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OBIIASI XAPAKTEPUCTUKA JEKAPCTBERHOT O TIPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOTI O IIPEIIAPATA

3umnpekca, 5 Mr, TaOJIETKH, TOKPHITHIC TIICHOYHONH 000IOUKOH.

3unpekca, 10 Mr, TabNETKH, TOKPBITHIE TUICHOYHOW 000JI0UKOA.

2. KAUECTBEHHbBIN 1 KOJIMYECTBEHHBIN COCTAB

JelicTBytolee BENIECTBO: OJaH3aIH.

3unpekca, 5 Mr, Ta0JIeTKU, TOKPBITHIE INIEHOYHOU 000JI0YKOM

Kaxxnas Tabnerka, MOKphITask IIICHOYHONU 000JIOUKOM, COEPKUT 5 MT OJTaH3aIMHA.
BcnomorarenbHble BelecTBa, HAJIUYUE KOTOPBIX HANO0 YYUTHIBATH B COCTaBE JIEKAPCTBEHHOTO
npenapara: Jlaktosa (cM. pasnensi 4.3, 4.4).

3unpekca, 10 mMr, TabaeTKU, TOKPBITHIE INIEHOYHOU 000JI0YKOM

Kaxxnas Tabnerka, MOKphITas MICHOYHON 000104KOH, conepkuT 10 Mr onaH3anuHa.
BcnoMoraTenpHble BelECTBa, HAMYME KOTOPBIX HAJ0 YYHUTBHIBATH B COCTABE JIEKAPCTBEHHOIO
mpenapara: Jlaktosa (cM. pasnensi 4.3, 4.4).

[TonHbIi mepedeHs BCIIOMOTATENbHBIX BEIIECTB MPUBEACH B pazjene 6.1.

3. JEKAPCTBEHHASA ®OPMA

TabneTku, MOKPBITHIE TNICHOYHOH 000I0UKOM.

3unpekca, 5 Mr, Ta0JIEeTKN, TOKPBITHIE INIEHOYHON 000JI0YKOH

Kpyrneie Oenble  TaOJETKH, TOKPHITBIE IUIGHOYHOM  OOOJIOYKOH, C  OTHEYaTaHHOU

COOTBETCTBYIOLIEH naeHTuuKanueit Ha oguoit cropone LILLY 4115,

3unpekca, 10 mMr, TabaeTKU, TOKPBITHIE INIEHOYHOU 000JI0YKOM

Kpyrneie Oenble  TaOJETKH, TOKPHITBIE IUIGHOYHOM  OOOJIOYKOH, C  OTHEYaTaHHOU

COOTBETCTBYIOIICH HaeHTHHUKAMEH Ha oqHoM ctopone LILLY 4117.

4. KINMHUYECKHUE JTAHHBIE

4.1. IToka3aHus1 K NPUMEHEHHUIO

[Ipenapat 3unpekca nokasaH K IPUMEHEHHUIO Y B3pOCibIX crapiie 18 et

e OuaH3amnuH NMOKa3aH JUlsl JeYSHUs! II30()peHUH.

e Omanzanud >QQEeKTHBEH NMPH TOJACPKUBAIONICH W JUIMTEILHOW TEpanuu y MalueHTOB C

mm3odpeHnelt, y KoTopsix Habmogancs 3pQexT or JeyeHus Ha Ha4yaIbHOM JTarle.
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TSXKECTH.
e QOnaH3anuH TOKa3aH i MPEIOTBPALIECHUS PEUUIUBOB Yy TMAIMEHTOB C OUMOISPHBIM
paccTpoiicTBOM, y KOTOpPBIX OH MOKa3zal 3()PEeKTUBHOCTb MpPU JICYEHUH MaHHMAKAJIbHOTO

OIInU30J4a.

4.2. Pe:kuM 103MPOBAHUSA U CIOCO0 MPUMEHEHM I

Pe)xuM 103upoBaHus

Bspocnvie
Hluzoppenus
PexoMeHnnyemas HayanbHas 103a oJiaH3anuHa coctapiger 10 mr 1 pa3 B cyTku.

ManuaxanbHbiy 3nu300

HavanbHas no3a cocraBisier 15 Mr oauMH pa3 B CyTKH NP MOHOTEepanuu uian 10 Mr B cCyTKu B
cocTaBe KOMOMHHPOBAHHOW TEpanuu (C TUTHEM WU BAIBIIPOATOM).

Upe()omepamenue peuu()ueoe 6un0Jz}sz020 paccmpoucmea

PexoMennyemass HaudanmbHasi 03a ojiaH3zanuHa coctasisier 10 mr 1 pa3 B cytku. Ilamuenrawm,
MOJTYYaIONUM OJIaH3alMH JUIsl JICYCHUS MAaHMAKAIBHOTO JMH301a, JUIsl MPEAOTBPAIICHUS
peuuInBa, CieyeT MpoaA0KaTh TEpanuio B To xe qo3e. [Ipu pa3BuTHr HOBOrO MaHHAKAIBHOTO,
CMEIIAaHHOTO WJIM JEMPECCHBHOTO JIH30/1a CIeAyeT MPOAOHKATh TEPANUIo OJaH3aMMHOM
(c KOppeKIuen 7036l B CIydae HEOOXOIMMOCTH ) Ha (DOHE TOTIOTHUTEIILHON TePAITUH JTs JISUCHUS
CUMIITOMOB PAacCTPONCTBA HACTPOCHHS B COOTBETCTBUHU C KIMHHYECKUMHU MTOKA3aHUSMHU.

[Ipn nedennn mWM30QPEHUN, MAHUAKATHHOTO OJMH30/a W TPEJOTBPAIICHUS PEIHIUBOB
OUTIOJIIPHOTO PACCTPONCTBA CYTOYHAsI 1032 MOXKET OBITh CKOPPEKTHPOBAHA B TMAIIa30HE OT 5 MT'
no 20wmr B cyrku. [loBbllIeHME HaAYaJbHOM 03Bl CJIEAYET OCYUIECTBIATH TOJBKO IMOCTE
HAQ/JICXKAIIEr0 KIMHAYECKOTO oOcienoBaHus. [loBBIIEHHE [03bI JOJDKHO TPOBOAUTHCS C
WHTEpBajaMu He MeHee 24 yacoB. OnaH3anmvH MOKHO Ha3HA4aTh BHE 3aBUCUMOCTH OT MpUEMa
MUIIH, TOCKOJIBKY YIOTpeOJIeHNE MUK He OKa3bIBAeT BIUSHUS HA BCACHIBAHUE Tpernapara.

[Ipu npexpaleHny JIeUeHUs 0JIAaH3AITMHOM JI03Y TIpenapara ciaeayeT CHUKATh MMOCTENEHHO.

Oco0nlIe I'pYHOIbl TAaMEHTOB

Tlayuenmul nodwcunozo eospacma

MunumanbHass HadanbHas 103a (5 Mr B CyTKHM) OOBIYHO HE Ha3HAYAeTCs, HO €¢ MPHUMEHEHUE
JOJIKHO OBITH PACCMOTPEHO y MAllMEeHTOB B Bo3pacTe 65 JieT M crapiue, eclid 3Toro Tpedyer
KJIINHAYECKOE COCTOSIHME KOHKPETHOTO NAIlMEHTA.

THayuenmsi ¢ Hapywenuem hyHKyuy novex u/uiu nevenu

HaI_II/IGHTaM C MOYCYHON /WK MCYCHOYHOMN HCAOCTATOYHOCTBIO CICAYCT HAYMHATDH JICUHCHUC C
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TshKecTH (IUppo3, kinacc A win B mo knaccubpukanuu Yainn-I1si0) HavanpHas 103a JOJKHA
COCTaBIISITh 5 MT, IPU HEOOXOAUMOCTH 103y CIEYET YBEIMYUBATH C OCTOPOKHOCTBIO.
Kypenue
HauanpHas 1032 1 [uana3oH 103, Kak MPaBUIIo, HE HY)KJIAl0TCS B U3MEHEHUSIX B 3aBUCUMOCTH OT
TOTO, KYpPHUT TMAlMEHT WIK HeT. MeTaboiu3M oOJaH3amuHa MOXET OBITh YCKOPEH KYPEHHEM.
PekoMeHnnyercs TpPOBOAWTH KIMHUYECKHMI MOHUTOPUHT, B ClIydae HEOOXOJUMOCTH J03a
OJIaH3aMHWHA MOKET ObITh YBEJTHUYEHA.
[Tpu Haymmuuu akTopoB (00JIee OTHOTO), KOTOPHIE MOTYT IMIPUBECTH K 3aMEJICHHIO METaboIu3Ma
(MaMeHTHI JKEHCKOTO I0JIa, MOKUIIOTO BO3PAcTa, HEKYPAIIUE), MOXKET OBITh PEKOMEHIOBAHO
CHI)KCHHME HAaYaJIbHOU 103bl. [lOBBIIIIEHNE O3Bl y TaKMX MAlMEHTOB MPU HAJTUYUU MMOKA3aHUM,
HE00XOUMO MPOBOJAUTH KOHCEPBATHBHO.

eTu
[Ipumenenue npenapara y etTei B Bo3pacte 10 18 et mporuBomnokaszano (cm. pasznen 4.3).

Cnooco0 rnpuMeHeHus

BnyTtpsb.

4.3. llpoTuBONOKA3aHUS

® TUNEPUYYBCTBUTEILHOCTh K OJIAH3ANMHY W/WIM K JIIOOOMY M3 BCIIOMOTAaTEIbHBIX BEIIECTB,
IIEPEYUCIICHHBIX B pazzaene 6.1;

® TAIMEHTHI C PUCKOM Pa3BUTHS 3aKPBITOYTOJIbHOM TTIAyKOMBI;

e jieTckui Bo3pacT A0 18 mer;

® HEMEPEHOCHMOCTD T'allaKTO3bl, ACPHUIINT JIAKTA3bI WIIH TTIOKO30-TaJaKTO3HAS MaThabcopOIusl.

