COOTEBETCTEBYET JKCNEPTHOMY OTYETY
oT 21.11 2024 Mz 25778

OBIIAS XAPAKTEPUCTHKA JEKAPCTBERHOT O TIPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOTI O IIPEIIAPATA

Omnan3zanus, 5 Mr, TabJIeTKH, AUCTIEPTHPYEMBIE B TIOJOCTH PTA.

Omnanzanus, 10 Mr, TabieTku, JUCIEPrUpyeMbIe B MOJIOCTHU PTa.

2. KAUECTBEHHbBIN 1 KOJIMYECTBEHHBIA COCTAB

JelicTBytolee BENIECTBO: OJaH3aIlKH.

Onan3anuvi, 5 mMr, Ta0JEeTKA, AUCIIEPTUPYEMBIE B OJOCTH PTA

Kaxnas Tabnerka, tucneprupyemast B OJIOCTH PTa, COAEPKHUT 5 MI' OJIaH3aIHA.
BcnoMorarenbHbie BElIECTBa, HAJMYME KOTOPBIX HAJIO YYUTHIBATH B COCTaBE JICKAPCTBEHHOT'O
npemnapara: acrapram (cM. paszaenst 4.3, 4.4).

OHaH3aHI/IH, 10 MI, Ta6JIeTKI/I, JAUCTICPIrUPYEMBIC B TTOJIOCTH pTa

Kaxxnas Tabnerka, qucniepriupyemast B oJI0CTH pTa, coaepkut 10 Mr onaH3anuHa.
BcnoMorarenbHbie BElIECTBa, HAJTMYME KOTOPBIX HAJIO YYUTHIBATH B COCTaBE JICKAPCTBEHHOT'O
npemnapara: acrapram (cM. paszaenst 4.3, 4.4).

[TonHbIN IepevYeHb BCIOMOTATEIbHBIX BEIIECTB MPUBEICH B pasnene 6.1.

3. JEKAPCTBEHHAA ®OPMA

TabneTku, nucneprupyemMsle B MOJIOCTH PTa.

Kpyrible miockomMIMHAPHYECKHE TaOJIETKH OT JKEITOTr0 O CBETIIO-XKENTOro IBeTa C PUCKOI ¢
OJTHOW CTOpOHBI U (ackoil. JlomyckaeTcs HalMuyue HE3HAYMTENbHBIX OTIENbHBIX BKPAIICHUH
JKEJITOTO 1IBETAa U MPaMOPHOCTH.

Pucka ne npe€aHasHadycHa 1J1sd pasjiaMbIBaHU A TaOJIETKH.

4. KIMHUYECKHUE JAHHBIE

4.1. IToxka3zaHusi K NPUMEHEHUIO

[Tpenapat OnaH3anuH Mokas3aH K MIPUMEHEHHIO Y B3pOCIbIX cTapiue 18 jer.

e OnaH3anuH NoKa3aH I JIeYeHUs N30 PEHUN.

e OmanzanuH >QQeKTUBEH NMpH MOAJIEPKUBAIOIIEH U JTUTEIbHON TEpanuH y MAIMEHTOB C
mm3odpeHnent, y KoTopsix Habmoaancs 3p(ekrt ot jedeHrs Ha HayaJbHOM 3Tale.

e  OuaH3anuH NOKa3aH Jyis JeYSeHUsI MaHUAKaIbHOTO 31TM30/1a YMEPEHHOM WU TSHKEJION CTeTeH!
TSKECTH.

e OgnaH3anuH TMOKa3aH s MOPeIOTBPALICHHs PEUUINBOB Yy NAIHMEHTOB C OWUIOJISPHBIM

Crpanwnma 1 u3 23



COOTBETCTEYET ZKCNEPTHOMY OTYETY
o1 21.11.2024 N2 25778
pPacCTpOMCTBOM, y KOTOPBIX OH ITOKa3al 3(1)(1)6KTﬁgI!I6611E‘;p1;1E Tdentin A aftiioro

OIInU3044a.

4.2. Pe:kuM 103UPOBAHUS M CIIOCO0 NMPUMEHEHUs

PexxuM 1o3upoBaHus

Bspocnvie
Hluzoghpenus
PexoMennyemas HayanbHas 103a oJiaH3anuHa coctasisger 10 mr 1 pas B cyTkH.

ManuaxanbHbiy 3nu300

HavanbHas no3a cocraBisieT 15 Mr oauMH pa3 B CyTKU IIpM MOHOTepanuu win 10 Mr B cyTku B
COCTaBe KOMOMHUPOBAHHOM Tepamnuu (C JIUTUEM WU BAJILIIPOATOM).

HpedomGpameHue peuudueoe 6”1’10.71}ZDH020 DGCCI’I/IDOL?CI’I/ISG

Pekomenayemass HauanpHas Jo03a ojaH3anmuHa coctaBiser 10 mr 1 pa3 B cyrku. Ilammenrtam,
MOJIYYarOIIUM OJIaH3alUH I JICYCHHS] MaHWAKaJbHOTO »SIHU30/a, IS IPEeIOTBpAIICHUS
peuuIrBa, CIeIyeT MPOA0KATh TEPANuIo B TOM ke qo3e. [Ipu pa3BuTHH HOBOTO MaHMAKAIBHOTO,
CMEIIAaHHOTO WJIM JENPECCHBHOTO OJIMH30/a CJIEIyeT MPOJA0JKATh TEPANUI0 OJIAH3aMUHOM
(c Koppek1uel 10361 B Ciydae He00X0MMOCTH ) Ha (JOHE TOMOTHUTEIBHOMN Tepanuu AJis JICYCHHUS
CHUMIITOMOB PacCTPONCTBA HACTPOCHUS B COOTBETCTBUU C KIIMHUYECKUMH MMOKa3aHUSIMHU.

[Ipu nedeHun wmWKU30PPEHUH, MAHUAKAIBLHOTO OHNHU30/la W TMPEAOTBpPALICHUS PEIUIUBOB
OHMIMOJSPHOTO PAcCTPONCTBA CYTOYHAS /1032 MOKET OBITh CKOPPEKTHPOBAHA B TMANA30HE OT 5 MT
10 20 mr. IloBpllleHHe HAYaJIBHOW JO3bI CIEAYET OCYIIECTBIISTh TOJIBKO IMOCIE HAJJIEKAIEro
KJIIMHU4YecKoro oocnenoBanus. [ToBbITIIEHHE TO3BI JOJIKHO TPOBOUTHCS C UHTEPBAJaMU HE MEHEe
24 yacoB. OnaH3anmvH MOXHO Ha3HA4YaTh BHE 3aBUCUMOCTH OT IpHEMa MHUIIH, MOCKOJIBKY
yrnoTpeOJeHue MUIIY He OKa3bIBAeT BIMUSHUS Ha BCAChIBAHUE MIpemapara.

[Ipu npekpalieHnu JIeYeHUs: 0JIAH3aIIMHOM /103y IIpenapara cieAyeT CHUXKATh MOCTENEHHO.

Oco0ble TPVIIILI TAIMEHTOB

Iayuenmul nodxcunozo eozpacma

MunumanbHas HavalbHas 703a (5 M B CyTKH) OOBIYHO HE Ha3HAuYaeTcs, HO €€ MpUMEHEHHUe
JIOJDKHO OBITH PACCMOTPEHO Yy MAllMEHTOB B Bo3pacTe 65 JieT M cTapiie, eciau 3Toro Tpedyer
KJIINHAYECKOE COCTOSIHNE KOHKPETHOTO MallUEeHTA.

Tayuenmul ¢ napywenuem ynKyuu novex u/unu neveHu

[TatenTam ¢ MOYEYHON W/WIIM MEYEHOUYHOW HEJOCTATOYHOCTBIO CIeyeT HAauMHATh JICYEHHE C
MUHUMAIBHON 103bI (5 Mr B cyTkH). [Ipu medeHOYHOW HEJOCTAaTOYHOCTU CpPEIHEH CTereHu
TshKecTH (Luppo3, kiaacc A uinn B no kiaccudpukanuu Yaiina-I1si0) HavanbHas cyTouyHas /1032

JOJIXKHaA COCTaBJIATh 5 MT, ITpU HCO6XOJII/IMOCTI/I A03Yy CIICAYET YBCINYNBATE C OCTOPOKHOCTBIO.
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(MOCNEQCBATENEHOC Th 0001 |

Kypenue
HavanbHas no3a 1 [uana3oH 103, Kak IIPaBUio, HE HYXKAAIOTCS B U3MEHEHUSX B 3aBUCUMOCTH OT
TOr0, KypUT MAlUEHT Wik HeT. MeTaboiau3M ojaH3amuHa MOXKET ObITh YCKOPEH KYPEHHEM.
PekoMenayercss mnpoBOAUTH KIMHUYECKUW MOHMTOPHUHI, B CIy4ae HEOOXOJMMOCTH [03a
OJIaH3aIMHA MOXET OBITh YBEJINYCHA.
[Tpu Hanmuuu axkropoB (6osee OAHOT0), KOTOPhIE MOT'YT MIPUBECTHU K 3aMEUIEHUIO MeTaboIn3Ma
(MalMeHThl JKEHCKOTo I0J1a, MOKUJIOTO BO3pPacTa, HEKYpSIIHE), MOKET ObITh PEKOMEHIOBAHO
CHI)KEHME HavyallbHOM N103bl. [10oBBIIEHNE 103bI Y TAKUX MALMEHTOB, MPU HAJIWYUH TOKA3aHUIH,
HE00X0UMO ITPOBOJAUTH KOHCEPBATUBHO.

eTH
[Tpumenenue npenapara y nereil B Bo3pacre a0 18 et mpotuBomnokazaHo (cm. pazzaen 4.3).

Cnoco6 IIPUMCHCHUA

BnyTps.

TabneTku oJlaH3aNMHA, TUCIIEPTUPYEMBIC B IIOJIOCTH PTa, OBICTPO PACTBOPSIOTCS IO ICHCTBUEM
CJIIOHBI U JIETKO MPOTNaThiBaloTCA. BEIHYTH TablIeTKy U30 pTa HEPACTBOPEHHOH 3aTPyAHUTEIBHHO.
bpath TabneTky U3 KOHTYpHOU SYEHKOBOI YIIAKOBKU CIIEyeT CyXUMH pykamu. M3-3a Xxpynkoctu
Ta0JETKY CIIeyeT MPUHUMATH Cpasy MOCIIE U3BJICYCHHS U3 KOHTYPHOU STYEHKOBON YITAaKOBKH.
OnaH3anuH MOXHO MPUHUMATh HE3aBUCUMO OT BPEMEHU MpHeMa MUILHK, TaK KaK MMHIIa He BIUSIET
Ha BCAaChIBAaHUE OJIaH3aIIMHA.

TabneTkn onaH3anmuHa, AWCIEPTHPYEMbIE B TMOJIOCTH pPTa, OMOAKBHUBAJIEHTHBI TalJeTKam
OJIaH3aIlMHA, TIOKPBITHIM TUICHOYHOW OO0OJIOUKOM, U HMMEIT CXOIHYIO CKOPOCTh U CTEIEHb
BcachbiBaHMs. TaOJeTKU OJIaH3alvHa, AUCIEPTUPYEeMble B TOJOCTH PTa, MOTYT MPUMEHSITHCS

BMECTO Ta0JIETOK OJIaH3aIllnHa, ITOKPBITHIX IJICHOYHOH 000JI0YKOIA.

