COOTBETCTBYET 3KCNEPTHOMY OTUYETY

ot 27.071.2025 N= 1658

UHCTBYKII HOCNEOCBATENEHOCTE 0004)

I[1O MEJUITMHCKOMY ITPUMEHEHNIO JIEKAPCTBEHHOI'O IIPEITAPATA

Amaoan®

PerucrpanuoHHbINi HOMeEP:
Toprosoe HaMMeHOBaHuUe: Ammoan®
MexayHapoaHOe HEMATEHTOBAHHOE HAMMEHOBAaHHe: apUITUITPA30JT

JlexapcTBeHHas ¢opma: TabIeTKU

CocraB
1 TabGieTKa COMePKUT:

Tabaerku 10 mr:

JleiicTByrolee BemecTBo: apunumnpasoin 10 mr.
BcnomoraTenpHble  BelecTBa: JIAKTO3bl MOHOTMJIPAT, LEJUIKOI032 MUKPOKPUCTAIUIMNYECKAS,
KpaxMaJl KyKypy3Hblil, TUIIPOJI03a, MarHus creapar.

Tabaerku 15 mr:

JleiicTByrollee BEIECTBO: apUIIUIIPa30Jl 15 Mr.
BcenomoratenbHble  BelecTBa: JIAKTO3bI MOHOTHAPAT, LEJUII0JIO3a MHKPOKpPUCTAIIINYECKas],

Kpaxmall KyKypy3HbIii, THIIPOJI03a, MarHus cTeapar.

Onucanue
Tabnerku Genoro WM MOYTH OEJIOro IBETA, KPYTJIbIE, ABOSKOBBITYKIIbIC, HA OJHOW U3 CTOPOH

HaHeCceHa IrpaBUpPOBKa: st JO3UPOBKHU 10 Mr «N74», 15 Mr «N75».

dapmakoTepaneBTH4YecKas rpynna: IIcuxonenTuky; aHTUIICUXOTUYECKUE CPEACTBA; APYTue
AQHTUIICUXOTHUYECKHUE CPEJICTBA.

Kox ATX: NOSAXI12.

DapMaKoJIOrHYecKue CBOMCTBA

®apMakOAUHAMHKA

Cunraercs, 4TO TepaneBTUYECKOE NEHCTBHE apUIMIpa3oja MpH MU30(PpEeHUH U OUIOISIPHOM
pacctpoiictBe I Tuma oOyCIOBIEHO COYETaHHEM YaCTHYHOW arOHHUCTHYECKOW aKTUBHOCTH B
otHomeHNH Dr-nodgamuuoBbix u SHT1a-CEpOTOHMHOBBIX PELENTOPOB M AHTATOHUCTHYECKOU

AKTUBHOCTBIO B OTHOLIEHUU SHT2,-CEpOTOHMHOBBIX PELENTOPOB.



COOTBETCTBYET ZKCINEPTHOMY OTYETY
27 0 WOE ".]_' 1 [ s

OT 2/ U1 EULD =Ml
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noaMUHEpruyecKkod TUNEPAKTUBHOCTH W AaroHW3M B OTHOLICHHWU JO(paMHUHEPTrHYECKOM
THIIOAKTUBHOCTH. ApPUIMIPa3oil 00JadaeT BBICOKUM CpPOJACTBOM in vitro X Dz- u Ds-
nodamuHoBbiM penientopaMm, SHTi.- u SHT2.-cepoTOHMHOBBIM penentopaM M yMEPEHHBIM
cpoactBoM kK Dy-godamunoBeiM, SHT2.- 1 SHT7-ceporonnnoBeiM, anbda-1-aapenopenentopam
u Hi-rucramuHOBBIM penentopaM. ApUIUIPA30d  XapaKTEpU3yeTcs TakKXkKe YMEPEHHBIM
CPOJCTBOM K YydYacTKaM OOpaTHOrO 3axBaTa CEPOTOHWHA M OTCYTCTBHEM a(p@PUHHOCTH K
MyCKapHUHOBBIM penientopam. Hekoropele kinnHuueckue 3¢ ¢GeKTsl apunumnpazosia o0bsSCHIIOTCS
B3aMMOJICHCTBHEM C APYTMMHU TUIIAMU pElEenTopoB (He 10(aMUHOBBIMU U CEPOTOHUHOBBIMU).
[Ipumenenne apunumnpazosa BHyTpb B fo3ax oT 0,5 mr g0 30 mr 1 pa3 B CyTKH y 310pOBBIX
JI06POBOIIBIIEB B TeUeHHUE 2-X Heflesb MPUBOIMT K J0303aBUCHMOMY CHIDKEHHUIO CBsi3biBaHus |1C-
paksonpuaa, guragga D>D3; modhaMHHOBBIX PEenTOpPOB, C XBOCTATBHIM SJIPOM M Orpamou (1o
JTAHHBIM TIO3UTPOHHO-AMUCCUOHHOU TOMOTpadum).

DapMaKOKHHETHKA

Bcacvisanue

Apununpaszon OBICTPO BcachlBaeTcs IIOcie IMpHeMa BHYTPb, JOCTUTas MaKCUMalbHOU
KOHIIEHTpallud B TIula3Me KpoBH dYepe3 3—35 4. [lpuem >XKUpHOW NHUINM HE BIMSET Ha
OMOJOCTYMHOCTh ~ apumumpaszona. AOCOMIOTHas OMOJOCTYIHOCTH TMpPH MpHEME BHYTPhb
cocraBmsieT 87%. PaBHoBecHas koHueHTpanus (Css) mocturaercs uyepes 14 nHei.

Pacnpeoenenue

Apununpaszoi MHTEHCHUBHO pacIpelessieTcsl B TKaHAX, KaXylIuiicss oObeM pachpeesneHus —
4,9 n/kr, 4TO TOBOPUT 00 MHTEHCHBHOM BHECOCYAMCTOM pactipeneneHuu. [Ipu TepamneBTuueckoit
KOHIIEHTpauuu Oosnee 99% apunumpazosia U JIETUApOAPUIHIIPA30JIa CBA3BIBACTCSA € OelKkamu
MIa3Mbl, TJaBHBIM 00pa3oMm, ¢ anmbOymuHOM. He OTMEUeHO CyTOUYHBIX KoOJIeOaHUMN
pacnpeesieHus apuImInpa3oia u ero MeTadoauTa 1eruapoapununpasoa.

Memabonuszm

He3naunTtenbHO mOABEpraercsi MPEeCUCTEMHOMY METa0oIM3My. ApPHUIIMIPA30J TO/ABEPraeTcs
MHTEHCUBHOMY  MeTabOIuM3My B  TI€YEHH  TpeMs  crocobaMu:  JAeTUIPUPOBAHUE,
TUAPOKCUIINpOBaHUE U N-/Ie3alIKUIMPOBaHUE. [n vitro AETUAPUPOBAHHUE U THAPOKCHIMPOBAHUE
apunumnpasoyiia npoucxoautr ¢ ydactuem wuszopepmentoB CYP3A4 u CYP2D6, a N-
Ne3alIKuiupoBanue — ¢ ydactuem usodepmenta CYP3A4. Apununpa3zon sBIsSeTCS OCHOBHBIM
KOMIIOHEHTOM JIeKapcTBa B I1a3Me KpoBH. [Lmomaab moj KpUBOM «KOHIEHTpALUsS — BPEeMs»
(AUC) B paBHOBECHOM COCTOSIHMM Jerujapoapununpasona cocrasiger 40% ot AUC
apUIIMIIPa30JIa B IJ1a3Me KPOBH.

Buiseoenue
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merabonu3atopoB uzopepmenta CYP2D6 wu npumepno 1464yacoB 'y  MemJICHHBIX
Mmetaboau3aTopoB. O0muil knmupeHc apunumnpasona — 0,7 MI/MUH/KT, TIIaBHBIM 00pa3oM 3a cyer
BBIBEJICHUS TeUeHbI0. [locie OIHOKPaTHOro mHpueMa 03kl MedeHoro '*C  apumumpasona
npuMepHO 27% 1036l ObUIO BBIAETIEHO MOYKaMu U npuMepHo 60% uvepes kumieyHuk. Menee 1%
HEU3MEHEHHOI0 apuIuIpa3oja OIpeneiseTcss B Moue W npumepHo 18% mpunsaTOl 103BI B
HEM3MEHEHHOM BHUJIC BHIBOJUTCS Yepe3 KUIICUHHUK.

Dapmarokuremuka y 0cobvix 2pynn nayueHmos

Hemu

@®apMaKOKMHETHKA apuIIMIIpa3ojia M Jeruapoapunumnpasoia y mnoapoctkoB 10—17 et
COOTBETCTBYET TAaKOBOHM Yy B3pOCIBIX IMPH KOPPEKIHH pPA3IUYUNA 1O Macce Tena, MO3TOMY
KOpPPEKILMsL 1036l HE TpeOyeTcs.

Looxcunvie

Paznuunit napameTpoB (papMakOKMHETUKU apUITUIPA30JI1a Y 310POBBIX T0OPOBOJIBLIEB MOKUIIOTO
M MOJOJOr0  BO3pacta  BBIIBIEHO He  ObUIO, 1O  JAQHHBIM  TOMYJSIHOHHOTO
(hapMaKOKMHETHYECKOTO aHAJIN3a, IIPOBEICHHOI'O CPE/IM MALMEHTOB C N30 peHNeN, 3aMETHOTO
BJIMSIHUSA BO3PACTa TaKXKe HE OTMEYaIoCh.

Ilon

OTCcyTCTBYIOT pa3nuuusi (PapMakOKHMHETHKUA Y 3I0pPOBBIX MYXKUYMH M OIKCHIIMH, TaKXKe
OTCYTCTBYIOT BUJMMBIE pa3IUyusl B MOMYIALHUOHHOM (DapMaKOKMHETHKE Cpelu MalUeHTOB
Pa3HBIX TIOJIOB C MH30(pPECHUCH.

Kypenue

[lo paHHBIM TOMYJSAIMOHHOTO (ApPMAKOKUHETUYECKOTO aHAINM3a KIMHUYECKH 3HAYUMOTO
BIIUSIHUSI KypEHUsI Ha (PapMaKOKUHETHKY apUITUIIpa3ojia 00HAPYKEHO He OBLIO.

Pacosas npunaonexcrnocmeo

B uccnenoBanusx He ObUIO BBISBICHO KIMHUYECKU 3HAYMMOTO BJIMSIHUS PACOBBIX PA3IMUMN Ha
(apMaKOKUHETHUKY apHUIHIIPa30Ia.

Hapywenue ¢ynxyuu novex

bbutn  BBISIBIIEHBI  OAMHAKOBbIE  (PAPMAKOKMHETUYECKHE IIOKA3aTeNd apuIuIpasoia u
JETUAPOAPHUIINIIPA30Ia y TAIMEHTOB C TSKEIBIMU 3a00JIEBAaHUSAMH TOYEK My MOJOIBIX
3JI0POBBIX JOOPOBOJIBIIEB.