4.4. OcoOble ykazaHHMsl M MepPbl NPeJ0CTOPOKHOCTH NPH NPUMEHEHUH

C 0CTOPOKHOCTBLIO

C OCTOPOKHOCTBIO CIIETyeT IPUMEHSATH OJaH3ANUH y MAllUEHTOB ¢ HU3KUM YHCIIOM JEHKOLUTOB
U/WI HeUTPOoUIIOB B KPOBH; y MAIIMEHTOB, MOTYYalOIINUX MpenapaThl, KOTOPbIE MOT'YT BBI3bIBATH
HEUTPOIIEHHIO; Y TAlMEHTOB C JIGKAPCTBEHHBIM YTHETEHHWEM (YHKIMU KOCTHOTO MO3ra B
aHaMHe3€; Yy TMAIMeHTOB C YrHETeHHeM (YHKIMH KOCTHOTO MO3ra, OOYCIOBJIEHHBIM
COIMYTCTBYIOIIMM 3a00JIeBaHMEM, Jy4eBOM WM XUMHOTEpamnuel; a TakkKe Yy NaIlUeHTOB C
s03uHOMIIMEN WM MuenonponudepaTUBHBIMU  3a0oneBaHusMU. O cioyyasx pa3BUTHUA
HEUTPOIIEHNH YacTO COOOIIAIOCH ITPH OJTHOBPEMEHHOM NPUMEHEHUH OJIAH3aIIMHA U BAJILIIPOATa.
OnaH3anuH cieyeT NPUMEHITh C OCTOPOKHOCTBIO Y NALUEHTOB C CYAOPOTraMu B aHaMHE3€ WU

MOJIBEPKEHHBIX BO3JIEHCTBUIO (PAKTOPOB, CHIKAIOIINX MOPOT CYyIOPOKHON akTUBHOCTH. Ciiydan

Crpanuna 3 u3 23



ot 22.07.2025 N° 18262

CYJIOpOT HEYaCcTO BCTPEYAINCH y MAlUEHTOB, anHHMaIdiﬂ&:olgrpéglﬁ&:hT%@%&gpﬁ’{gﬁy%nx
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CJIydaeB COOOIIATIOCh O HATMYMHU CYAOPOT B aHAMHE3€ WK O (haKTopax pUCKa pa3BUTHUS CYHAOPOT.
C yuérom ocHoBHOTO neiicTBus onanzanuHa Ha [IHC, crnenyer coGmonaTh OCTOPOKHOCTD MPH
IPUMEHEHHH OJIaH3aIlIMHA B COYETAHUU C JPYTUMHU JIEKAPCTBEHHBIMU NTpeNapaTaMy HEHTPAIbHOTO
necTBus U ankorosieM. [1ocKoibKy OJlaH3alMH MOYXKET HPOSBIATH aHTarOHU3M B OTHOILEHUU
N0()aMUHOBBIX PELENTOPOB B YCIOBHUAX In Vitro, OH MOXXET OBITh aHTaroHUCTOM 3((EKTOB
IPSAMBIX M HENPSAMBIX arOHUCTOB J0()aMHUHOBBIX PEIETITOPOB.

Oco0ble yKa3zaHus

Knunuueckoe ynydieHue npy Je4yeHUH aHTUIICUXOTUYECKUMHU CPEICTBAMU MOXKET HAcTylaTh B
NepHUoj, OT HECKOJbKUX JHEW J0 HECKONbKHUX HeNelb. B 3ToT mepuoxa TpeOyercs THiateabHOe
HaOII0/IeHUE 32 TTAIIHEHTAMHU.

Ilcuxo3 na ¢hone demenyuu u/unu HapyuieHus N08edeHUs

OnaH3anuH He MMoKa3aH JUIsl JISYeHUs Ncuxo3a Ha (poHe AEeMEHIIUU W/WUJIN HapyLeHUH OBeIeHus
BBHUJly TIOBBIIICHUS YPOBHS CMEPTHOCTH ¥ pPHUCKAa PAa3BUTHS HAPYIICHUNH MO3TOBOTO
KpOBOOOpAIlleHUsT Y MJaHHBIX MAlHEeHTOB. B  miane60-KOHTPOIUPYEMBIX HCCIICOBAHUSIX
(TPOAOIKUTENHHOCTHIO OT 6 110 12 Henenp) y MalMeHTOB MOXKUIIOTO BO3pacTa (CpeTHHUI BO3pacT
78 ner) ¢ mcuxo3oM Ha (OHE AEMEHIIMU W/WIM C HapyMIEHUSIMH IOBEICHUS OTMEYaIOCh
JIBYKPATHOE YBEIMYEHUE CIydyaeB CMEPTH B TPYIIE OJaH3alMUHA [0 CPABHEHUIO C TPYIIOH
wrane6o (3,5 % u 1,5 % cooTBeTcTBeHHO). boee BhICOKMI YPOBEHb CMEPTHOCTU HE CBSI3aH C
70301 oJylaH3anuHa (cpenHssi mo03a 4,4 MT) WU C JUIUTEILHOCTHIO JiedueHus. DaKkTopsl pUCKa,
KOTOpBIE MOTYT BJIHMSATH Ha MPEIPACIONOKEHHOCTh 3TOW TPYMIIbI MAallUEHTOB K 0oJjiee BBICOKOM
CMEPTHOCTH TPHU JICYCHUH OJIAH3AIMMHOM, BKJIIOYAIOT BO3pAcT crapiie 65 ner, aucdaruto,
Ce/IallnI0, HEJOCTATOYHOE MUTaHUE U 00€3BOKUBAHUE, HATMYME TATOJIOTHH JIETKUX (HAIpUMep,
MMHEBMOHMSI C acmupaiueld win 0e3 Hee) WM COYeTaHHOE NMPUMEHEHHE ¢ OCH30Ma3eIMHAMM.
Opnako dYacToTa JETaJbHBIX MCXOJIOB OblIa BBIIIE Yy MAIUMEHTOB, MOJYYaBIIMX TEPaANUIO
OJIaH3AMMHOM, TI0 CPaBHEHHWIO C TMAI[MCHTAMH, MOJYYaBIIMMHU IUIANE00, HE3aBHCUMO OT ITHX
(baxTOpOB pUCKa.

B Tex ke KIMHMYECKHX HCCIEIOBAHUIX OTMEYAIUCh LEepeOpOBaCKYIISIPHBIE HEKenaTeIbHbIe
peakuuu (HampuMmep, HWHCYJIbT, TPAH3UTOPHAs HIIEMUYECKas aTaka), BKJIOYas CiIy4au C
JeTalbHBIM UCXOJOM. B miare6o-KOHTPOIMPYEMBIX HCCIEAOBAHUAX OTMedanach B TPU pasa
Ooyee BBICOKAsh 4YacToTa IepeOpPOBACKYIISPHBIX HEXKENTATEIbHBIX pPEAKINA Yy MaIUeHTOB,
MOJTyYaBUINX OJaH3alUH, 10 CPABHEHUIO ¢ MAalMeHTaMHu, nmoidy4yaBmumMu mianedo (1,3 % npoTtus
0,4 % cootBeTcTBeHHO). Bce manueHTsl ¢ 11epedpoBacKyISIPHBIMU HAPYIICHUSIMU, MOTY4aBIlINe
ONlaH3amMH ®  Tanebo, WMeNH  TpeuiecTByromme  (GakTopbl  pHCKa  Pa3BUTHUS

1epeOpOBACKYIISIPHBIX HEXKENATeNbHBIX peakiuii. Bospact crapme 75 ner u JaeMeHIus

Crpanuna 4 u3 23



ot 22.07.2025 N° 18262

COCYIMCTOTO WJM CMEIIAHHOTO THIA OIIf enenan&&'j:HKQE"J%QRZTEEQE'%E&E:’ ':[])%';'Jﬁmﬂ

COOTBETCTBYET 2KCNEPTHOMY OTYETY

1epeOpOBACKYIISIPHBIX HEXKENATeIbHBIX PeakIuil Ha (DOHE JICUeHUS OJIaH3aMMHOM. B X0/1€ TaHHBIX
uccienoBanuii 3PeKTUBHOCTH OJIaH3aNKHA He Obllla yCTaHOBJICHA.

bonesnwv Ilapruncona

He pexkoMenayercs mnpUMEHEHHME OJIaH3alMHA MPU JIEYEHUHM IICUX030B, WHAYIUPOBAHHBIX
PUEMOM aroHUCTOB MO0(aMHHOBBIX perenTopoB npu Oone3nu llapkuHcoHa. B kmmHUYECKHX
UCCIICIOBAHMSIX yCYI'yOJICeHHEe CUMOTOMAaTuku Oone3nu [lapkmHCOHA ¥ TaJUTIONHUHALUA
OTMEYAJINCh OYEHb YacTO U C 00Jiee BRICOKOM YaCcTOTOM, YeM B TpymIie miamedo, a 3 peKTHBHOCTH
IpU JICYCHUH TCUXOTUYECKUX CHUMIITOMOB OJIaH3alIMHOM HE IpeBbIlliana TaKOBYIO MPHU IpHUEMe
wiane6o. B MaHHBIX KIMHWYECKUX HMCCIEIOBAHUSAX MAIMEHTHI MMEPBOHAYAIBHO JOKHBI ObLIN
JOCTUTHYTh CTAaOMIU3allMd HAa MUHUMAIBbHON Y(PQGEKTUBHON J03€ MpenapaToB s JCUCHUs
6ose3nu [lapkuHcoHa (arOHUCTHI JO(PAMHUHOBBIX PELIEITOPORB) U MTPOJIOJDKATH WX MPUEM B TOH JKe
JI03€ Ha MPOTSHKEHUHU BCEro MccienaoBaHus. HauanpHas q03a ojaH3anuHa COCTaBiisLia 2,5 Mr B
CYTKH U MOTJIa OBITh YBEIHMUYEHA IO MAKCUMAIBHOU — 15 MT' B CYTKH 110 PEIIICHUIO UCCIIeIOBATEIS.
3noxkauecmsennwiii Hetiporenmuyeckuti cunopom (3HC)

3HC — moTeHIManbHO YrpoKaroliee KM3HU COCTOSHUE, BO3HUKaromee Ha (oHE MPUMEHEHUS
HeriponentukoB. Peakue cnydam 3HC Ttaxke ObUTM 3aperMCTpUPOBAHBI M MPU NMPUMEHECHUU
onanzanuHa. Knuandeckue npossieHus 3HC BKITIOYAIOT THUIIEPIUPEKCHIO, PUTHIHOCTD MBIIIIII,
M3MEHEHHE TICUXWYECKOT0 CTaTyca W BETreTaTUBHBIC HApYIICHHs (HEPETYISIpHBIA MyIbC WU
apTepualibHOE JaBlieHUe, Taxukapaus, auadope3 U HapyLIeHHE CepAeYHOro pHUTMA).
JlononHuTtenbHbIE pU3HAKU MOTYT BKJIIOYATh! MOBBILICHHE KOHIEHTpaluu
kpeatuHpochokunazsl (KDK), wmumornodbunypuro (pabaomMuonm3) W OCTPYIO IOYCUHYIO
HepocTaTouHoCTh. Kimamueckue mposiBneHuss 3HC wunm  3HauMTenbHOE HEOOBSCHUMOE
MOBBIIICHHE TeMmmeparypsl Tena Oe3 npyrux cumnrtomoB 3HC TpeOyroT OTMEHBI Bcex
HENPOJIENITUKOB, BKIIIOYas OJIaH3aIMuH.

T'unepenuxemus u caxapHulii ouabem

Hewacto oTMe4anucey ciydyau TUNIEPTIINKEMUN W/WITU Pa3BUTHS WIH JEKOMIICHCALUU CaXapHOTo
nuabera, B HEKOTOPBIX CIIydasx CONMPOBOXKAAIOIINECS KETOAIMI030M U 11a0eTHUeCKOi KOMOM, B
TOM YHCJI€ C JIETAIbHBIM UCXOJ0M. B HEKOTOPBIX ciydasx OTMEYajaoch MOBBIIIEHNE MACChI Tena,
KOTOPOE MOTJIO TOCTYKUTh TpepacroiiararoimumM (akropoM. PexkoMeHIyeTcs TIIaTenbHBINH
KIIMHUYECKUI MOHUTOPWHT MAIIMEHTOB C CaXapHBIM THMa0ETOM U MAalMeHTOB C (JaKTOpaMu PUCKa
pa3BUTHUSI caxapHOro jauabera B COOTBETCTBUU CO CIEAYIOIIMMHU YKa3aHUSIMHU: H3MEpEeHUe
MCXOJHON KOHIIEHTPAIMH [JIIOKO3bI B KPOBH, uepe3 12 Henenb mociie Hayaia mprueMa ojlaH3arnHa
U BITOCIICJICTBUH €KErOHO. Y MAIlMEHTOB, IPUHUMAIOIIUX aHTUIICUXOTUYECKUE CPECTBA, B TOM

YuCJIC OJIaH3aIIuH, HGO6XO,Z[I/IMO MMPOBCPATH HAJIMYUC NNPU3HAKOB U CUMIITOMOB T'HIICPITIMKCMUU
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COOTBETCTBYET 2KCNEPTHOMY OTYETY

Wi (pakTopaMu prucKa BOZHUKHOBEHUS CaXapHOTo ArabeTa He0OX0AUM PeryIsipHbIi MOHUTOPUHT
KOHIICHTPALUH TIIOKO3bl KpoBH. HeoOX0aMMO NPOBOAUTH PETYSpPHBI KOHTPOJIb MACChl Tela:
nepen HayajioMm JiedeHus, depe3 4, 8§ u 12 Hemenp mocie Hadala MpUeMa OJIaH3allhHa U
BIIOCJIEICTBUM KaXK/ble 3 Mecsla.

