COOTBETCTBYET 3KCNEPTHOMY OTYETY
ot 20.11.2025 N= 28318

(MOCNEQOBATENEHOCTE 0003)

OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O ITPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITPEITAPATA
3anacra Ky-ta0, 5 mr, Tabnerku, AucneprupyeMsle B OJIOCTH pTa

3anacra Ky-ta6, 10 Mr, TabneTku, tucneprupyemMble B MOJIOCTH pTa

2. KAUECTBEHHBIN U KOJTUYECTBEHHBIN COCTAB
ﬂeﬁCTBYIOIIIee BCIICCTBO: OJIaH3AaIIHNH.

3amacTa KV-Ta6, 5 wmr, T3.6J'I€TKI/I, JUCIICPIrUPYEMBIC B ITOJIOCTH PTa

Kaxxnas TabneTka colepKuT 5 MI OJ1aH3alKHa.
BcnomoraTenbHBIE BenecTBa, HATMYHE KOTOPBIX HAJ0 YYUTHIBATh B COCTABE JIEKAPCTBEHHOTO
npemnapara: acnapram (cM. paszaen 4.4.).

3amacra Ky-1a0, 10 Mr, TaOJIETKH, TUCIIEPTUPYEMBIE B IIOJIOCTH PTa

Kaxnas tabnerka cogepxut 10 Mr onanzanuHa.
BcnoMorarenbHbIC BelIecTBa, HAINYHE KOTOPHIX HAJI0 YIUTHIBATH B COCTABE JIEKAPCTBEHHOTO
npenapara: acnaptam (cMm. pasznuen 4.4.).

[TonHbIl nepedeHb BCIIOMOTATENbHBIX BEIIECTB MPUBEECH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA

3anacra Ky-Ta0, 5 mr, Ta6f[eTKI/I, JAUCTICPIrUPYCEMBIC B I1OJOCTH PTa

Kpyrinbie cierka 1BOSKOBBIITYKJIbIe TAOJETKH JKEITOTO I[BETA C MPAaMOPHOCTHIO. JlomyckaeTcs
HaJIM4YMe OT/AEIbHBIX BKpAIJICHUI.

3anacra Ky-1a0, 10 Mr, TaOJIETKH, AUCIIEPTUPYEMBIE B IIOJIOCTH PTa

prTJ'IBIe CJICTKA ABOSAKOBBIITYKJIBIC TaOJIETKH 5KEITOTO OBE€Ta C MPAMOPHOCTBIO. I[OHYCKaeTCSI

HaJIM4YUEC OTACIbHBIX BKP aIUICHUIM.

4. KNIMHUYECKUE JAHHBIE
4.1. Iloxa3aHus K NPUMEHEHHIO
[Ipenapar mokaszaH K MPUMEHEHHUIO Y B3pOCIbIX (cTapiie 18 ser).
e OaH3anuH MoKa3aH JUIs JICYSHUs MU30()PEHUN.
o OmnanzanuH 3 (PEeKTUBEH TPU MOAICPKUBAIOIIEH U UTUTELHON Tepanuu y MalueHTOB C
mm3o(peHneit, y KoTopsix Ha0monancs 3 ¢GexT oT JIeYeHHs Ha Ha4aIbHOM dTare.
e OnaH3anyH MOKa3aH JUId JICUCHUsS MaHHAKaJIbHOTO 3IMU30/a YMEPEHHON WU TSDKENION

CTCIICHU TSXKCCTH.
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e OnaH3anuH MOKa3aH JUIsl MPEJOTBPALLEHUS PEUUAMBOB Y MALMEHTOB C OUIOJSPHBIM
paccTpoiicTBOM, y KOTOPBIX OH IOKa3ai 3(pGEKTUBHOCTh MPH JICYEHUU MAHUAKAIBHOTO
3MU30/a.

4.2. PeskxnM 103UPOBAHUSA M CTIOCO0 MPUMEHEHUs

Pexxum 103upoBaHus

TabneTkn oylaH3amMHa, OUCIIEPTUPYEMbIE B TIOJOCTH PTa, OMOIKBHUBAJICHTHBI TaOJIETKAM
OJIaH3allMHA M UMEIOT CXOJHYK) CKOPOCTh U CTEIEeHb BCAChIBaHUsA. TaONeTKH oJlaH3aIlnHa,
JUCTICPTHUPYEMBbIC B MOJIOCTH PTa, IPUMEHSIOTCS B TOM K€ KOJMUYECTBE U C TOH JK€ YaCTOTOMH,
YTO U TaOJEeTKH OJlaH3anuHa. TableTku olaH3anuHa, TMCIeprupyeMble B TOJIOCTH PTa, MOTYT
MPUMEHSTHCS BMECTO Ta0JICTOK OJIaH3aIHHA.

Hluzoppenus

Pexomenayemas HayanbpHas 1032 oj1aH3anuHa cocTaBnsger 10 mr 1 pa3 B cyTku.
Manuakanvusiti 2nu300

Hauvanbnast no3a cocraBnser 15 Mr 1 pa3 B cyTku npu mMoHoTepanuu uiau 10 Mr B CyTKH B
COCTaBe KOMOMHUPOBAHHOU Tepamuy (C JTUTHEM WU BATBIIPOATOM).

IIpedomepawenue peyuousos 6UNOAPHOLO PACCMPOUCEa

Pexomenyemas HauanpHas n03a onaHzanuHa coctapnser 10 mr 1 pa3 B cyrku. [lanuenTtawm,
MOJYYalOIMM OJaH3alUH Ui JICYeHHS MaHMAKaIbHOTO OSIMH30/a, Ui TPEIOTBPALICHUS
pPEeIMINBOB CJeIyeT MpOoJODKaTh Tepamuio B TOM ke mose. [lpu pa3BUTHM HOBOTO
MaHHMaKaJIbHOTO, CMEIIAHHOTO MM ACMPECCHBHOTO 3MH30/a CIEAyeT MPOJO0DKaTh TEPaIuio
OJIaH3aIMMHOM (C KOPPEKIMeH J03bl B Cllydae HEOOXOAMMOCTH) Ha (DOHE IOMOITHHUTEITHHOM
TEpanuu ISl JICYCHUST CHUMIITOMOB pPacCTPOHCTBA HACTPOCHUS B COOTBETCTBUU C
KIMHUYECKUMHU TTOKa3aHUSMHU.

[MIpu nedenun wmM30GPEHNH, MAHUAKATBHOTO OJMH30[a M MPEIOTBPALICHUS PEIMIUBOB
OUITIOJIIPHOTO PacCTPOMCTBA CYTOUYHAs 70332 MOKET ObITh CKOPPEKTHPOBAaHA B JMAIa30HE OT
5 mr 0 20 mr B cyTku. [loBbIIIeHNE HAYABHOW J103bI CIEyeT OCYIIECTBISTh TOJBKO TOCIE
HQ/JISKAIIEr0 KIMHUYECKoro obcienoBaHus. [loBblmieHue 103bI JOKHO MPOBOIUTHCS C
WHTEepBaIaMu He MeHee 24 yacoB. OnaH3aluH MOKHO Ha3HAYaTh BHE 3aBUCUMOCTH OT IPUEMa
MIUIIH, TIOCKOJIBKY yHOTpeOJICHHEe TUIIK HE OKa3bIBACT BIUSHUS HAa BCAChIBAHUE TIpernapara.
[Tpu mpekpaleHnu JIeYeH s 0JIaH3aIMMHOM JI03Y MpernapaTa ciaeIyeT CHUKATh OCTENICHHO.