Hapywenue ¢ynxkyuu neuenu

[Tocne omHOKpaTHOro mpHeMa apuUIHUIIpa3oja MAalUEHTaMU C LUPPO30M IEUEHH Ppa3IMuHON
crenieHu Tsokectu (kimaccel A, B u C mo knmaccudukauum Yainn-I1si0) He ObUIO BBISBICHO

CYIIECTBEHHOT'O BJIMSHUS HapyIIeHUs (QyHKIMHM NeUueHH Ha (papMaKOKMHETHKY apuIUIpasoia u
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TOJIKO 3 ManueHTa ¢ JEeKOMIEHCHPOBAHHBIM IHUPPo3oM medeHu (kinace C mo kiaccupukanuu
Yaiina-11pr0)) HEBO3MOXKHO ClielaTh OKOHYATEIbHBIC BBIBOJBI O META0OIUYECKOW aKTUBHOCTH

IMEYCHHU Yy MAIMECHTOB C ACKOMIICHCUPOBAHHBIM TUPPO30M IICUCHU.

Iloka3zaHus K NIPUMEHEHHIO

[penapar Ammoan®

MIOKa3aH JuIsl NMIPUMEHEHMsI Y B3pOCIBIX MAIMEHTOB cTrapue 18 ser mo
MIOKA3aHUSAM:

o [llu3odpenns: ocTpble MPUCTYIIBI U MOJACPKUBAIOLIAs TEPAITHUSI.

e bunossipHoe paccTporcTBo I THIIa: MaHMaKaIbHBIE SMU30bI U MOAJCPKUBAIOLIAsL Tepanus C
LEJIBI0 NPEOTBPAIECHUS] PELUANBOB Yy MAlMEHTOB C OUIOJAPHBIM paccTpoiicTBoM | Tuma,
HEIABHO NEPEHECHINX MAaHUAKAJIbHBIN WM CMELIAHHBIN 3MH30/.

e JlonosHeHHe K TepanuM IpernapaTaMd JIUTHS WU BAJIbIIPOCBOM KHUCIOTBHI AJIA JICYCHUS
MaHMAKaJIbHBIX WJIM CMEIIAHHBIX 3MM3070B B paMKax OMIIOJISIPHOrO paccTpoiicta | Tuna mpu
HAJIMYUM TICUXOTUYECKUX CHMOTOMOB WM 0€3 HHUX M TOJJICP)KUBAIONIAs Tepamus C IeNbI0

MPEIOTBPAIICHHS PEIUANBOB Y MAIIMEHTOB C OUTIONISIPHBIM paccTporicTBOM | Tuma.

e JlomonHeHUe K aHTUICIPECCUBHOM Tepanuu Ipu OOJIBIIOM IEIPECCHBHOM PAacCTPONCTBE.

IIporuBonokasanus

e [loBblIEHHAs YYBCTBUTEIBHOCTD K aPUIIMIIPA30JIy WM IPYTUM KOMIIOHEHTaM IIperapara.

e Bospacr 10 18 et (3¢hekTHBHOCTD M 6€30MaCHOCTH HE YCTAHOBJICHBI).

e [lepuoxa rpyaHOro BCKapMIMBaHUSI.

e Jlepuuur maxkTazpl, HEMEPEHOCHUMOCTb  JIAKTO3bl, CHHAPOM  [IIIOKO30-TaJIaKTO3HOMN

ManbabcopOImH (Tak Kak mpenapaT AMaoan® CofepKuT TaKkTo3y).

C 0CTOPOXKHOCTHIO

3a0oeBaHus  CEPIEUYHO-COCYAMCTOM CHUCTEMBI (WIIeMUYecKas OOJIe3Hb cepala WIn
NIEpEHECEHHBI MH(PAPKT MHOKapa, XpOHHUYECKas CeplievyHas HEeOCTAaTOYHOCTh W HapyIICHHE
MPOBOJAMMOCTH); IIepeOpOBACKYIISIpHBIC 3a00J€BaHUS W COCTOSHUS, NPEIPACIIOararoiifne K
CHI)KCHHUIO apTEpUaIbHOTO JaBJICHUS (AETUApATAIvs, TUIIOBOJIEMUS, MPUEM THIOTEH3UBHBIX
JICKApCTBEHHBIX CPEJICTB) B CBS3H C BO3MOXKHOCTBIO Pa3BUTHS OPTOCTATUYECKOH THITIOTCH3HM;
SMUIICTICHSI, 3a00JIeBaHUs, NPU KOTOPHIX BO3MOXKHO Pa3BUTHE CYIOPOT; MOBBIIICHHBIA PUCK
runeprepmMun (HampuMep, IpU WHTCHCHBHBIX (PU3UYECKUX HArpy3Kax, MeperpeBaHHuH, pueMe
CPEICTB C M-XOJIHMHOOJOKHUPYIOMIEH aKTHUBHOCTBIO, MPH OO0E3BOXKMUBAHUU HU3-32 CIIOCOOHOCTHU

AQHTUIICUXOTHKOB HapyllaTh TEPMOPETYISALMIO); Yy TMAalHUEeHTOB C PHUCKOM  pa3BUTHUSA
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acnupanuy; y TMalUeHTOB C OXHPEHHEM WM CaXxapHbIM 1uabeToM B CEMEHHOM aHaMHeE3e;
BBICOKHI pPHCK cyunuaa (MICUXO03bl, OHUIONSPHOE PACCTPOMCTBO, OOIBIIOE AEMPECCHBHOE
paccTpoiicTBo); Bo3pacT 18—24 rToma B CBSI3M C PHUCKOM CYMIIMJAJIBHOTO TIOBEJICHHUS,

OEpPEeMEHHOCTb.

I[IpumeHeHne Npu 6epeMEHHOCTH M B MEPUO/I I'PYAHOT0 BCKAPMJIUBAHUSA

bepemennocmo

AJIEKBATHBIX U XOPOIIO KOHTPOJHUPYEMBIX HCCIEAOBAaHUN y OEpeMEHHBIX HE MPOBOAMIIOCH.
HeusBecTHO, MOXET JIM TNPUMEHEHHE apUIUNpazoina y OepeMEeHHOW OKa3blBaTh BPEIHOE
BO3/ICHICTBUE Ha TUIOJ WM BBI3BIBATH HApPYIIIEHUE PENPOAYKTHBHOW (yHKIMU. MI3BECTHO, 4TO Y
HOBOPOXXJICHHBIX, MAaT€pH KOTOPHIX MNpUHUMAIM HeWponentuku B TedeHue III Tpumectpa
OepeMeHHOCTH, B TOCIEPOIOBOM IEPHOJE CYIIECTBYET PHUCK Pa3BUTHUS SKCTpalldpaMHIHbBIX
pacCTpOMCTB W/WIHM CHHAPOMA «OTMEHB». Y HOBOPOXICHHBIX OTMEYAIUCh BO30OYKICHHE,
MBIIIEYHAS TUNEPTOHUS WM THIOTOHHS, TPEMOpP, COHJIMBOCTH, PECHUPATOPHBIN HHUCTpecC-
CUHApPOM, HapyIIEHUs] NpU KOpMJIEHHH. J[aHHbIE CHUMITOMBI HMMEIH pA3JIUYHYIO CTENEHb
TSOKECTH, UHOTJ]a OHU MPOXOMIN Oe3 JieueHus], Torjaa Kak B APYrux ciaydyasX HOBOPOXKJIEHHBIE
HY>KJQJIMCh B UHTCHCUBHOW TEpaNuy W MPOJODKUTENBHON TocnuTanu3anuu. [lpu npuMeHneHun
ApUIHIIPA30Jia Pa3BUTHE y HOBOPOXKIEHHBIX MOJOOHON CHMITOMAaTHUKH OTMEYAJIOCh OYEHBb
peaxo.

Cnenyer mnpeaynpenuTh MNAIUEHTOK, YTO OHU JOJDKHBI HEMEIJIEHHO COOOIIUTh Bpady o
HACTYIUICHHH OEpeMEHHOCTH Ha (OHE JIeUeHHs, CIeAyeT Takke HH(DOPMHpOBATH Bpaya O
IUTaHUPYEeMOil OEpEeMEHHOCTH.

[penapar Ampoan® MoXeT NPUHUMATECS BO BpeMs OEpPEMEHHOCTH, TONBKO —€CiH
MOTEHLIMaIbHAas 1M0JIb3a MPUMEHEHUS JJI MaTepy MPEBbIIIAeT NOTEHIUAIbHBIA PUCK TS TUIOAA.
Ilepuoo epyonozo éckapmausanus

ApUINUIIPa30J MPOHUKAET B IPYAHOE MOJOKO. IIpy mpuMeHeHnH mpenapaTta AMaoan”® TpyaHoe

BCKapMJIMBAHHUE CIICAYET OTMCHUTD.

Cnoco6 npuMeHeHus U 103b1

Bnytps, 1 pa3 B 1eHb, HE3aBUCUMO OT BPEMEHU NpHUEMa MHIIIH.

Lluzoppenus

PexoMennyemas HadanbHas 103a — ot 10 mr g0 15 mr 1 pa3 B cytku. [loanepxuaromas 103a —
00bI9HO 15 MT B CyTKH. B KTMHUYECKUX HCCIeNOBaHUAX TToKa3aHa 3G (EeKTUBHOCTH MpermapaTa B

no3ax ot 10 mMr 10 30 Mr B CyTKH.
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Monomepanus

Pexomennyemast HauanbHas 103a — 15 mr 1 pas B cytku. Vi3MeHeHHe 103b1 IPH HEOOXOTUMOCTH
MPOU3BOAUTCA C HMHTEPBAIOM HE MeHee 24 yacoB. B KIMHWYECKMX WCCIEAOBAaHUSIX MPHU
MaHHaKaIbHBIX 3MHU30/1aX MPOAEMOHCTpUpOoBaHa d(PPEeKTUBHOCTH TIpenapara B go3ax 15—30 mr
B CyTKM mpu mnpueme B TeueHue 3—I12 Hexenb. besomacHocts 103 Bhilie 30 MI B CYTKH B
KJIIMHUYECKHUX MCCIIEJOBAaHMIX HE OLIEHNBAJACh.

[Ipn HaOmrofeHUM 3a TMAMEHTaMH C OWIOJSPHBIM PacCTPOMCTBOM | THma, mepeHecuuMu
MaHHUaKaJIbHBIA UM CMEIIaHHBIN SMU30/, Y KOTOPhIX OTMeYalach CTaOMIN3alus CUMITOMOB Ha
(one nmpuema npenapara Ammoan® (15 mr B cyTku umu 30 Mr B CyTKH NpH HAayajbHOM 103€
30 Mr B cyTKH) B TeueHue 6 Henenb, 3aTeM — 6 MecdAlleB M Jajnee — B TeueHue 17 Mmecsues,
YCTaHOBJICH  OJjarompusTHbIH  3(p¢deKT Takol mnojaepkuBaromieii Ttepanuu. Cremxyer
NepUOANYEcKH 00CIe0BaTh NAIlMeHTOB MJi OINpeAesieHUuss HEOOXOIUMOCTH MPOAOIKEHUs
MO/ ICPKUBAIOLLECH TEpAIUU.