H3menenue nunuonozo npoguis

B xozme mnnane6o-KOHTPOIMPYEMBIX HCCIICAOBAaHUM, Yy MAIMEHTOB, MOJIYyYaBIIMX OJAH3AIMH,
HAOMIOIANCh HEKeJIaTeIbHble M3MEHEHHUS JIMIUIHOTO crekTpa. W3MeHeHHs JHMIUIHOTrO
npoduns HeoOXOIUMO KOPPEKTHUPOBAThH B COOTBETCTBUM C KJIMHMYECKOH HEOOXOIMMOCTHIO,
0COOEHHO y MAIMEeHTOB C IUCIWIUAEMHEH M Yy MAIMEeHTOB C (aKTopaMH PHUCKA Pa3BUTHUSA
HapyLIEHUH JIMMTUAHOTO OOMeHa. Y MalMeHTOB, IPUHUMAIOIINX aHTHUIICUXOTHYECKUE MPeTapaThl,
B TOM 4YHCJIE€ OJaH3aluH, HEOOXOAMMO pEryJsipHO MpPOBEPATh JUMHUAHBIN mTpoduis B
COOTBETCTBUM C PEKOMEHIALMSMHU: IEpEe] HA4aJloM JIeUEHHUs, yepe3 12 Hemenp mociie Hayaia
IIpYEMa OJIaH3alMHA U BIOCIEACTBUM KaXKJble 5 JIeT.

Aumuxonunepauueckas akmugHoOCmMy

HecMoTpst Ha TO, YTO OJIaH3aNMH MPOSBIISAI AaHTUXOJIMHEPTUUECKYIO aKTUBHOCTD B MCCIIEIOBAHUSX
in vitro, IPUMEHEHNE OJIAH3allMHA B KJIMHUYECKHUX HCCIIEIOBAHUSX BBIABUIIO HU3KYIO YaCTOTY
CBSA3aHHBIX C HeH ocnoxkHeHud. OJHaKo, IOCKOJbKY KIMHMYECKUH ONBIT IPUMEHEHUs
OJIaH3alMHA Yy MAIlMEHTOB C COMYTCTBYIOUIMMHU 3a00JIEBaHUSIMH OI'paHUYEH, CIEAyeT COOIoaaTh
OCTOPOKHOCTH ITPU HA3HAYEHUHU OJIaH3aNHa Nal[eHTaM C KJIMHHYECKH 3HaUUMO runeprpodueit
MpeCTaTeNIbHOM Kelle3bl, MapaJTUTHYeCKONW KHUIIEYHOW HEMpPOXOJUMOCThI0 U IMOAOOHBIMU
COCTOSTHUSIMHU.

Hapywenusa ¢pynkyuu nevenu

Yacto, 0COOEHHO Ha paHHUX JTamax TEepanuu, OTMEYanioCh TPAH3UTOPHOE OECCHUMIITOMHOE
MOBBILIICHHE KOHIEHTPALlUU «IEYEHOYHBIX» aMUHOTpaHchepa3 (acmapTraTaMuHOTpaHCGeEpasbl
(ACT) u ananmHammHOTpanchepasbl (AJIT)) B mmazme kpoBu. Ocobasi OCTOPOKHOCTH
HeoOxonuma nipu yBennueHnn KoHnenTpauun AJIT n/umn ACT B CBIBOPOTKE KPOBH y MTAlIUEHTOB
C CUMITOMAaMU HapylleHus (pyHKUIHUU MEYEHH, C paHee TUArHOCTHUPOBAHHBIMU COCTOSHUSMU,
CBSA3aHHBIMU C OrpaHHYeHHEM (YHKIHMOHAJIBHOTO pe3epBa IME€YEHH WM y MaIUEHTOB,
NOJyYaIOIMX  JIEUEHUE  IOTEHIMAJIBHO  TIENaTOTOKCHMYECKMMHU  mpenaparamu.  llpum
JTMAarHOCTUPOBAHUM TemaTHTa (B TOM YHCIE TEHNaTOLEIUTIOJIIPHOTO, XOJECTaTHUYECKOTO WIIH
CMEIIIaHHOT0) MPUMEHEHHE OJIaH3alHA CIe1yeT MPEKPaTUTD.

Heumponenus

C OCTOpPOKHOCTBIO CIIEyeT IPUMEHSATH OJIaH3AMMH Y NAMEHTOB C HU3KUM UYHUCIIOM JIEHKOLIUTOB

U/WIIN HEUTPOUIIOB B KPOBH; Y AIIMEHTOB, MOTYYAIOLIUX IIPENapaThl, KOTOPbIEe MOT'YT BBI3bIBATh
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HEUTPOTCHHIO; Yy TMAIMEHTOB C JICKAPCTBEHHBLIM WH&%&&E%KJ@%U&QJ}B 'jlglggrla B

COOTBETCTBYET 2KCNEPTHOMY OTYETY

aHaMHe3€; Yy TMAIMeHTOB C YyrHETeHHeM (YHKIMM KOCTHOTO MO3ra, OOYCIOBJIEHHBIM
COITYTCTBYIOIIUM 3a00JIeBaHUEM, JY4YeBOM WJIM XMMHUOTEpanueid; a TakKe y MalMeHTOB C
s03uHOMIIMEN WM MuenonponudepaTUBHBIMU  3a0oneBaHusaMUA. O cioyyasx pa3BUTHUA
HEUTPONEHUH YacTO COO0Ianoch IpU OAHOBPEMEHHOM IPUMEHEHUH OJIaH3alMHa U BaJlbIIpoaTa.
Ilpexpawenue mepanuu

B penkux cnyuasx (> 0,01 % u <0,1 %) npu pe3skoM mpeKpanieHud TPUMEHEHHs OJIaH3aluHa
OTMEUAJIUCh  CIEAYIOUIME OCTpPble CHUMIITOMBI: IOTOOTHAEICHHE, OECCOHHUIA, TPEMOp,
TPEBOKHOCTb, TOITHOTA U PBOTA.

HUnmepsan QT

B xiMHMYECKUX MCCIEAOBAHUAX KIMHIUYECKH 3HaUMMoe yanmHenue natepsana QTc (koppekuus
QT no popmyne @penepuka [QTcF] > 500 mc B 11060¥1 MOMEHT BpEMEHH TTOCIIC Havaia JeYCHUS
npu ucxogHoMm QTcF < 500 mc) Bctpeuanocs Heuacto (0,1-1 %) y mamueHTOB, MOTy4YaBIINX
OJIaH3aMMH, C OTCYTCTBHUEM 3HAYMMBIX PA3JIUYUil B COMYTCTBYIOIIUX OCIOKHEHHUAX CO CTOPOHBI
cepla 1o cpaBHEHMIO ¢ mianeto. OgHaKo cieayeT coO0IaTh OCTOPOKHOCTD MPU Ha3HAUCHUH
OJlaH3allMHAa OJHOBPEMEHHO C MpenaparaMu, yaauHsoomumu uHTepBal QTc, ocobeHHO Yy
NAIMEHTOB TOXKMJIOTO BO3pacTa € BPOXKIEHHBIM CHHAPOMOM YyasMHeHHoro uHTepBana QT,
3aCTOMHOM CepleYHOM HEAOCTaTOYHOCThIO, TUIEpTpodHel cep/la, THUIOKAIUEMHEH WiIH
TUIIOMArHUEMUEH.

Tpombosmbonus

Heuacto (= 0,1 % u < 1 %) coobmanock o0 ciaydasix BpPEMEHHOM CBSI3U MEXIy pa3BUTHEM
BEHO3HOH TpomMOoaMbonu (BTD) u Tepanueit onanzanuHoM. Hannyre npuanHHO-CIIEACTBEHHON
CBSI3U MEX]ly TpueMoM oJyian3anuaa u BTO He ycranoBineno. OHaKo yUUTHIBAs, YTO Y MALIUEHTOB
¢ mm3o(dpeHner 4acTo MMEIOTCS NpuoOpeTeHHble (GaKTopel pucka pa3sutus BTD, ciaemyer
BBISIBJISITH BCE BO3MOKHBIE ()aKTOPHI PUCKA TAHHOTO OCJIOKHEHHUS, B TOM YHCIIE, UMMOOUITN3AIUIO
MAIMEHTOB, U MPUHUMATh HEOOXOAMMBIE MEPHI 10 MPOPUITAKTHKE.

Obwas akmuenocms 8 OMHOWEHUU YeHMPAaTbHOU HepsHol cucmemvl (LIHC)

C yuerom ocHOBHOTrO nerictBus onanzanuHa Ha [{HC, ciemyer cobmomaTte 0CTOPOKHOCTh MPH
MPUMEHEHUH OJIaH3alMHa B COUETAHUU C IPYTUMHU JIeKapCTBEHHBIMH MIpernapaTaMy HEeHTPaIbHOro
JIelcTBUS U ankoroyieM. [[0CKONbKY OJIaH3almMH MOKET MPOSBISTh aHTarOHU3M B OTHOIICHUU
N0(haMUHOBBIX PELENTOPOB B YCIOBHUAX in Vitro, OH MOXET OBITh aHTaroHUCTOM 3((EeKTOB
HPSIMBIX M HEMPSIMBIX arOHUCTOB 10()aMUHOBBIX PELENTOPOB.