Oco0Bbl€e TpVIIIIbI MALMEHTOB

Tayuenmul nostcunozo 6o3pacma
MunuMasnbpHas HavajdbHas 703a (5 MT B CyTKM) OOBIYHO HE Ha3HA4aeTcs, HO €€ MPUMEHEHHE
JOJDKHO OBITh PACCMOTPEHO y MAIMEHTOB B BO3pacTe 65 JeT U cTaplie, eCiiyd 3TOro TpedyeT

KIIMHUYECKOC COCTOAHUC KOHKPETHOI'O MMAallMUCHTA.
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Iayuenmul ¢ noueunoti u (unu) neueHoUHoU HedOCMAamoyHOCMbIO

[TarmenTaM ¢ MO4YeYHOW U (UJTH) IEYEHOYHOW HEJOCTATOYHOCTHIO CIIEAYEeT HAUMHATH JICUCHHE
C MUHUMAaJIBHOHM 10361 (5 Mr B cyTKH). [Ipy nmedeHoYHOM HEA0CTaTOYHOCTH CPEIHEH CTETICHH
TshKecTH (UUppo3, kiacc A wiu B no knaccudukanum Yaiina-I1s10) HauambHas 1032 JOJDKHA
COCTaBJIATh 5 MTI, P HEOOXOIUMOCTH J103y CJIEIyET YBEIUUYUBATH C OCTOPOKHOCTHIO.
Kypenue

HavanbHas no3a v quana3oH 103, Kak IPaBWIIO, HE HY)K/IAaIOTCSI B I3MEHEHUAX B 3aBUCUMOCTH
OT TOTO, KypHUT MAIlMEHT WM HET. MeTaboI13M OJaH3alHa MOKET ObITh YCKOPEH KyPEHHEM.
Pexomennyercss mpoBOAMTHh KIMHUYECKHM MOHUTOPUHI, B Cllydae HEOOXOIMMOCTH J03a
OJIaH3aMMHa MOXKET OBITh YBEIIMYCHA.

[Mpu wamuuum ¢dakropoB (Oosiee OIHOTO), KOTOPBIE MOTYT NPHUBECTH K 3aMEIJICHHIO
MeTabonu3Ma (MalrueHThl KEHCKOTO I0JIa, MOKHIIOTO BO3pacTa, HEKYPSIIUE), MOKET OBITh
PEKOMEHIOBAHO CHW)XCHUE HAdajdbHOW 103bl. [IOBBINIEHHE 03Bl Y TAKHX MAIUEHTOB IMPHU
HAJIMYUH MTOKa3aHUi, He0OXOMMO POBOIUTH KOHCEPBATHUBHO.

Crocob npuMeHeHust

BayTps. Onan3anuy MOKHO IPUHUMATh HE3aBUCUMO OT BPEMEHU ITpUEMa IUILH, TaK KaK U1
HE BJIMSET HAa BCACBIBAHUE OJIAH3AMMHA.

N3Bneup TabieTKy HEOOXOIMMO CIICTYIOIUM 00pa3oM:

SN\

=

1. CornyTs OyHCTEp 1O JIMHUH pa3ioMa.
2. BCKpBITH O5UCTEp, OCTOPOKHO MOTSAHYB 32 Kpal (OIbIru.
3. OCTOpOXHO U3BJICYD TAOJIETKY.
4. 3aTeM TabJIETKY ClIeAyeT HEMEUIEHHO MOJIOKUTH Ha SI3BIK.
bpate Tabnetky u3 Gnuctepa ciefayeT CyxuMu pykamu. M3-3a XpynkocTu TaONeTKy ciemyeT
IpUHUMATh Cpa3y Iocie u3BiIeueHus u3 Onuctepa. Kpome Toro, HemocpeacTBEHHO Mepen
IIPUEMOM TabJIETKY MO>KHO PACTBOPHUTDH B CTAKAHE BOJIBI.
TabneTku osaH3amMHA, JUCIEPrUpyeMble B IOJOCTH pPTa, OBICTPO PACTBOPSIOTCS MOJ
JIEICTBHEM CIIIOHBI U JIETKO MPOTJIaThIBalOTCA. BBIHYTH TaOJeTKy M30 pTa HEpacTBOPEHHOM
3aTPYAHUTEIBHO.
4.3. IlpoTuBonokazanus

e ['MnepyyBCTBUTENILHOCTD K OJIaH3AMMHY WM K JIFOOOMY U3 BCIIOMOTaTEIbHbBIX BEIIECTB,

NepedrciIeHHbIX B pa3zaene 6.1.
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e Puck pa3BuTHS 3aKPBITOYTOJIHOM TJIAyKOMBI.

e Jlerckuii Bo3pacT a0 18 ner.

o DEHUIKETOHYPHS.
4.4. Oco0Oble yka3aHusl M Mepbl IPEOCTOPOKHOCTH NPH NPUMEHEHN U
Knuanueckoe ynmydnieHue npy JI€4eHUH aHTUTICUXOTHYECKUMU CPEACTBAMU MOXKET HACTYIaTh
B TIEPHO/I OT HECKOJIBKUX JHEH 10 HECKOIBKUX HeJenb. B 3ToT neprox Tpedyercs TiaTensHOe
HaOJIIOIEHNE 3a MaeHTaMH.
Icuxo3 u (unu) Hapywenus nogedeHus:, 00YCi1081eHHbIE OeMeHyUell
OnaH3anuH He MOKa3aH MalMeHTaM C MCUX030M U (MJIM) MOBEIEHYECKHMHU HapyHIICHHUSIMH,
00yCJIOBICHHBIMU JIEMEHIIMEH, BBUAY TMOBBIIICHUS YPOBHS CMEPTHOCTH M PHCKA PAa3BUTHUS
HapyIIEHH MO3TOBOTO KPOBOOOpAILIEHHs y TaHHBIX AllMEeHTOB. B miane60-KoHTpoIupyeMbIx
UCCIIEZIOBaHUAX (IIPOAOJIKUTENBHOCTEI0 6—12 Henenb) y NAIMEHTOB IOXHJIOTO BO3pacTa
(cpemnuii Bo3pacT 78 JeT) ¢ Icux030M U (WJIH) TOBEACHUYECKUM HapyIICHHEM, 00yCIOBICHHBIM
JIeMEHIIMEeH, 0TMEYaioch ABYKPAaTHOE MOBBIILIEHUE YAaCTOTHI JIETAIBHBIX UCXO/0B Y IAllUEHTOB,
MOJIy4YaBIIMX OJIAH3AIKH, 110 CPAaBHEHMIO C MalMeHTaMu U3 rpynnsl mianedo (3,5 % u 1,5 %
COOTBETCTBEHHO). [OBBINIICHHASI YACTOTA Pa3BUTHS JETATBHBIX HCXOI0B HE 3aBHCENA OT JI03bI
oJlaH3anmuHa (CpefHssl CyTOYHas /103a cocTaBisuia 4,4 Mr) U MPOJOKUTEIBHOCTH JICUCHHUS.
®akTOpBI prCKa, KOTOPHIE MOTYT BIHUATH HA MPEAPACTIOI0KEHHOCTh ATON TPYIIIBI MAIUEHTOB
K OoJiee BEICOKOW CMEPTHOCTH TPH JICYCHUH OJIaH3aITMHOM, BKJITIOYAIOT BO3pACT cTapiie 65 JeT,
nucaruio, cealuio, HeJJOCTATOYHOE MUTaHUE U 00€3BOKMBAaHUE, HATUYHE TATOJIOTUH JIETKUX
(HarpuMep, MHEBMOHHS C acnupanued uiau 0e3 Hee) WIM COYETaHHOE IPUMEHEHHE C
OeH30/IMa3eNMMHaMH; OJHAKO YacTOTa JIETAIBHBIX HCXOJOB ObUIa BBIINIE Yy MAlUEHTOB,
MOJTyYaBIIMX TEPAHIO OJIAH3AITMHOM, 110 CPABHEHUIO C NAllMeHTaMH, MOIy4aBIINMU I11aneoo,
HE3aBHCHUMO OT 3TUX (PaKTOPOB pUCKa.
B Tex ke KIMHUYECKHX HCCIEJOBAaHUIX OTMEUAINCh IepeOpOBACKYISIPHBIC HEKENaTelbHbIE
ABIIEHUS (HApUMeEp, MHCYIbT, TPAH3UTOPHAs HIIEMUYECKas aTaka), BKIOYas CIIydau C
JeTanbHBIM  HcXomoM. (OTMmedanoch TpPEXKpaTHOE YBEIHUEHHE YacTOTHl  Pa3sBHTHUS
1epeOpOBaCKYSAPHBIX HEXENaTeNbHBIX SBJICHUHA Yy MAIMEHTOB, MOTYYaBIIUX OJAH3AMHH, MO
CPaBHEHUIO C MalMeHTaMu, rnosydaBimmu miamnedo (1,3 % nporus 0,4 % COOTBETCTBEHHO).
Bce narmenTsI ¢ niepedpoBacKyIsIpHBIME HApYIIEHUSIMH, TOTyYaBIINe OJIaH3aIMKH U 1arefo,
umenu (hakTopsl pUcKa MX pa3BUTHA. Bo3pacT crapiue 75 neT U IeMEHIHs COCYAUCTOro MIu
CMEIIaHHOTO THIAa ONPEACTSUINCh Kak (DaKTOpbl PUCKAa pa3BUTUS LEpeOpPOBACKYISPHBIX
HE)KeJIaTeNbHBIX SIBICHUH Ha (OHE JeYeHUs OJlaH3aluHOM. B Xone MaHHBIX HCCleT0BaHUMN