4.3. IIpoTuBONOKA3aHNS

® THUIEPUYYBCTBUTEILHOCTh K OJIAH3ANMHY W/WIHM K JIIOOOMY M3 BCIIOMOTATEIbHBIX BEIIECTB,
MIEpPEYNCIICHHBIX B pa3zene 6.1;

® TAIHMEHTHI C PUCKOM PA3BUTHS 3aKPBITOYTOJILHON TJIAyKOMBI;

e JIeTCKUH BO3pacT 10 18 1ner;

® [alUEHTHI ¢ (PEHUIKETOHYpHUEH.

4.4. Oco0ble yka3aHus U Mepbl MPeI0CTOPOKHOCTH NMPHU NPUMEHEeHHUH

C 0CTOPO’KHOCTBLIO
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[leueHouHass HEAOCTATOYHOCTh, KIMHUYECKN 3HAUMMAs '&Hép?ﬁeﬁiﬁ i-%‘ﬁgﬁlli-ﬁehﬁaﬁr' X(Lé}IéSBI,

3aKpBITOYTOJIbHAS [JIayKOMa, apaJInTUYecKasi KUIIeuyHasi HENPOXOAUMOCTb.

OnaH3anuH ciaenyeT NPUMEHITh C OCTOPOKHOCTBIO y NAI[UEHTOB C MOHMKEHHBIM KOJUYECTBOM
JCHKOIMTOB W/WIM HEUTpOoPHUIOB B mepudepudeckoil KpoBU, OOYCIOBICHHBIM pPa3IMYHBIMU
MPUYMHAMU; C IPU3HAKAMU YTHETEHHS UJIM TOKCUYECKOT0 HapyleHus: GyHKIIMH KOCTHOTO MO3Tra
1I0J1 BO3JICHICTBHEM JIEKapPCTBEHHBIX MIPENIapaToB (B aHaMHE3€); C YTHETCHHEM (PYHKIIUU KOCTHOTO
MO3ra, OOYCJIOBJICHHOTO COITYTCTBYIOIIUM 3a00JI€BaHUEM, paJHo- WIM XUMHOTepanuen (B
aHamHe3e); C Turnepl’03uHoGuINei Ui MuenonponudepaTuBHbIM 3aboneBanueM. OnaH3anuH
clenyeT NPUMEHATh C OCTOPOXKHOCTHKO y IMAIMEHTOB C SMNWICNTUYECKUMHU NpHUMAaJKaMU B
aHaMHe3€ WJIU MPHU HAJMYUHU (PaKTOPOB, CHIDKAIOIIUX MOPOT CYyJOPOKHON TOTOBHOCTH. Y TaKHX
NAIMEeHTOB MPH JICYCHUN OJAH3AIMHOM CYJOPOXKHBIE MPUITAIKN HAOIIOAINUCH PEAKO.

C y4eToM OCHOBHOTO JICWCTBUS OJIaH3allMHA Ha LIEHTpasibHYI0 HepBHYIO cuctemy (LIHC), cnieqyer
coOroAaTh OCTOPOXKHOCTh MPHU MPUMEHEHHU mpernapara OnaH3anuH B COUYETAHUU C JIPYTHMH
JIEKapCTBEHHBIMU CPEACTBAMU LIEHTPAJILHOTO IEUCTBUS U JIKOTOJIEM.

Oco0ble yKka3auus

KnuHuyeckoe ynydleHue Npy JICUYCHHH aHTUIICUXOTHYECKUMH CPEJICTBAMU MOXKET HACTYIATh B
NEpUOJT OT HECKOJBKUX JIHEH 10 HECKOJIbKHX He/lelb. B ATOT mepuoja Tpedyercs TmiateiabHOe
HaOJIIO/ICHUE 32 MallUeHTAMH.

Ilcuxo3 Ha pone demenyuu u/unu HapyweHus nosedeHus

OnaH3zanuH He MMOKa3aH JUIsl ISYeHU MCUX03a Ha oHEe AEeMEHIIUU U/UTU HapyIIEHU! TOBEIeHUs
BBUJly TIOBBIIICHUS YPOBHS CMEPTHOCTM M PHCKAa Pa3BUTHS HApYyIIEHUH MO3TOBOTO
KpOBOO6paHIeHI/I$[ Y AAaHHBIX IMAIUMCHTOB. B HJ'IaIIe60-KOHTpOJ'[I/IpyeMI)IX HUCCIICO0OBAHUAX
(TpOAOMKUTENHHOCTHIO 6-12 HeeNb) y MalMeHTOB MOKUIIOTO Bo3pacTa (Cpe i BO3pacT 78 JieT)
C TICMX030M Ha (pOHE JAEMEHIIMU W/WJM C HapyUICHHSIMH MOBEISHHS OTMEYalloCh JIBYKpaTHOE
yBEJMUYCHUE CIyYaeB CMEPTH B TPYIINE OJIaH3allMHA 110 CPABHEHHIO ¢ TpyImnoit miaiebo (3,5 % u
1,5 % cootBeTcTBeHHO). boiee BRICOKMIT ypOBEHb CMEPTHOCTH HE CBSI3aH C JI030# OJlaH3annHa
(cpennsist no3a 4,4 Mr) Ui ¢ JJINTENbHOCTBIO JeueHus. GaKkTopbl pUCKa, KOTOPbIE MOTYT BIUSTh
Ha TPeIPacIONIOKEHHOCTh 3TOM TPYIIHI MAIUEHTOB K 00JIe€ BHICOKOW CMEPTHOCTH MPH JICUSHUN
OJIaH3aMMHMHOM, BKITFOUAIOT BO3PACT cTapiie 65 net, Aucdaruto, ceqaruio, HeA0CTaTOYHOE TUTaHKE
1 00€3BOKMBaHUE, HAIMYUE MAaTOJIOTUU JIETKUX (HAalpUMep, THEBMOHUS C acnupanuen wim 6e3
Hee) WIM COYSTaHHOE MPUMEHEeHHe ¢ OeH3oauazennaaMu. OTHAKO Y9acToTa JICTAIBHBIX UCXO/I0B
ObLJ1a BBIIIE Y MAIIMEHTOB, MOJYYaBIINX TEPAMUIO OJIAH3AMKUHOM, TI0O CPABHEHHIO C MAllUEHTaMH,
MOJTY4aBIIUMH TIA1[e00, HE3aBUCUMO OT ITUX (PAKTOPOB PUCKA.

B Tex ke KIMHWYECKHX WCCIEAOBAHUAX OTMEYAIUCH IePEeOPOBACKYIISIPHBIC HEXellaTeIbHBIC

peakuuu (HampuMmep, HWHCYJILT, TPAH3UTOPHAs WIIEMHUYECKas aTaka), BKIOUYas CiIydaum C
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JETaNbHBIM UCXOA0M. B mane6o-KOHTpOIUpPYEMBIX W parimi drveaartacs B '-er'r/'l-| paza

Oosee BBICOKAs YAcTOTa IepeOpPOBACKYMISPHBIX HEXKEIATENbHbIX pPEAaKUUWHd Yy TNalueHTOB,
MOJIyYaBIIMX OJIAaH3AMMUH, 0 CPABHEHUIO C MallMeHTaMu, Mmoxy4yaBmumu mianedo (1,3 % npotus
0,4 % cooTBeTcTBEeHHO). Bee manueHTs! ¢ 1epeOpoBacKyISIpHBIMU HAPYLIECHUSAMH, [1OJIy4aBIINe
OJlaH3allMH W Iulane®o, MMeNM  [peaulecTByoIUe  (GakTopbl  pUCKAa  Pa3BUTHS
1epeOpOBACKYIAPHBIX HEXKENaTeNbHbIX peakiuii. Bo3pact crapmie 75 neT u neMeHIUA
COCYIUCTOTO WJIM CMEUIAHHOTO THUIA ONPEACISUINCh Kak (AaKTOpPhl pPUCKA PAa3BUTHUSA
1IepeOpOBACKYIISPHBIX HEXKEJIATeNIbHBIX Peaklnii Ha (GOHe JIeueHHs OJaH3anuHoM. B Xoze naHHbIX
uccie1oBaHui 3 (HEKTUBHOCTb OJIaH3allMHA He ObljIa yCTaHOBJICHA.

bonesns I[lapkuncona

He pexomenayercst mpuUMEHEHHE OJIaH3allMHA NpPU JICYCHWU IICHXO030B, HHIYLUPOBAHHBIX
IPUEMOM aroHUCTOB JO(QAMHUHOBBIX pelentopoB npu Oone3Hu IlapkuHcoHa. B kimHMYeckux
UCCIICIOBAaHUAX YCYryOJieHMe CcUMNTOMAaTuku Oosie3Hn IlapkuHCOHAa W rajIIOLUHALUU
OTMEYaJIMCh OYECHb YacTO U ¢ 00Jiee BBICOKOH YacTOTOM, 4eM B rpyrrie miamnedo, a 3 HeKTuBHOCTh
IPY JICYCHUH TICUXOTUYECKUX CHMIITOMOB OJIAaH3AIIMHOM HE IPEBBIIIaia TAKOBYIO IPH MPHEME
wiane6o. B JaHHBIX KIMHUYECKMX HMCCIEJOBAHUAX IMAIMEHThl NEPBOHAYAIBHO JOJDKHBI OBLIH
JOCTUTHYTh CTaOWJIM3aLMUd Ha MHUHUMaIbHOW >(QQEKTHBHON 03¢ mNpenapaTtoB AJs JIEUSHUS
6one3nn [lapkuHcoHa (aroHUCTHI JO()aMUHOBBIX PEIIETITOPOB) U MPOJIODKATH UX MIPHEM B TOH Ke
J103€ Ha MPOTSDKEHUH BCEro MccienoBaHus. HadanpHas n03a olaH3ammHa cocTaBisuia 2,5 Mr B
CYTKHU M MOTJIa OBITh YBEJIMYEHA 10 MAKCUMAJIBHOU — 15 MI' B CYTKH 10 PELIEHUIO UCCIIe10BATENS.
3nokauecmeennwiii netiponenmudeckuti cunopom (3HC)

3HC — moTeHIManbHO YrpoXKaroliee XU3HU COCTOSHHE, BO3HHKAroIee Ha (OHE MPUMEHEHUS
HeliponentukoB. Penkue cinydan 3HC Ttaxke OblIM 3aperMCTpUpOBaHbl M NPU NPUMEHEHUU
onanzanuHa. Knunndeckue nposiienuss 3HC BKIIIOYAIOT TMNEPIUPEKCHIO, PUTHAHOCTD MBIIIII,
U3MEHEHHE TCUXMUYECKOrO CTaTyca M BEreTaTUBHbIE HAPYIICHUs (HEPETYJSPHBIA MyJibC WIH
apTepuagbHOC JaBJICHUE, Taxukapaus, auadope3 W HapyIHICHHE CEepACYHOTO0 pPUTMA).
JlonoTHUTEbHBIE MIPU3HAKH MOTYT BKJIIOYATD: TIOBBIIIICHHUE KOHIICHTPALIU!
kpeatuHpochokunazpl (KDK), wmuornobunypuro (pabaoMuonu3) W OCTPYH TMOYESUHYIO
HenoctaToyHocTh.  KnuHuueckue mnposiBienuss 3HC wunm  3HauMTenbHOE HEOOBSICHUMOE
MOBBILICHHE TeMIleparypbl Tena 0e3 apyrux cumnromoB 3HC TpeOyroT OTMEHBI Bcex
HEHPOJIENITUKOB, BKITFOYAs OJIAH3aITHH.