Cyoopoeu

OmnaH3anuH cieayeT NPUMEHATh ¢ OCTOPOKHOCTBIO Y MALIMEHTOB € CYIOpPOTaMH B aHAMHE3€ WIIH

MIOJIBEPKEHHBIX BO3JCHCTBUIO (DaKTOPOB, CHIDKAIOLINX MOPOT CYI0POKHOM roTroBHOCTH. Ciiydan
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COOTBETCTBYET 2KCNEPTHOMY OTYETY

CJIydaeB COOOIIATIOCh O HATMYMHU CYAOPOT B aHAMHE3€ WK O (haKTopax pUCKa pa3BUTHUS CYHAOPOT.
Ilo30H55 Ouckunesus
B cpaBHHUTENBHBIX MCCIECIOBAHUAX HMPOJOJIKATEIBHOCTBIO 0 T0JAd, JEYEHHE OJaH3aIMHOM
JIOCTOBEPHO peXe COMPOBOXKIAIOCH PAa3BUTHEM AMCKUHE3WH, TpeOyIouleil MeauKaMeHTO3HOM
Koppekuuu. OHAKO CIeAyeT YUUTHIBATh YBEJIMUEHUE PUCKA PA3BUTHS O3AHEN JUCKUHE3UH TPU
JUIMTEJIBHOW Tepanuu Heupojentukamu. lIpy pa3BuTUM NPU3HAKOB MO3AHEH IUCKUHE3UU
PEKOMEHIYeTCsl CHM)KEHHME J03bl WJIM OTMEHA OJaH3anuHa. CHUMNOTOMBI MO3JHEW NUCKUHE3UH
MOTYT HapacTaTh WM MaHU(ECTUPOBATH MTOCIIE OTMEHBI Mpenapara.
Ilocmypanvhas cunomen3us
[MocTypanbHas TUIIOTEH3US HEYACTO HAOIIOAANIACH B KIIMHUYECKUX MCCIIEAOBAHUSAX OJIAH3aINHA Y
NAlMEHTOB MOXXWJIOTO BoO3pacTa. PekomeHayeTcs NEepUOJWYECKH H3MEPITh apTEpPUAIbHOE
JIaBJICHUE y MAllMEeHTOB cTapiie 65 jerT.
Bneszanuas cepoeunas cmepmu
[To pe3ynbTaraM MOCTPETHCTPANMOHHBIX HAOMIOMCHNUI OJaH3anuHa ObLT 3aUKCUPOBAH CITydait
BHE3aMHOM  cMepTh. B perpocnekTUBHOM  HaOMIOAATEIbHOM  MCCIEIOBAaHUU  PHUCK
IpeJoiaraeMoil BHE3aMHOM cepAeYHOM CMEpPTH y MAlMeHTOB, MOJTYYaBIIUX OJAH3AMUH, ObLI
NpUOIM3UTENBEHO BJIBOE BBIIIE TAKOBOTO Y IMAIIMEHTOB, HE NMPUHUMABIINX Helponentuku. B
JAHHOM HCCJICIOBAaHUU PHUCK TPU MPUMEHEHHH OJaH3amuHa OBUI COMOCTaBUM C PUCKOM MpH
MPUMEHEHUN aTUIHYHBIX HEHPOJIENITUKOB, BKIIOUCHHBIX B 00beIMHEHHBIN aHAIIN3.

eTu
OnaH3anuH HE PEKOMEHIyeTCsl K IPUMEHEHHUIO Y €T U MoApocTKOB. MccnenoBanus ¢ yuactueM
NalKMeHToB B Bo3pacte 13-17 ieT BBISABWIM pa3fiMyHble HEKENATEIbHBIE PEaKIMH, BKIOYas
MOBBIIICHHE MAacChl Tela, M3MEHEHUs MeTa0ONMYecKuX I[IOKa3zaTele W  TOBBIIICHUE
KOHIICHTPALlUX MTPOJIAKTHHA.

BcnomorarenbpHbIE€ BellecTBa

[Ipenapat 3unpekca conepkuT gakro3y. [lanrenTam ¢ peako BCTpevarouiencs HacueICTBeHHOM
HENEPEHOCHUMOCTBI0  TajlakTo3bl,  JeUIUTOM  JaKTa3bl  WJIM  TJIIOKO30-TalaKTO3HOM

MajbabcopOIel He ciienyeT MPUHNUMATh ATOT Mpernapar.

4.5. BzaumogeiicTBie ¢ JPYTHMH JICKAPCTBEHHBIMHM MpenapaTaMM H Jpyrue BHABI
B3aNMOJAEHCTBUSA

[loTeHIMaIbEHEIC B3aUMOJACHCTBHUS, OKA3EIBAIOIINE BIMIHIC HA OJIAaH3aIIMH

[Tockonbky omanzanuH MeTtabonmusupyercs ¢ ydactueM uzodpepmenta CYP1A2, merabonusm

OJIaH3aMKMHA MOXET U3MEHSTHCS MO/ ACHCTBHEM WHTHOMTOPOB UM UHIYKTOPOB M30(DEPMEHTOB
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cuctembl 1uroxpoma P450, mnposBisommx cneundﬂ%&@%@fiﬁgﬁw ':g Taf;]r?)g}éhnn

uzopepmenta CYP1A2.
Muanykuusg uzobepmenta CYP1A2

Metabonu3m onaH3alMHA MOXET OBITh MHIYIHPOBaH KypeHHEM WM IPUMEHEHUEM
KapOamasenuHa, 4YTo MOXET MPUBOJUThH K CHIKEHUIO KOHIIEHTpAluH onaH3anuHa. OTMedanoch
JUIOb HEOONBIIOE MM YMEPEHHOE YBEIMYEHUE KIIMpeHca oylaH3anuHa. KiumHuuyeckue
IPOSIBJIICHUS, CKOpee BCEro, OyAyT OrpaHMYCHHBIMH, OJHAKO PEKOMEHJOBAaH KIMHUYECKHM
MOHMTOPHHT, U B CIydae HEOOXOAUMOCTH - TIOBBIIICHHE J03bl OJJaH3AIMMHA.

Nuruduposanue nzodhepmenta CYP1A2

OdnyBokcamuH, crnenupudeckuii uHruourop wuzopepmenta CYPLA2, 3HauumMo mopaBiseT
MeTabonu3M onanzanuHa. MakcuManbHast KOHIEHTpanust (Cmax) OJTaH3aIMHA MTOCIIE TPUMEHEHUS
¢d1yBOKCaMUHa B CpeJHEM yBelIMUMBaiach Ha 54 % y HEKypALIMX NAllMeHTOK >KEHCKOro 1oja U
Ha 77 % y KypAIIHX NAallMEHTOB MY>KCKOTO 10J1a, a TUIOIIA b IOl KPUBOW «KOHIIEHTPALUSA-BPEMSI»
(AUC) onanzanuHa B cpenHeM yBenuuuBanach Ha 52 % u 108 % cootBercTBeHHO. Cnemyet
paccMOTpeTh BO3MOXKHOCTh Ha3HAueHUs OoJiee HM3KOM HAYambHOW O3Bl OJIAH3alHHA Y
MalMeHTOB, MPUMEHSIONUX (DIYBOKCAMUH WM Apyrue MHruoutopsl m3odepmenta CYPIA2,
Hanpumep, nunpodiaokcanut. B Hayane npuMeHeHus penapaToB, OTHOCSIIUXCS K MHTHOUTOpamM
uzopepmenra CYPIA2, Ha ¢doHe mpueMa oylaH3amMHA CIEAYeT PACCMOTPETh BO3MOXKHOCTH
CHUYKEHUS J103bI MOCIIEAHETO.

CHmxeHHas 6I/IOI[OCTV1'IHOCTB

AKTHBUPOBAaHHBIN YTOJIb CHI)KAET OMOIOCTYITHOCTD OJlaH3alHa, IPUHSATOr0 BHYTPh, Ha 50-60 %,
MO3TOMY €T0 CJIeAyeT NPUMEHSTH 3a 2 yaca JI0 WIH MOCJe MpueMa OJaH3aluHa.

Onyokcerun (maruOuTop nzodepmenrta CYP2D6), onHOKpaTHBIE 103bI AHTALIUIOB (ATFOMUHUI-,
MarHuiicozep:aiiue) 1 IUMETHINH HE OKa3bIBAIOT 3HAYUMOTrO BIMSHMS Ha (apMaKOKHMHETHUKY
OJIaH3aIHHa.

CnocoOHOCTh OJIAH3AIIMHA BIUATH Ha d)aDMaKOKI/IHeTI/IKV APVYIuXx JCKAPCTBCHHBIX MTPCIIapaToOB

OnaHzanuH MOXET MOoAaBNATh A(M(EKThl MPSAMBIX U HEMNPSMBIX aroHHUCTOB J0()aMUHOBBIX
peLenTopoB.

OnanzanuH He moaaBisieT ocHOBHBIE M3odepMenTel CYP450 B ycnmoBusx in vitro (Hampumep,
CYPI1A2, CYP2D6, CYP2C9, CYP2C19, CYP3A4). CornacHo pe3ylbTaTaMm HCCIEIOBAHUN in
Vivo HE OXHIAeTcsi 0co00TO B3aMMOACHCTBHSI C OJIAH3AMMMHOM CIICAYIOIIUX TPErnapaTos:
TPULMKIMYECKUX aHTHICTIPECCAHTOB (METa0O0IM3UPYyEMBIX B OCHOBHOM C ydacTueM nzohepmeHTa
CYP2D6), Bapdapuna (CYP2C19), Teopmmmua (CYP1A2) u nuazenama (CYP3A4 wu
CYP2C19).

OmaH3anuH He BCTYIIAaCT BO BBaHMOHGﬁCTBHe C JIMTHEM U 6I/IH€pI/II[eHOM.
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MOHUTOPHHT KOHIIEHTPAIIUU BAIBIIPOATA B TUTa3ME KpOBﬁ]—lI{'Q gh?&ﬁ?&e%%ﬁ%ﬁﬁg&;%ggg&unn

A03bI BAJIbIIpOATa MMOCJIC Ha4YaJIa €0 MPUMCHCHUS C OJIAaH3alTMHOM.

O06mmas akrusHocts [THC

Crnenyet co0m01aTh OCTOPOKHOCTD Y MAIIMEHTOB, MOTPEOIISIOMINX aJTKOT0JIb WK MPUHUMAIOIIUX
JieKapCTBEHHbIE npenapatsl, yraeratomme [[HC.

OI[HOBpeMeHHOG IMPUMCHCHHUC OJIaH3allnHa C MNPOTUBOMAPKUHCOHUUYCCKHUMU JICKAPCTBCHHBIMUA
mpermapaTaMu |y TAIUeHTOB ¢ Oone3Hbio [lapkwHCOHA W JEMEHIMEH He PEKOMEHIyeTCs
(cm. paznen 4.4).

HurtepBan QTc

Crnenyer coOmoaTh OCTOPOXKHOCTh TIPU OJHOBPEMEHHOM TPUMEHEHUHM OJaH3aluHa ¢

JIEKapCTBEHHBIMU MperapaTaMy, yUIMHsIoIMMH naTepBai QTc (cMm. paznen 4.4).

4.6. DepTHIBLHOCTH, 0EPEMEHHOCTH U JIAKTALMS

bepeMmeHHOCTD

HccnenoBanus npuMeHEeHUs OJIaH3aluHa Y OEpEeMEHHBIX JKEHIIUH He MPOBOAMIUCH. [lanmeHTku
JIOJKHBI OBITh ITPEIYIPEXkKAEHBL, UTO B CIIydae HACTYIUICHUS WM IUNIAaHUPOBaHUS OEPEMEHHOCTH B
HEpUOJI JIEYEHUs OJIAH3aIIMHOM MM HEO0OXOAMMO COOOIIUTH 00 3TOM CBOEMY JieyallleMy Bpauy.
Tem He MeHee, BCIIEICTBUE HEIOCTaTOYHOTO ONBITa IPUMEHEHUS OJIaH3aIMHA TPU OEPEMEHHOCTH,
npenapar CleAyeT Ha3HayaTb BO BpeMs OEpeMEHHOCTH TOJBKO B TOM cilydae, €cliu
NOTEHLAIbHA 10JIb3a JJIs1 MAaTEPU 3HAYUTEIBHO ITPEBOCXOANUT BO3MOKHBIM PUCK I IUIOJA.
HoBopoxaeHHbIe, MaTepy KOTOPBIX IPUHUMAIN HEHPOJIENTHKY (BKJIKOYask OJaH3alKH) B TEUCHHUE
III TpumecTpa 6epeMEeHHOCTH, MTOIBEP>KEHBI PUCKY PA3BUTHS HEXKENATEIbHBIX PeaKIuil, BKIIOUast
HKCTpAaNMpaMHUIHBIE PAcCTPOMCTBA W/MIM CHMIITOMBI CHHIPOMa «OTMEHBI», KOTOpPBIE MOTYT
BapbHUPOBATh 110 CTENEHH TSKECTH U MPOAOIKUTENBLHOCTH 1ociie poaoB. CoobIanocs o ciayyasx
pa3BUTHs BO30YX/IEHUS, TUIEPTOHUHU, TUIOTOHUHU, TPEMOPA, COHJIMBOCTH, PECHHPATOPHOTO
JUCTPECC-CUHIIPOMA, HapyUIEHHMsl COCaHMs. B CBSI3M C 3THUM HOBOPOXACHHBIE, YbM MaTepu
NPUHUMAITY OJIaH3aINH, JOJLKHBI HAXOAUTHCS 1101 MEIUIIMHCKUM HAOII0ICHUEM.