3¢ (HEeKTUBHOCTH OTaH3aNHA HEe ObLTa yCTaHOBJICHA.

bonesnwv llapxkuncona
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[Ipumenenue onaH3amMHA JUISL JIEYEHUS TICUX030B, OOYCJIOBICHHBIX NPUEMOM AaroHHUCTOB
no(aMHUHOBBIX perenTopoB npu Oone3Hu IlapkuHCOHA, HE pekoMeHayeTcsl. B KIuHHUecKux
UCCIIEJIOBAHUAX YCYryOJieHHe CUMNOTOMATHKU Ooje3Hu I[lapkuHCOHAa M TayuUTIOLMHAINH
OTMEYAIICh OYEHb YacTo W ¢ OoJiee BBICOKOM YacTOTO, yeM B Tpymnne Iuianebo, a
3¢ (EeKTUBHOCTD TPH JIEYEHUU ICUXOTHMYECKHUX CHMITOMOB OJIaH3aIIMHOM HE IpeBbIIIaNa
TAaKOBYIO TpHU TpueMe Iu1anedo. B MaHHBIX KIMHUYECKUX MCCIEIOBAHUAX COCTOSHHE
MAIMEHTOB TEPBOHAYAILHO JIOJDKHO OBbUIO OBITh CTAa0MWJIM3UPOBAHO HAa MHUHHUMAJIbHOM
s dekTHBHOU J03€ MpenapaToB s JiedeHus 0osie3nn [TapkuHcoHa (arOHUCTHI TOPaMHUHOBBIX
PELeNTOPOB), a TaKKe HEOOXOJUMO ObUIO MPOJODKATh IPUEM TEX )K€ IPernapaTtoB B TOM xke
J103€ Ha IPOTSHKEHUH BCEeTo uccienoBanus. HauanpHast 103a onaH3amnuHa cocTaBisiia 2,5 Mr B
CyTKH M MOTja OBITh YBEIMYECHA [0 MaKCHUMaJIbHOH — 15 Mr B CyTKM 1O pPEUICHHIO
HCCIIEZIOBATEIIA.

3HC

3HC — moTeHnuaapHO yrpoXaroliee KU3HA COCTOSTHUE, BO3HHUKAloIee Ha (OHE TIPUMECHECHHUS
HeliponentukoB. Penkue ciyuan 3HC Takxke ObUTH 3apeTHCTPUPOBAHBI U MPU MPUMEHEHUH
onanzanuHa. Knunnueckue mpossieHuss 3HC: rumeprepmusi, MblllIedHas PUTHHOCTD,
M3MEHEHHUE TICUXUYECKOTO CTaTyca W BETreTaTUBHbIC HAPYIICHUs (HECTAOWIBHBIN MyJbC WIH
aprepuajibHOe JaBJICHHME, TAaXUKapAus, T[IOBBIIICHHOE TIOTOOTJACICHHE M APUTMUH).
JlomoTHUTENbHBIE TPU3HAKU MOTYT BKJIIOUATh: YBEIMYCHHE CHIBOPOTOUYHOM akTUBHOCTH KOK,
MHUOTJIOOMHYpHUIO (pabIOMHUONIN3) M OCTPYIO MOYEUYHYIO0 HEJ0CTaTOYHOCTh. Eciin y manuenTa
pa3BuBatorcss npu3Haku U cumntombl 3HC wmnm BO3HMKaeT HEOOBSCHHUMOE TOBBINICHHUE
Temneparypsl Tena 0e3 jonosHuTenbHbIX nposiBieHudt 3HC, Bce aHTUICHMXOTHYECKHE
npernaparsl, BKIII0Yas OJaH3alHH, CIIEAYeT OTMEHHTb.

l'unepenuxemus u caxapuuiii ouabem

Hewacto oTmMeuanuch ciydan TUNIEPTIIMKEMHH U (MIIM) Pa3BUTHA MM OOOCTPEHUN CaXxapHOTO
nuabeTa, B HEKOTOPBIX CITyYasiX COMPOBOXK/IAIONIUECS KETOANI030M U THa0eTHIECKO KOMOH,
B TOM YHCJIE C JISTAIBHBIM HCXO0MOM (cM. pazzaen 4.8.). B HEKOTOPHIX ciaydasx OTMedaiaoch
MOBBIIICHUE MaccChl Tela, KOTOPOE MOIJIO TOCHYXHTh HpeApacroiaraioiyuM (GakTOpOM.
Pexomenayercs TIaTeabHbINH KIMHUYECKUH MOHUTOPHHT MAllMEHTOB C CaXapHBbIM JHA0ETOM H
MAIMeHTOB C (akTopaMu pHCKa pPa3BUTHA CaXapHOro JualdeTa: H3MEpPEHHE HWCXOIHOM
KOHIICHTpAIlMM TJIIOKO3bl B KPOBH, uepe3 12 Helenb mocie Hayajla IMpUeMa oJjlaH3aluHa U
BITOCJICJICTBUU €XKeToHO. [larenToB, mory4Jaromux Jo0ble aHTUIICUXOTHYECKUE CPEICTBA,
BKJIIOYAsl OJIaH3allMH, CleAyeT HaOlo[aTh Ha IpeiMeT MPU3HAKOB U CHUMITOMOB
TUMEPrIUKEMUH (TaKUX KaK MMOJHIUTICHS, TOINypust, monudarus u cnadbocts). [lanuentam ¢

caxapHbIM nuabeToM WM (akTopaMH prcKa BOZHUKHOBEHHS caxapHOro auadera HeoOXoauM
5



COOTBETCTBYET 3KCNEPTHOMY OTYETY
ot 20.11.2025 N= 28318

(MOCNEQOBATENEHOCTE 0003)

PETyISpHBIA MOHUTOPUHT KOHIEHTpAaIlMM TJIOKO3bI B KpoBH. Heo0XoauMo mnpoBOIUTH
pEryJsIpHbIA KOHTPOJIb MAcChl TeJla: epe]l HayajaoM JieueHus, yepes3 4, 8 u 12 Hepensb nociue

Haydajia IIprueMa oJiaH3allMHa U BIIOCIICACTBHUU KaKAbIC 3 Mmecsria.