Mononnenue x _mepanuu _npenapamamiu__Iumus Uil 8aibNpoesol  KUCIOmbl 018 1e4eHus

MAHUAKQJIbHBIX UTU CMEUIAHHBIX SNU30006 6 pamKax 6141’[0]1}11?}!020 paccmpoticmea I muna

PexoMennoBanHas HaudainbHas no3a — or 10 mr go 15 mr 1 pa3 B CyTKH, MOAJIepKUBAIOIIAs
no3a— 15 mr B cytku. Jloza MokeT ObITh yBenuueHa 70 30 MI' B CyTKM B 3aBHCHMOCTH OT
KIIMHUYECKNX Moka3anuid. [Ipu HaOMIOIEeHUU 3a MAalMeHTaMu ¢ OUTOJISIPHBIM PacCTPOMCTBOM
I Tuna ycranoBieH GaronpusTHeINA 3¢ (EKT MoAepKUBaOIEH Teparuy apuIruIIpa3zoioM B 103€
oT 10 mMr no 30 Mr B CyTKM B KayecTBE JOMOJHEHHUS K TEpanuu IMpernaparamu JUTUS WU
BaJIbIIPOEBO KUCIOTHL. CleayeT NMepHOAMYEcKH OO0CIeO0BaTh IMAlMEHTOB HJISl OMpEeAcIeHUs
HEOOXOIUMOCTHU TIPOJIOKEHUS TTOAIEPKUBAIOIIEH Tepanuu.

Jonoanumenvhas mepanus npu bonbuom ()@I’ll?@CCM@HOM paccmpoucmse

B kadecTBe AONONHEHUS K JICYEHUIO AHTHUJICIIPECCAHTAMU PEKOMEHIYETCS AapUIMIPA30Jl B
HAyaJbHOM 1103€ 5 MI' B CYTKH, IpU HEOOXOJMMOCTH M XOpOLIeH MEePeHOCHMOCTH Tepanuu
CYTOYHYIO 103y apHIIMIIpa30oja MOXKHO €KECHENEIBHO YBEIWYUBATh HA 5 MI' 10 MaKCHUMAJIbHOU
He Oojiee 15 Mr B CyTKH.

I[Tpu npuMeHeHHH TpenapaTa AMa0an” HEBO3MOXKHO JOCTHYb PEKOMEHIyeMOH HayalbHOM J103bI
5 Mr B Cyrku. B 3TOM ciydae cienyer NOpUMEHATh APYrOM JIEKapCTBEHHBIM IIpenapar,
COZEPKAIIMI apUITAIIPA30JI B KAUYECTBE AEHCTBYIOLIETO BELIECTBA.

JIMMTeNsHOCTh Tepanuu mpenapaToM Amaoan® 0 BCeM yKAa3aHHBIM BbILIIE MOKA3aHUAM HE
YCTaHOBJIEHa, HEOOXOIMMO PpEryJIspHO MPOBOJUTH O0OCIEIOBaHME TMAallMEHTAa Ha MpeaMeT
BO3MOKHOCTH OTMEHBI TEPAIUH.

Ilpumenenue y 0Co0ObIX cpynn nayuernios
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Uauuenmbl C NOYe4Hol HedoCmMAamo4HOCMbIO

Koppekuuu 10351 THpU  HasHAYEHHUH mpemapata Amjoan® malieHTaM ¢  IIOYEdHOM

HEJ0CTAaTOYHOCTHIO HE TPEeOyeTCsl.

Ilayuenmul ¢ neuenouHoU HEOOCMAMOYHOCMbIO

Koppekuuy 1036l Tpd Ha3HAYeHWM Tpermaparta Awmaoan® MalMeHTaM ¢  Te4eHOYHOM
HEIOCTaTOYHOCThI0 He TpeOyercs. [lamueHTaM C TMEYEHOYHOH HEIOCTAaTOYHOCTBIO 103y
30 Mr/cyT Ha3Ha4alOT ¢ OCTOPOKHOCTBIO.

llpumenenue y nayuenmos cmapuie 65 nem

Koppekuun 10361 00619HO He TpeOyercs. OIHaKO BCIIEICTBUE MOBBIIIEHHON YyBCTBUTEILHOCTH
y MalUEeHTOB 3TOH MOMYISALNN CIEIYeT yYUTHIBATh MPUMEHEHHE 00Jiee HU3KUX HAYAIBHBIX J103.
Brusanue nona nayuenma Ha pexcum 003upo6ansl

PesxuM 103upoBaHus Tpenapara Amaoan® 11 HalueHToB 060€ero Moja OfHHAKOB.

Brusnue Kypenus na pescum 003uposanus

PesxuM 103upoBanus npenapara AMaoan® 1y KypsAmUX ¥ HeKypSIIUX MalUeHTOB OJUHAKOB.
Peorcum dozuposanus npu conymcemsyroweti mepanuu

[Ipy OIHOBpPEMEHHOM MPUMEHEHHM AapUIIMIPa30jia U MOIIHBIX HHTUOMTOPOB H30(pepMeHTa
CYP3A4 (keTOKOHA3071, KIApUTPOMHUIINH) 7032 mpenapata AMmoan® 1omKHa ObITh yMEHbIIEHA
HanonoBuHy. Ilpu ormene muru6uropoB msodepmenta CYP3A4 noza apunumpaszosna J0JHKHA
OBITH yBEJIMYECHA.

[Ipy oAgHOBpEMEHHOM NPHUMEHEHUHU AapUIIUIpa30jia M MOUIHBIX MHTHOUTOPOB H30(pepMEeHTa
CYP2D6 (xunumuH, (HIyoKCETHH, MApPOKCETHH) J103a apUITAIIPa30Jia J0JHKHA OBITh YMEHbIIIEHA
Kak MHUHMMYM HanojoBuHy. IIpm ormene wunruOutopoB wusopepmenta CYP2D6 noza
apUIHIIPa30Jia JOJHKHA OBITh YBEITUYCHA.

Apununpason cieayeT NpUMEHSATh 0e3 U3MEHEHUs pexuMa J103UPOBAaHUS, €CJIM OH Ha3HaueH B
Ka4yeCcTBE JIOMOJHUTENbHOM Tepanuy y MalueHTOB ¢ OOJILUINM JIETPECCUBHBIM PaCCTPONCTBOM.
[Ipyn ogHOBpEeMEHHOM MPUMEHEHUHM ApUIUINPA30ja W MOIIHBIX HHTUOUTOPOB H30(EPMEHTOB
CYP2D6 (xunmnuH, ¢uyokceruH, napokcetuH) u CYP3A4 (keTokOHA30J, KIAPUTPOMHUIIHH)
71032 apuIumpasoja JoJbKHA ObITh yMEHbIeHa Ha i (To ecTb 10 25% oObuHO# no3bl). [lpu
ormMeHe wuHTHOMTOpOB m30pepmentoB CYP2D6 w/mmm CYP3A4 no3a mnpemapara
apUIHIIPA30Jia JOJHKHA OBITh YBEITUYCHA.

[Ipn OAHOBpEMEHHOM TMPUMEHEHUH APUIHIIPA30JIa U MOIIHBIX, YMEPEHHBIX WM ClIa0bIX
uaruoutopoB uzodpepmentoB CYP2D6 u CYP3A4 no3a apunmmpaszoia MOXKET OBITh
NepBOHAYAIbHO YMEHbIIEHa Ha % (TO ecTh A0 25% OOBIUHOM J03bl), @ TOTOM yBEIUYEHA IS

AOCTHUIKCHUSA OINITUMAJIBHOT'O KIIMHUYCCKOI'O pC3yJibTara.

7/21
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[lpn Ha3HaueHWM TpenapaTa apuIUIpasoa I HeHTaMw:ﬁﬁa%:ﬁ%ﬁ%éﬂ%:Jﬁééﬁ'ﬁéma

CYP2D6 nepBoHavaiabHO 1032 apUITUIIPA30JIa 0JKHA ObITh yMEHbIIIEHA HATIOJIOBUHY, a TIOTOM
yBEJIMUYEHA ISl JOCTHIKEHUS! ONTUMAIBHOTO KIMHMYECKOTO pe3ynbrara. [Ipu ogHOBpeMeHHOM
MPUMEHEHUN apUIUIpa3oyia ¥ MomHoro uHruourtopa mizopepmenta CYP3A4 manuentam ¢
HU3KOHM akTUBHOCTHIO n30depmenta CYP2D6 no3a apunumpasosna goikHa OBITh YMEHBIIICHA Ha
% (1O ecTh 10 25% OOBIYHOM JT03BI).
[Ipy  OAHOBpEMEHHOM TMPUMEHEHHH apHIHUIPA30Jia ¥ MOTCHUIUATBHBIX HHIYKTOPOB
nzodepmenta CYP3A4 (kapOamazenuH) 103a apuIMIpas3ofia J0JbKHA ObITh YBEIUYEeHA B 2 pasa.
[Tpu ormene uaaykTOpOB M30pepmenTa CYP3A4 no3a apunumnpaszosia q0KHA OBITH YMEHBIIICHA
10 10—15 mr B cyTku.
[Ipy HEBO3MOXHOCTH JIOCTM)KEHUS HEOOXOIMMOW 03Bl apUIHIpa3oja IMpPH NPUMEHEHUH
npenapata Ampoan® ciexyeT NMpPUMEHATh APYroil JeKapCTBEHHBIH NperapaT, coAeprKalluii
apUIUIIPA30JI B KAUECTBE JICHCTBYIOIIETO BEIIECTBA.

eTu
[Ipumenenue npenapara Amzaoan y AeTedl B Bo3pacTe A0 18 JeT mpOoTHMBONOKAa3aHO B CBSI3U C
OTCYTCTBHEM KIMHHYECKHX JaHHBIX 00 3(PhEeKTUBHOCTH M OE30MaCHOCTH Tpemnapara B JTaHHOU

BO3PACTHOM MOMYJISIIIUU.

ITo0ouHOeE JelicTBUE

Kpamxkuu 0630p npodhuns bezonacnocmu

HaunbGonee pacnpoctpaneHHble HexenaTenbHbie peaknuu (HP), 3apermctpupoBanHbIe B X071€
HHaH€60-KOHTpOHpreMBIX HCCHGHOBaHHﬁ, BKJIFOYAOT AKaTU3WIO W TOIIHOTY, KOTOPBIC
oTMeyvanu 6osee yeM y 3% MalueHToB, IPUHUMABIINX aPUITUIIPA30J1 BHYTPb.