Jlakranus

B uccnenoBanuu ObUI0 BBISBIEHO, YTO OJIAH3ANMH IPOHUKAET B rpyIHOE MoJoko. CpenHsis 103a,
nojgy4yaemasi peOeHKOM (MI/KI) B paBHOBECHOM COCTOSHHM, cocTaBisuia 1,8 % oT 103bI
ONlaH3alMHa, TNOoJydaeMoid MaTeppio (Mr/kr). IlamueHTkaM mnpM TPUMEHEHHWH OJIaH3aIHMHA
PEKOMEHAYETCS OTKA3aThCs OT IPYAHOTO BCKAPMIIMBAHUS.

DepTUILHOCTE

CBGI[GHI/ISI O BJIMSIHUU Ha q)epTI/IJIBHOCTB OTCYTCTBYIOT.

Crpanuna 10 u3 23



ot 22.07.2025 N° 18262

(NOCNEOCBATENEHOCTE 0001)

COOTBETCTBYET 2KCNEPTHOMY OTYETY

4.7. Biusinue Ha CIOCOOHOCTH YNPABJATH TPAHCIOPTHBIMHM CPeICTBAMH M PadoTaTh ¢
MeXaHU3MaMH

HccnenoBanusi BAMSHHUA Ha CHOCOOHOCTh YIPABIATh TPAaHCHOPTHBIMU CpPEACTBAMH U
MEXaHU3MaMH He MpoBOIMIKCH. [lanmeHTram, NpUHUMAIOIIUM OJIaH3AIUH, CIEAYET HPOSBIAThH
OCTOPO’KHOCTb IIPpU YHOPABJICHUU TPAHCIIOPTHBIMU CPCACTBAMU U MCXaHHU3MAMHU, IMOCKOJIbBKY
OJIaH3aIlMMH MOXKCT BbI3bIBATH COHJIIMBOCTL U TOJIOBOKPYKCHUC (OKaSBIBaeT BJINAHHUEC Ha

MCUXO0(PU3NIECKUE CTIOCOOHOCTH).

4.8. HexkenaTeibHbIe peakuuu

Pesrome mpoduiist 6e3onacHOCTH

Bspocnvie

Haunbonee wacteiMu (oTMe4YeHHbIE Yy =1 % TamMEeHTOB) HEXENATEeIbHBIMH PEAKLUSIMH,
OOyCIIOBJICHHBIMU TPUMEHEHHEM OJIAH3alMHA, B KJIMHUYECKUX UCCIICJOBAHUSIX OBLIH:
COHJIUBOCTbH, YBEIIMUECHUE MACCHI TeJa, Y03WHO(IIINS, TTOBBIIIICHHE KOHIIEHTPALUN TIPOTAKTHHA,
xonecrepuna (XC), rmoko3bl u TpurnunepunoB (TI) B mmasme kpoBu (cMm. pasnmen 4.4),
[IIOKO3YpHs, TIOBBIIIEHUE alIEeTUTa, FOJIOBOKPYKEHHE, aKaTU3Us, TAPKUHCOHU3M, JICHKOMEeHHUS,
HedTponienuss  (cm.  pazgen  4.4),  OUCKUHE3Us,  OPTOCTAaTHMYECKass  TUINOTEH3US,
AHTUXOJMHEPruYeckue HPQPEeKThl, TPAH3UTOPHOE OECCHUMIITOMHOE IOBBIIICHUE AKTHBHOCTH
MEeYCHOUHBIX aMHHOTpaHc(depas B miazmMe KpoBU (cM. pasnen 4.4), KOXKHasl ChIllb, aCTEHUS,
yCTaJOCTh, JIUXOPAJKa, apTpajirus, MOBBIIIEHHE aKTUBHOCTH LIENIOUYHON (ocdarasbl B miazMe
KpPOBH, TOBBIIICHHE aKTUBHOCTH Y-TNIyTaMHITpaHc(]epasbl B IUIa3Me KPOBH, THIIEPYPUKEMUS,
noBbilieHre akTUBHOCTH KOK B m1a3me KpoBH, OTEKH.

TabauyHoE pe3rOME HEXKENATEIbHBIX DEAKIIUI

B mpuBeneHHON HIDKE TaONMIlE TEPEUMCIICHBI HEXKEIaTelIbHBIC PEaKIUu W JabOopaTOpHbIC
JAaHHBIC, BBISIBIICHHBIC B KIMHHUYECKHX HCCIICOBAHHMIX W IOJIYYCHHBIC B XOJ€ CIIOHTaHHBIX
cooOimenuii. B mpenenax KakJI0d Tpynmbl 4acTOTHI BCTPEUAEMOCTH HEXKeENATCIIbHBIC peakKIuu
NEPEYNCIICHBI B TOPSJAKE YOBIBAaHUS CTEIEHHW HUX cepbe3HOcTH. YacTora BCTpEYaeMOCTH
ompezeNieHa ClIeAyIuM 00pa3om: ouens uacmo (> 1/10); yacmo (> 1/100, o < 1/10); neuacmo
(> 1/1000, HO < 1/100); peoxo (= 1/10 000, Ho < 1/1000); ouenwv peoxo (< 1/10 000); yacmoma

HeuzgecmHa (HE MOXKET OBITh OIICHEHA Ha OCHOBE UMEIOIINXCS JaHHBIX ).

Ouenp yacto | Yacro Heuacto Penxo Ouenb penxko | Yactora

HCHU3BCCTHaA

Hapywenus co cmoponul kposu u aumghamuueckoii cucmemol
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D03uHOPUITHUSL
Jeiikonenns'”

Heiitponienns '

TR er 1 e OC TE000T)

eHms!!

Hapywenus co cmoponvl ummynHoti cucmembi

['Mnep4yBCTBUTENBH

ocTp!!
Hapywenus memabonuzma u numanus
Veenuuenne | IloBbleHne PasButue win | Tunorepmus'?
Macchl Tea' | CHIBOPOTOYHOI obocTpenue

KoHUeHTpauu XC>3
IToBeIIcHNE
KOHIIEHTPAIU!
IJIIOKO3BI B KPOBH®
IloBEITICHME

koHueHntpanuu TT B

caxapHoro nuaodeTa,
HHOTIa
COTPOBOXTAFOIIETOC
sI KETOALUI030M HIIH
IadeTUIEeCKOH

KOMOM, B TOM YHCIJIE C

a3Me KpoBu> > JIETaIbHBIM
[roko3ypust ucxogom!! (cm.
[ToBbIIeHME anmeTrTa paznen 4.4)

Hapywenus co cmoponbl HepeHoli cucmembl

COHIMBOCTD I'omoBokpy)eHne Cynoporu y | 3HC (cm.
AxaTnzus® AIMEHTOB C paszmen 4.4)12
[MapxuaCOHM3M® cynoporamu B | Cunzgpom
Juckunesus® aHAMHE3€ MM TPH | KOTMEHBD» " 12

Haauauu  (aKTOpOB
pucka

passuTHs cypopor'!
Jluctonus (BKIrOUas
OKYJIOTHPHBIN Kpu3)'!
Tloznuas
nuckunesus!!
Amuesus’
3aukanue'!
Huzaptpus

Cunnpom

OecroKoitHbIX HOT' !

Hapywenus co cmoponsi cepoya
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Bpamukapus XQ}%&}EQC BATEREROCTE 0001)
Y nHenue 1
uatepBasia QTc (cM. | Taxukapmaus/
paszaen 4.4) GuOpHIIALHS
JKEITyIOYKOB,
BHE3aIHas
cMepth!! (cMm.
paznen 4.4)
Hapywenus co cmoponul cocydos
OpTtocratruyec TpomO03MO oISt
Kast (BxIIFOYAss  AMOOIHIO

rurmoreH3us '©

JIETOYHOU apTepuul u
TpoMOO3  TIIyOOKHX
BCH)

(cm. pasnen 4.4)

Hapywenus co cmoponul OvixamenvHotl cucmemsl, 0peanos pyoHol KIemKu U cpeodo

CMeHUsl

Hocogoe

KpoBOTEueHue’

Kenyoouno-kuuieunvle HApyuleHus

Jlerkue, npexosIue BsnyTue xuBora’ [Mankpearur!!
AQHTUXOJIMHEPTUICCKHE I'unepcanusanys'!
3¢ dhexThI, BKIItOYas
3a10p U CyX0oCTh
CIIM3UCTON 000JIOUKH
MOJIOCTH PTa

Hapywenus co cmoponul nevenu u sceniedbleo0sumux nymei
[Ipexonsiee lenatut
0eccUMITOMHOE (BKITIOUAS
MOBBIIIICHHUE TeNaToLCILTION
CBIBOPOTOYHOM SIPHBIH,
AKTHBHOCTHU XO0JIECTaTHYeC
«IIEUCHOYHBIX Kd# 1
aMHHOTpaHc(epas CMeIIaHHbIH)!!
(AJIT, ACT),

0COOCHHO B paHHHA
TIepHoT JIeUeHUs (CM.

pasznmen 4.4)
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COOTBETCTBYET KCNEPTHOMY OTYETY
ot 22.07.2025 N° 18262

Hapymeﬂuﬂ CO CNOPOHbL KOJMCU U NOOKOMCHBIX MKAHEL

(MOCAEOCBATERBROCTE 000T)

Koxxnas ceinb Peaxuus JlekapcTBeHHas
(hOTOUYBCTBUTEIIEHOC peaxius,
™™ COTIPOBOKAAIONI
Anonernus asicst
s03uHO(HINEH U
CHUCTEMHBIMHU
MPOSIBIICHUSIMH
(DRESS-
CHHJIPOM)
Hapywenus co cmopomnst mvluteunotl, CKeiemuou 4 CoOeOUHUMeIbHOU MKAHU
Aprpanrus’ Pa6nomuonus!
1
Hapywenus co cmoponuvl nouex u mouesvl8o0suux nymeti
Henepxanune moun
3agepxka MOUH
3anepkka Hayana
MOYEHCITyCKaHus ' !
bepemennocms, nociepoooswiil nepuod u nepuHamaibhbie COCMOAHUSA
Cunzpom

«OTMEHBD) y
HOBOPOXJICHHBI
X (cM.

pasnen 4.6)

Hapywenus co cmoponuvl penpodykmugHot

cucmembuvl U MOJIOUHBLX JHceNe3

OpeKTuibHas
TUCQOYHKIHS
CHmxenue aubOUo

MYXKX4YUH U )KXCHIIUH

y

AmMeHopes
VYBenuueHue rpyau
lNamakropes y
JKEHIIUH
I'maexomacTus/yB
ennyueHne TPyaud y

MY>KYIHH

[Ipuanusm

Obwue napyue

HUA U pedKyuu 6 mecme 66e0eHs.