Hapywenue nunuonoeo oomena

B xozme miane60-KOHTPOIMPYEMBIX HCCICIOBAHHMA, Y MAlMEHTOB, MOJYYaBIINX OJaH3aIMH,
HAOIOAUCh HEXKeJaTeabHble HW3MEHEHUs JMMUIAHOrO npoduis. V3MeHeHus JUMHIHOTO
npoduiast He0OXOIMMO KOPPEKTHPOBATH B COOTBETCTBUU C KIIMHUYECKOH HEOOXOJAMMOCTHIO,
O0COOCHHO y NAIMEHTOB C JUCIUIMIEMHUEH M Yy HalHeHTOB ¢ (aKTopaMH pUCKA Pa3BUTHS
HapyIIeHUH JUNUIHOTO oOOMeHa. Y TAIMeHTOB, NPUHUMAIONIMX AHTUIICHXOTUYECKHE
mpernaparbl, B TOM YHCJIE OJIAH3AlWH, CIEAYeT OCYHICCTBISATh PETYISPHBIA KOHTPOJb
JUMHUIHOTO TPOQHIS B COOTBETCTBHH C JIEHCTBYIOIUMH PEKOMEHIAIUSAMHE: TIepel HadaloM
JieueHus, yepe3 12 Hezelnb Mocie Hayaia nprueMa oJaH3alluHa U BIIOCIEACTBUU KaX/ble 5 JIeT.
Aumuxonunepauyeckas akmusHOCmb

HecmoTpst Ha TO, 4YTO OJIaH3alKWH TPOSIBIISTI  AHTUXOJIMHEPTUYECKYI0 AaKTHBHOCTh B
WCCIIEZIOBAHUSAX in Vitro, IPUMEHEHNE OJaH3allMHA B KIMHUYECKUX HCCIEIOBAHHUIX BBISBHIIO
HU3KYIO0 YacTOTY CBSI3aHHBIX C HeH oclokHeHH. OJHAKO MOCKOJBKY KIMHUYECKHH OIBIT
NPUMEHEHHs OJIaH3allMHA Y TMAlMeHTOB C COMYTCTBYIOIIMMH 3a00JeBaHUSIMU OTPAHHUYCH,
cleyeT coO0IaTh OCTOPOXKHOCT TPU HA3HAYCHHUH OJIaH3aMUHA MAlUeHTaM C KIMHUYECKH
3HAYUMON  rumepTpodueil  MpeacTaTeIbHOM  KeNle3bl, IMAPATUTHYECKOH  KUIICYHOU
HENPOXOJAUMOCTBIO U IOJJOOHBIMU COCTOSTHUSIMU.

Hapywenue ¢ynxyuu neuenu

Yacro, 0cOOCHHO Ha paHHHUX JTalax TEPalud, OTMEYAIOCh TPAH3UTOPHOE OECCHMIITOMHOE
MOBBINIEHNE CHIBOPOTOYHOW aKTUBHOCTH «IEe4YeHOYHBbIX» amuHOTpaHcdepas (ACT u AJIT).
Ocobast ocTopokHOCTh HeoOxoauma npu yBenudeHun akTUBHOCTH ACT u (wnmm) AJIT B
CBIBOPOTKE KPOBH Yy TAI[MCHTOB C CHUMIITOMaMH HapymieHHs (YHKIMUA TEYCHH, C paHee
JIUArHOCTUPOBAHHBIMH COCTOSHUSIMH, CBSI3aHHBIMH C OTpaHUYEHHEM (DYyHKIIMOHAIBHOTO
pe3epBa  IMEYEHM WIM Yy  MAlNUEHTOB, TOJYYAIONUX  JICUEHHE  IOTCHIUAIBLHO
rermaToTOKCHYECKUMH Tpenapatamu. [Ipy amarHOCTHpoBaHMM rematura (B TOM YHCIE
reraToneUTIONIIPHOTO, XOJECTATUYECKOTO0 WIIM CMEIIAHHOTO) TNPUMEHEHHE OJIaH3alliHa
ClIeyeT IPeKpPaTHTb.

Heiimponenus

OnaH3anuH CleayeT ¢ OCTOPOKHOCTHIO MPUMEHATH Y TAlIMEHTOB C HU3KUM TIOKa3aTesIeM Ynciia
JEHKOUUTOB U (MJIM) HEUTPO(DUIOB B KPOBH (BHE 3aBUCHUMOCTH OT MPHUYMHBI); y MAICHTOB,
MOJIYYalOIIUX TMpernaparbl, KOTOpPble MOTYT BBI3BIBATh HEUTPONEHHIO; Yy MAIMEHTOB C

JICKAPCTBCHHBIM YTHCTCHHUEM KOCTHOT'O MO3ra B aHAMHE3€C, a4 TaKiKE€ C YTHCTCHHUEM KOCTHOTO
0
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MO3ra, 00YCJIOBJICHHBIM CONYTCTBYIOIIUM 3a00JI€BaHUEM, JTy4eBOW WIM XMMHUOTEpaNHen; y
NAIMeHTOB C THIEPI03UHOPHIBHBIMU  COCTOSHUSIMH WM MHUEIONposindepaTuBHBIM
3aboneBanueM. HelTponeHus 4acto perucTpupoBanach MpU OJHOBPEMEHHOM NPHUMEHEHHH
OJIaH3aMrHa ¥ BAJILIIPOEBOM KUCIOTHI (CM. pasnaen 4.8.).

Ipexpawenue mepanuu

B penkux cinyyasx (> 0,01 % u < 0,1 %) npu pe3koM npekpaiieHul MPUMEHEHUS OJIaH3aIHA
OTMEYAIIUCh CJICAYIONIME OCTPhIC CHMITOMBI: IOBBIIICHHOE MOTOOT/CICHNUE, OCCCOHHUIIA,
TPEMOp, TPEBOTa, TOIIHOTA UK PBOTA.

Humepsan QT

B xiImHMYeCKHMX HCCIEeNOBaHMSIX KIMHHUYECKHM 3HadnMMoe yjummHeHue wuHTepBana QTc
(xoppexuust QT o popmyne Openepuka [QTcF] > 500 mc B 1:000i1 MOMEHT BpeMEHU TOCIIE
Havana jeueHus npu ucxogHoMm QTcF <500 mc) Bctpewanocs Hewacto (0,1 % — 1%) y
MAIMEHTOB, MMOJIyYaBIINX OJIAH3AINH, C OTCYTCTBHEM 3HAYUMBIX Pa3IMUUil B COMYTCTBYIOIIUX
OCIIO)KHEHHSIX CO CTOPOHBI Ceplla MO CpaBHEHHIO C Iuiane6o. OAHAKo ciemyeT coOMoaaTh
OCTOPO’KHOCTb TPU HA3HAYCHUU OJIaH3aITMHA OJTHOBPEMEHHO C IperaparamMu, YUTHHSIOIIMHE
uHTepBan QTc, 0coO0EHHO y MalMEHTOB IMOXKWJIOIO BO3pPAcTa C BPOXKACHHBIM CHHIPOMOM
yamuHeHHoro uHTepBaia QT, XpoHUYECKO# cepaedHOoi HEeIOCTaTOYHOCTHIO, TUIEPTPOdUei
MHUOKap/a, TUIOKAJIMEMHUEH WM TUIIOMAarHUEMHUEH.

Tpombosmb0nUs

Heuwacto (20,1 % u <1 %) coolmanoce 0 ciy4asx BpPEMEHHON CBSI3U MEXKIY Pa3BUTHEM
BEHO3HOH TPOMOOAMOOJMU W Tepanuel oJaH3almnHOM. Hamwmdwe MpUYuHHO-CIICICTBEHHOM
CBSI3M MEX]y IPUEMOM OJIaH3aNMHA U BEHO3HOUW TpoMO03MOomHei He ycTaHOBIeHO. OHAKO
YYUTBIBAs, YTO y MAIIMEHTOB C MU30(PpEeHHEN 4acTO UMEIOTCS MPHOOpETeHHbIE (DaKTOPHI pHUCKa
pa3BUTHUSL TPOMOOIMOOJHH, CIEAYET BBISBISATH BCE BO3MOXHBIE (PAKTOPHI PUCKA JaHHOTO
OCIIO’)KHEHHsI, B TOM YHCJI€ UMMOOWIM3AIHNIO MMallMeHTOB, U MPUHUMATh HEOOXOIMMBbIE MEPHI
0 €ro NpOoQUIAKTUKE.