T'unepenuxemus u caxapHulii ouabem

HeuacTto ormeuanuch ciydau TMNEPriIMKEeMUN W/MIU Pa3BUTHS WIK JIEKOMIIEHCAIIMH CaXapHOTO
nrabeTa, B HEKOTOPBIX CITydasX COMPOBOXKIAIOIINECS KETOAIMI030M U JHA0ETHIeCKONH KOMOH, B

TOM YHCJIC C JICTAJIBbHBIM HMCXOJ0M. B HEKOTOPLIX CIIydasAaX OTMCYAJIOCH IMMOBBIIICHUEC MACCHI TCJIA,
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KOTOPOE MOIJIO IOCIYKUTh IPEAPACIONATAIOUIM @éﬁfﬁp&lﬁ%%ﬁéﬂ?@eﬁ Tttt

KIIMHUYECKUI MOHUTOPHHT MAIIMEHTOB C CaXapHBbIM TUA0ETOM U MAIMEHTOB ¢ (JaKTOpaMU PHCKa
pa3BUTHS caxapHOTro auabera B COOTBETCTBHH CO CIEAYIONUMHU YKa3aHUSIMH: H3MEPCHHE
MCXOJHON KOHIIEHTPAIINH TJIF0OKO3bI B KPOBHU, uepe3 12 Heaennb mocie Hayaia IpueMa ojaH3anuHa
U BIIOCJICJICTBUH €KErOHO. Y MalUEeHTOB, IPUHUMAIOIINX aHTUIICUXOTUYECKUE CPEJCTBA, B TOM
qrclie OJIaH3aIlluH, HEOOXOAMMO TPOBEPSITh HATMYKUE MPU3HAKOB U CUMIITOMOB THUIIEPTIUKEMUN
(TaK¥MX KaK MMOJIUTUTICHS, TONINYpHs, moaudarus u cinadocts). [lanmentam ¢ caxapHbiM qradbeTom
WK paKkTOpaMu prCcKa BOZHUKHOBEHUS CaXapHOTro AuabeTa He0OXO0AUM PeryIsipHbI MOHUTOPHHT
KOHIIEHTPAIUH TJII0OKO3bI B KpoBH. HeoO0X01MMO MPOBOAUTD PErYISIPHBIN KOHTPOJIb MACChI Tela:
nepea HayajoM JiedeHus, yepe3 4, 8 u 12 Hemenb mociie Havalla IpUeMa OJaH3aluHa W
BIIOCJIEJICTBUM KaXK/Ible 3 Mecsla.

Hszmenenue tunudHoeo npogu.is

B xoxe miane6o-KOHTPOIUPYEMBIX HCCIEIOBaHUM, y MAIlEHTOB, IMOJYyYaBIIUX OJIAH3AIMNH,
HAOIOTATCh HEXKEIATeNbHBIC HM3MEHEHHS JIMIUIHOTO CHEeKTpa. V3MEHEHHs JIMIUIHOTO
npoduns HEoOXOTUMO KOPPEKTHPOBATH B COOTBETCTBUU C KIMHUYECKOW HEOOXOIMMOCTHIO,
OCOOCHHO y TAIUMEHTOB C AUCIUNHUAEMUEH U Yy MalUeHTOB C (haKTOpamMH pUCKA Pa3BUTHI
HapYIICHUH JIUMHUTHOTO OOMeHa. Y MalMeHTOB, IPUHUMAIOIINX AHTUIICUXOTUYECKUE MPENapaThl,
B TOM YHUCJIC OJaH3alUH, HEOOXOIMMO pPEryJSIPHO MPOBEPATh JHIHIHBIA TpPOPUIs B
COOTBETCTBUHU C PEKOMEHIAIUSMU: TEpe]] HA4aJoM JieueHus, depe3 12 Hezenb mocie Havasia
preMa OJIaH3alKuHa U BIOCIEACTBUM KaKIbIe 5 JIET.

Aumuxonunepauyeckas akmugHOCMb

HecMmotpst Ha TO, UTO OJIAH3AMHIH MPOSBIISIT AHTUXOJUHEPTHIESCKYIO aKTHBHOCTh B MCCIICTIOBAaHUSX
in vitro, mpuMeHeHHe OJIaH3aNrHa B KJIMHUYECKMX HCCIICAOBAHUSAX BBISBUIO HHU3KYIO YaCTOTY
CBSA3aHHBIX C HeW ocnoxkHeHud. OJHAKO, TOCKOJIbKY KIMHHUYECKUA OMBIT MPUMEHEHUs
OJIaH3alKHa Y MAIMEHTOB C COMYTCTBYIOIIMMU 3a00JI€BaHUSIMH OTPAaHUYEH, CIEeIyeT COONI0IaTh
OCTOPOXXHOCTH ITPU HA3HAYCHHUH OJIaH3aITMHA TTAIUCHTAM ¢ KIIMHHYECKH 3HAYUMOU runeprpodueit
MPEACTATeNIbHON JKeJNe3bl, MapaJTUTUYECKON KHUIIEUHOW HEMPOXOJUMOCThI0O W TOJ0OHBIMU
COCTOSTHUSIMHU.

Hapywenus ¢pynxkyuu nevenu

Yacto, 0cOOCHHO HA paHHMX JTalax Tepalud, OTMEUYAIOCh TPAH3UTOPHOE OECCHMMITOMHOE
MOBBIINICHUE KOHIICHTPAIIUU «IICYCHOYHBIX» aMHUHOTpaHc(epa3 (acmapraTaMUHOTpaHC(epassl
(ACT) u ananmHamuHoTpanchepasbl (AJIT)) B mmazme kpoBu. Ocobasi 0CTOPOKHOCTH
HeoOxoauma rpu yBenuueHuu konnenTpauuu AJIT w/umu ACT B CBIBOPOTKE KPOBH y TTAIIEHTOB
C CHMIITOMAMH HapymieHUs (YHKIHUU MEYCHH, C paHee TUArHOCTHPOBAHHBIMH COCTOSIHHSIMH,

CBJA3aHHBIMU C OrpaHUYCHUEM @WKHI/IOH&J’IBHOFO pe3€pBa TMEUYCHU WJIM Y MallMCHTOB,
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JTUAarHOCTUPOBAHUM TemaTHTa (B TOM YHCIIE TENaTOLEIUTIOJIIPHOTO, XOJECTaTHUYECKOTO WIIH
CMEILIaHHOT0) IPUMEHEHHE OJIaH3alMHA CIIEYET IPEKPATUTD.

Heumponenus

C OCTOpOKHOCTBIO CJEIyeT MPUMEHSThH OJIaH3aMKUH Y MAUEHTOB C HU3KUM YHUCJIOM JICHKOIIUTOB
U/WIIM HEUTPOHIIOB B KPOBH; Y MAIIMEHTOB, MOTYYAIOLINX MPETapaThl, KOTOPbIE MOT'YT BBI3bIBAThH
HEUTPOIIEHHUIO; Y TAlMEHTOB C JIGKAPCTBEHHBIM yTHETEHHWEM (YHKIMH KOCTHOTO MO3ra B
aHamMHe3e; Yy TMAalHMeHTOB C yrHeTeHWeM (YyHKUMH KOCTHOTO MO3ra, OOYCIOBICHHBIM
COIYTCTBYIOIIMM 3a0o0JieBaHHEM, Jy4eBOM WM XUMHOTEpamnuen; a TakkKe Yy NaleHTOB C
s03uHOpUIMEH Wi MuenonponudepatuBHbIMUA  3aboseBaHusAMH. O  ciydasx pa3BUTHA
HEUTPOIIEHNH YacTO COOOIIAIOCH TP OJHOBPEMEHHOM NPUMEHEHUH OJIAH3aIIMHA U BaJIbIIPOATa.
IIpexpawenue mepanuu

B peaxux ciydasx (>0,01 % u <0,1 %) npu pe3koM HpeKpalleHud MPUMEHEHHs OJIaH3anHa
OTMEUAJIUCh  CIEAYIOUIME OCTPblE€ CHUMIITOMBI: IOTOOTJAEICHHE, OECCOHHHUIA, TPEMOp,
TPEBOKHOCTb, TOLIHOTA U PBOTA.

Unmepsan QT

B kimHHMYecKuX ucciae1oBaHUsAX KIMHUYECKU 3HaYnMoe yinHeHne nurepsana QTc (koppekius
QT mo popmyne Openepuka [QTcF] > 500 mc B 1000 MOMEHT BPEMEHH TIOCTIE HaYalIa JICUCHUS
npu ucxogHoMm QTcF < 500 mc) Bctpewanocs Heuvacto (0,1-1 %) y mamueHToB, Mody4yaBIIMX
OJIaH3AaIMH, C OTCYTCTBHEM 3HAUMMBIX PA3JIMYUil B COMYTCTBYIOIIUX OCIOXKHEHHIX CO CTOPOHBI
cepla 1o cpaBHEHMIO ¢ miane6o. OAHaKo cieayeT coOMoaaTh OCTOPOXKHOCTh MTPU Ha3HAYEHUHU
OJIaH3allMHAa OJHOBPEMEHHO C MpenaparaMmy, yaauHsomumu uHTepBal QTc, ocobeHHO Yy
NAMEHTOB TOXWJIOIO BO3pacTa € BPOXKJIEHHBIM CHHAPOMOM YyaduHeHHoro uHtepBana QT,
3aCTOMHOM ceplleyHOM HEeAOCTaTOYHOCThIO, TUnepTpoduei cepana, TUMNOKATIMEMUEH WM
TrUIIOMarHueMuen.

Tpombosmbous

Heuacto (= 0,1 % u < 1 %) coobmanocs 0 cliydasix BPEMEHHOW CBSI3U MEXIY pa3BUTHEM
BEHO3HOH TpoMO0o3Mboanu (BTD) u Tepanueit onanzanuHoM. Hanuure npu4nHHO-CII€CTBEHHON
CBSI3U MEX]ly MpueMoM oyian3anuaa 1 BTD ne ycranoBneno. OJ1HaKo yUUThIBas, YTO Y HAllUEHTOB
¢ mu3odpeHueil yacto mMmeroTcs npuodpereHHble (akTopbl pucka paszsutus BTO, crnemyer
BBISIBJISITH BCE BO3MOYKHBIE ()aKTOPHI PUCKA IaHHOTO OCJIOKHEHHS, B TOM YHCIIE, UMMOOUIIN3AIUI0
NaIMEeHTOB, U IPUHUMATh HEOOXOAMMbIE MEpHI 110 MPO(UTAKTHKE.

Obwas akmusHocmv 6 OMHoOUleHUU Yyenmpanvhou Hepsnou cucmemwl (LIHC)

C yuerom ocHoBHoro neictBus onanzanuHa Ha LIHC, cnenyer coOmogaTh OCTOPOKHOCTD MPU

IMPUMCHCHUH OJIaH3allMHA B COUCTAHUU C JPYTUMU JICKAPCTBCHHBIMU ITpEIIapaTaMu HEHTPAJIBHOI'O
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N0(aMHHOBBIX PELENTOPOB B YCIOBHSAX IN VItro, oH MOXeT OBbITh aHTaroHHCTOM S(P(PEKTOB
IPSAMBIX ¥ HENPSAMBIX arOHUCTOB A0(aMHUHOBBIX PEIIETITOPOB.