Acrenns
VYcramocTb
Ortex

JIuxopanka'®
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COOTBETCTBYET 2KCNEPTHOMY OTYETY

ot 22.07.2025 N° 18262

JlabopamopHnvie u uncmpymenmanvhvie OanHble

CAEQOBATENBHOCTE 000

VBenuuenne | [loBeimeHue [ToBeIIEHME
KOHIIGHTPAIl | CBIBOPOTOYHOU CBIBOPOTOYHOMN

W TPOJAKTHHA | AKTUBHOCTH KOHILICHTpaINN

B I1asMe | EN0YHON oOmiero OunupyorHa
KpoBH® docdaraspr'®

IToBbilieHHE
CBIBOPOTOYHOM
aktuBHOCTH KOK!!
IToBbilieHNE
CBIBOPOTOYHOM
aKTUBHOCTH
raMmMmariryTaMmmiITpancge
paszpr?

IToBblilieHNE
KOHIIEHTPAIUH
MOYEBOI KUCIIOTHI B

wiasme kposu'”

'V Bcex rpynm manmeHTOB, HE3aBMCHMO OT HCXOJHOTO MHEKCA MAacchl Teja, HaOIoIanoch
KIIMHUYECKH 3HAYMMOE YBEIMUYEHUE Macchl Tena. llocne KpaTKOCPOYHOTrO Kypca Teparuu
(cpennsist mpOAOHKUTENBHOCT 47 THEH) yBenrueHne Macchl Tena Ha 7 % u 6ojee OT UCXOAHOTO
3HayeHus HalIroAanoch o4eHb yacto (22,2 %), na 15 % u Gonee — yacto (4,2 %) u Ha 25 % u
6onee — Hewacto (0,8 %). Y manmeHTOB, MONYyYAOIMIUX [UIHTENbHOE JieueHUe (He MeHee 48
HEJIeNb ), OBBIIICHUE Ha > 7 %, > 15 % u > 25 % Obuto oueHb yacthiM (64,4 %, 31,7 % u 12,3 %
COOTBETCTBEHHO).

2 CpenHee TOBBIIMICHHE CHIBOPOTOYHOW KOHIICHTPAMHM JUMUA0B HaTomak (obmero XC,
munonporenHoB HU3K0# motHocTH (JITTHIT), TT) Obuto Gosiee BhIpaKEHHBIM y MAIIMEHTOB 0€3
WCXOJHBIX MPU3HAKOB HAPYIICHUS JTUMTUIHOTO OOMEHA.

3 YacTo HA6MIONATOCH YBEIHUYEHHE CHIBOPOTOUYHON KOHIEHTpamuy 00mero XC OT HOpMalTbHBIX
3HaUYeHWK HaTomak (<5,17 MMOIB/T) 10 TOBBIMIEHHBIX (= 6,2 MMoub/i). W3meHeHue
KoHIeHTparuu oo1mero XC HAaTOIMaK OT MOTPAaHUYHBIX MOKa3zarenei (ot > 5,17 1o < 6,2 MMOJIb/1)
JI0 TIOBBIMIEHHBIX (= 6,2 MMOJIB/T) OBIJIO OYE€Hb YaCTHIM.

4 YacTo HAbOMIONANOCH yBEINYEHHE KOHIIEHTPALMH TTIOKO3b! B KPOBH HATOIIAK OT HOPMATBHBIX
3HaueHud (< 5,56 MMOJIB/T) [0 TOBBIMICHHBIX (=7 MMONB/I). VI3MEHEHHE KOHIICHTPAIUH

TJIFOKO3bI HATOMIAK OT TOTPAaHUYHBIX TOKa3aTenel (0T > 5,56 10 < 7 MMOJIB/1T) 10 TIOBBIIIICHHBIX

(= 7 MmMonB/T) OBIIIO OYEHD YACTHIM.
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> Yacto HabI0IaI0Ch YBEIIMUECHHUE CHIBOPOTOUHOU KOH&Q&%&H}EQ‘%E‘TA&W%E LB’%L%HX

COOTBETCTBYET 2KCNEPTHOMY OTYETY

3HaueHu# (< 1,69 MMoOJIB/TT) O TOBBIMICHHBIX (= 2,26 MMOnb/i1). V3MEeHEHHE CBHIBOPOTOYHOM
KoHIeHTpanuu TI" HaToOIaK OT MOrpaHWYHBIX Mokaszareneit (ot > 1,69 mo < 2,26 MMoIb/1) A0
MOBBIIICHHBIX (= 2,26 MMOJIb/JT) OBLIO OYCHD YACTBIM.

® YacToTa mapkMHCOHM3MA M JUCTOHMH y MALMEHTOB, NPUHUMABLINX OJIAH3AITMH B KITMHUYECKUX
UCCIICIOBAHMIX, OblIa KOJWYECTBEHHO BBIIIE, HO CTATHCTUYECKH 3HAYMMO OT Iarnebo He
oTiinyanach. Y MallMEHTOB, NMPUHUMABIIMX OJaH3alMH, MAPKUHCOHU3M, AKATU3USs, NUCTOHUSA
HaAOJI0IATNCh PeXe, UeM y MalMeHTOB, OJy4aBUINX MOA0OpaHHbIe 103kl Tajonepuaoia. Beuny
OTCYTCTBHS MOAPOOHON MH(GOPMALlMK O HAJIMYMU y MallMEHTOB B aHAMHE3€ OCTPHIX M MO3THHUX
AKCTpANMpaMUIHBIX JBUTATEIbHBIX HApYLIEHUWH, B HACTOSIIEE BpPEeMsl HEBO3MOXXHO CJeNaTh
BBIBOJ O TOM, YTO OJIaH3aIllMH B MEHBIIEH CTENEHU BHI3BIBAET Pa3BUTHUE MO3AHEH NUCKUHE3UU
W/WIM IPYTUX TO3AHUX SKCTPANUPAMUIHBIX CHHAPOMOB.

"Tlpu peskoif OTMeHe OJaH3aNMHA HAONIONANMCh TaKHe CHMITOMBI, KaK MOBBIIIEHHOE
MOTOOT/IEICHHE, OECCOHHUIIA, TPEMOP, TPEBOTa, TOIITHOTA U PBOTA.

8B KIMHHMUECKHX MCCIeOBAHUAX IPOJOKMTENLHOCTRIO 70 12 Hememb KOHLEHTpAIUS
MpOJaKTHHA B IUIa3Me KPOBU IPEBBINIANA BEPXHIO TPaHUIly HOpMBI npubnuszurenbHo y 30 %
MAIMEHTOB C HOPMaJIbHBIM UCXOIHBIM MTOKA3aTENIEeM ChIBOPOTOYHON KOHIEHTPAIIUHU MPOJIAKTHHA.
Y GONBIIMHCTBA TAKUX MAIUEHTOB MOBBIIIICHHE CHIBOPOTOYHOM KOHIICHTPAIUH MTPOJIaKTUHA OBLIO
YMEpPEHHBIM U HE TIPEBHIIIANIO BEPXHHIE IPAHUIILI HOPMBI O0Jiee 4eM B 2 pasa.

? HexenarenbHble SIBJIEHMS, 3aperMCTPMPOBAaHHBIE BO BpeMs KIMHUYECKHX HCCIIeI0BaHMI
OJIaH3aIMHa.

10 HesxenartenbHble sBIEHHS, 3aperMCTPUPOBAHHBIE BO BpEMs KIMHHUYECKHX HCCIIEIOBAHUIM
OJIaH3aIMHA U OLIEHEHHBIE TI0 (DAKTHYECKOMY 3HAUCHHUIO.

' HesxenarenbHble peakiuu, 3aQUKCUPOBAHHBIE IPU TOCT-MAPKETHHIOBOM OMbITE IPUMEHEHHS
C ONpeACICHHON YacTOTOM.

12 HesxenarenbHble peakiuu, 3aQUKCUPOBAHHBIE IPU TOCT-MAPKETHHIOBOM OMbITE IPUMEHEHHS
C 4aCTOTOH, ONIPE/IETIEHHOM 110 BepXHEH rpaHulie 95 % n0BEpUTENbHOIO HHTEPBAIA.

JlnurenbHas Tepanud (He MeHee 48 Henelb)

KonndectBO mManueHToB, y KOTOPHIX OTMEYAJIOCh YBEIMYEHHE MAacCChl TeNa, IOBBIIIECHHE
KOHIICHTpAIlUM TIJIFOKO3bI B KpoBH, oOmiero XC/JITTHIT/aumonpoTenHOB BBICOKOWM IJIOTHOCTH
(JITIBIT) wim TT' B ma3me KpoBH, ¢ TEUCHUEM BPEMEHH YBEITMUMBAIOCH. Y B3POCIBIX MAIIMEHTOB,
KOTOpBIE 3aKOHYWIN 9-12 Mecs4yHBIi Kypc TepanuH, CKOPOCTh IOBBIIIEHUS KOHLIEHTPALUU
[JIFOKO3bI B KPOBH 3aMEJISIACh IPUMEPHO yepe3 6 MecsILeB.

Oco0nIe I'pyHOImbl TanMEHTOB

B kiIMHMYECKHX HCCIIENOBAHUSAX Yy MAIMEHTOB MOKHWIJIONO BO3pacTra € JEMEHLMEW Teparnus
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COOTBETCTBYET 2KCNEPTHOMY OTYETY

U 1epeOpOBACKYISPHBIX HEXKENATeNbHBIX peakimuii (cM. Takke pasznen 4.4). OdeHb 4YacThIMU
HEXeJNaTeJIbHBIMU PEAKIUAMH, CBSI3aHHBIMU C IPUMEHEHHMEM OJIaH3allhHa B JTOM TIpymIme
NAlMeHTOB, OBUTM HapylleHWe MOXOAKM U mageHus. Yacto HaOmoIanuch MHEBMOHUSA,
MOBBILICHHE TEMIIEPATyphl TeNa, BSUIOCTh, dPUTEMA, 3pUTEIbHBIC TAJUTIOLUHALIMY U Helep KaHue
MOYH.

B kJIMHWYECKHMX MCCIEIOBAHUSX C Yy4YacTUEM IMAlMEHTOB C IICUXO030M, HWHAYLHUPOBAHHBIM
JIEKapCTBEHHBIMU TIpemapaTaMu (aroHucTaMu J10(aMHHOBBIX PEIENTOpPOB), Ha (GoHE OOJIC3HU
[TapkuHCOHAa O4YEHb YAcTO OTMedajoch YcyryOjeHue cumnToMoB Oone3Hu [lapkuHcoHa u
raJuTronyuHanuy. Yactora pa3BUTHS JAHHBIX HEXENATENbHBIX SBICHUN ObLIa BhINIC HA (OHE
MPUMEHEHHUS OJIaH3aIlKMHA, YeM B TpyIre miamnedo.