Obwas akmusnocms 6 omuouienuu L{HC

C ydyerom ocHOBHOTO neiicTust onan3anuHa Ha [ITHC, cienyer cobmoaaTh OCTOPOKHOCTD TIPU
NPUMCHEHUHM OJIAH3allMHA B COYCTAHWU C JPYTMMHU JICKAPCTBEHHBIMHU TIperapaTamu
HEHTPATBHOTO ICHCTBUS U ajkoroyieM. [I0CKOIbKY OJaH3aMH MOKET MPOSIBIIATH aHTATOHU3M
B OTHOILIEHUH TOPaMHHOBBIX PELENTOPOB B YCIOBUSAX 1N VItro, OH MOXKET ObITh aHTAarOHUCTOM
3¢ (HEKTOB MPSMBIX M HENPSMBIX arOHUCTOB 10(aMHHOBBIX PELENTOPOB.

Cyoopoeu

OmnaH3anuH cleayeT ¢ OCTOPOKHOCTHIO MPUMEHSTH Y MAlMEHTOB C Cy/JIOpOTraMu B aHAMHE3e

HJIN TTOABCPIKEHHBIX BOSﬂCﬁCTBHIO (i)aKTOpOB, CHMIKAromux Irnopor Cy)]OpO)I(HOﬁ T'OTOBHOCTH.
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Cnydam cynopor HE4acTO BCTPEYAIUCh Yy IALMEHTOB, NPUHUMAIOIIUX OJAaH3allMH, U B
OOJIBIIIMHCTBE 3THX CIIy4yaeB COOONIANIOCHh O HAJIMYHMU CYJIOpPOT B aHaMHe3e MM O (akTopax
pHUCKa pa3BUTHS CYHOPOr.
Ilo30uss ouckunesus
B cpaBHUTENBHBIX HCCIENOBAaHUAX NPOAOLKUTEIBHOCTBIO 10 TOAA JICUEHUE OJIAH3AIIMHOM
JIOCTOBEPHO PEXEe COMPOBOXKIAIOCH Pa3BUTUEM AUCKUHE3UH, TpeOyIoIIel MeaNKaMeHTO3HON
Koppekiuu. OIHaKo clenyeT yYMTHIBaTh yBEIWYEHUE PUCKA TMO3HEW IUCKUHE3UU MPH
IIUTEIBPHON Tepanuy HeWposnenTukamu. IIpu pa3BUTHM NPU3HAKOB IO3JHEW AUCKHHE3UU
PCKOMEHAYETCA CHUKCHHUEC 103bI WJIM OTMCHA OJIaH3aIlMHA. CHUMITOMEI HO3IIH€I71 JUCKHUHE3UHN
MOTYT HapacTaTh WIK MaHU(PECTUPOBATH NIOCIIE OTMEHBI Mpernapara.
Ilocmypanvuas eunomensus
[loctypanbHass THIOTEH3Us HEYacTO HaOMIOAanach B KIMHUYECKUX HCCIEIOBAaHUIX
OJIaH3allMHAa Y MAlMEHTOB IOXKMUJIOrO0 BO3pacTa. PexoMeHIyeTcsl NMepHOAUYecKUd H3MEpSTh
apTepHalbHOE JIaBJICHUE Y AIIMEHTOB cTapiie 65 Jer.
Bnezannas cmepmos om cepoeuno-cocyoucmou HedocmamoyHocmu
[To pesynbTaTam MOCTPETUCTPAIIMOHHBIX HAONIONCHUN oOJlaH3amuHa ObUT 3aUKCHPOBAH
clydail BHE3almHOHW CMEpPTH. B peTpocrneKTHBHOM HAOIIOAATEIbHOM HCCICIOBAHUUA PUCK
MpenoiaraeMoid  BHE3alMHOM CMEPTH OT CEepJIeYHO-COCYAUCTON HEJOCTATOYHOCTH V
MAIMeHTOB, IOJYYaBIIMX OJIAH3AMMH, ObUI TPUOJM3UTENBHO BJBOE BBIIIE TAaKOBOTO Y
ManueHTOB, HC MNPHUHHUMABHIUX HCprOHeHTPIKI/I. B JaHHOM HCCJICJOBAHUH PUCK IIPpU
NPUMEHEHUHM OJIaH3alMHAa ObUI COMOCTAaBUM C PHCKOM TMPU TPUMEHEHHH aTHIIWYHBIX
HEHpOJIENTHKOB, BKIIFOUEHHBIX B 00BbEIMHEHHBIN aHAJIH3.
Ilpumenenue onansanuna y oemetl
OnaH3anuH HE PEKOMEHIyeTCs MPUMEHATh Yy JeTed M MOAPOCTKOB. B uccienoBaHusix y
noapocTkoB  13—17 neT oTMeYanuch pa3iMyHble HEXeNaTelbHbIe PEaKIUU, BKIIIOYast
MOBBIIIEHNE MACChI TeJa, HapyIIeHHe JTUIMUAHOr0 0OMEHa U TUIEPIPOIAKTHHEMHUIO.

eTH
OnaH3anuH HE PEKOMEHIyeTCs MPUMEHATh Yy JeTed M MOAPOCTKOB. B uccienoBaHusix y
noapoctkoB 13—17 ner oTMeyaauch paziUYHbIC HEXKeNaTelbHbIe pPEeaklnH, BKIIOYas
MOBBILLIEHNE MACChI T€Ja, HapyIIEeHUE JTUIUIHOT0 0OMEHA U TUIEPIPOIAKTHHEMHUIO.

BcnomorareapHbIC BEIECTBA

Acnapmam
ComepxuT UCTOYHUK (eHmnanannHa. MOXKET OKaszaTbCsl BPEIHBIM JJIS  JIIOAEH ¢

(beHMIKEeTOHYpHEH.
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4.5. B3anmoneiicTBHe ¢ JPYIrMMH JeKAPCTBEHHBIMM NpenapataMud W JApyrue BHbI
B3anMoJeiicTBH

[ToTreHnuanbHble B3aMMOICHCTBUS, OKa3bIBAIOUINE BAUSHUE HA OJaH3alNH

[Tockonbky osiaH3anuH MeTadbonm3upyercs ¢ yuactuem uzopepmenta CYP1A2, merabonmzm
OJlaH3allMHA MOXXET M3MEHATbCSA TMOJ JEHCTBHEM HHTHMOMTOPOB WM HHAYKTOPOB
U30(EpPMEHTOB CHCTEMBbI muToxpoma P450, mposBisiommx CrnernuuuecKyr0 aKTUBHOCTh B
otHomeHnn m3odpepmenta CYP1A2.