Cyoopoeu

OnaHzanuH clieflyeT NPUMEHSITh C OCTOPOKHOCTHIO Y MAIMEHTOB C CYJJOPOraMu B aHAMHE3€ HJIN
MOJIBEPKEHHBIX BO3ACUCTBUIO (PaKTOPOB, CHIDKAIOIIUX MOPOT CyOPOXKHOK roToBHOCTU. Citydan
CYZOpOT HEYaCTO BCTPEYAIUCH Y MAIUEHTOB, IPHHUMAIOIINX OJIAH3AIUH, U B OOJBIIMHCTBE ITHX
CIIy4aeB cooOIIaIoCh O HAJIMYMH CYI0POT B aHAMHE3€ WJTU O (DaKTOpax puUcKa pa3BUTHUS CYIOPOT.
Ilo30mna5 ouckuneszus

B cpaBHUTENBHBIX HCCIEAOBAHUIX MPOJOJDKUTEIBHOCTBIO 0 Toja, JEUYCHHE OJaH3aIMHOM
JIOCTOBEPHO PEXKE COMPOBOXKAAIOCH Pa3BUTHEM JAUCKHUHE3WH, TPEOYIOIIeH MeTuKaMEeHTO3HOU
Koppekuuu. OAHAKO CleyeT YYUTHIBATh YBEIIMYEHUE PUCKA PA3BUTHUS TIO3IHEN JUCKUHE3UU TPU
JUIMTETIbHOW Tepanuu Hekponentukamu. [lpu pa3BUTUM NPU3HAKOB MO3IHEH TUCKUHE3UU
PEKOMEHAYETCSI CHMIKEHHE J03bl MJIM OTMEHa oyaH3anuHa. CHMIITOMBI TO3THEH TUCKUHE3UH
MOTYT HapacTaTh WM MaHU(ECTHPOBATH TIOCIIE OTMEHBI TIpernapara.

Ilocmypanvhas cunomensus

[ToctypanpHasi TMHIIOTEH3UsI HEYACTO HAOII01anach B KIIMHUYECKUX MCCIIEIOBAHUIX OJIaH3aMuHa Y
NAIMEeHTOB TIOXMJIOTO Bo3pacTa. PexoMeHAyeTcss NEepHOIMYECKH HU3MEPATh apTepHaIbHOe
JIaBJICHHUE Y MAI[MEHTOB cTapiie 65 JeT.

Buesannas cepoeunas cmepmo

[To pe3ynbTaTamM MOCTPErUCTPAIIMOHHBIX HAOIIOAEHUH oJaH3anuHa OblT 3aMKCUPOBaH CiIydait
BHE3aTHOH  CMepTH. B peTpocreKTHBHOM  HAOJMIOAATENBHOM  HCCIEOBAaHUM  PUCK
MpeAnoaraéMoil BHE3aIMHOW CEpACUYHON CMEPTH Yy TAIlMEHTOB, MOJYYaBIINX OJaH3alWuH, ObLI
NpUOJIM3UTENIBHO BABOE BbIIIE TAaKOBOTO Yy MAllMEHTOB, HE NPHUHMMABHIMX HelposenTuku. B
JTAHHOM HCCJIEIOBAaHUU PUCK IMPHU NMPUMEHEHHM OJIaH3aliHa ObUT COMOCTAaBUM C PUCKOM IIpH
NPUMEHEHUN aTUITUYHBIX HEUPOJIETITUKOB, BKIIFOYCHHBIX B 00bEAMHEHHBIN aHAIH3.

Jlemu

OmnaH3anuH He peKOMEHIyeTcsl K IPUMEHEHHIO y IeTel U MoAPOCTKOB. McciaenoBanus ¢ yuacTueM
NalMeHToB B Bo3pacTe 13-17 7nerT BBISBUIM pa3jiiMyHble HEXelaTeNbHbIe pEeakIMH, BKIOYas
MOBBIIIEHNE MacChl Tella, W3MEHEHHWs METa0OJMYeCKUX TIOKa3aTeled W TIOBBINICHHE
KOHIICHTPAIIUH MTPOJTAKTHHA.

BcnomorarenpHbI€ BelllecTBa

Acnapmam
[Tpemapar OnaH3anmuH COACPXKHUT acmapTaM, HCTOYHHK (QeHMIaTaHWnHA. MOXET OKa3aThCs

BPEIHBIM 71 JIt0/Iel ¢ PEeHMIKETOHYpHUEH.
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4.5. B3aumopeiicTBue ¢ APYrMMH JIEKAPCTBEHHBIMHM TMIpeniapaTtaMM W JApyrue BHbI
B3aUMO/JeHCTBHUS

IloTeHIMaTEHEIC B3aUMOJCHCTBHS, OKA3bIBAIOIINE BIMIHNE HA OJIAaH3aIIMH

[Tockonpky onaH3anmuH MeTabonuzupyercs ¢ ydactueM uzopepmenta CYP1A2, merabonusm
OJIaH3aIMHA MOXET U3MEHSIThCS O] ICWCTBUEM MHTUOUTOPOB WIIM UHAYKTOPOB U30(EPMEHTOB
cuctembl 1uToxpoMa P450, mposBASIONMX CHEMUPUISCKYI0O AKTUBHOCTH B OTHOIICHUHU
nzodepmenta CYP1A2.

WUnaykuus uzodepmenta CYPIA2

Metabonu3M oOJaH3amMHA MOXET OBITh HMHIYUUPOBAH KypeHHEM WIM [PUMEHEHHEM
KapOama3enuHa, YTO MOXKET MPUBOJIUTH K CHIDKEHHIO KOHIIGHTPALUHU oylaH3anuHa. OTMevanoch
JUIIb HEeOOJBIIOE MM YMEPEHHOE YyBEIWYEHUEe KIMpeHca oJjaH3anuHa. KiuHudeckue
IpPOSIBIIEHUS, CKOpee Bcero, OynyT OTrpaHMYEHHBIMM, OJIHAKO PEKOMEHIOBaH KIMHUYECKUN
MOHMTOPHHT, U B CIydae HEOOXOAUMOCTH - TIOBBIIIEHUE J03bl OJIAH3AIMHA.

HNurunouposanue nzobepmenta CYP1A2

OnyBokcamuH, crnenududeckuit uHruOutop uszodepmentra CYP1A2, 3Haunmo mnopaBiser
MeTabonu3M onanzanuHa. MakcumanbHast KoHIeHTpanust (Cmax) OJaH3anmMHA MTOCTIE TPUMEHEHUS
¢GiyBOKCaMUHa B CpEJHEM yBeNUuuBaiach Ha 54 % y HEKypsALIMX NallMEHTOK KEHCKOI'O I0J1a U
Ha 77 % y KypsIIUX MallMEHTOB MY>KCKOT'0 110J1a, a IUIOIIA b 10J] KPUBOHM «KOHILIEHTpALUsI-BPEMS»
(AUC) onanzanuHa B cpenHeM yBenuuuBanack Ha 52 % u 108 % cootBerctBeHHO. Cnemyet
paccMOTpeTh BO3MOXKHOCTb Ha3Ha4deHHs Oojiee HHM3KOM HayalbHOW 03Bl OJIAaH3AIHMHA Y
NAlMEHTOB, NMPUMEHSIOMMX (PIyBOKCAMUH WM Jpyrue uHruOutopsl usodepmenta CYP1A2,
Hanpumep, nunpodaokcanvt. B Hayane npuMeHeHus penapaToB, OTHOCSIINUXCS K HHTHOUTOpaM
uzopepmenta CYP1A2, Ha QoHe mpuema osaH3amuHa clelyeT pacCMOTPETh BO3MOKHOCTh
CHW)KEHHS 103BI ITOCIIEAHETO.

CHmxeHHag OMOIOCTVITHOCTD

AKTHUBUPOBAaHHBIHN yroJb CHIYKAET OMOIOCTYITHOCTH OJIaH3aIMHA, IPUHATOTO BHYTPH, Ha 50-60 %,
II03TOMY €T0 CJIeyeT IPUMEHATH 3a 2 Jaca /10 WIN [I0CJIe IpUeMa OJlaH3aIllnHa.

®nyokcerun (maruOUTOp M30dpepmenta CYP2D6), omHOKpaTHBIE 1036l AHTAIIUAOB (ATFOMHHMIA-,
MarHuiicojep:xaiiue) 1 [UMETHIMH HE OKa3bIBalOT 3HAYMMOIO BIIMAHUSA Ha (PapMaKOKHHETHKY
OJIaH3aIMHA.

CnocoOHOCTh OJIAH3AIIMHA BIUATH Ha (baDMaKOKI/IHCTI/IKV APVYIuXx JCKAPCTBCHHBIX IPCIapaToOB

OsaH3anmuH MOXeT MOAaBIATh 3(P(EKThl MPAMBIX M HENPSIMBIX arOHUCTOB J0(haMHUHOBBIX
pELEnTOPOB.

Omnan3anuH He TojAaBisieT ocHOBHbIe n3odepmenTol CYP450 B ycrmoBusx in Vitro (Hampumep,
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CYP1A2, CYP2D6, CYP2CY9, CYP2C19, CYH3A4). Col'nacH6 pesypratant ncererokantii in

MY OTYETY

VIVO He OXHIaeTcs 0co0Oro B3aMMOJCHCTBUS C OJIAH3AIIMHOM CJICAYIOMIUX MpPEernaparoB:
TPULUKIMYECKUX aHTHICIPECCAHTOB (META00IN3UPYEMBIX B OCHOBHOM C y4acTHEM H30(pepMeHTa
CYP2D6), Bapdapuna (CYP2C19), teopmmmna (CYPIA2) u muazemama (CYP3A4 wu
CYP2C19).

OsnaH3anuH He BCTYMAET BO B3aMMO/ICHCTBHE C IMTHEM U OUTIEPUICHOM.

MOHUTOPHHT KOHIIEHTPAILIMH BAIBIIPOATA B IJIa3Me KPOBHU HE BBISIBHII HEOOXOAUMOCTH KOPPEKIHH
JI03bI BAJILIIPOATa MOCie Havaia ero MPUMEHEHUS C OJIAaH3AITHHOM.

Oo6mag akrusHocts [THC

CrnenyeT coOII01aTh OCTOPOKHOCTD Y MAIIMEHTOB, MOTPEOJISIOMINX aTKOTOJIb IIA IMPUHUMAIOIITIX
JIeKapCTBEHHbIE ITpenapatsl, yruetatomue [[HC.

OnHoBpeMEHHOE NPHUMEHEHHE OJlaH3aluHa C MPOTUBOMAPKHMHCOHMYECKHMH JIEKAPCTBEHHBIMHU
mpernapaTaMu |y TalUeHToB ¢ Oone3Hblo [lapkuHCOHa u JeMeHIuell He pPEeKOMEHIyeTcs
(cm. paznen 4.4).

HurepBan QTc

CJ'IGI[YGT CO6J'IIOI[aTL OCTOPOXKHOCTb IIpH OAHOBPCMCHHOM IIPHUMCHCHHHU OJIaH3allMHa C

JIEKapCTBEHHBIMU MpernaparaMu, yunHsomuMu uatepsai QTc (cm. paznen 4.4).