B ogHOM W3 KIMHMYECKMX WCCIEJOBAaHWUW y TMAINMEHTOB C OWIOJSPHOM MaHHEH,
KOMOMHHMpOBaHHAs Teparnus BalbIIPOEBOM KUCIOTOM U oaH3anuHoM B 4,1 % ciydaeB npuBouia
K HEWUTponeHUH. Bo3MoOkHAs NpUYMHA HEUTPONIEHUU — BBICOKAs IUIA3MEHHAs KOHLICHTpaLUs
BaJILIIPOEBOM KUCIOTHIL. [IpuMeHeHue ojaH3anuHa OJHOBPEMEHHO C IpernaparaMy JIUTUS WA
BaJILIPOEBOM KHUCIOTOW NPHUBOAWIO K YBEJIWYEHHIO 4YacTOThl pa3BuTus (=10 %) Tpemopa,
CYXOCTU CIM3UCTONH OOOJIOUKH TOJOCTH PTa, MOBBIIMIEHHOMY alNeTUTy M YBEIMYEHHUIO MacCChl
tena. Kpome toro, yacto coobmianochk o pacctpoictse peur. [Ipy KOMOMHHPOBAHHON TEparmuu
OJIaH3alIMHOM U JIMTUEM WJIM KOMIUIEKCOM BaJiblipoaTa HATpPUS W BAJIbIPOEBOM KHUCIOTHI B
cooTHomeHuM 1:1 yBenuueHue macchl Tena > 7 % OT UCXOAHOM Macchl Teja HaOII0Aanoch y
17,4 % marnueHToB B paMKax HEMPOJOJKHTEIHLHOTO Kypca JedeHus (10 6 Henenb). JnurensHas
Tepanusi oylaH3anuHoM (10 12 mecsieB) B HensxX NpOGMIAKTHKY pPEUUAMBA Y IMalUEHTOB C
OUMOJSAPHBIM PACCTPOMCTBOM MPHUBOJMIA K TMOBBIMIEHUIO > 7 % OT UCXOJHOW Macchl Tena y
39,9 % manueHToB.

COOGH.ICHI/IG 0 TOA03PEBACMBIX HCXKCIIATCIbHbBIX PCAKIINAX

BaxHo coo0mare O MOJ03peBaeMbIX HEXKENATeNbHBIX pEeakIusX I[OClie pPETUCTpaluu
JIEKapCTBEHHOT'0 Tperapara ¢ 1elbio 00ecredeHns] HePepbIBHOTO MOHUTOPUHTA COOTHOIICHUS
«oNb3a — PHUCK» JIEKAPCTBEHHOTO Tpernapara. MeTuIuHCKUM pa0OTHUKAM PEKOMEHIYeTCs
co00IaTh O JIIOOBIX MOM03PEBACMBIX HEXKENATEIbHBIX PEAKIUAX JICKAPCTBEHHOTO Ipernapara
yepe3 HallMOHAIbHBIE CUCTEMbI COOOIIECHHS O HEXENaTebHBIX peaklusix rocydapcTB — YJICHOB
EBpa3uiickoro 5KOHOMUYECKOTO COK03a.

Poccniickas @enepanvs

®denepanbHas ciryx0a 1Mo Ha30py B chepe 31paBOOXpaHEHUS

109012, r. Mocksa, CnaBsiHCKas miomans, 1. 4, ctp. 1

Tenedon: +7 (800) 550-99-03
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(NOCNEOCBATENEHOCTE 0001)

DnekTpoHHas rmoyta: pharm@roszdravnadzor.gov.ru

Caiit B UH(POPMALIMOHHO-TEIIEKOMMYHHUKAITHOHHON ceTu «MHTEepHETY:

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

4.9. [lepeno3upoBka

CuMOTOMBI

Ouenp yacTeiMH cumnToMamu (> 10 %) npu nepe1o3MpoBKe OJTaH3aMMHA ABISIOTCS TaXUKapAHs,
QKUTAIHS/arpecCUBHOCTD, TU3APTPUS, Pa3IUUHbIe SKCTPANHPAMHUIHBIE CHMIITOMBI U CHI)KEHHUE
CO3HAHMUsI Pa3HOU CTEMECHU TSHKECTH (OT cealuu 10 KOMBI).

Jlpyrue KIMHUYECKU 3HAYMMBbIE MOCIEICTBHS MEPEJO3UPOBKH OJIAH3AIINMHA BKJIIOYAIH AEIUPUH,
cynmoporu, 3HC, yrHereHue [pIXxaHMs, aclUpalUio, apTEPUAIbHYI0 THMIEPTEH3UI0 WIN
TUIIOTEH3MI0, apuTMuu (<2 % ciy4aeB NEpeJo3UpPOBKH) M OCTAHOBKY CepAlla M JAbIXaHMSL.
MunumanpHas 103a MPU OCTPOM MEPENO3UPOBKE C JIETAIBHBIM HMCXO0J0M cocTaBmia 450 wmr,
MaKCHUMajbHasl 71032 IpU TMEpPEelO3UPOBKE C OJArONpPUATHBIM HCXOAOM (BbDKMBaHHE) — 2T
OJIaH3aIHHA.

Jleuenue

Cremuduueckoro aHTHIOTa Uil OJaH3alMHAa He cymectByeT. He pexoMmenayercs
IpOBOLIMPOBaHKE PBOTHL. Il0Ka3aHbl cTaHIapTHBIE NPU MEPEIO3UPOBKE MPOLEAYPbI, HAIIPUMED,
IPOMBIBAaHUE  JKEIyJKa, IPUEM  aKTUBUPOBAaHHOro  yriid. (OJIHOBPEMEHHBIM  MpueM
AKTUBUPOBAHHOTO YIJIl M OJaH3alMHA TOKa3aj CHUXKEHHWE OMOJOCTYIHOCTH OJIaH3allMHA IPH
npueme BHYTpb 10 50-60 %.

[Toka3aHo cCHUMITOMaTHYECKOE JICYEHUE B COOTBETCTBUH C KIIMHUUYECKUM COCTOSIHUEM U KOHTPOJIb
KU3HEHHO Ba)XHBIX (YHKLIMH OpraHu3Ma, BKIIOYas KOPPEKLMIO apTepHaIbHOM THUIIOTEH3UH,
HapyLIeHUs. KPOBOOOpAIIEHUs U MOJJIep )KaHue JbIXaTebHo GpyHkuuu. He cnenxyetr nmpumeHsTh
snuHe(ppHUH, JONAMMH U Jpyrde aJpeHOMHMETHKH, KOTOpbIC SBISIOTCS AaroOHUCTaMH
B-agpeHOpenenTopoB, IMOCKOJbKY CTUMYJSIIMS 3THX PELENTOpPOB MOMKET YCYryOJsiTh
aprepuanbHyt0 runorteHsuto. HeobOxommumo obecrneduTbs KOHTPOIb CEPAEYHO-COCYIUCTBIX
HoKa3aTesel JUlsl BBIIBICHUS BO3MOXHBIX apuTMuil. TiiarenbHoe HaOMIOIEHUE 32 COCTOSHUEM

nmamucHTa H€O6XOI[I/IMO A0 IMOJIHOT'O €I'0 BBI3JOPOBJICHUS.

5. PAPMAKOJIOTHMYECKHE CBOMCTBA

5.1. ®apmakoauHaMHYecKHe CBOHCTBA
®apMakoTEpPanEBTUUECKAS TPYIIIIA: ICUXOJIENTUKH; aHTUIICUXOTHYECKUE CPEICTBA.

Koxg ATX: NOSAHO3
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sbberllOCTEAOBATENLHOCTE 0001)

MexaHu3M aeiictsus 1 hapMaKoINHAMHUYECKHE

COOTBETCTBYET 2KCNEPTHOMY OTYETY

OnaH3anuH SBISETCS AHTUICUXOTHMYECKUM CpPEACTBOM (HEHPOJENTHUKOM) C IIMPOKUM
(bapMaKoIOTUHIECKIM CIEKTPOM BITUSIHUS Ha psn PELEnTOPHBIX CUCTEM.
B [OKIMHHAYECKMX HCCIEAOBaHUAX YCTAHOBIEHO CPOJCTBO OJIaH3allMHA K CEPOTOHMHOBBIM
SHToanc, S5HT3, SHTs; nodpamuuoBeiMm Di, Dz, D3, Ds, Ds; myckapuHOBBIM Mi.s;
aJpEHEPTrUIEeCKUM 0] U THCTaMUHOBBIM Hi perientopam. B uccienoBanusix Ha )KUBOTHBIX OBLIO
BBISIBJICHO HAJUYHME AaHTAroOHW3Ma oOJlaH3anmuHa 1o orHomeHuto k SHT, nmodamuHOBEIM U
XOJIMHEPTUYECKUM perenTtopaM. B ycnoBusix in vitro m in vivo onaH3anuH oOiamaet Oosee
BBIPAKEHHBIM CPOJICTBOM M aKTMBHOCTBIO B OTHOILIEHHWH cepoTOHMHOBBIX SHT: peuentopos, B
cpaBaeHun ¢ godammHOBEIME D) penentopamu. Ilo maHHBIM 3IEKTPOGU3MOTOTHIECKIX
WCCJICIOBAHWI OJIAaH3allMH CEJIEKTUBHO CHIJKAET BO30yIMMOCTh Me3onuMOudeckux (A10)
nopaMHUHEPrUuecKUX HEMpPOHOB, U B TOXKE BpEeMs OKa3blBaeT HE3HAUUTENIbHOE NEHCTBUE Ha
ctpuapubie (A9) HepBHBIE yTH, YYACTBYIOIIUE B PETYISIIMHA MOTOPHBIX (pyHKIui. OnaH3anuH
CHIDKACT YCIOBHBIM 3allUTHBIN peduiekc (TeCT, XapaKTepU3YIOIIMHA aHTUIICUXOTHYECKYIO
aKTUBHOCTB) B J03aX 0oOJiee HU3KUX, YeM [103bl, BBI3BIBAIOIINE KATaJETCHIO (PaccCTpOMCTBO,
OoTpakaromiee TMOOO0YHOE BIMSHHE Ha MOTOpHYIO GyHKIHIO). B orauwume ot apyrux
HEHPOJENTUKOB, OJaH3alUH YCWJIMBAaET TMPOTUBOTPEBOXKHBIA J(PGEeKT Mpu NpOBEACHUU
«aHKCHOJUTHYECKOro» TecTa. OnaH3anmuH 00€CreyrmBaeT CTATUCTHYECKH JOCTOBEPHYIO

PEAYKLHIO KaK MPOIYKTUBHBIX (Opel, rajuTIoLMHALIUY U JIP.), TAK U HETaTUBHBIX PACCTPOMCTB.

5.2. apmakoknHeTHYECKHE CBOHCTBA

Abcopbrus

[Tocne mnepopanbHOro mnpueMa OJaH3alMH XOPOIIO BCAChIBAETCS, M €ro MaKCHMalbHas
KOHLIEHTpaLUs B IJ1a3Me JOCTUraercs uepes 5-8 yacoB. BcacklBaeMOCTh OJ1aH3aIllMHA HE 3aBUCUT
OT IIpHeMa NUIIK. B rccnenoBanusax ¢ pa3HbIMU J03aMHM B AMana3oHe ot 1 mr a0 20 Mr nokasaso,
YTO KOHLEHTpaLUs 0JIaH3aIllMHA B IUIa3Me U3MEHSETCS JUHEHHO U IPONOPLMOHAIBHO J03€.