Huoyxyus uzopepmenma CYPIA2

Metabonu3M oslaH3anMHAa MOXKET OBITh HWHAYLHPOBAaH KypeHHEM WM IPUMEHEHHEM
kapbaMasenuHa, 4YTO MOXET TPUBOIUTh K CHIDKCHHIO KOHIICHTPALMW —OJIaH3aluHa.
Otmeuanoch JMIIb HEOOJIBIIOE WIM YMEpPEHHOE YBEIMYEHHE KIMpPEHCa OJIaH3aluHa.
Knunnueckue mposiBIeHHS, CKOpee BCEro, OyIyT OrpaHUYEeHHBIMH, OJTHAKO PEKOMEHIOBaH
KJIMHUYECKUH MOHUTOPHHT, U B CIydae HEOOXOAUMOCTH — MOBBILICHHUE J03bI OJaH3alHHA.
HUneubuposarnue usopepmenma CYP1A2

®dnyBokcamuH, crnenuduieckuii uHrHOuTOp M3odpepmenta CYPIA2, 3Haummo momaBiseT
MeTaboJIM3M OJlaH3anHa. MakcuMasbHasi KOHIEHTpanus B Tuia3mMe KpoBH (Crax) OJTaH3aIMHA
nocje NpuMeHeHHus (IyBOKCaMHHA B CpelHEM YyBelnuuuBasiack Ha 54 % y HeKypsmux
MAIMEeHTOK KEHCKOTO Toja U Ha 77 % y KypsIIMX MallueHTOB MY)KCKOT'O TI0J1a, a IIOMIA b ITO/T
KpuBoi «koHUeHTpanus-Bpemsd» (AUC) onan3anuHa B cpefiHEM yBelnduBaiach Ha 52 % u
108 % cootBercTBeHHO. ClleyeT pacCMOTPETh BO3MOXHOCTh Ha3HAYCHHS 0OJiee HU3KOU
HayaJIbHOM J03bl OJIAaH3allMHA Y MalUEHTOB, MPUMEHSIOMHUX (IYBOKCAMUH WU JpYyrue
uHru6utopsl nzopepmenta CYP1A2, nanpumep, nunpoduiokcanud. B Havyane npuMeHeHHs
npemnapaToB, OTHocAmuxcss K uHruOutopam wusodpepmernta CYPIA2, nHa Qone npuema
OJIaH3aIllMHA CIIEAYET PACCMOTPETh BOBMOKHOCTh CHUIKECHHUS JO3BI MIOCIIEHETO.

CHudicennas 6u000CmynHocns

AKTHBHPOBAHHBII yrojb CHHXAeT OMOJOCTYITHOCTh OJIaH3aIllMHA, IPUHATOTO BHYTPh, Ha 50—
60 %, Mo3TOMY €ro cieayeT IPUMEHSTH 3a 2 Yaca J0 WU MOoCiIe IpreMa OJIaH3alHa.
Onyokcetun (uHrudburop wuzodpepmenta CYP2D6), onHOkpaTHbIE 03Bl AHTAIMIOB
(amoOMUHUI-, MarHUMCoOAepIKANIUE) U IMUMETUIMH HE OKA3bIBAIOT 3HAYMMOIO BJIMSHUS Ha
(hapMaKOKMHETUKY OJIaH3aIHA.

CriocoOHOCTH OJIaH3alMHA BIUATH Ha d)aDMaKOKI/IHCTI/IKV APYTUX JICKAPCTBCHHBIX MMPEIIapaToB

OnaH3anuH MOXeT TMOJABIATH APPEKTHl MPSAMBIX U HEMPSMBIX aroHUCTOB J0()aMHUHOBBIX
PELenTOpOoB.
OmnanzanuH He nmonasisieT ocHoBHbIE n30depmentsl CYP450 B ycnmoBusx in vitro (Hampumep,

CYP1A2, CYP2D6, CYP2C9, CYP2C19, CYP3A4). CornacHo pe3yibTataM HCCIEIOBAHHIMA
9
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in Vivo He OKHJaeTcsi 0c000TO B3aMMOJCHUCTBHSI C OJAH3AIMHOM CIEAYIONUX MPernmapaToB:
TPULUKIUYECKUX aHTHICTIPECCAHTOB (METa0OIM3UPYyEeMbIX B OCHOBHOM C Y4YacTHEM
m3opepmenta CYP2D6), Bapdapuna (CYP2C19), teopmwmmuna (CYPIA2) m nuazemama
(CYP3A4 u CYP2C19).

OnanH3anuH HEe BCTYIMAET BO B3aUMOJCHCTBHUE C TUTHEM U OUTIEPUICHOM.

MOHHUTOPUHT KOHIICHTPAIlMU BaJblIpoaTa B IUIa3ME KPOBU HE BBISBUI HEOOXOIUMOCTH
KOPPEKIIH JI03bI BaJIbIIPOATa TOCIIC Havajla €ro MPUMEHEHUS C OJIAH3aITHHOM.

Obwas akmusnocmo [[HC

Crnenyer coOioaTh OCTOPOXKHOCTh Yy MAIMEHTOB, MOTPEOJSIONIMX —aJKOTOJIb WU
MPUHUMAIOINX JICKapCTBEHHBIC MTpenapathl, yrueratomnue [[HC.

OmHOBpEMEHHOE MPUMEHEHHUE OJIaH3aIMHA C TIPOTHBOMAPKUHCOHUYECKHUMH JICKapCTBEHHBIMU
npernapaTtaMy y arrueHToB ¢ 0osie3Hblo [lapknHcoHa 1 meMeHInel He peKOMEHTyeTCsl.
Humepesan QTc

Cnemyer coOm0gaTh OCTOPOXHOCTH TPH OJHOBPEMEHHOM IPUMEHEHWH OJIaH3alMHA C

JICKApCTBCHHBIMU IIpCliapaTaMiu, YAJIUHAOIMUMA HHTCPBAJI QTC

4.6. ®epTUIBHOCTH, 0EPEMEHHOCTH U JIAKTALMS

bepemeHHOCTB

HccnenoBanns TPUMEHEHHS OJIaH3alMMHA Yy OCPEMCHHBIX JKEHIIMH HE IPOBOIUIKCH.
HaI_II/ICHTKI/I JOJIX)KHBI 6BITI) MpeaAymnpeIkKACHbI, 4TO B ClIy4ac¢ HACTYIUICHUA WJIW IJIAHWUPOBAHUA
OCpEMEHHOCTH B IEPHOJT JICUCHUS OJIAH3AIMMHOM MM HEO0OXOIUMO COOOIIUTH 00 TOM CBOEMY
JedamieMy Bpady. TeM HE MeHee, BCJICICTBUE HEJOCTATOYHOTO OIbITa MPUMEHEHHS
OJIaH3amMHa TIpH OEpEeMEHHOCTH, Ipemnapar cleAyeT Ha3HadaTh BO BpeMs OepeMEHHOCTH
TOJILKO B TOM CJIy4ae, €CJIM TOTEHIMAIbHAS TI0JIb3a ISl MaTePH 3HAYUTEIILHO MPEBOCXOTUT
BO3MOYHBIA PUCK IS TIIOIA.

HoBopoxieHHbIe, 4YbM MaTepu MPUHUMAIN HEHPOJICNITUKK (BKJIIOYAs OJIAH3alKH) B
III TpumecTpe OepeMEHHOCTH, TOIBEPKEHBI PHCKY PA3BUTHS HEXKEIATEIbHBIX pPEaKIIHi,
BKJTIOYAsl SKCTpANMpPaMHUIHBIC PACCTPOMCTBA U CHMIITOMBI CHHIIPOMA «OTMEHBI», Pa3IU4HbIC
M0 TSHKECTH U TPOAOIDKUTEIbHOCTH. COo00IIaioch O Ciydasx pa3BUTHS BO30YXKIEHUS,
MBIIIEYHON THIIEPTOHUH, MBIIICUYHOW TUIIOTOHHH, TPEMOPA, COHJIMBOCTH, PECIUPATOPHOTO
JIUCTPECC-CUHPOMA, HAPYIICHHUs] COCaHUsA. B CBSA3M C 3TUM HOBOPOXKJICHHBIE, YbU MAaTEPU
MPUHUMAITH OJIAH3AHH, JOJKHBI HAXOIUTHCS 10T MEAUITMHCKAM HAOJIOICHUCM.

JlakTanus

B nccnenoBanny ObLTO BBISIBIICHO, YTO OJIAH3AIMH BBIACIISCTCS C TPYIHBIM MOJIOKOM. CpeaHsist

J103a, IoIyJaemasi peOeHKOM (MI/KT) MPH JOCTH)KEHUN paBHOBECHOW KOHIIEHTPAIIUH Y MaTepH,
10
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cocraBisuia 1,8 % no3bl onan3anuHa Matepu (Mr/kr). He pekoMenayercs KopmileHUE TPYIbIO
BO BpeMs Teparuu OJaH3aMHOM.