4.6. DepTUIBHOCTD, 0€PEMEHHOCTD U JTAKTALHSA

bepeMeHHOCTH

HccnenoBanus MpUMEHEHHUS OJaH3aNHa y OEpeMEeHHBIX JKeHIIUH He MPOBOAMIHUCE. [larmeHTkn
JIOJDKHBI OBITh MPEYTIPEKIEHBI, UYTO B CIIy4ae HACTYIIJICHUS WJIH IJTAHUPOBAHUSI OEPEMEHHOCTH B
MepUOJT JICYCHHUST OJIAH3AITMHOM UM HEOOXOJIUMO COOOIIMTH 00 3TOM CBOEMY JieualleMy Bpady.
Tem He MeHee, BCIIeICTBUE HEJJOCTATOYHOTO OTbITa MPUMEHEHUS OJIaH3aliHa IPU OEpEeMEHHOCTH,
mpemapaTr CcleyeT Ha3HauaTh BO BpeMsi OepeMEeHHOCTH TOJBKO B TOM Clydae, eCiH
MOTEHIMAIbHAA MMO0JIb3a JJIsl MaTEPU 3HAYUTEILHO MPEBOCXOAUT BO3MOXKHBIN PUCK IS TIJI01A.
HoBopoxnennbie, MaTepy KOTOPHIX MPUHUMATN HEUPOJIENTHKU (BKIIFOUAs OJTAaH3AINH) B TCUCHUE
IIT TpumecTpa 6GepeMeHHOCTH, TOBEPKEHBI PUCKY Pa3BUTHUS HEKETIATENbHBIX PEaKIIHid, BKIIOYas
HKCTpaNUpaMUJHBIE PACCTPONCTBA W/WIM CHMIITOMBI CHHApPOMAa «OTMEHBI», Pa3IUYHbIE IO
CTEMEHU TSHKECTH W TPOJOIKUTETHHOCTH. COOOIIATIOCh O ClydasxX pPa3BHTHS BO30YKIEHUS,
MBIIIEYHON TUIEPTOHWUU, MBIIICYHONW THUIIOTOHWUH, TPEMOPA, COHJIMBOCTH, PECIHPATOPHOIO
JACTPECC-CUHAPOMA, HAPYUIEHUsS COCaHUSA. B CBSI3M C OTUM HOBOPOXKICHHBIE, YbU MAaTEPHU
MPUHUMAIHU OJIaH3aIUH, JTOJKHBI HAXOAUTHCS MO/l MEAUIIMHCKUM HaOII0OICHHEM.

JlakTarms

B uccnenoBanuu ObUIO BBISBJIEHO, YTO OJaH3aMUH MPOHUKAET B rpyAHOE MoJioko. CpeaHsis 103a,
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nomydaemas peOeHKOM (MI/KI) B PaBHOBECHOM cochdbtimn = otranrmane 158- U5 B4 Hoser

ONlaH3alMHa, TNoJXydaeMoid MaTeppio (Mr/kr). IlamueHTkam Npu NPUMEHEHHWH OJaH3alHHA
PEKOMEHYEeTCsl OTKA3aThCsl OT TPYAHOIO BCKaPMIIMBAHUS.

DepTUILHOCTE

Caenenusi 0 BIUSHUU Ha (PEPTUIBHOCTH OTCYTCTBYIOT.

4.7. BiusiHue Ha CrnOCOOHOCTH YNPaBJATH TPAHCIOPTHBIMHM CpeJCcTBaMH M padorarhb ¢
MeXaHH3MaMHU

HccnenoBanusi BAMSHUA HAa CHOCOOHOCTh YIPABJISATH TPAHCHOPTHBIMU CpPEACTBAMH U
MEXaHU3MaMH HE MpOBOAWIMCH. IlanmenTaM, NpUHUMAIOLIUMM OJIaH3alMH, CIEAYET MPOSBIATH
OCTOPOXXHOCTh TIPH YNPABICHUM TPAHCIOPTHBIMU CPEACTBAMM M MEXaHM3MaMH, IOCKOJIbKY
OJIaH3allMH MOXET BbI3bIBaTh COHJIMBOCTh M TOJOBOKPY)KEHHE (OKa3blBaeT BIIMSHUE HA

MICUXO(PU3UIECKHUE CIIOCOOHOCTH).

4.8. Hexkes1aTelbHbIE peaKIUH

Pesrome HDOd)I/IJDI 0e30IacHOCTH

B3pocnvie

HaubGonee wacteiMu (oTmeueHHBble Y =>1% TalMEeHTOB) HeXeNlaTeIbHBIMU PEaKLIUIMU,
OOyCIIOBJICHHBIMH TNPUMEHEHHWEM OJIaH3allMHA, B KIMHUYECKUX HCCIECIOBAHUIX OBbLIU:
COHJIUBOCTb, YBEJIIMYEHHE MACCHI TeJa, Y03MHO(DUIHS, MTOBHIIIEHNE KOHIICHTPAIMH MPOJIAKTHHA,
xonecrepuna (XC), rmoko3bl u TpuriuiepunoB (TI) B mmasme kpoBu (cMm. pasnaen 4.4),
TJIFOKO3YpHsl, TIOBBIIIIEHUE alleTUTa, TOJIOBOKPY)KCHHUE, aKaTU3Usl, TAPKUHCOHU3M, JICHKOTICHHUS,
HelTponenuss  (cM.  pasmen  4.4),  OWCKUHE3Ws,  OPTOCTaTHYeCKas  TUIOTEH3US,
aHTUXONHUHEpruYeckue HPQGEKThl, TPAH3UTOPHOE OECCUMITOMHOE TOBBIIIEHHE AaKTHUBHOCTHU
MEYEHOUHBIX aMHHOTpaHc(depas B miiazMe KpoBU (cM. pasnen 4.4), KOXKHas ChIllb, aCTEHUS,
YCTAJIOCTh, JIMXOPAJKa, apTPaJIrks, MOBBIIMICHUE aKTHBHOCTH IEJI0YHON ¢ocdaTaszbl B IUIazMe
KpPOBH, TOBBIIICHHE aKTUBHOCTH Y-TNIyTaMHUITpaHc(]epasbl B IUIa3Me KPOBH, TUIIEPYPHUKEMUS,
noBblleHHe akTUBHOCTH K@K B miazme KpoBH, OTEKH.

Tabauunoe pE3IOME HEXKENATEIbHBIX PEaKIINN

B mnpuBeneHHol Hmke TaOnHIle MEepeUHCICHBl HEXeNaTeNbHbIE PEAKIMH M JiabopaTOpHBIC
JIAaHHBIE, BBISABJICHHBIC B KIMHUYECKUX HCCICJOBAHUSAX W TIOJYYCHHBIE B XOJI€ CIIOHTAHHBIX
cooOmieHui. B mpeaenax KaXaoW Tpymmmbl YacTOTHI BCTPEUAEMOCTH HEXeENaTelIbHBIE PEaKIun
MEPEYUCIICHbl B TOpsiAKE YyOBIBAaHUS CTENEHH HUX CEepbe3HOCTH. YacToTa BCTPEYAEMOCTH

ompezeneHa CIeayIuM o0pa3oM: ouens yacmo (> 1/10); wacmo (> 1/100 no < 1/10); neuacmo
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< 1/1000)! Sueltn peowd (< 1116-000%: “atoma

HeuszeecniHa (He MOXKET OBITh OIICHCHA Ha OCHOBC MMCIOIIHUXCA I[aHHBIX).

Ouens yacto | Yacro Heuacro Penxo Ouens penko | Yactora
HEW3BECTHA
Hapywenus co cmopomsl Kpo6u u umpamuueckoti cucmembl
Do3uHO DTS TpomOomuTOoI
Jletikonenus ' enms!
Heiitponenus®
Hapywenus co cmopomsl uMMyHHOU CUCHIEMbL
['MnepuyBCTBUTENIBH
octpl!
Hapywenus memabonuzma u numanus
Veenuuenue | I[loBbimenue PassuTne win | Tunorepmus®?
Macchl Tenal | CBIBOPOTOYHOM 000CTpeHHe
xoHnenrpamuu XC? 3 caxapHOro jauabera,
[ToBbILICHHE WHOTI1a
KOHIEHTPAILMH COIMPOBOKIAIOLIETOC
IJIIOKO36I B KpoBH* A KETOAIMI030M HIIH
[loBwimenwe nnabeTnyecKon
koHueHTpauuu TI" B KOMOI1, B TOM YHCIIE C
n1asMe KpoBu? ° JIETAIILHBIM
[mroko3ypust ucxomom™t (cMm.
[ToBbIICHHE ammeTuTa pasnen 4.4)
Hapywenus co cmoponsl HepeHoli cucmembl
CoHMBOCTH l'onoBokpyxeHue Cynoporu y | 3HC (cm.
Axatusus® MAIHEHTOB C pasnen 4.4)1?
[MapxuncoHn3M® cyaoporamu B | Cunzpom
Juckunesus® aHAMHE3€ MM TIPU | KOTMEHBI»' ' 2

HaMuuk  (aKTOPOB
pucka
pasButus cypoportt
Jluctonus (BKIFOUas
OKYJIOTHPHBIH Kpu3)'!
IHo3nasas

1
JIUCKMHE3US

AMue3us®

Sankanue!!
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(MOCTEODEATENBHOTTE U0UT)

Huzaptpus

Cungpom

OeCroKOiHBIX HOr

Hapywenus co cmoponut cepoya

Bpaaukapaus Kenynoukosa
VY nnnuenue a

naTepBana QTc (cM. | Taxukapmus/

pasmen 4.4) huOpHITIATIAS
JKEITYTOYKOB,

BHE3aITHAs

cmepth!  (cMm.

pazmen 4.4)
Hapywenus co cmoponul cocydos
Oprocraruyec Tpombosmbomust
Kas (BrirOUass  3MOO0JIHIO
runotensus ™ JIETOYHOU apTepuu U

TpoMO03  TIIyOOKHX
BEH)

(cm. paznen 4.4)

Hapywenus co cmoponul ObixamenvbHol cucmembl, 0p2anos 2pyoHOU KIemKu 1 cpe0oCmeHus

Hocosoe
kpoBoTeyeHue’
JKenyoouno-kuweunvie Hapyuienus
Jlerkue, IpexoAIIKe Bsayrtue xupora’ [Mankpearur?
anTuxonuHepruueckue | [mnepcanusamus!

3¢ (deKThI, BKIItOYas
3a1op U CyXOCTh
CIU3HUCTOMN 000IOYKHI

TIOJIOCTH pTa

HapymeHwZ CO CMOPOHbL nevernu u Ofceﬂll€6b1600}lu{ux nymezl

[Ipexonsmee I'enatur Kentyxa
0eCCHMITTOMHOE (BrITIOUAS
MOBBIILICHHE renaToLeIUTION
CBIBOPOTOYHOM SIPHBIH,
aKTUBHOCTHU X0JIecTaTu4ec
«TMIEYEHOYHBIX ) KU H

11
aMHHOTpaHcdepas CMEILIaHHBIN)
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i

(AJIT, ACT), (MOCHEOOBEATENEAOCTE 000T)
0CcOOEHHO B paHHUI
NepuoI ieueHus (CM.
pasaen 4.4)
Hapywenus co cmoponul kodicu 1 NOOKOIHCHBIX MKAHel
KoxxHas cbinb Peakius JlekapcTBeHHas
(hOTOIYBCTBUTEIHHOC peaxius,
™ COTIPOBOKIAFOII]
Anomenust asicst
303UHODUITHCH
u
CHUCTEMHBIMHI
MIPOSIBIICHUSIMHU
(DRESS-
CUHJIPOM)
Hapywenus co cmoponvl mbiueunoil, ckeremuou u coeOuHUmeabHol mKamu
Aptpanrus® Pa6nomuonuz?
1
Hapywenus co cmoporsl novexk u Mouebl8o0sauux nymeti
Henepxxanue Mmoun
3agepxKa MOUH
3azepxka Hayasa
MOYeHCITyCKaHus !
bepemennocms, nociepooosulil nepuod u NepuHamaibHble COCMOSHUSL
Cunnpom
«OTMEHBI» y
HOBOPOKICHHBI
X (cMm.
paznen 4.6)
Hapywenus co cmoponuvl penpodykmueHoti cucmemsl i MOJIOYHBIX Jicerie3
OpeKTUIIbHAsA AmMeHopes [Ipuanuzm
IcyHKIMS YBenuueHue rpyau
CHmxenne smbuno vy | [amakropes y
MYKYUH U KCHITUH JKEHILUH
I'mnexomacTus/yB
eIMYeHUuEe TpyAu y
MYKYUH
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COOTBETCTEYET ZKCNEPTHOMY OTYETY
ot 21.11.2024 N2 25778
Obwue HapyuwieHus u peakyuu 8 Mmecme 68e0eHus (MOCNEOOBATENEROCTE 000T)
Actenus
Ycranocts
Otex
Jluxopanka'®

JlabopamopHule u uncmpymeHmavHbie OaHHbIe

YBenuueHue [ToBbILIEHHE [ToBbIICHHE
KOHIIEHTpaIld | CHIBOPOTOYHOM CBIBOPOTOYHOM
Y TIPOJIAKTHHA | aKTUBHOCTH KOHIIEHTPAIIH
B 1a3Me | IMEeT0YHON obmiero OmmupyomHa
8 10
KpOBH dhocdaraspr
[ToBbILICHHE
CBIBOPOTOYHOU

akTuBHOCTH KDKM
IloBbImicHNE
CBIBOPOTOYHOU
aKTUBHOCTHU
raMmariyTaMuiITpaHche
paspr’?