Knaccudukanmst dwacrorel passButus HP, pexomenayemas BcemupHol opranuzaiueit
3npaBooxpanenus (BO3):

oueHb "acto (> 1/10)

gacto (ot > 1/100 mo <1/10)

Hevacto (ot > 1/1000 no <1/100)

penxo (ot > 1/10000 mo <1/1000)

oueHb penko (< 1/10000)

qaCTOTa HCU3BCCTHA (He MOXKET GBITB OL€CHCEHA Ha OCHOBC UMCIOIIINXCS ,Z[aHHI:IX).

B npemenmax kaxmoil rpynmbl 4acToThl BcTpedaemocth HP  mepeuuncnenbsl B mopsiake

YMEHbILIEHUS CEPbE3HOCTH.
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NOCKOJIbKY HMH(opManus ObUla MOJydyeHa M3 CIIOHTaHHBIX cooOuieHuid. IloaTomy wacrora

BcTpeuaeMoctu nanHbIXx HP knaccuunupoBana Kak «4acToTa HEU3BECTHAY.

Yacro Heuacro Yacrora HEeM3BeCTHA

Hapymenus co JlelikoneHust

CTOpPOHBI KPOBU U Heiurponenus

muMdaTHIecKou TpomOoruToneHus

CUCTEMBI

Hapymenus co Anepruyeckue peakuuu

CTOPOHBI (Hammpumep,

MMMYHHOMH aHaUITAKTUIECKHE

CHUCTEMBI peakuuu,
AHITMOHEBPOTUYECKUM OTEK,
BKJIFOYAs IPUITYXJIOCTh
SI3bIKA, OTEK S3bIKA, OTEK
JMLA, KOXKHBIA 3y WU
KparuBHUILY)

Hapymenus co IM'mmepnponaktunemus | JIlnaGetnueckas

CTOPOHBI TUIIEPOCMOJISIpHAsl KOMa

SHJIOKPUHHOMN JlnabeTraecKnii KeTOaIn 103

CUCTEMBI

Hapymenus co Caxapnblit tuabder I'mneprioukemus I'mnonarpuemus

CTOPOHBI OOMEHa AHOpekcHst

BEILECTB U MUTAHUS CHuxeHue mMacchl Tena
YBennueHne Macchl Tena

Hapymenus becconnuna Henpeccust [TonbITkKH cynnuna,

MICUXUKH Tpesora ['MnepcekcyabHOCTh | CyMUMJATbHBIE MBICIH U

becnokoiicTBo 3aBEPIICHHBIA CYUIU (CM.

pasznen «Ocolble yKa3zaHUs»)
[Tatosmornyeckoe BieUeHUE K
a3apTHBIM UTpam
Hapymenus konTpons

OOy XACHU I

IIepeenanue
KomnynbcuBHbIE
(HEeKOHTpOJIUpPYEMBIEC)
MOKYTIKU

ITopuomanus
(MMIYJICUBHOE BIICUYEHHUE K
IIEPEMEHE MECT)

Arpeccust

Bo30yxnenue

HepBo3HocTh
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY

ot 27.01.2025 N= 1658
Hapymienus co AxaTusus [Id3aass aHckimesms | 3I0KadeeTBe HUETE - =+
CTOPOHBI HEpBHOW | DKcTpanupamMuaubie | Jucronus HEUPOJIENTUYECKUN
CHCTEMBI HapyIIeHUs cunapom (3HC)
Tpemop Boubioii anunenTuyeckun
T'osoBHAas O0JIb IpUIIA0K
Cenanus CepOTOHMHOBBIN CUHAPOM
COHJIMBOCTH Hapymenue peun
I'onoBokpyxeHue
Hapymenus co Heuerkocts 3penns | Jummonus OKyJOrUpHBIN KpU3
CTOPOHBI OpTraHa CBeTo00s3Hb
3peHus
Hapymenus co Taxukapaus BueszanHas HeoObsICHUMAs
CTOPOHBI cepAla CMEpTh
KenynoukoBas Taxukapus
THUIIA «[TAPYITH
VY nnnenune unrepsana QT
KenynoukoBeie apuTMHH
BnesanHas ocraHoBKa
cepaua
bpagukapaus
Hapymenust co OpTtocraruueckas Benosnast poM003MO0THS
CTOPOHBI COCYJI0B TUIIOTEH3HUS (BKITIOUAst SMOOIHIO
JIETOYHOU apTepUu 1
TPOMOO03 TITyOOKHX BEH)
AptepualibHasi TUNIEPTEH3US
Obmopox
Co cTopoHbI Hkota AcnupalioHHasi THEBMOHUSA

IBIXaTeIbHOU
CHCTEMBI, OPraHOB
IPYAHOU KJIIETKU U

JlapuHrocmnasm
Cnasm poTOrJIOTKH

CpenoCTeHUs

Hapymenus co 3amnop [Tankpeatut

CTOpPOHBI Hucnencus Hucharus
JKENyI04YHO- TomHoTa Huapes

KMILIEYHOro Tpakra | ['mnepcexpenus JuckoMpopT B KUBOTE

CIIIOHHEBIX JKeJie3
PBoTa

HuckoMmdopT B xemyake

Hapymenus co
CTOPOHBI IICYEHU U
KEITYEBBIBOIAIINX
nyTen

[Ieuenounas
HEJ0OCTATOYHOCTh

TI'enatur

Kenryxa

[ToBpIlIEHNE AKTUBHOCTH
aJlaHMHAMUHOTpaHcepasbl
(AJIT) B mna3me KpoBU
[ToBbIILIEHNE AKTUBHOCTH
acrapTaTaMHHOTpaHC(epasbl
(ACT) B mna3me KpoBH
[ToBpIlIEHNE AKTUBHOCTH

ramMmma-
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MOCTE A B RS pHIgH

(I'TT) B mu1a3me kpoBu
[ToBbIIIEHNE AKTHBHOCTH
IeJI0YHOH (ocdaTassl B
11a3Me KpoBU

Hapymenus co

Koxxuas ceip

CTOPOHBI KOXXH U Peakmuu

ITOJIKOKHBIX (OTOUYBCTBUTEIIHHOCTH

TKaHel Anonenus
IIoBrimIeHHOE
IMOTOOT/ICIICHHE

Hapymenus co Pa6gomuonus

CTOPOHBI CKEJIETHO- Muanrus

MBIIIIEYHON U
COCTUHUTEILHON
TKaHU

PurnnaocTts MBI

Hapymenus co
CTOPOHBI MIOYEK U

Henepxanue moun
3aaepkka MOYU

MOYEBBIBOAAIIINUX

nyTen

bepemenHoOCTS, CHHIIPOM «OTMEHBI» Y
MOCIIEPOOBHIE U HOBOPOXKICHHBIX (CM.
HepUHATAIbHEIE pasnen «lIpumenenue npu
COCTOSTHUS OepeMEeHHOCTH U B IEpUO.I

IPYAHOIO BCKapMIIUBAHHUSI»)

Hapymenus co
CTOPOHBI
PENPOAYKTUBHOM
CHUCTEMBI U
MOJIOYHBIX XCJIC3

[Ipuanusm

Oo6mmue
paccTpoiicTBa 1
HapylLIeHUd B
MECTe BBEJICHUS

TloBrIIenHas
YTOMJISIEMOCTh

Hapymenus
TEPMOpPETYJIALUN
(HampuMep, TUIIOTEPMUS,
MAPETUYCCKAsT PEAKIIHS)
bons B rpynu
[Tepudepuyeckue oTexku

JlaGopaTopHsble u

IToBeImIeHTE KOHICHTpaluu

UHCTPYMCHTAJIbHBIC TTFOKO3bI B KPOBH

aHHBIE [ToBeIIeHNE COAEpKAHUS
TIHKO3WIIMPOBAHHOTO
reMorjioonHa

Konebanust KOHIIEHTpaIuu
TJIFOKO3BI B KPOBU
[ToBbIIIEHNE AKTUBHOCTH
KpeatuHpocHOoKuHA3BI
(K®K) B murazme xpoBu
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COOTBETCTBYET 3KCMEPTHOMY OTYETY
27.01.2025 Ne 1658

oT 24U PR B Fae.

Onucanue omoenvHvix HP (NOCNEOCBATENEHOCTE 0004)

Oxempanupamuonsie cumnmomst (II1C)

Hlusogpenusn: B IIUTEITLHOM 52-HEIEIBHOM KOHTPOJIMPYEMOM HCCIEAOBAHUU Yy TAlUEHTOB,
MOJTyYaBUINX apUIHIPa30l, OTMeUanach B 1I€JI0OM HU3Kas 4acToTa BcrpeyaeMmocTH (25,8%) OIIC,
BKJIIOYasi TApKUHCOHU3M, aKaTU3HIO, TUCTOHUIO U JAUCKUHE3WIO, B CPABHEHHUM C MAI[MEHTAMU,
nosrydaBiuMu rajponepuaon (57,3%). B nmurensHoM 26-HeaenbHOM TU1ane00-KOHTPOIHNPYEMOM
uccienoBanuu yacrora BecrpeyaeMoct IIIC coctasnsina 19% B rpynne apunumnpasona u 13,1%
B rpymmne miane6o. B apyrom anmurenbHOM 26-HeNenbHOM KOHTPOJIMPYEMOM HCCIEAOBAaHUU
yactota Bcrpeyaemoctu JIIC cocraBnsna 14,8% B rpynne apununpaszona u 15,1% B rpymnme
OJIaH3aI1Ha.

Manuaxanvusvie  onu300st U 6un0ﬂ}1DHO€ paccmpoticmeo I _muna: B 12-HG,Z[GJIBHOM

KOHTPOJINPYEMOM HCClenoBaHNM 4actora BcTpedaemoctu JIIC cocraBmsna 23,5% B rpynme
apununpazona u 53,3% B rpymnmne ramonepunona. B npyrom 12-HenenpHOM HCClIeOBaHUU
yactota BcrpeyaemocTn OIIC cocraBmsuia 26,6% B rpynne apunumnpasona u 17,6% B rpynme
mutus. B 26-HenenvHON mopnepikuBaromiel (aze UIMTETBHOro IIane00-KOHTPOIUPYEMOTO
uccienoanus 4vacrora Bcrpedaemoctu OIIC cocraBnsna 18,2% B rpynme apunumnpasosia u
15,7% B rpynne mianeoo.

Axamusus

B mutanie60-KOHTpOHPYEeMBIX UCCIEAOBAHUIX YacTOTa BCTPEUAEMOCTH aKATH3UU Y TAIIMEHTOB C
OUMOJSAPHBIM paccTpoiicTBOM cocTaBisia 12,1% B rpynne apumnumnpaszona u 3,2% B rpyimmne
iane6o. Y manueHToB ¢ mu3oppeHneld yacToTa BCTPEYaeMOCTH aKaTH3UHU cocTaBisiia 6,2% B
rpymnme apununpasoina u 3,0% B rpymnme miane6o.