DepTUILHOCTD

CBezneHus 0 BIUSHUU Ha (DePTUIBHOCTH OTCYTCTBYIOT.

4.7. BiusiHue HAa CNOCOOHOCTH YNPAaBJSATH TPAHCHOPTHBIMM CPeACTBAMHM U padoTaTh €
MeXaHU3MaMHu

Hccnenosannii BIUAHUS penapara Ha ClIOCOOHOCTh YIPaBJISITh TPAHCIIOPTHBIMU CPEJCTBAMU
U MEXaHu3MaMM He TNpoBoAWIOoCh. llanmeHTram, NPUHUMAIOIIMM OJIAH3AMH, CJIEXYeT
HPOSIBIIATH OCTOPOXKHOCTH TPH YIMPABICHUU TPAHCHOPTHBIMU CPEICTBAMHU M MEXaHU3MaMH,
MOCKOJIbKY OJIAaH3AITMH MOYKET BBI3bIBATH COHIIMBOCTH U TOJIOBOKpY>KEHHE (OKa3bIBAET BIUSHUE
Ha ncuxodusndyeckre crnocoOHOCTH).

4.8. HeskenaresibHbIE peakuuu

Pesrome mpoduis 0€30macHOCTH

Haubonee yacTeiMu HeXeNaTeIbHBIMU peakUusaMU (HabmonaBmmuMucs y > 1 % manueHros),
CBS3aHHBIMH C TPUEMOM OJIAH3allMHA BO BpeMs KIMHHUYECKUX MCCIEAOBAHUHN, OBLIH
COHJIMBOCTh, YBEJIMYCHHUE MAaCChl Teja, 303WHO(DHINSA, TOBBIIICHHE CBIBOPOTOYHBIX
KOHIIEHTpaluii mponakTuHa, xonectepuHa (XC), rmoko3sl u  Tpurimnepunos (1),
TJIFOKO3YpHu, IIOBBIIIICHHUEC alreTuTa, TI'OJIOBOKPYIKCHHUC, aKaTHu3us, IMMapKUHCOHU3M,
JefKoneHus, HEelTporneHus, JTUCKUHE3US, OpTOCTaTHYECKast TUIOTEH3US,
AHTUXOJMHEPTUYecKue 3PPEKThI, Mpexosiee 0ECCUMITOMHOE MOBBIIICHHE CHIBOPOTOYHOU
aKTUBHOCTH aMHUHOTpaHc(pepa3 TeueHH, Cblllb, AaCTEHUS, YTOMJISIEMOCTb, JIUXOPAJIKa,
apTpairus, TOBBIIICHUE CBHIBOPOTOYHOH AaKTHUBHOCTH IIEJIOYHON QocdaTasbl, BbICOKas
KOHIICHTpAallMsl ~ MOYEBOM  KHCJIOTHI W aKTUBHOCTh  ramMma-rilyTaMuiITpaHc(epasbl,
kpeatuHdochoknHaszsl (KPK) B mna3me KpoBH, OTEKH.

TabanuHoe pe3roMe HEeKeNaTeNbHbIX PeaKIUN

B npuBeneHHO! HWKe TaONMIlE MEPEUUCIICHBI HEXKENAaTeIbHBIE PEaKIMH M J1adopaTOpHBIC
JTaHHbIE, BBISIBICHHBIE B KIIMHUYECKUX HCCIIEOBAHUSAX U IOJIyYEHHBIE B XOJ€ CIIOHTAaHHBIX
cooOimeHuit. B mpenenax Kax0i rpymiibl YaCTOTHI BCTPEUAEMOCTH HEXKENATEIIbHBIC PEaKIIHH
NepeyrciieHbl B TOpPSJKEe YObIBaHUS CTENEHU HX cepbe3HocTH.UacToTa BCTpEeYaeMOCTH
ompeseieHa cienyonmM odpazoM: odeHb 4acto (> 1/10), wacro (or>1/100 mo < 1/10),
Heyacto (ot > 1/1000 pmo < 1/100), penko (ot =>1/10000 mo <1/1000), oueHp peako
(< 1/10000, BKIIOYAsE OTAENBHBIE COOOIIEHHS), YACTOTa HEU3BECTHA (MCXO/S M3 MMEIOIIUXCS
JAaHHBIX YaCTOTY BO3HUKHOBCHUS OIPCACIINUTD HCBOSMO)KHO). HexenarennHble peaKknuuun

CIpynmnmupoBaHbl B COOTBETCTBUHM C IOPAAKOM Ha OCHOBAHHMHU CHUCTEMHO-OPTaHHBIX KJIaCCOB

(COK).
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O4eHb yacTo Yacro Heuacrto Penxo Yacrtora
HEHU3BEeCTH
a
Hapyuienust co cTOpoHbI KPOBU U JIUM(ATHYECKOH CHCTEMBI
- Do3uHopuust - TpomGouutonenus'! -
Jleiikonenus '
Heiirponenus'°

HapymeHusi co cTOpOHBI HMMYHHOU CHCTEMBbI

[ MIIEpYyBCTBUTENBHOCT !

Hapymeﬂnﬂ MeTa00J1U3MAa U MUTAHUS

VBenuuenue

Macchl Tenal

IloBbImIcHUE
CBIBOPOTOYHOI
KoHIeHTpanun XC>?
[ToBbImICHHE
KOHIIEHTpaIH
JIIOKO3BI B KpoBH®
TloBeImeHne
KoHIeHTpaimu TI B
Ia3Me KpoBu>>
I'mroxo3ypust

IToBreIIEHTIE

arrIecTuTa

PazButne wim  obocTpeHue
caxapHoro auabera, WHOTIa
COITPOBOYKIAIOIIETOCS
KETOaIH030M WIH
JIMa0ETHYECKOH KOMOM, B TOM

YHCITe ¢ JIETATBHBIM HCXOIOM ' !

Tunorepmus 2 -

HapyieHusi co cTOpoHbI HEPBHOM CHCTEMBI

COHIMBOCTH

[onoBoKpy:xeHHe
Axatnzus®
IMapkuacorn3M®

Juckunesus®

Cyzopors y mNalueHToB ¢
CyIOpOTaMd B aHAMHE3E W
IpY HATHYUH (paKTOPOB pHCKa
passuTHus cynopor!!
Huctonus (BruTFOUAs
OKYJIOTHPHEIH Kpu3)'!
To3ausasa nuckunes3us' '
Awmnesust’

3ankanue!'!

Huzaptpus

CHHIPOM GECIOKOWHBIX HOT'!

3110KaYeCTBEHHBIH -
HEWpOIeNTHIECKUI
cuagpom (3HC) (cm.
paszen 4.4.)"2

CHHIPOM «OTMeHBI» "1

Hapymenus co ¢

TOPOHBI cepana

Bbpanukapaus

VY anunenue natepsaia QTc

KemnynoukoBas -
TaxXUKapIusy/
¢bubprLTAIIH
KETYIOUKOB,

BHE3aMHAs CMEPTH' !
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HapyuieHus co cTOPOHBI COCY10B

OpTOCTaTI/I‘{eCKaﬂ

runoren3us’’

Tpom6osMO0THSI

(BKITIOUAs

9MOOJIHIO JICTOYHOH apTepHH H

TpoMO03 NITyOOKHX BEH)

HapyumeHust co cTOPOHBI IbIXaTeJIbHOM CUCTEMbI, OPIaHOB IPYIHON KJIETKH U CPeJO0CTeHUSs

HocoBoe kpoBoTeueHue’

Kenyno4Ho-KHIIEYHbIE HAPYIIEHUS

CraboBbIpaKeHHbIE
KPaTKOBPEMEHHbBIE
AHTUXOJIMHEPTUUCCKU
€ 2 eKThI, BKIIOYas
3amop M CyXOCTh
CITU3HCTOI 000JI0UKH

MOJIOCTH PTa

Bsayrue xusota’

[unepcanupanys'!

