS JTOOPOKAYECTBEHHBIX
(nbpoaneHoM TpyaW yBETWMYMBAjIach NPU BBICOKMX OHKcmo3ummsx (B 60 pa3 MpeBBIIIAOIINX
TEPaNeBTUYCCKYIO JI03Y), HO OCTaBaJIach B MpeJieliaX TOro, YTO HAOJII0IaeTCsl B KOHTPOJILHOU IpyIIIe.

HccnenoBanus (apMakosorndeckoi 0€30macHOCTH HE BRISBIIIM BIIMSHHUE aroMelaTHHA Ha TOK 4epes
karansl hERG (human Ether a-go-go Related Gene) wmm Ha motennman nefictsus kinetok [lypkunse. Y
MBILIEH W KpPBIC MIPH BHYTPUOPIOIIMHHOM BBEIEHHH B J103aX 1O 128 MI/KI aroMenaTdH HE MoKa3all
MIPOKOHBYJILCUBHBIX CBOHCTB.

BrusHue aromenarnHa Ha TOBENEHYECKHE XapaKTEPUCTHUKH, (PYHKIHIO 3pEHHS W PEPOAYKTUBHYIO
(byHKITUIO MOJIOJIBIX JKMBOTHBIX HE HaOIojanock. Habmomamock Jierkoe 10303aBUCUMOE CHIDKEHUE
MAacChl TeJla, CBA3aHHOE C (hpapMaKOJIOIMYSCKUMHU CBOWCTBAMH, & TAKXKE HEKOTOPOE HE3HAYUTEIHHOS
BIIUSTHE Ha OpTaHbl TOJOBOTO TpPaKTa CaMIOB 0e3 KaKoro-muOO CHIDKEHHS PENpOAyKTHBHOTO
[TOTEeHIIANA.

6. ®APMAIEBTUYECKHUE CBOMCTBA
6.1. TlepeueHb BCIIOMOraTe/IbHBIX BELIECTB
Aopo mabnemxku:

- JIakTO3bI MOHOTHIpAT

- Marnus creapar
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- Kpaxman kykypy3HbIit

- TloBumon (K 30)

- Kpemuus muokcun KoImouaHbIH 0€3BOTHBIN
- KapOokcumerunkpaxman HaTpus (TUI A)

- CreapuHOBas KHCIIOTa

Inenounas oborouxa:

- T'mauepon

- T'mnpomemnoza

- Kpacwurens xenesa okcu xentsoiii (E 172)
- Makporon 6000

- Maruus creapar

- Twurana guokecup (E 171)

6.2. HecoBmecTHMOCTD
He npumenumo.

6.3. Cpok roamHocTH (CpOK XpaHeHus)
3 rona.

6.4. OcoOble MepbI NPEAOCTOPOKHOCTH NPH XPaAHEHHH
Xpanuts npu Temmnepatype He Boiue 30 °C.

6.5. Xapakrep u coaep:kaHue NePBUYHOI YIAKOBKHU

[To 14 TabneTok B sueiikoByt0 KOHTYpHYI0 ymakoBKy (IIBX/Aum). ITo 2 s4efKOBBIX KOHTYPHBIX
YIIaKOBKH C JJUCTKOM-BKJIJIBIIIEM B NMAYKy KAPTOHHYIO C KOHTPOJIEM MIEPBOTO BCKPHITHS (TIPH
HEOOXOTUMOCTH).

YnakoBka jis cTanproHapos: 1o 14 TabiieTok B ssueiikOBYI0 KOHTYpHYI0 yiakoBky (ITBX/Amn). ITo
7 T9YEUKOBBIX KOHTYPHBIX YIIAaKOBOK C JINCTKOM-BKJIJIBIIIEM B MTAYKy KAPTOHHYIO C KOHTPOJIEM
MIEPBOTO BCKPBITHS (IIPH HEOOXOIUMOCTH).

6.6. OcoOble Mepbl  NPEIOCTOPOKHOCTH  NPH  YHUUTOKEHUM  MCHOJIb30BAHHOIO
JIEKAPCTBEHHOTr'0 Tpenapara Wil 0TX0J0B, MOJYYeHHBIX MOcje NMPUMeHEHUs J1eKapCTBEHHOI0
npenapara, 1 Apyrue MaHUIyJ/JIsAIIHA ¢ IPenapaToM

Bechp ocTaBmmiicsi eKapCTBEHHBIM MpemapaT W OTXOAbl CIEAyeT YHHYTOXXHTb B COOTBETCTBHU C
YCTAaHOBJICHHBIMU HAITMOHAJILHBIM 3aKOHOIATEITECTBOM TPEOOBAHUSMU.

7. JAEPXKATEJIb PETUCTPAHMUOHHOI'O YIOCTOBEPEHUSA
Opannus, "Jlabopatopun Cepsre" / France, Les Laboratoires Servier
92284 Cropen Cenekc, yi. Kapao 50 / 50 rue Carnot, 92284 Suresnes Cedex
7.1. TlpencraBHMTeNb JepKaTeasl periCTPAMOHHOI0 YAOCTOBEPEHHS

IIperen3un nmoTpeOUTENEH HAPABIATE IO ATIPECY:

Poccuiickas @enepaius PecnyOnrka Kazaxcran

AO "Cepsbe" TOO "Cepsbe Kazaxcran"

Anpec: 125196, r. Mocksa, yiu. JlecHas, tom 7, Anpec: 050020, r. AnmaTsl, mip. Joctsik 31007
atax 7/8/9 Temn.: +7 (727) 386 76 62

Ten.: +7 (495) 937 07 00 O mourta: kazadinfo(@servier.com

dakc: +7 (495) 937 07 01
Di1. modra: servier.russia@servier.com
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COOTBETCTBYET 3KCMEPTHOMY OTUYETY
ot 23.12.2024 Ne 28427

(NOCNEOCBATENEHOCTE 0012)

8. HOMEP PETUCTPAIIMOHHOI'O YAOCTOBEPEHUS
B Poccuiickoit @enepaunu: JIIT-Ne(000528)-(PI'-RU)

9. JATA TEPBUYHOM PETUCTPAIIMA (IIOATBEPXKJIEHUS PETMCTPAIINU,
NEPEPETUCTPALIUN)
Jlata nepBoii peructpaluu:

B Poccwmiickoit denepanmm: 25.01.2022

10. JATA IIEPECMOTPA TEKCTA

OOmiasi XxapakTepuUCTHKa JIEKapCTBEHHOTO Tpemnapara BamblokcaH JOCTynmHAa Ha WHQOPMAIIOHHOM
moprane EBpa3miicKoro 3KOHOMHYECKOTO CO03a B HMH(DOPMAIMOHHO-KOMMYHUKAIIMOHHON CETH
«HTEpHETY.

16/16



	Прекращение лечения
	Способ применения
	Абсорбция
	Распределение
	Биотрансформация
	Элиминация
	Особые группы пациентов
	6.6. Особые меры предосторожности при уничтожении использованного лекарственного препарата или отходов, полученных после применения лекарственного препарата, и другие манипуляции с препаратом
	Претензии потребителей направлять по адресу:


	9.  ДАТА ПЕРВИЧНОЙ РЕГИСТРАЦИИ (ПОДТВЕРЖДЕНИЯ РЕГИСТРАЦИИ, ПЕРЕРЕГИСТРАЦИИ)