Jucmonus

Knacc-adext: B mepBble THU J€UEHUS Y UYYBCTBUTENIBHBIX MAIlIEHTOB MOTYT OTMEUYaThCs
CUMIITOMBI JUCTOHHWH, JJINTEIBHBIX MATOJOTMYECKUX COKpAIeHWH rpynn MbII. CUMOTOMBI
JUCTOHUU BKJIIOYAIOT: CIIa3M MBIIII I1I€U, HHOTJA MPOTPECCUPYIOMINM JO OLIYIIEHHUS CTECHEHUS
B TOpJie, 3aTPyAHEHUS TJIOTAHUS, 3aTPYAHCHHSI IBIXaHUS W/WIU IPOTPY3HUH SI3bIKA. XOTS TaHHBIC
CUMIOTOMBI MOTYT OTMEYaThCsi MPU HHU3KHUX [103aX, OHM BCTPEYAIOTCS dYalle U C Oojblien
CTENEHbI0 BBIPAKEHHOCTH TMpPU TNPUMEHEHUH Oojiee BBICOKUX 103 BBICOKOAKTHUBHBIX
HEUPOJICTITUKOB TEPBOTO MOKoJieHUsA. OTMedaeTcsl MOBBIIMICHHBIA PUCK Pa3BUTHS OCTPOMU
JUCTOHUU Yy MYKYHMH U MAIIUEHTOB MOJIOI0OT0 BO3pACTa.

IIponakmun

B kiIuMHHYECKMX MCCIENOBAaHUAX MNPHUMEHEHHUS apuIuIpasoia IO 3aperucTPUPOBAHHBIM
MOKA3aHUSIM WU B XOJAE TMOCTPETUCTPAIMOHHOTO HAONIOJCHUS OTMEYaIoCh IOBBHINICHUE U

CHMXCHUC KOHICHTpAalHWHU CBIBOPOTOYHOTO IIPOJIAKTHHA IO CPaBHCHUIO C HCXOJHBIMHA
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COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 27.01.2025 N= 1658

(MOCNEODBATENBEHOCTE 0004)

3HAYCHHUAMU.

Jlabopamophvie nokazamenu

CpaBHeHUsl apumunpasoyiia U Iiarnedbo Mo ojie MAUEHTOB C IMOTEHIMATBHO KIMHHYECKU
3HAYUMBIMA HW3MEHEHUSMU B CTaHIAPTHBIX JIAOOPATOPHBIX M JIMIHJHBIX ITOKa3aTesIX He
BBIBUJIM KJIIMHUYECKH 3HAYMMBbIX pasznuuuid. [loBeimenne aktuBHOCTH KOK B miasme kposw,
KaK MPaBWJIO, KPATKOCPOYHOE U OECCUMIITOMHOE, OTMeUanoch y 3,5% ManueHToB, MOMy4YaBIIX
apununpasoi, u 'y 2,0% mnanueHToB, MOoIy4aBIINX I1ane0o.

Ilamonocuueckoe ereuenue K azapmuvbim uepam u opyue HapyuleHus KOHmpoJis NoOYHcOeHUll
[Ipu nedyeHNM apuUIUIIPa30JIOM Yy MAIMEHTOB MOXKET Pa3BHBATHCS MATOJOTHUYECKOE BICUCHHE K
a3apTHBIM WIrpaM, TUIEPCEKCYalbHOCTh, HEMPEOJO0IUMOE BJICUYCHHE K MOKYIKaM, MepeeaaHue

WA KOMITYJIbCUBHBIN TpueM nuim (cM. pasnen «Ocolble yKazaHHs»).

Ilepeno3upoBka

CuMITOMBI

B KIMHWYECKUX WUCCIIEOBAHMSIX M IMOCTMAPKETUHTOBBIX HAOIIOJIEHUSX OMKCAHBI CIy4ailHbIe
WIM YMBILUIEHHBIE MNEPEIO3UPOBKH apUIMIPA30JIa Y B3POCIBIX MNALMEHTOB C OJHOKPATHBIM
npuemMoM A0 1260 ™Mr, He CONPOBOXIABIIMECH JETAIbHBIM HCX0A0M. IloTeHInaIbHO
KJIIMHUYECKH 3HAYMMBbIE CHUMIITOMBI: JieTaprus, mnoBbiiieHue AJl, COHIMBOCTb, TaXuKapaus,
TOIIIHOTA, pBOTA U Auapes. OnucaHbl cliyyau MepeI03uPOBKU apUITHIIPA30Jia Y AeTel (MIpUeM 10
195 Mr), HE CONPOBOXKIABIINECS JIETATBLHBIM UCX0/I0M. [OTEHIIMANBHO KIMHUYECKH 3HAYUMBIC
CUMIITOMBI BKJIKOYAJIH: COHJIMBOCTb, BPEMEHHYIO IOTEPI0 CO3HAHUS M HKCTpanupamMuIHbIC
CHUMIITOMBI.

JleueHue

[TopnepxuBaromas U1 CHUMIOTOMATHYECKasl TEpamnus, COXPAaHEHHE NPOXOJUMOCTH BO3AYLIHBIX
nyTel, BEHTWISIHUH JIETKUX M okcureHanuu. Crenyer y4uTbIBaTh HEOOXOIMMOCTh Ha3HAUYEHUs
HECKOJbKMX MEAUIMHCKUX TMpernapaToB. s BBISIBICHUS apUTMHUI CIEAYyeT HEMEIJIEHHO HayaTh
CepIEUYHO-COCYAUCTBI MOHUTOPHUHT, BKItOYaronuii nocrossuHoe cHsitue DKI' s BeisIBICHUS
BO3MOXHBIX apuTMuii. [lpy MOATBEPKIEHHOM WM MpEeanojaracMod Mepeao3upoBKe
apUIUIIPA30JIOM MOKa3aHO TIIATEIbHOE HAOII0IEHUE 10 MCUYE3HOBEHUS BCEX CUMIITOMOB.
AKTHBUpPOBaHHBIA yroib B o3¢ 50 I, BBEACHHBIN 4epe3 | 4 mocie mpuema apununpasona,
npuBoguil K CHUKEHHI0O AUC u Cmax apunumnpazona Ha 51% u 41% cOOTBETCTBEHHO, 4TO
CBUJIETEILCTBYET O TOM, YTO AKTUBUPOBAHHBIA Yrojb MOXET ObITh 3 (EKTUBEH MpHU JICUSHUU
Nepe103UPOBKHU.

I'emoauanus

Hecmotpss Ha otcyrcTBue uH(popManuu 00 3(PPeKTUBHOCTH TremMoauanu3a MpH JICYCHUU
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COOTBETCTEYET E_I‘i. li:_ [NEFTHOMY OTYETY

ot 27.01.2025 N2 1658

HIEPENO3UPOBKU  APHMITUIIPA30JI0M, IPPEKTUBHOCTE rehfo e E'MM'E%;&HEE' Urt) kax

apuImumpa3o B 3HAYUTEILHON CTENEHH CBIA3BIBAETCS ¢ OEIKAMH I1a3MEL.

B3aumoaeiicTBue ¢ IpyruMu JIeKapCTBEHHBIMH CPeACTBAMU

B cBs3M CcO CBOWCTBEHHBIM apWIMIPA30Jly aHTArOHU3MOM K aib(da-1-ampeHopenentopam
CYIIECTBYET BEPOSTHOCTH YCUIICHUS 3P (PeKTa HEKOTOPHIX aHTUTUIIEPTEH3UBHBIX CPECTB.
[TockonbKy apumumpas3osn OKa3bIBaeT BIMSHHME Ha IEHTpalbHYyl0 HepBHyI0 cucremy (LIHC),
cleyeT onacaTbCs OJHOBPEMEHHOTO MTPHUEMa AJIKOTOJISI WIIM APYTUX MPENapaToB, BIUSAIOMINX HA
[MHC, tak kak »TO MOXET TpuBecTH K ycuwieHuto HP, nanpumep, cemamuu (cm. pazaen
«IToGouHOE nercTBHEY).

Crnenyer cobmofaTh OCTOPOXKHOCTh NpPU TNPUMEHEHUHM apHIIMIpPa3oia C JIEKapCTBEHHBIMU
npenaparaMy, KOTOpPblE MOTYT BbI3bIBaTh Y/UuIMHEHHWE WHTepBasa QT wim HapymeHus
3JIEKTPOJIUTHOTO OaaHca.

BeposaTHOCTD BIMSHUS JPYTUX JICKAPCTBCHHBIX MMPENapaToB Ha IMpemnapar AM,Z[O&.H®

He BBIABIEHO KIMHUYECKM 3HAYMMOTO BIMSHUS OJIOKaTOpa rUCTaMHUHOBBIX H2-penenTopos
damoTUIMHA, BBI3BIBAIOLIETO YIHETEHHE CEKPEeIMH COJISIHOM KHUCIOThI B JKeNmylIKe, Ha
apUIUIIPA30JI, HECMOTPS Ha CHUKEHHE CKOPOCTU BCACHIBAHUS apUITUIIPA30IIa.

W3BecTHB! pa3inuyHble MyTH MeTaboJiM3Ma apUIMIpa3ojia, B T.4. C y4acTHEM H30(epMEHTOB
CYP2D6 u CYP3A4, 3a uckmouenuem CYP1A. Iloatomy He TpeOyeTcs KOPpEKIUsS J103blI
npernapara y KypuibIIUKOB.

Xunuoun u opyaue uneuoumopwvr CYP2D6

B uccnemoBaHMsX y 370pOBBIX J0OpPOBONBLEB CHIBHBIA HMHruoutop m3opepmenta CYP2D6
(xunuauH) nosbiman AUC apunumnpa3zona Ha 107%, mpu 3ToM Chax OCTaBasiach HEM3MEHHOM.
AUC u Cpax JIeruapoapununpasoia, akTUBHOTO MeTadosimTa, cHUXamuch Ha 32% u 47%
COOTBETCTBEHHO. B CBf3M C 3TUM HEOOXOAMMO YyMEHbIIATh 03y Hpenapara Ammoan®
npUOJIM3UTENBHO B JIBA Pa3a MPH €ro COBMECTHOM MPUMEHEHUH ¢ XMHUIUHOM. [/Ipyrue cuibHbIe
unruouropel CYP2D6, Takue Kak (IIyOKCETMH M TAapOKCETHH, MOTYT OKa3bIBaTh CXOJHBIC
3¢ dexThI, creoBaTENHHO, HEOOXOIUMO CXOJHOE CHIKEHHE JTO3HI.