IloBbImicHNE
KOHIICHTpaIluU

MOYEBOM KUCIIOTHI B

wiasme kpopu'?

1'V Bcex rpynn manmeHTOB, HE3aBMCHMO OT HCXOAHOTO MHEKCA MACChl Tela, HaONI0AanIoch
KIIMHUYECKM 3HAa4MMOE€ YyBEIMUYEeHHE Macchl Tena. llociae kpaTkocpodHOro Kypca Tepanuu
(cpenusis MpOAOIKUTENHHOCTD 47 qHEN) yBennueHne Macchl Tena Ha 7 % 1 0oJiee OT UCXOTHOTO
3HaueHusl HaboJaI0ch 04eHb yacTo (22,2 %), Ha 15 % u 6onee — yacto (4,2 %) u Ha 25 % u
6onee — Hewacto (0,8 %). Y mamueHToOB, MOMyYaOIIUX [UIMUTENbHOE JieueHue (He MeHee 48
HEJIeNb ), TOBbIIeHUE Ha > 7 %, > 15 % u > 25 % Obuto oueHpb yacteiM (64,4 %, 31,7 % n 12,3 %
COOTBETCTBEHHO).

2 CpenHee MOBBINIEHHE CHIBOPOTOYHOH KOHIEHTPAIMH JHMMHI0B HaTomak (obmero XC,
munomnporenHoB HU3KoM miuotHoctu (JITTHIT), TT') 6b110 Gosee BbipakeHHBIM y MAlUEHTOB 0e3
MCXO/IHBIX MPU3HAKOB HAPYILIEHH JIUIHIHOTO OOMEHa.

3 YacTo Habmonanoch yBenudeHHe ChIBOPOTOUHOH KoHIeHTpamun o6mero XC oT HOpMambHBIX
3Ha4eHWH Haromak (< 5,17 MMonB/T) 10 TOBBIIEHHBIX (> 6,2 MMoib/m). M3MeHeHHe

KoHIeHTpaluu oomero XC HaToIak OT MOTPAaHUYHBIX MTOKasaresnei (ot > 5,17 1o < 6,2 MMOIb/1)
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JI0 TIOBBIIIIEHHBIX (= 6,2 MMOJIB/JT) OBLTO OYEHB JACTHIM.

* Yacto mabmonanocs yBennueHne KOHIEHTPAIMK TIIFOKO36I B KPOBH HATOMAK OT HOPMATbHBIX
3HaueHud (< 5,56 MMOJB/T) A0 TOBBIMICHHBIX (= 7 MMOJIB/IT). VI3MEHEHHE KOHIIEHTPAIUU
TJIFOKO3bI HATONIAK OT MOTPaHUYHBIX ToKa3aTenel (0T > 5,56 10 < 7 MMOJIB/IT) 10 TIOBBIIIICHHBIX
(= 7 MMOJIB/IT) OBLIO OYEHB YACTHIM.

% Yacto Habmoanoch yBennueHne CHIBOPOTOUHOH KoHIeHTpanui T HATOIaK 0T HOPMATBHBIX
3HaueHui (< 1,69 MMoub/11) 10 MOBBIMIEHHBIX (= 2,26 MMob/iT). VI3MEeHEHHE CBHIBOPOTOYHOMU
KoHIeHTpanuu TI' HaTomak oT MorpaHWYHBIX MOKazaTtenei (ot > 1,69 mo < 2,26 MMoib/1) A0
MOBBIIICHHBIX (> 2,26 MMOJIB/) OBUIO OYE€Hb YaCThIM.

® Yactora mapkuHCOHM3MA U IMCTOHMH Y TIAIIMEHTOB, IPMHIMABIINX OJNAH3aMKH B KITHHUYECKHX
UCCJICIOBAHMSIX, OblIa KOJWYECTBEHHO BBIIIE, HO CTATUCTUYECKH 3HAUYMMO OT IuTanebo He
OTNMYajach. Y MAIMEHTOB, NPUHUMABIIUX OJIAH3AIMMH, MApKUHCOHU3M, aKAaTHU3US, TUCTOHUS
HAOJIOTATMCH PeXe, YeM y MAIMCHTOB, TIOTyYaBIINX IMOA00paHHbIC 1036l rajonepuaoia. Beumy
OTCYTCTBHS MOAPOOHON MHGOPMAIIUU O HATMYUU Y MAIMEHTOB B aHAMHE3€ OCTPBIX U TMO3IHUX
SKCTpanUpaMUIHBIX JBUTATEIbHBIX HApYIICHWH, B HACTOSIIEe BpeMs HEBO3MOXKHO CJENaTh
BBIBOJI O TOM, YTO OJIAH3AIIMH B MCHBIICH CTETICHU BBI3BIBACT PA3BUTHE MO3IHCH JUCKUHEC3UU
W/WJIHA IPYTUX TIO3IHUX SKCTPATUPAMHUTHBIX CHHIPOMOB.

"Tlpu peskoii OTMeHE OJaH3aNMHA HAONIONAIMCH TAKHE CHMITOMBI, KAaK IOBBILIEHHOE
MOTOOT/IeIeHHEe, OECCOHHMIIA, TPEMOP, TPEBOT'a, TOIIHOTA U PBOTA.

8 B KIMHWYECKMX WCCIENOBAHHAX NPOJOKHTENFHOCTEIO 70 12 Hejmemb KOHIEHTPAIUS
MPOJIAKTHHA B TUTA3ME KPOBH IMPEBBINIANIA BEPXHIO TPAHUIY HOPMBI MpuOIu3uTeabHo y 30 %
MAIMEHTOB ¢ HOPMaJIbHBIM UCXOIHBIM MTOKA3aTENIEeM CHIBOPOTOUYHON KOHIICHTPAIIUU MPOTaKTHHA.
YV GONBIIMHCTBA TAKUX MAIMEHTOB MOBBIIIIEHHE CHIBOPOTOYHOM KOHIICHTPAIUH MTPOJaKTHHA OBLIO
YMEPEHHBIM U HE TPEBHIIIATI0 BEPXHHUE TPAaHUIBI HOPMEI OoJiee ueM B 2 pasa.

® HexenarenbHble SIBIEHHS, 3apETHCTPUPOBAHHBIE BO BpeMs KIMHHUUYECKHX HCCIIEIOBAHMI
OJlaH3alMHa.

10 HesxenaTenpHble ABIEHMS, 3aperMCTPHPOBAHHBIE BO BpeMs KIMHMYECKHX HCCIeJOBAHMI
OJIaH3aIMHA U OIEHEHHBIE TI0 (DAaKTHYECKOMY 3HAYCHHUIO.

1! HexenarenbHble sABICHNS, BBIABICHHBIE ITPH MOCTPETHCTPAIMOHHOM HabroneHuy. YacToTa
YCTaHOBJICHA C UCTIOJIB30BAHUEM HHTETPUPOBAHHON 0a3bl JAHHBIX OJaH3AIMHA.

12 HesxenaTenpHble SIBIEGHNUS, BBISBICHHBIE TIPH MOCTPErHCTPAIMOHHOM HabmioneHnu. Yacrora
YCTaHOBJICHA C BepxHEW rpanuned 95 % MOBEpUTENBHOrO HWHTEpPBaja C HCIOJIL30BAHHEM
WHTETPUPOBAHHOW 0a3bl TAHHBIX OJIaH3aIHA.

JlnnrenpHas Tepanus (He MeHee 48 Henenp)
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KOHIIEHTPAIlUU TIIOKO3bl B KpoBH, obOmero XC/JITTHII/mumonpoTenHOB BBICOKOW IUIOTHOCTH
(JITIBIT) nium TT B nu1a3me KpoBH, ¢ TEUEHUEM BPEMEHU YBEIMUUBAJIOCh. Y B3POCIIBIX NAllUEHTOB,
KOTOpBIE 3aKOHYWIM 9-12 MecsA4yHbI KypC Tepanuu, CKOPOCTb INOBBINICHHWS KOHLEHTPaLUU
[JIFOKO3bI B KPOBU 3aMeJIAIach IPUMEPHO 4epe3 6 MecsLEB.

Oco0BbIe IPVIIILI TAIUEHTOB

B kimHuYecKMX HCCIIEOBaHMSIX Yy MAalMEHTOB IMOXWJIOIO BO3pacTa € JEMEHLMEW Tepamnus
OJIaH3aIIMHOM B CPaBHEHUM C IU1ane00 MPUBOANIA K HOBBIILIEHHON YacTOTE JEeTalbHBIX UCXO0B
U 1epeOpOBACKYIAPHBIX HEXKEJATEeNbHBIX peakuui (cMm. Takxke pasznen 4.4). OueHb 4acThIMU
HE)KEJIATEJIbHBIMU PEAKLUsMU, CBA3aHHBIMU C IPUMEHEHUEM OJIaH3allMHa B 3TOH TIpymIe
NAIMEeHTOB, OBUIM HapylIeHHE MOXOAKM W mnajneHus. Yacto HaOMOJaTMCh MHEBMOHHMSA,
HOBBIIIIEHUE TEMIIEPATYPhI TeJa, BSUIOCTh, SpUTEMa, 3pUTENIbHbIE TAJUTIONUHALIMY U HEJlepKaHue
MOYH.

B kinMHHMYeCKHX HCCIENOBaHMUSIX C YYacTUEM HAIMEHTOB C IICHXO030M, HMHIYLIMPOBAaHHBIM
JICKApCTBEHHBIMH TIperaparaMu (aroHucTamMu 10(paMHUHOBBIX PEIEnTopoB), Ha (GoHE OOJe3HH
[TapkuHCOHAa OY€Hb YACTO OTMEYAIOCh yCyryOieHue cumnTtoMoB Oose3Hu IlapkuHcona u
rajunronvHanuy. Yacrora pa3BUTHS JaHHBIX HEXeNaTelIbHbIX SBJICHUN ObLIa BhIlIe Ha (OHE
IIPUMEHEHHUS OJIaH3aIMHA, YEM B TpyMIIe I1anedo.