Pacnopenenenue

[Tpu koHneHTpanuu B miazme ot 7 10 1000 Hr/mia ¢ Oenkamu mia3Mbl CBsI3bIBaeTcsa okojo 93%
OJIaH3aIIuHa. Onan3zanuH CBS3bIBACTCA B OCHOBHOM C aJIBGyMI/IHOM )41 Ol -KUCJIBIM
TJIIMKOITPOTEUHOM.

Buorpancdhopmarms

OsaH3anuH MeTaboNIU3UpYyeTCsl B IIEUEHH B PE3yJIbTaTe MPOLECCOB KOHBIOTAMM U OKUCIICHUS.
OCHOBHBIM  LUPKYIHPYIOIIUM  MeTabonuTtoM  siBigercss  10-N-TIOKypoHHI,  KOTOPBIA
TEOPETUYECKH HE MIPOHUKAET Uepe3 reMaTodHIehaTndeckuil 6apnep.

Nzodepmentsr CYP1A2 u CYP2D6 nutoxpoma P450 yuactByrot B 06pazoBanuu N-ae3MeTHl U
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o0aany 3HAYUTEITFHO MEHEE BRIPAXKCHHON (DapMaKoIOTHYeCKONH aKTHBHOCTBIO in Vivo, YeM
onan3anuH. OCHOBHas (hapMakKoJIOTUYECKasi aKTUBHOCTH IMpemnapara o0yCIOBICHA HCXOIHBIM
BEIIECTBOM OJIAH3AIIMHOM.

OJIMMUHALNS

[Tocne mpuema BHYTpb CpeIHUI MEPUO/T MTOTYBBIBEACHUS OJIAH3AIIMHA Y 3JI0POBBIX TOOPOBOIILIICB
BapbUPOBAI B 3aBUCUMOCTH OT BO3pacTa U IMoJa.

VY 3710poBBIX JOOPOBOJIBIIEB TOXKHJIOTO Bo3pacta (65 JeT | crapiie) CpeaHud Mepuoj
MOJTYBBIBEICHUS ObLT 3amMesiIeHHbIM (51,8 1), a kimpenc 0wt cHUXKeH (17,5 1/9) 1Mo cpaBHEHUIO ¢
AHAJIOTMYHBIMHU MTOKA3aTeNsAMU Y JInIl OoJiee Moooro Bo3pacta (33,8 uu 18,2 /4,
COOTBETCTBEHHO).

dapMaKOKMHETUYECKasi BApHAOETbHOCTh HE MEHSIIACh B 3aBUCUMOCTH OT BO3pacTa. Y MalueHTOB,
cTpamarmux mu3odpeHruel B Bo3pacte crapiie 65 JieT Tepamusi OJIaH3aluHOM B J03aX OT 5
Mr/cyTku 10 20 MI/CyTKH HE COTPOBOXKIANIACH H3MEHEHUEM NMPO(UIIS HeXKeTaTeIbHbIX PEaKIni.
VY KEHIIVH MO CPAaBHEHHIO C MY)KUMHAMHU CPEIHHIA TIEPHUOJ TOTYyBBIBEICHUS ObLIT 3aMeIIEHHBIM
(36,7 1u o cpaBHEeHHUIO ¢ 32,3 4), a KIUPESHC OJIaH3aMMHAa B Tu1a3me cHKeH (18,9 /4 mo cpaBHEHHIO
¢ 27,3 n/g). Opnako npoduau 6€30MaCHOCTH y KEHIIUH M Y MYXYHH TIPHU TIPUEME OJIaH3alHa B
7103ax OT 5 Mr/cyTku 10 20 MI/CyTKu ObUTH CONOCTAaBUMBI.

Oco0ble rpyInel NAKMEHTOB

Ilayuenmul ¢ Hapywenuem yHKyuu novex

VY nanueHToB ¢ HapymeHneM (QYHKIINH MOYeK (KIUpeHC KpeaTnHuHA <10 MJI/MUH) TIO CpaBHEHUIO
CO 3J0POBBIMU JOOPOBOJBIIAMU OTCYTCTBOBAIM 3HAYUMBIC pa3lIU4usl CPEIHEro IMepuoja
nomnyBbiBeneHus (37,7 4 mo cpaBHeHHIo ¢ 32,4 1) u kiaupenca (21,2 51/4 o cpaBHeHHIO ¢ 25,0 11/4).
Oxko110 57 % Me4deHoro pagruor30TONamMu OJIaH3aMMHA BEIBOJIMIIOCH TIOYKAMH, B OCHOBHOM B BUE
MeTaboIHUTOB.

Iayuenmoi ¢ HapywieHuem QYHKyuU neveHu

JIist n3ydeHus BIUSHUAS HapyIICHUH (YHKIMH TIeYeHN Ha (apMaKOKHMHETHKY OJaH3amuHa ObLIO
poBeJeHO HeOosblIoe HcciaeAoBaHWe. B HeM ydacTBOBaiM NAIlMEHTbl C KIMHUYECKU
BBIPOKEHHBIM ITUPpO30oM TiedeHu (kmacc A u B mo kmaccudukanuu Yaiing-I1sro0). 3Haunmoro
BIIUSTHUS HapymIeHus: (YHKIIUU TIeueHr Ha papMakOKHMHETHKY OJlaH3aliHa MpY IpUeMe BHYTPh B
no3ax ot 2,5 1o 7,5 Mr oOHapy)eHOo He ObUI10. Y MAIMEHTOB C MEYCHOYHOW HETOCTATOYHOCTHIO
JETKOW M CpeAHEW CTeNeHU TSHKECTH HEe3HAUUTEIbHO YBEIMUYMBAJICS KIUPEHC, a BpeMs
MOJTYBBIBEIEHUS OBLIO KOPOUYE 10 CPABHEHHIO C MallMeHTaMu 0e3 HapylieHUi (yHKIUU MTEYEeHH.
Kypsimux manueHToB ObI10 OOJIBIIIE B TPYIIIE ¢ IUPPO30M MIEUCHU, YeM B TpyIIe 0e3 HapyIIeHun

(GYHKIINY TeYeHHU.
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Kypenue

VY HeKypsAILIMX NalMeHTOB (MYKCKOTO M )KEHCKOTO T0ja) CpeIHUN Mepuoa MOTYBBIBEICHHS
OJIaH3aIMHa OBLT JI0JIBIIIE, YeM aHAJIOTUYHBIN TOKa3aTelb y Kypsamux nauueHTos (38,6 uu 30,4 u),
a xiupeHc - Hwke (18,6 n/a u 27,7 n/49).

Knupenc onanzanuna B ruia3me KpoBH ObUT HUXKE Y MTAIIMEHTOB MOKUIIOT0 BO3pacTa 0 CPaBHEHUIO
C MOJIOABIMU MAIMEHTaMM, Yy JKEHIIMH II0 CPAaBHEHUIO C MYXYMHAMM M y HEKYpALUIUX IO
CpPaBHEHMIO C KypsAumuMH. OJTHAKO CTENEHb BIMSHUSA BO3pacTa, I10J1a UM KypEHHUs Ha KIUPEHC
OJIaH3allMHA B IUIa3Me U MEPUOJ MOTYBBIBEICHUS OJIaH3allMHa HEBEJIMKA B CPAaBHEHUU C 00Iei
BapHa0eIbHOCTHIO MEXKAY HallMeHTaMH.

Pacosas npunaonesxcnocmeo

B uccnenoBanum ¢ ydyacTMeM JIMIl €BPONEUCKOTO, SIIOHCKOTO W KUTAMCKOrO0 MPOUCXOKICHUS
paznuuuii B (papMaKkOKWHETHKE OJaH3alMHa, CBS3aHHBIX C PAacOBOM MPUHAIUIEKHOCTHIO, HE

YCTaHOBJIEHO.

6. PAPMAIIEBTUUYECKHUE CBOMCTBA

6.1. IlepeyeHb BCIOMOTraTeIbHBIX BElIECTB
SAnpo

JIAKTO3bI MOHOI‘I/I,Z[paT

THIIPOJI03a DKCTPA TOHKAs

KPOCIIOBHIOH

[EJUTION03a MUKPOKPHUCTAIITNYECKAsT

Mar”Husi CTeapaT

CocraB 00010YKH

TUIPOMEIIIO3a
tutana quokeun E171
makporoia 400
nosmcopoat 80

BOCK KapHayOCKHit
MoauHUIMPOBaHHAs GapMaleBTHYecKas riua3ypp™*
POMHIICHIITUKOJIb
uHaurokapmun E132
H-OyTaHOJI
U30TPOIIAHOI
aMMOHHUSI THPOKCH

*IIIeJUIaK B dTAHOJIE
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6.2. HecoBMecTHMOCTL

He npumenumo.

6.3. Cpok rogHocTu (CpOK XpaHeHHUs )

3 roxa.

6.4. OcoOble Mepbl MPEI0CTOPOKHOCTH MPH XPAHEHU U

B opurunanbHoii ynakoBke (Orctep B mauke) npu remmneparype He Boitre 30 °C.

6.5. XapakTep u coaep:kaHue NePBUYHONH YIIAKOBKH

[To 7 TaGneTox B OIUCTEp W3 ATIOMHUHUS, 3aNIeYaTAaHHBIA aTFOMUHUEBOW (DOJTBIONM C BUHUIIOBBIM
nokpeitreM. [1o 4 (28 TabneTok) OaucTepa BMECTE ¢ HHCTPYKITUEH TI0 TPUMEHEHHUIO TOMEIIAIOT B
Na4YKy KapTOHHYIO C KOHTpPOJIEM IEPBOrO BCKPBITUS B BUJE MPO3PAUHBIX CTUKEPOB C KPacHOMU

IIOJIOCOM.

6.6. OcoOble Mepbl MNPEIOCTOPOKHOCTH TPH YHUYTOKEHHMHM HMCHOJb30BAHHOIO
JIEKAPCTBEHHOI0 mpenapara WJIM OTX0A0B, TMOJYYEHHbIX IOcjle NpPHMEHEeHUs:
JIEKAPCTBEHHOI0 Mpenapara u Apyrue MaHUMYJIALIMHU ¢ MPenapaTomM

Oco0ble TpeOOBaHUS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHMUSA

I'epmanus

Yemmadapm Pemxucrpeiinmm ['MOX,
Beiunep Lltpacce Se,

79540 Jléppax

7.1. IlpeacraBureib AepKaTessi perHCTPAMOHHOIO YA0CTOBEPEHMSI

[IpereH3un noTpeOUTENIEH HAIIPABIATE 10 aJIPECY:

Poccniickas @enepanvs

000 «®APMATENT»,

127322, r. MockBa, yi. SI6104koBa,
a. 23-2-20.

Ten.: +7 (495) 991 91 71,

email: farmageit@mail.ru

8. HOMEP PETUCTPAIIMOHHOTI' O YAOCTOBEPEHMUAA
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9. JIATA MEPBHYHON PEMUCTPATIIN "““(MOATREPHKALHMS
PETMCTPALIMH, TEPEPETACTPALAN)

JlaTa nepBoi perucTpanuu:

10. JATA IEPECMOTPA TEKCTA

OO01mmas xapakTepHuCcTHKa JICKApCTBEHHOTO TpernapaTta 3uMnpeKca JOCTyMHa Ha WH(HOPMAIMOHHOM
noprtaiie EBpa3uiickoro 3KOHOMHUYECKOTO COI03a B MH(POPMAIIMOHHO-KOMMYHUKAIIMOHHON CETH

«MnaTepuer» https://eec.eacunion.org/.
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