Kemoxonaszon u opyeue uneubumopwvr CYP3A4

B KIMHMUYECKUX HCCIEAOBaHMIX Y 370POBBIX J00poBosbLeB cuibHBIH uHruOutop CYP3A4
(xerokonazon) nmoBeiman AUC u Cnax apununpasona Ha 63% u 37% coorBercrBenno. AUC u
Cimax Jeruapoapunuipasona ypeauuuBanuch Ha 77% u 43% COOTBETCTBEHHO. Y MEIJICHHBIX
MeTtabonuzaTopoB CYP2D6 koMOMHHUpOBaHHOE NMPUMEHEHHE CUIIbHBIX MHruOnTOpoB CYP3A4
MOYKET IPUBOJAUTH K MOBBIMICHUIO IJIA3MEHHBIX KOHLEHTPALMH apuIuIpa3oiia Mo CpaBHEHUIO C

obicTppiMu  MeTaOonuzatopamu CYP2D6. B ciydae HeoOXOAMMOCTH KOMOMHHPOBAHHOTO
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MPUMEHEHHS KEeTOKOHA30JIa U JPYTUX CUJIbHBIY HHFH6P&¥BB(;BWEQE§K4TE%%pJT% I;b;l\l;llﬁéaﬂ®

HEOOXO/MMO OILIGHUTh, HE TMPEBBIIIAECT JIM PUCK MPUMEHEHHS BO3MOXHYIO NOJb3y. Ilpum
KOMOMHUPOBAaHHOM TPHUMEHEHUH C KETOKOHA30JIOM CJIEAyeT NPUOTU3ZUTENFHO BIBOE
YMEHBIIUTh HAa3HAUEHHYI0 103y npenapara Ampoan®. OKujaercs, 4TO APYTME CHIIbHBIE
uaruoutopel CYP3A4, Takue Kak WTpPaKOHA30J1 M WHTHOWTOpPH mpoTeazbl BUY, moryr
OKa3bIBaTh CXOJHBbIE 3((EKThI, clegoBaTeNbHO, B 3TOM CIIydyae TaKXKe PEKOMEHIOBAaHO
CHIKEHHE J103bI (cM. pazaen «Crocod MpUMEHEHHSI U JI03BI»).

[Ipu ormene muruburopa CYP2D6 mmu CYP3A4 HeoOXoauMo TOBBICHTH 03y TMperapara
Ammoan® 1o MPUMEHSAEMON MAlMeHTOM /10 Ha3HAYEHHS COMYTCTBYIOIICH TEpanuu.

IIpu npumenenun cnadpix uHrHOUTOpoB CYP3A4 (mampumep, muntuazem) wim CYP2D6
(HampuMep, OSCHUTANONpPaM) B KOMOMHAIMM C HpemapaTroM Amjpoan® cileayeT OXKHAATh
HeOO0JIbIII0E MOBBIIIIEHNE KOHIICHTPAIUil apuIunpasosa.

Kapbamaszenun u opyeue unoykmopvr CYP3A4

[Ipy KOMOMHMpPOBAaHHOM NpPUMEHEHHMH KapOamasenuHa, cuibHOoro uHAyKTopa CYP3A4, u
apuIUIpa3oyia BHYTPh y MalMEHTOB ¢ MK30(ppeHueil wim mu3oadPpeKTuBHBIM paccTpoORCTBOM
reoMerpuueckue cpeaHrue Cmax 1 AUC apunumpasona ObUIM cOOTBETCTBEHHO Ha 68% u 73%
HIJKE B CPAaBHEHUHU C MOHOTepamnuen apunumnpasoiom B no3e 30 mr. ['eomerpuueckue cpennue
JETUAPOAPHUITUIIPA30Ja TP KOMOMHHUPOBAHHOM MPUMEHEHUH ¢ KapOaMa3enmMHOM CHUKAJIMCh Ha
69% u 71% COOTBETCTBEHHO B CPABHEHUH C MOHOTEpAIINEH apUIIUIIPA30JIOM.

Jloza mnpemapara Awmpoan® JoKHa OBbITh yBENMYEHA BIABOE MpPM KOMOHUHMPOBAHHOM
MPUMEHEHUHU ¢ KapOaMa3enmnHoM. MOXKHO OXHUIaTh, YTO ApyrHe cuibHble HHAYKTOpHl CYP3A4
(Trakue kak pudamnuuuH, pudalOyTuH, QeHuTouH, ¢GeHodapOburtan, NPUMHUAOH, 3(aBUPEH3,
HEBUpANMH M TIpenapatsl 3Bepo0osi mpoabIpsBiIeHHOTO (Hypericum perforatum)) oKa3bIBaioT
cxoaHble 3 eKThl, caea0BaTeNbHO, PEKOMEHI0BAHO TOYHO TaKOE€ K€ MOBbIINIeHHE 103bl. [lpu
otMeHe cwibHOro MHAyKTopa CYP3A4 HeoOXoauMo CHHM3UTH J03y Ipemnapara Ammoan® 1o
PEKOMEHI0BAaHHOT'O YPOBHSI.

Banvnpoam u numuti

[Ipy KOMOMHMPOBAHHOM MPUMEHEHUU BajblpoaTa WM JUTHS HE OOHAPYKEHbl KIMHUYECKU
3HaYUMbIE H3MEHEHMsI KOHIIGHTpAllMii apuIumnpasoja, MOITOMY KOPPEKLHsS €ero 103kl He
Tpebyercs.

BeposaTHOCTE BAMSHUS Ipenapara AM,Z[OEUI® Ha ApYTHUEC JICKAPCTBCHHBIC IPCIIapaThl

B xnmmHMYecKkuX MccienoBaHusX apunuipasofa B 1o3e 10—30 mr/cyT He oTMedalics 3HaYUMBIH
apdext ©Ha Merabommsm cybcrpatoB CYP2D6  (coorHomenue nekcrpomeropdana/3-
merokcumopdunana), CYP2C9  (Bapdapun), CYP2C19 (omenpazon) u CYP3A4

(mexctpomeropdan). Kpome Toro, He ObLIO MOKa3aHO, YTO APUITUIIPA30JI U IETUIPOAPUITUIIPA30IT
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Biusa0oT Ha CYP1A2-onocpenoBanHblii MeTaOQIH3M in Witho! Ak “o-%%ggbﬂ',:l'ngﬁbébﬂ&[‘mo,

YTO apHUIUIPA30J] OKa3bIBACT KIMHUYECKH 3HAYMMOE BIMSHHUE Ha JIGKAPCTBEHHBIE IMPENapathbl,
MeTa0O0IU3UpPyEeMbIe STHM (DEPMEHTOM.

OpnHOBpeMEHHBI MpUEM JUTHS, JaMOTPUDKMHA WIM BajlblIpoaTa C apUIMIPA30JIOM HE
OPUBOJIUT K KIMHUYECKH 3HAYMMOMY H3MEHEHUIO KOHIICHTpAlUil JUTHUS, JTaMOTPUIKHUHA WIN
BaJIBIIPOATA.

Cepomonunoswiii CUHOpOM

CooOmranocs 0 ciayyasx pa3BUTHS CEPOTOHMHOBOI'O CHHAPOMA y MPUHHUMABIINX apUIIHUIIPA30Jl
NalUeHTOB. B0O3MOXHBIE MNPOSBICHHUS ATOTO COCTOSIHHSI OCOOCHHO YacTO BO3HHUKAIOT MpHU
COBMECTHOM NPHUMEHEHMH C JPYTUMH CEPOTOHMHEPTrHYEeCKUMHU NpernapaTamMy, TaKUMH Kak
CEeNICKTUBHBIE HMHTHOUTOpBHl oOpaTHOro 3axBara cepoToHuHa (CHO3C) u cenekTuBHBIC
WHTUOUTOPBI 00paTHOTO 3axBaTa cepoToHnHa u HopanapeHamaa (CMO3CH), wim npenaparamu,

KOTOpBIE MOTYT MOBBIIIATH KOHIIEHTPAIMU apunumnpasoia (cM. paznen «[lobounoe nerictBuey).

Oco0ble ykazanus

[lpy mpUMEHEHUN AHTHIICUXOTHUYECKUX CPENCTB (HEHPOJENTUKOB) TEPANIeBTHUECKOE NIEHCTBHE
pa3BUBaeTCI OT HECKOJNBKHX JHEH 10 HECKOJIbKMX HeAeldb. B TedeHHme 3TOro mepuona
HE00XO0IMMO HA0JIOIaTh 32 COCTOSTHUEM IMAIMEHTA.

Cyuyuoanvroe nogeoetue

CyunujaneHOE TIOBEICHUE YacTO HaONIoJaeTcss TpU  IMCUXOTHYECKMX PACCTPOMCTBAX U
HApYIICHUSIX HACTPOSHHs. B HEKOTOPHIX CilydasX CyMIUIAIbHOE TOBEJICHHE BO3HHKACT B
Havaje JICYCHHUS WM TP CMEHE AaHTHUIICUXOTHYECKOro IMpernapara, B TOM 4YHUCIE TpU
NPUMEHEHUU apumnumnpasona. JleueHue HeHpoJIenTHKAMH Y MAIMEHTOB TPYIIBI BBICOKOTO PHCKA
JOJDKHO — TIPOBOJMTHCS — TMOJ  TIIATENBHBIM — HaONIOJEHHEM. B SMUIeMHOIIOTHYECKUX
UCCIICIOBAaHHUSIX IMOKA3aHO OTCYTCTBHE TOBBIIMICHHOTO PHCKA CYWIIUAAIBHOTO IOBEACHUS TPU
NPUMEHCHUU AapUIUIpa3ojia IO CPaBHEHWIO C JAPYTMMH AHTHUIICUXOTUKAMH Yy B3POCIBIX
MAIUEHTOB C MHU30(ppEeHUEH Wi OUMONSIPHBIM PACCTPONCTBOM. JIaHHBIX NIl OIEHKH PUCKA Y
0oJiee MOJIO/IBIX MAIIMEHTOB (B BO3pacTe Miaiiie 18 jeT) HeoCcTaTOYHO, OJTHAKO U3BECTHO, YTO
PUCK CyWIIUIa COXpaHsSeTCs B TEYCHHWE TNEpBbIX 4 Hemenb JICYCHUS ATHUITHYHBIMU
AHTUTICUXOTHKAMHU, BKJIFOYAsT aPHUITHITPA3OIT.

Cepoeuno-cocyoucmule 3a001e8aHUs

ApHIUATIPA30I1 CIeIyeT MPUMEHSTh C OCTOPOXKHOCTHIO Y TIAIIMEHTOB ¢ 3a00JICBAaHUSIMH CEPJICYHO-
COCYIUCTON cHucTeMbl (MH(MAPKT MUOKapJa WIM UIIEMHUYecKas OOJIe3Hb cepilla B aHaMHE3e,
ceplieuHass  HEJAOCTAaTOYHOCTb,  HApyIIEHWE  MPOBOJUMOCTH),  LepeOPOBACKYISIPHBIMU

HapylmeHUsAMH, (aKTOpaMH pHUCKA Pa3BUTUS apTEPUAIbHON TUIIOTEH3UH (JleruapaTarvs,
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TUIOBOJIEMHUS], TPUMEHEHNUE TUIIOTEH3UBHBIX penapaf:g]s';':;rﬂg‘]d;?éfﬁgﬂkrwp';pIrFé}';lljé—ﬁBheﬁ,

BKJIIOYAsi IPOrPECCUPYIOLIYIO U 3JI0KaYECTBEHHYIO.