B omHOM W3 KIMHMYECKMX HCCIEJOBAaHWN y TAIMEHTOB C OWIONAPHONW MaHUEH,
KOMOMHUPOBaHHAs Teparnus BaJIbIIPOEBOM KMCIOTON U oJaH3anuHoM B 4,1 % ciydaeB mpuBouia
K HEUTponeHuHu. Bo3MokHas NpuYMHA HEMTPONEHMHM — BBICOKAs IUIA3MEHHAs KOHLEHTpALUs
BaJIbIIPOEBOM KHUCIOTHL. I[IprMeHeHne oylaH3amMHa OJHOBPEMEHHO C MpernaparaMy JUTHS WA
BaJIBIIPOCBOM KHUCIIOTOW TPHBOIWIO K YBEIWYCHHIO dYacToThl pasButus (=10 %) Ttpemopa,
CYXOCTH CIM3UCTON OOOJIOUKH IOJIOCTH pTa, MOBBIILIEHHOMY alleTUTy U YBEIMYEHHIO MacChl
tena. Kpome Toro, yacto coobmanock o paccrpoiictse peun. [Ipy KOMOMHMPOBAaHHOW Tepanuu
OJIaH3allMHOM M JIUTMEM WJIM KOMIUIEKCOM BajbIpoaTa HATpUs M BaJbIPOEBOH KHUCIOTHI B
cooTHomeHuM 1:1 yBennueHue macchl Tesna > 7 % OT MCXOAHOM Macchl Teja HabIoAaIoch y
17,4 % manueHToB B paMKax HEMPOJOKUTEIBHOTO Kypca JeueHus (1o 6 Henens). JlnurenbHas
Tepanusi oJlaH3anuHoM (10 12 MmecsueB) B HensIX NPOQUIAKTHKU pelUAMBa y IMalUEHTOB C
OUIIOJIIPHBIM PACCTPOWCTBOM TMPHUBOJWIA K TOBBIIIEHUIO > 7 % OT MCXOAHOH Macchl Tena y
39,9 % manueHToB.

COO6HI€HI/I6 0 TOA03PEBACMBIX HEXKCIIATCIBbHBIX PCAKITNAX

BaxHo coo0maTsh O MOJ03pPEBAEMBIX HEXKENAaTeIbHBIX pPEAaKLUAX MOCIe PErucTpanuu
JIEKapCTBEHHOTO Ipernapara ¢ Lelbl0 00ecredeHns: HeMPEepbIBHOIO MOHUTOPUHTAa COOTHOIICHUS

«I10JIb3a — PHUCK» JICKAPCTBCHHOI'O IIpcriapara. MeauiuHCKUM pa60THI/IKaM PCKOMCHAYCTCA
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Yyepe3 HallMOHABHBIE CUCTEMBI COOOIICHUS O HEXKEIATeNbHBIX PEAKIMIX TOCYAapCTB — YICHOB
EBpa3uiickoro 3K0HOMHUYECKOTr0 COI03a.

Poccuiickas @enepanus

®denepanbHas ciayx0a 1Mo Haa30py B chepe 3apaBoOOXpaHEHUS

109012, r. Mocksa, CraBsiHCKasl IIIOIaab, 1. 4, cTp. 1

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

OnekTpoHHas mouta: pharm@roszdravnadzor.gov.ru

Cair B HH()OPMAITMOHHO-TEIIEKOMMYHHUKAITAOHHON ceTu «uTepHeT»:

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

4.9. Ilepeno3upoBka

CumMnromsl

Ouensp yacteiMu cumnToMamu (> 10 %) npu nmepeo3MpoBKe OTaH3aMMHA SABISIOTCS TaXUKAPAHS,
QKUTAIHS/arpecCUBHOCTD, AU3APTPUs, Pa3IHUHbIC SKCTPAUPAMUAHBIE CHMITOMBI U CHUKCHUE
CO3HAHMS pPa3HOM CTENEHU TsHKECTHU (OT celallui 10 KOMBI).

Jlpyrue KIMHUYECKU 3HaYMMble IOCIEACTBHSI NEPEA03UPOBKH OJlaH3allMHA BKJIIOYAIH ACTUpPUi,
cynoporu, 3HC, yruereHue [IbIXaHUs, AaclUpPALUIO, apTEPUATBbHYIO TUIEPTEH3UI0 WU
TUIIOTEH3HUI0, apuTMHH (<2 % ciy4aeB NEpelo3UPOBKH) M OCTAHOBKY CEpAlla U JAbIXaHMS.
MuHnumanbHasi 03a IpU OCTPOM NEPENO3UPOBKE C JIETAJIbHBIM HCXOJ0M cocTaBuia 450 mr,
MaKCHUMaJbHasi 7032 TIPU TEPEeNO3UPOBKE C OJArONPHUSATHBIM HCXOJOM (BBDKHBAaHHWE) — 2T
OJIaH3aMMHA.

Jleyenue

Cneuuduueckoro aHTugoTa JJI1  OJIaH3allMHA He cymecTByer. He pexkomengyercs
IPOBOIMpPOBaHUE pBOTHL. [loKa3zaHbl cTaHAAPTHBIE IPU MEPEO3UPOBKE MPOLIETYpPhl, HAIPUMED,
OPOMBIBAaHME  JKENyJIKa, IMpPUEM  aKTUBUpPOBaHHOro  yris. OJHOBpEMEHHBIH  IpHeM
AKTUBUPOBAHHOTO YIJISl M OJIaH3allMHA TOKa3al CHI)KEHUE OMOJOCTYMHOCTH OJlaH3alMHA MpU
npueme BHYTph 10 50-60 %.

[ToxazaHO CUMIITOMATUYECKOE JIEUEHUE B COOTBETCTBUU C KJIMHUUECKUM COCTOSTHUEM U KOHTPOJIb
KU3HEHHO BaKHBIX (YHKLIMH OpraHu3Mma, BKIIOYas KOPPEKUHUIO apTepUalbHOM THIOTEH3HH,
HapyILIeHUs KpOBOOOpaIlleH!s U MoJiep kaHue AbixaTenbHol GpyHkiun. He ciaenyer npuMeHsTh
snuHEeDpPUH, JONMAMHH H JPYTrUe aJpeHOMHMETHKH, KOTOpPHI€ SBISIOTCS arOHUCTaMH
B-ampeHOpenenTopoB, TMOCKOJIbKY CTUMYJSALHS OSTUX PEUENTOPOB MOXKET YCYr'yOousTh
apTepHalibHyl0 TUIMOTeH3ut0. Heob6Xxoaumo oOecneuyuTs KOHTPOJb CEepAeUYHO-COCYAUCTHIX

MoKa3aTeleil M BBIABICHUS BO3MOXKHBIX apI/ITMI/Iﬁ. TmarensHOE Ha6J'IIOI[eHI/IC 3a COCTOSAHUCM
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5. PAPMAKOJIOTMYECKHUE CBOMCTBA

5.1. ®apmakoauHaAMHYeCKHe CBOICTBA
®apMakoTEpPaneBTUUECKAS TPYNNA: IICUXOJIENTUKN; aHTUIICUXOTUYECKHE CPEIICTBA; ITHA3EIIUHBI,
OKCa3€eM1Hbl, TUA3EUHbI U OKCEIIUHBI.

Kon ATX: NOSAHO3

Mexanuswm aeiictBus u hapMakoauHaMudeckue dhheKTh

OnaH3anuH SBISETCS AHTUICMXOTHUYECKUM CpPEACTBOM (HEWPOJENTHUKOM) C IIMPOKUM
(bapMaKoI0rH4ecKuM CIIEKTPOM BIIVSTHUSA Ha psan PELIENITOPHBIX CUCTEM.
B IOKIMHHYECKHMX HCCIENOBAaHUAX YCTAHOBIEHO CPOJCTBO OJIAH3AallMHA K CEPOTOHUHOBBIM
SHToanc, S5HTs, 5HTs; npodpamunoBeiMm Di, Dz, Ds, Ds, Ds; wmyckapuHoBsiM Mis;
aJipeHepruyeckuM o1 U rucraMuHoBeIM Hi penentopam. B ucciienoBanusix Ha dKUBOTHBIX OBLIO
BBISIBJICHO HaJIM4YUe aHTaroHu3Ma oJjiaHzanuHa no otHomeHuto kK SHT, nodamuHOBBEIM 1
XOJIMHEPIHYEeCKUM perentopaM. B ycinoBusix in Vitro u in Vvivo onanzanuH oOnamaer Gosee
BBIPaXCHHBIM CPOJCTBOM M aKTUBHOCTHIO B OTHOLIEHMM cepoToHMHOBbIX SHT2 peuenropos, B
cpaBHeHMH C jgodamuHOBEIMH Dz penenrtopamu. [lo JaHHBIM 3JIEKTPOPUIUOIOTHUECKUX
UCCJIC/IOBAaHUI OJIAaH3aIlUH CEJICKTUBHO CHMXKACT BO30yAMMOCTh Me3onnmoOndeckux (A10)
noaMuHEpruyeckux HEMpOHOB, U B TOXKE BPEMs OKa3bIBAeT HE3HAUMTENbHOE JeicTBHE Ha
cTpuapHsble (A9) HEepBHbIE IIyTH, YYAaCTBYIOIIUE B PETYJSALUN MOTOPHBIX QyHKIuI. OnaH3anuH
CHI)KAET YCJIOBHBIA 3alllUTHBIA peduiekc (TeCT, XapaKTepU3YIOLIUN aHTUIICUXOTUYECKYIO
aKTHUBHOCTh) B JI03aX 0OoJjiee HU3KUX, YE€M [103bl, BBHI3BIBAIOIIME KATaJENICUIO (PacCTPOUCTBO,
oTpakaroliee NOOOYHOE BIIMSHUE Ha MOTOpHY ¢yHkIui0). B oramume ot apyrux
HEHpONENTUKOB, OJIaH3allMH YCUJIMBAeT IPOTUBOTPEBOXKHBIA A(PGEKT Nnpu MPOBEIACHUU

«CAHKCHOJIUTHYCCKOI'O» TCCTA.

5.2. ®apmakokuHeTHYECKHE CBOHCTBA

TabneTku onaH3amuHa, IUCIIEPTHPYEMBbIE B TMOJOCTH pPTa, OWOAKBUBAICHTHBI TaOJIeTKaM
OJIaH3alMHA, TMOKPHITHIM IUICHOYHOW OOOJOYKOHW, M HMEIOT CXOAHYI0 CKOPOCTh M CTENEHb
BcachiBaHMs. TaONeTKU ONlaH3allMHA, NUCIEPTUPYEMbIe B TOJIOCTH PTa, MOTYT MPUMEHSITHCS
BMECTO TabJIETOK OJIaH3aIMHA, MOKPHITHIX MJICHOYHONH 000JI0UKOH.

AOGcopOnus

[locne mnepopaibHOrO mpHeMa OJAH3alMH XOPOIIO BCACHIBAETCA, M €ro MaKCHUMallbHas
KOHIIEHTpaLUs B IJ1a3Me JOCTUTaeTcs yepe3 5-8 yacoB. BcacklBaeMOCTh OJ1aH3allMHa HE 3aBUCUT

OT IMpUcMa MMUIu.
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Pacnopenenenue

[Tpu koHneHTpauu B wiazme ot 7 1o 1000 Hr/mi ¢ Genkamu Iia3Mbl CBs3bIBaeTCsl okoiio 93%
onan3anuHa. OJaH3anyH CBSA3BIBACTCS B OCHOBHOM C albOYMHHOM ¥ 0l1-KHUCJBIM
TJIMKOTIPOTEHHOM.

buotp aHC(bODMaI_[I/IH

Oman3anuH MeTaboNM3upyeTCsl B TIEUCHH B PE3yJIbTaTe MPOLECCOB KOHBIOTAIIMUA U OKHCIICHHUS.
OCHOBHBIM  HHUPKYIUpYOIIUM  MeTtabomutoMm  siBisercss  10-N-rmokypoHuzn, — KOTOpPBIi
TEOPETUUECKH HE MTPOHUKAET Yepe3 reMarodHIedanndeckuii 0apnep.