[Ipu nprMeHeHUU aHTHIICUXOTUKOB MOYKET pa3BUBAThCS TPOMO03 BeH. [10CKONbKY y MallMeHTOB,
MOJIyYalolMX TaKHe Ipenaparbl, MOTYT OBbITh Mpeapacroyaratonme (GaxTopsl K BEHO3HOU
TpoMOOAIMOOJINH, CIIETYeT MPOBOJIWUTH TIIATEILHOE OOCIIEeIOBAaHWE TAIMEHTOB JI0 Havaia
JICUCHUsST APUITHUIIPA30JIOM ISl BBISBICHUS BCEX BO3MOXHBIX (PAaKTOPOB pUCKA U MPHHUMATH
npoQUIAKTHIECKIE MEPBI BO BPEMSI JICUCHUS.

Yonunenue unmepsana QT

B knmuHUYeCKUX UCCIIeJOBAaHMUSIX YacTOTa CilydaeB yajduHeHus uHrepBana QT y manueHtoB npu
NPUMEHEHUN apuIuIpas3oja OblIa COMoCTaBUMa ¢ rpymnmoi rwrane6o. OmHako, Kak W TpU
NPUMEHEHUU APYTUX AHTUIICUXOTHUKOB, Yy IMAIIMEHTOB C CEMEHHBIM aHAMHE30M YIJIMHEHUS
untepBana QT ciaenyet cobo1aTh OCTOPOKHOCTH MPY HA3HAYEHUH apUITHUIIPA30IIa.

Ilo30u55 ouckunesus

B kiuMHHMYECKMX WCCIEIOBAHUSX JJIUTENBHOCTbIO 1 ToJ WM MEHee B XOJAE JICUCHHUS
ApUITHUIIPA30JIOM HAOIOAATUCH HEYaCThle CIydau MO3/IHEH NUCKUHE3WH. B ciiydae mosBIeHUs y
namuenTa Ha (oHe jedeHMs mpenapaTtoM Ampoan® OOBEKTHBHBIX HIHM CYOBEKTHBHBIX
CUMITOMOB MO3JHEH TUCKWHE3UH [TOKA3aHO CHIKEHUE J03bl WM OTMEHa mpenapaTta. [logoOHbie
CUMIITOMBI MOTYT COXPAHSTHCA B TEUEHUE OIMPEICICHHOTO BPEMEHU WIM JaXe YCHIIUBATHCS
MIOCJIE OTMEHBI JICUEHUSI.

3noxauecmeennvlil Hetiporenmuyeckui cunopom (3HC)

3HC npenacrapisier co00i MOTEHIIMAIBHO JIETATBHBIH KOMIUIEKC CHMIITOMOB, Pa3BUBAIOITUICS
Ha (hOHE IPUMEHEHUsI AaHTUTICUXOTUKOB. B KIMHUUYECKUX UCCIICIOBAHMSIX apUITUIPa30ia Cliydan
pa3Butus 3HC 6butn penku. 3HC mposiBisieTcsi MOBBIIIEHUEM TEMIIEPATyphl Tea, MbIIICYHOM
PUTHIHOCTHIO, HAPYIICHUSIMH TICUXUKU U HECTAaOUIBHOCTHIO BETE€TATUBHONW HEPBHON CHCTEMBI
(HecTaOMIBHOCTh MyJIbCa M apTEPUATIbLHOTO JABJICHUS, TaXUKapAus, MOTIUBOCTb U apUTMHH).
Kpome Ttoro, wmoryr ormeuatbcs mnoBbilieHHe akTtuBHOCTH KOK B masme Kkposw,
MUOTIOOMHYpHS (pabAOMHONIHM3) U OCTpas MOoYeyHash HEeJO0CTaTOYHOCTh. OJHAKO TOBBINICHUE
K®K B mnazme kpoBH 1 pabIOMUOIN3 HEO0s13aTeTLHO CBUAETENBCTBYET O pazsutun 3HC.

B cayuae Bo3HukHOBeHus cuMntoMoB 3HC wim  HeEOOBSICHUMOW Juxopaaku 0Oe3
JOTIOTHUTENBHBIX KiIuHWYecKkux nposineHnit 3HC Bce HeHWpONenTHKH, BKIIOYAs IMpenapar
Amp0an®, T07KHEI OBITh OTMEHEHHBL.

Cyoopoeu

B knuHuMYeckux uccieoBaHUSX apUIHNIpa3oia CylI0pOoXKHbIE IPUCTYIBl Pa3BUBAIUCH HEUACTO.
ApUIuUIpaszona CcleayeT C OCTOPOXKHOCTbIO NPHUMEHSATh Yy TMAalMEHTOB C CYAOPOKHBIMU

paCCTpOfICTBaMH B AaHaMHC3C WM TIpU HaAJIUYUU COCTO&IHI/II\/'I, IMPpUBOAAIINX K Pa3BUTUIO
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CYJOPOKHBIX MPUCTYIIOB.

Hauuenmbl NOJ2HCUI020 80o3pacma C NCUXo3amu Ha d)OHe ()eMeHL;uu

IloBBIIIIEHNE CMEPTHOCTH

[To pesynpTaTam Tpex Mane00-KOHTPOIUPYEMBIX HCCIEIOBAaHUN Yy MAlMEHTOB MOXKUIIOTO
Bo3pacta (56—99 nert, cpeanuii Bo3pacT 82,4 rosia) ¢ nMcuxo3aMu, 00YCIOBICHHBIMU OOJIE3HBIO
AnprreiiMepa, Ha (OHE TEpaluy apUIIMIIPA30JIOM OTMEUEH TOBBIIICHHBIH PUCK CMEPTH B
CpaBHEHHH C TPYNIoOHN 1ianedo.

CMepTHOCTh B TpyMIe MAalUEHTOB, MOJYYAIOIIUX JICYCHHE APUIHUIPA30JI0OM, B CPaBHEHHH C
rpynnoi rutane6o cocrasuna 3,5% u 1,7% coorBercTBeHHO. HecMoTpst Ha TO, YTO MpPUYUHBI
CMEpTH OBUIM Pa3TUYHBIMHU, OOJIBIIYI0 YacTh M3 HUX COCTABISIIM CEPACYHO-COCYTUCTHIC
(Hampumep, cepeuHasi HeIOCTaTOYHOCTh, BHE3AIMHASI CEpJIeYHAst CMEPTh) WM HH(EKIINOHHBIE
(Hanmpumep, THEBMOHHS ).

IlepebpoBackvyasapusie HP

B Tex ke nccnenoBaHusX y NalMeHToB (CpeaqHuit Bo3pact: 84 roja; BO3pacTHOM AMAarna3oH: 78—
88 ner) ormeuanock pazButue nepeOpoBackyasipHbix HP (Hanmpumep, MHCYIBT, TpaH3UTOpPHAS
UIIEMUYECKas aTaka), BKJItoUas TAKOBBIE C JIETATBbHBIMHU UcXonamMu. B memom, y 1,3% nanueHToB
TpyNNbl apUMIunpasoia Bo3HUKaMM nepedpoBackyisipusie HP B cpaBuenuu ¢ 0,6% B rpymme
mwrane6o. Pazmuuuss HEe [gocTHranM CTaTUCTHYECKOW 3HaumMmoctd. OJHAKO B OJAHOM
UCCIIeIOBaHNH C (UKCUPOBAHHOW J1030i1 OTMEYEHa CTATUCTUYCCKU 3HAYMMAs 3aBHUCHMOCTH
4acTOThI iepeOpoBacKysspHbIX HP OT 10361 y manineHToB TPpyIIbl apununpasosa.

[penapat Amnoan® He MOKa3aH I JIedeHHs CHX03a Ha (POHE TeMEHIHH.

T'unepenuxemus u caxapHulil ouabem

lMuneprivkemusi, B OTACTBHBIX CIIyYasiX BRIpaXEHHAS M COMPOBOXKIAIOMIASACS KETOAIMI030M WIIN
TUIEPOCMOJISIPHON KOMOM C JIeTadbHBIM MCXO0J/I0M, ObUIa OTMEYEHa Yy MalMeHTOB, MPUHUMABIINX
aTUMHUYHbIE HEHPOIENTUKH. Pa3BUTHIO TSXKENBIX OCIOKHEHUN MOTJIU CIIOCOOCTBOBATH (DaKTOPHI
pHUCKa, Takhe KaK OXXMpPEHUE W HACIEACTBEHHAs OTATOIIEHHOCTh MO caxapHoMmy auabery. B
KIIMHUYECKUX HCCIICIOBAHUSX apUIUIPa30jia HE OTMEUYEHBI 3HAUMMBIC pPA3IMYUs B 4YaCTOTE
pazButus runepriukemuyeckux HP (Bkimiowas caxapHblii nua®er) WM THUOEPIIIMKEMHH IO
cpaBHeHMIO C Tuianebo. Ha ocHOBaHWMM HMeEIOIIUXCS JI@HHBIX HENb3s MPOBECTH MPSIMOE
CpaBHEHME 4acTOTHI TunepraukeMudeckux HP Ha ¢oHe mpuMeHeHus mpemnapara apuimmnpasoia
U JpYyruX AaTUIAYHBIX AHTUIICUXOTUKOB. Bce TanueHThl, NPUHUMAIONINE AaTUIIHYHBIC
HEHPOJNEeNTUKY, BKJIIOYAs AapUIUNpPa30j, TMOJIekKAT TIIATEIbHOMY KOHTPOJIO CHMIITOMOB
TUTIEPTIMKeMUH (YCUJICHHAs Ka)k/Ia, YYallleHHOE MOYCHUCITYCKaHHWe, moiudarus, ciadbocTs). Y
NAlMeHTOB C CaxapHbIM Aua0eToM WM (akTOpaMu pHUCKa caxapHOro nauabera ciexyer

PeryisipHO KOHTPOJIMPOBATH KOHLICHTPALIUIO TIIFOKO3bI B KPOBH.

18/21
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Funepqyecmeumeﬂbnocmb

Kak u npu nmpuMeHeHHH OPYTHX JIEKapCTBEHHBIX IMPENapaToB, MPH JICYCHUH APUIUIIPA30TIOM
BO3MOXXHO PAa3BUTHE PEAKIHA TUIEPUYBCTBUTEILHOCTH, TMPOSIBISIONIUXCS aIEPTUISCKON
CUMITTOMAaTUKOM.

Tosvlwenue maccol meia

VY manueHToB ¢ mm30(ppeHUEH WM OWIOISIPHOW MaHHeW dYacTo HaOIoJaeTcs TMOBBIIICHUE
Macchl Tella, CBS3aHHOE C KOMOPOHWIHBIMH pPAcCTPOMCTBAMHU, TPUEMOM BBI3BIBAIOIIMX
MOBBIIIEHUE MAacChl Tella aHTUIICHXOTUKOB, HEIOCTATOYHON JBUTATEIIEHOW aKTHBHOCTBIO.
[ToBblmieHMEe  Macchl  Tella  MOXET  NPUBOAUTH K  TSDKENBIM  OCIOXHEHUsM. B
MOCTPETUCTPAIIMOHHBIX HCCICIOBAHUSAX aAPUITUAIIPA30Jia OTMEUYCHO IMOBBIIIEHUE MAacChl Tela
narnuenToB. OHaKO OHO OOBIYHO HAOMIONANOCH HAa (DOHE 3HAYMMBIX (PAKTOPOB PUCKA, TAKUX KaK
caxapHblii auader, 3a00JIeBaHUS NIMTOBUIHOW JKEJe3bl WU aJcHOMa THIoQu3a B aHAMHE3E Y
B3pOCJIBIX MAIMEHTOB. B KIMHUYECKUX MCCIEIOBAHUSAX C YIaCTHEM MAIMCHTOB IMOAPOCTKOBOTO
BO3pacTa, CTPajalOMIMX OWIONISApHON MaHMeW, Ha (¢OHE JICUCHHsS AapUIHUNPa30oM ObLIO
NI0Ka3aHO MOBBIIIECHHE Macchl Tena yepe3 4 Heaenu. Heo0XxoauMo KOHTpOIMpPOBaTh Maccy Tena y
MIOJIPOCTKOB ¢ OWMoNsipHOM MaHuel. [Ipu cymecTBeHHOM MOBBIIICHUHA MACChl TEIa MOXKET OBITh
MOKa3aHO CHUKCHHUE JIO3BL.

Hucgpacus

[Ipn mpuMeHEeHUN HEUPOIENTUKOB OTMEUAINUCH CIy4YaW HAPYIICHUN MEePUCTAIBTUKY MMHINEBOIA
U acIiupaIum.

Crnemyer coOmoaTh OCTOPOXHOCTh TNPU TPUMEHEHWH Yy TAIMEHTOB C (pakTopamMu pucka
Pa3BHUTHS aCTIUPANIMOHHON THEBMOHHH.

Ilamonocuueckoe e1euenue K azapmublmM Ucpam u Opyeue HapyueHus KOHmMpos noOYHcOeHull
[Tpu npueme apunuIipaszoia y NaMeHTOB MOXKET BOSHUKHYTH ITOBBIIIICHHOE BJICUEHHE, 0COOCHHO
K a3apTHBIM UTPaM, U HECIOCOOHOCTh KOHTPOJIMPOBATH 3TH TOOYKICHHSL.

Coo0Imanoch Takke O TMOBBIIIEHHOM IIOJIOBOM BJICUEHHH, HEMPEOJO0JIMMOM BICYEHUU K
MOKYIIKaM, TIEpeeaHiy WK KOMITYJIbCHBHOM TpUEME TMHUIIH, a TAaKXKE O APYTUX UMIYTbCUBHBIX
U KOMITYJIbCUBHBIX PAacCTPOCTBax MoBeAcHUs. [IaliMeHThI U U1, OCYIIECTBISIFOIINE YXO/ 32
HUMH, JTOJDKHBI OBITH HH(OOPMUPOBAHBI O PAa3BUTUH paHee HE HAOIIOAaBITUXCS TOOYKICHUH W
O TIOBBIIICHUHU BIICYCHHSI K a3apTHBIM UTPaM, ITOJIOBOTO BICUEHUS, HEMPEOAOTHUMOTO BICYCHHS K
MOKYIKaM, TIepeeaHusl WM KOMIYJIbCUBHOTO MpHEMa MHUINHA WK JIPYTHX MOOYXKACHUN TpU
JedeHnH apunumpazoioM. Cremnyer OTMETHTh, 4YTO CHMIITOMBI HApyIICHHWS KOHTPOJIS
MoOYXACHUN MOTYT OBITh CBSI3aHBI C OCHOBHBIM 3a00JI€BAaHHUEM, OJTHAKO COOOIIATIOCH O CIydasx
IpeKpalleHus CHMOTOMOB IMpPHU CHIDKEHHM J03bl WM OTMEHE mpemnapara. HecBoeBpemeHHas

JMAarHOCTUKA PAa3BUTHUS HAPYIIEHUH KOHTPOJIS MOOYXKICHHI MOXXET HAaHECTU BpeJl MAIUeHTY U
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IpyruM JuuaM. B cioydasix pa3BUTHS HapyLIPHUN Kd%én}E%%g%H&'egﬁfl :ﬁ_&ﬁmb

BOTIPOC O CHIDKCHHH JI03bI TIpeTiapara Uil ero OTMEHe.

THayuenmoi ¢ cunopomom depuyuma enumarus u eunepakmugnocmu (CBI)

HecMoTpst Ha BBICOKYIO YacTOTY CONMYTCTBYIOIIEH IMaTOJIOTHH OHWIIOISPHOTO PACcCTPOICTBA
Ituma u CJIBI' orpanuueHbl naHHBIE 1O OE30MACHOCTH OJIHOBPEMEHHOTO MPUMEHEHUS
ApUIHIIPA30Jia ¥ TCUXOCTUMYIHPYIOMHKX cpeAcTtB. Iloaromy crmegyer cobOmtonaTe 0ocoOyro
OCTOPOKHOCTh TIPU UX OJHOBPEMEHHOM MPHUMECHECHHUHU.

Ilaoenus

[IpumeHeHre apUIHUMpazoia MOXET BBI3BIBATH COHJIMBOCTb, OPTOCTATUYECKYIO THIIOTEH3UIO,
JBUTATETIbHBIE W CEHCOPHBIC PAcCTPOMCTBA, YTO MOXET MPUBECTH K maneHuro. Cremyer
cOOIOAAaTh OCTOPOXKHOCTh MPH JICUCHUHU TAIMEHTOB M3 TPYIIIBI BHICOKOTO PUCKa (HAMPUMED,
MAIMEHTHI TOXKUIOTO BO3pacTa WK ocjabieHHbIe MAallMeHThl) U YYUTHIBaTh IpUMEHeHue Ooee
HU3KUX HAYaJIbHBIX 7103 (M. pazaen «Crnoco0d MPUMEHEHHUsI B T03b1»).

Cneyuanvhas ungopmayus 0 6CNOMO2AMENbHLIX BEUECTBAX

[pemapar Ampoan® CcoOepKMT JIaKTO3y, II03TOMY HPOTHBONOKA3aH TALUEHTaM C
HENEPEHOCUMOCTBIO  JIAKTO3bl, Je(GUIUTOM JIAKTa3bl, CHHIPOMOM TJIIOKO30-TajlaKTO3HOU

Majba0dCcopOIuy.

BinsiHue HA cOCOOHOCTH YNPABJSATH TPAHCIIOPTHBIMH CPEACTBAMHM M MeXaHU3MaMHU

Apununpason oka3bplBacT HE3HAYUTEIFHOE HIIM YMEPEHHOE BIMSIHNAE HAa CIIOCOOHOCTH YIPABIIATH
TPAHCTIOPTHBIMU CPEJCTBAMH M PabOTaTh ¢ MEXaHU3MAaMH BBUY €T0 BO3MOKHOTO BO3/ICHCTBHUS
Ha HEpPBHYIO CHUCTEMY W 3pEHHE, HalpuMep, Pa3BUTUS CEJalluu, COHJIMBOCTH, OOMOpPOKa,
HEUeTKOCTU 3peHusi, aumionuu (cMm. pasznen «Ilobounoe aeiictBue»). Cruemyer cobmonarh
OCTOPOXKHOCTh TIPH YNPABJICHUH TPAHCIOPTHBIMH CPEACTBAMH M 3aHATHSX IPYTHMMH BUAAMH
NCATEIFHOCTH, TPEOYIOMIMMHU  IOBBIMICHHOW KOHIEHTPAallMM BHUMAHHA M OBICTPOTHI
NICUXOMOTOPHBIX peakuuil. [larmeHToB ciuenyer nmpeaynpexaaTs 0 Heo0X0AUMOCTH COOI0IaTh
OCTOPOXKHOCTh JI0 TeX IOp, IMOKa MalUEHTHl HE YAOCTOBEPATCS, YTO Mpernapar He OKa3bIBaeT Ha

HUX HETATHUBHOT'O BJIMAHUAI.

dopMa BbINTYCKa

Tabnerku, 10 mr, 15 mr.

I[lo 15 Tabnerok B OnucTep ©3 KOMOHWHHUPOBAHHOTO  TPEXCIOMHOTO  MaTepuaia
nosmmamu/amomuaui/monuBuauaxiaopun (PA/Al/PVC) nns xomomHoro OJMCTEpOBaHUSA U
(donbru aIOMUHUEBON MEYaTHOM JTaKUPOBAHHOIA.

Io 1 unm 2 GamcTepa ¢ MHCTPYKIMEH O TPUMEHEHHIO TOMEIIAIOT B TAUKy KapTOHHYIO.

20/21



COOTBETCTBYET 3KCMEPTHOMY OTUETY
27.01.2025 Ne 1658

OT 2/ U1 EULD

(NMOCNEOOBATENEHOCTE 0004)

YciaoBus XxpaHeHUs
IIpu remnepatype He Bbimie 30 °C, B OpUTMHAIBHOM YITaKOBKE.

XpaHUTb B HEOCTYIIHOM JUIS IETEU MECTE.

Cpok rognoctu
3 rona.

He npuMeHATH 10 UCTEYEHUU CPOKA TOAHOCTH.

YcaoBus oTnycka

OTIycKalT Mo peuenTy.

Baanesien (nep:kartesib) perucTpalMOHHOTO0 YI0CTOBEPEHMSI
OAO «I'eneon Puxtep»
1103 bynanemr, yiu. JIémpén, 19-21, Benrpus

IIpousBoauTesib / BolmycKawIMid KOHTPOJIb Ka4ecTBa
AO ('EJEOH PUXTEP — PYC»

Poccus, MockoBckas 0611., ropojickoit okpyr EropseBck, noc. lllyBoe, yn. JlecHas, 1. 40

Opranunsanusi, NPMHUMAKOIIAS NPEeTeH3HH 0T NOTpeduTe el
[IpencraButensctBo OAO «I'eneon Puxtep» (Benrpust) r. Mocksa
Anpec: 119049 r. MockBsa, 4-i1 JIoOpbIHUHCKHI TIEp., 10M 8
Tenedon: + 7 495 987-15-55

DnekTpoHHBIH anpec: drugsafety@g-richter.ru
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