Nzodepmentsr CYP1A2 u CYP2D6 nutoxpoma P450 yuactByror B o6pazoBanuu N-ae3MeTni u
2-THIPOKCUMETHIT MeTa0OIUTOB ojlaH3anuHa. O0a MeTabonnuTa B UCCICIOBAHUAX HA KUBOTHBIX
00J1a/1a)T 3HAYUTEITBHO MCHEE BHIPKECHHON (hapMaKOoJIOTHYEeCKOW aKTUBHOCTBIO IN VIVO, uYem
onanzanuH. OCHOBHasg (hapMakKoJIOTHYecKasi aKTUBHOCTH Ipemnapara oO0yCIOBJIEHA HCXOAHBIM
BEIIECTBOM - OJIaH3AITUHOM.

DJIMMUHALHS

[Tocne npuema BHYTpb CpEeHUI NIEPHUO/] ITOJIYBBIBEICHHUS OJaH3aHa y 3J0POBBIX 10OPOBOJIBIIEB
BapbUPOBAJ B 3aBUCMMOCTH OT BO3pacTa U MoJa.

Y 310poBBIX [10OpPOBOJBIEB MOXKUIOTO Bo3pacTa (65 JeT W crapiie) CpeiHUld Mepuoj
NOJTyBBIBEIeHUS ObLT 3ameyieHHbIM (51,8 9), a knupenc Obu1 carxed (17,5 1/4) o cpaBHEHHIO ¢
AQHAIOTMYHBIMHU TOKA3aTEISIMK Y JIUIT O0JIee Moyioaoro Bo3pacta (33,8 um 18,2  1/4,
COOTBETCTBEHHO).

dapmMakOKHMHETHYECKask BAPHAOEIbHOCTh HE MEHSIIaCh B 3aBUCUMOCTH OT BO3pacTa. Y NalMeHTOB,
CTpaJarouMx mu3odpeHueil B Bo3pacTe crapiie 65 jeT Tepanus OJIaH3allMHOM B J103aX OT 5
Mr/cyTku 70 20 MI/CyTKH HE COIPOBOXK/1ajdach U3MEHEHHEM MPO(UIIS HEXKETATeIbHBIX PEAKIIHI.
VY KEHIIUH 1O CPAaBHEHMIO C MYXXUHMHAMM CPEAHUN NMepPHO MOIYBBIBECHHS ObUT 3aMe IEHHBIM
(36,7 u o cpaBHeHwHIO ¢ 32,3 1), a KJIMPEHC OJIaH3allKHAa B 11a3Me cHrkeH (18.9 11/4 1o cpaBHEHUIO
¢ 27,3 n/4). OgHako npoduinu 0€30NaCHOCTH y KEHIIMH U Y MY>KUHH MpU IPUEME OJIaH3allHa B
n03ax oT 5 Mr/cyTku 10 20 MI/cyTKu ObUIM COTIOCTABUMBI.

Oco0bIe I'pynnbl HJaMCHTOB

Tayuenmoi ¢ napywenuem hynkyuu novex

VY manuueHToB ¢ HapyleHueM QpyHKIMY oYeK (KInpeHe KpeaTuHUHA <10 MJI/MHH) 110 CpaBHEHUIO
CO 3/I0pPOBBIMH JOOPOBOJBIIAMHA OTCYTCTBOBAIM 3HAYUMBIC PA3JIMYHsS CPEIHErO IepHoja
nomnyBbiBesieHus (37,7 4 o cpaBHeHHIO ¢ 32,4 1) u knupenca (21,2 11/4 no cpaBHeHu1o ¢ 25,0 11/4).
Oxo110 57 % Me4eHOro paJuou30TONaMH OJIAH3aIIMHA BBIBOAMIIOCH IIOYKaMU, B OCHOBHOM B BH/JIE
METa0O0IUTOB.

llayuenmul ¢ nHapywenuem ynKyuu nevenu
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MY OTUETY

MPOBEJCHO HEOONBIIOEe WCCIeAoBaHHe. B HEM ydacTBOBAIM TAIMEHTHl C KIMHUYECKU
BBIpQKEHHBIM LIUPpPO30M meyeHu (kinacc A u B mo knaccudukanun Yaiuig-I1st0). 3Haunmoro
BIIMSIHUS HApYIICHHS (GYHKIIMM ITeUYeHU Ha (papMaKOKWHETHKY OJIaH3allMHa P IIPUEeME BHYTPh B
no3ax ot 2,5 no 7,5 mr oOHapykeHo He ObUT0. Y MalMEeHTOB ¢ MEYCHOYHOW HEJ0CTaTOYHOCTHIO
JErKOM W CpeaHed CTENEeHH TSIKECTH HE3HAUMTENIbHO YBEIWYMBAJICS KIMPEHC, a Bpems
MOJTYBBIBEJICHUS OBLJIO KOPOYE 110 CPABHEHHIO C MAlMEHTaMU 0€3 HapylieHUi (yHKIUU TIEYCHU.
Kypsiiux nmanueHToB Ob110 00JIbIIE B TPYIINE C IUPPO30M IIEYCHH, YEM B TPYIIE O€3 HapyIIeHUI
(GYHKIIUH TTICUYCHH.

Kypenue

YV HekypsIIMX MaleHTOB (MYKCKOTO U KEHCKOTO I0Jla) CpPEJHUM MEepHOJl MOJYBBIBEICHUS
OJlaH3aInuHa ObLI JOJIbIIE, YeM aHAIOTUYHBIN ITOKa3aTelb y Kypsauux nauueHTos (38,6 yu 30,4 u),
a xaupeHc - Hwke (18,6 n/a u 27,7 n/49).

Kinupenc onan3zamnvna B 1ia3Me KpoBH ObLIT HUKE Y TAIIMEHTOB MOKHIIOT0 BO3PAcTa M0 CPaBHEHHUIO
C MOJIOJIBIMU TAIIMEHTaMH, y KEHIIMH IO CPAaBHEHHIO C MYXYMHAMU M Y HEKYPALIUX IO
CpaBHEHMIO C KypsmmMmu. OHAKO CTENEHb BIUSHUS BO3pacTa, MoJjia WIM KypeHHs Ha KIMPEHC
OJlaH3allMHa B TUIa3Me U NEPUOJ MOYBBIBEICHUS OJIaH3alKMHA HEBEJIHMKA B CPABHEHUH C 0O
BapradeIbHOCTHIO MEXKIY MMAlUCHTAMHU.

Pacosas npunaonesxcnocmo

B uccrenoBanuu ¢ yyacTHeM JIHIl €BPOIEWCKOIrO, SMOHCKOTO M KUTAHCKOTO MPOUCXOXKICHUS
paznnuuii B (hapMaKOKMHETHKE OJIaH3allMHA, CBSI3aHHBIX C PACOBOW MPUHAANEKHOCTHIO, HE

YCTaHOBJIECHO.

6. PAPMAIIEBTUUECKHUE CBOMCTBA

6.1. Ilepeuenb BcoMoOraTe/ibHbIX BelIECTB
MannauTos

Kpocnosuion

Hartpus creapundymapar

Acnapram

Kpemuus nuokcua KOO AHBINA

6.2. HecoBmecTuMOCTD

He npumennmo.

6.3. Cpok rogHoCcTH (CPOK XpaHEHHs )

2 roza.

6.4. OcoOble MepbI NPEAOCTOPOKHOCTH NIPH XPAHECHUHU
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XpaHuTh nipu Temneparype He Boiie 25 °C.

6.5. XapakTep u cofep:kaHue NePBUYHOH YIIAKOBKH

I[lo 7, 10 wm 14 TabneTok B KOHTYPHYIO SUYEHKOBYIO VYIIAKOBKY M3 IUICHKH
MOJIMBUHUJIXJIOPUAHOMN/TIOTM BUHUIIH IEHXJIOPU THOW/ TIOTMBUHUITXJIOPU THON u donbru
AJTIOMUHUEBOM NT€YaTHOM JJaKMPOBAHHOM.

Nmu mo 7, 10 wimm 14 TabneTok B KOHTYPHYIO SYEHKOBYIO YIAKOBKY H3 MaTepuaia
KOMOWHUPOBAHHOTO Ha OCHOBE (DOJIBI'H (TPEXCIOWHBIN MaTeprall, BKIIOYAIONINI aTFOMUHHEBYIO
dosnbry, MmIeHKy U3 OPUEHTUPOBAHHOTO MOJMAMU/IA, MOIUBUHIIXJIOPUIHYIO MJICHKY) U (OJIBIH
AJTIOMUHUEBOM NEYaTHOM JJaKMPOBAHHOM.

ITo 1, 2, 3, 4 unu 8 KOHTYPHBIX AYEHKOBBIX YIIAKOBOK BMECTE C MHCTPYKLMEN 10 MEAUIIMHCKOMY
MPUMEHEHUIO (JTMCTOK-BKJIA/IBII) TOMEIIAIOT B KAPTOHHYIO YITAKOBKY (TIAUKY).

6.6. Oco0Oble Mepbl MPEIOCTOPOKHOCTH MNPHM  YHMYTOXKEHUH  HMCIOJIb30BAHHOIO
JIEKAPCTBEHHOI'0  Npenapara WJIM OTX0A0B, IOJYYEHHBIX II0CJe INpPUMEHEHHUs
JIEKApPCTBEHHOI'0 NpenaparTa u Apyrue MaHUILYJISIUM C IPenapaToM

Oco0ble TpeOOBaHUS OTCYTCTBYIOT.

7. AEP/KATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHU S
Poccus
000 «O308»

445351, Camapckas 00:1., . XKurynesck, yi. [lecounas, 3a. 11.

7.1. IlpencraBurtennb AepaaTessi pericCTPALMOHHOIO YA0CTOBEPEHHU

[Iperen3uu HOTDC6HTCHGI‘;I HamnpaBJIATH IO aaAPECy:

Poccus

000 «O308»

445351, Camapckas 0011., T.0. XKurynesck, 1. XKurynesck, yi. ['uapoctpoureneid, 1. 6.
Ten.: +79874599991, +79874599992

E-mail: ozon@ozon-pharm.ru

8. HOMEP PETUCTPAIIMOHHOT O YAOCTOBEPEHMUSA

9. JATA TNEPBUYHOI PETMCTPALIMUA (IIOATBEPKIEHMUS
PETMCTPALIMM, IEPEPETUCTPALIAN)
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I[aTa HepBOfI perucTpanuu. ! nocn E":I'C BATENEHOCTE 0001 )

10. JATA IEPECMOTPA TEKCTA

OO01ast XapaKTepUCTHKA JIEKApCTBEHHOT O Ipernapara OnaH3anuH Jo0CTyIHa Ha HH()OPMaImOHHOM
noptane EBpazniickoro 3KOHOMHYECKOTO COI03a B MH()OPMAIIMOHHO-KOMMYHHKAIIMOHHON CETH

«Hurepuer» http://eec.eaeunion.org/.
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