IMankpearut'!

Hapymenus co ¢

TOPOHBI INCYCHH U KCITICBBIBOIAINX nyTeﬁ

IIpexonsmee
MIOBBIILIEHNE
CBIBOPOTOYHOM

AKTHUBHOCTH

lenatur (BruTRO9ast
TeTaTONCIUTIONSAPHBIH,
XOJIECTATHICCKHN "

CMemIannbif)!!

KIICYCHOYHBIX»
amMuHOTpaHchepas
(AJIT, ACT),
0COOCHHO B paHHHUI

nepuo JICUCHUs

Hapymemm CO CTOPOHBI KOKM M MOJAKOKHBIX TKaHel

- KoxxHast cblnb Peakrus - JlexapcrBen

(hOTOTYBCTBUTEIIEHOCTH Hasl peakLus,
Anonenus CONPOBOXKIA
ou1asAcs
503UHO(GHIN
ei u
CHUCTEMHBIM
u
MIPOSIBIICHUS
mu (DRESS-

CHHJIPOM)

HapyieHust co CTOPOHBI MBIIEYHOI, CKEeJIEeTHON U COeANHUTEIbHON TKAHN

- ‘ Aprpanrus’ ’ - ‘ Pa6momuonms!'! ’ -

Hapyumienust co cTOpOHBI IOYEK U MOYEBBIBOASIIINX My Tel

‘ Henepxanue moun ‘ - ‘ -
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3angepkKa MOUU
3angepikka Hayaaa

Mouencryckanus'!

BepeMeHHOCTB, HOCJIepOIlOBBIﬁ nepuoa U nepuHaTaJdbHbI€ COCTOAHUSA

- - - - Cunzpom
«OTMEHBD) Y
HOBOPOKJICH

HBIX

Hapyumenust co CTOpoHBI penpoAyYKTHBHOI CHCTEMbI M MOJIOYHBIX Keje3

- OpeKTuibHas AwmeHopest IIpuanuzm -
JuchyHKIMS YBenuuenue rpyan
CHmxenne mbuno y | Iamakropest y sKeHIIMH

MYK4YHMH W )XCHIINH I I/IHGKOMaCTI/Iﬂ/yBCJ'II/I‘{eHI/Ie

TPYIH Y MY)XYHH

OO0uue HApylLLIeHUS U PeaKUMU B MecTe BBeJeHUs

- Acrenus - - -
VYcranocth
Orek

Jluxopanxa'®

JlaGopaTopHble © HHCTPYMEHTAJIbHBIE JaHHbIE

YBenuueHue IloBbliIeHNE IloBbllIeHNE  CBIBOPOTOYHOM | - -
KOHIICHTpauu CBIBOPOTOYHOM KOHIICHTpanuu obmiero

IIPOJIAKTHHA B | aKTUBHOCTH OounmpyOmHa

IUIa3Me KPOBH® LEJIOYHON

docdaraser'”
TloBbIienue
CBIBOPOTOYHOM
axtuBHOCTH KOK!!
TloBbImIcHNE
CBIBOPOTOYHOI
aKTHBHOCTH
raMMariyTaMuiITpaH
cepasbr'’
TloBermenue
KOHIICHTPAIH

MOYEBOM KHCJIOTHI B

wiasme kposu'’

! I[J'I?I BCCX I'pylIl HallUCHTOB, HE3aBUCUMO OT UCXOJHOI'O MHJACKCA MACCHI TCJIA, Ha6J'IIOI[aJ'IOCB
KIIMHUYCCKHU 3HAYUMOC YBCINYCHNEC MACChI TCJIA. VBennuenue Macchl Tejia Ha 7 % u 0oJjiee oT

CpeIHEro 3HAueHMs I[IOCJ€ MPOBEAEHHS KOPOTKOro Kypca JedeHus  (cpenHss
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MPOAOJDKUTENBHOCTD — 47 mHei) Habmoganoch oueHs yacto (22,2 %), yBennyenue Ha 15 % u
6onee Obuto yacTeiM (4,2 %) u yBenudyenue Ha 25 % u Oonee Obu10 HewacThM (0,8 %). ¥V
MAIMEHTOB, MOJYyYaBIINX JJIUTENbHOE JIedeHne (He MeHee 48 Henens), MoBbIleHue Ha > 7 %,
> 15 % u > 25 % 6wu10 04eHb yacThiM (64,4 %, 31,7 %, 12,3 % COOTBETCTBEHHO).

2 CpenHee TNOBBINIEHHE KOHIEHTpALMU NMIUA0B HaTomak (XC, JTUNONPOTEMHOB HU3KOM
miotHocTu (JITTHIT), TT) Gputo Gomnee BBIpaKEHHBIM y TAIMEHTOB 0€3 MCXOMAHBIX MPU3HAKOB
HapYIIEHUS JIMITUIHOTO OOMEHa.

3 Habmromanoch yBelWueHHe CHIBOPOTOUHOH KoHIEHTparmyu XC OT HOPMATbHBIX 3HAYEHMIT
HaTomak (< 5,17 MMOIIB/JT) 10 OBBIMIEHHBIX (= 6,2 MMOIb/1). 3Menenue konneHTpanun XC
OT TMOTPAHWYHBIX MMOKa3aTesned Hatomak (ot > 5,17 mo < 6,2 MMOIB/JI) IO TOBBIIICHHBIX
(= 6,2 MMOTIB/1T) OBLIO OYEHB YaCThIM.

4 Habmonanoch yBelMueHHE KOHIIEHTPALMHU TIIIOKO3bI B KPOBH OT HOPMAIbHBIX 3HAYECHMIi
HaTomiak (< 5,56 MMOJB/JT) [0 TOBBIMICHHBIX (> 7 MMOJb/T). M3MeHEHHE KOHIIEHTPAIUH
TJIFOKO3bI B KPOBU OT TOTPAHMYHBIX TMOKa3zaresjedl Haromak (0T > 5,56 mo < 7 MMOIIb/1) 10
MOBBIIICHHBIX (> 7 MMOJIB/JT) OBIJIO OY€HB YaCTHIM.

> Habmomanoch ysenudenue kKoHuenrpauuu TIT B 1ia3Me KpOBM OT HOPMalbHBIX 3HAYEHHMIA
Hatomak (< 1,69 MMOJIB/1T) 10 MOBBIMIEHHBIX (> 2,26 MMOIb/1). I3Menenue koHreHTparuu T
OT TOTPaHWYHBIX TOKa3zaTened HaTomak (ot > 1,69 mo <2,26 MMOJB/JT) 10 TOBBIIICHHBIX
(= 2,26 MMOJIB/TT) OBLJIO OYEHB YACTHIM.

® B xoe KIMHUYECKMX HCCIIEIOBAHHMI CIIydad NMAPKUHCOHU3MA U JMCTOHHU Y NAlMEHTOB,
MPUHUMAIOIINX OJIAH3aMUH, ObLIH 00JIee YaCThIMU, HO pa3lIn4Ke ¢ TPYNIOHN Tuianebo He ObLI1o
CTaTUCTUYECKU 3HAYMMBbIM.

VY manueHTOB, MPUHUMABIIUX OJIAH3AMUH, CIIydad Pa3BUTHUS NMApPKUHCOHM3MA, aKaTH3UH,
TUCTOHMM HAOMIOAANUCh pekKe, 4YeM Yy MAaIMeHTOB, IOJIy4aBIIUX TUTPOBAaHHBIE J103bI
rajornepuaona. BBumy oTcyrcTBus moapoOHOW WHGOPMAUMM O HAIWYHHM Y TMAlMEHTOB B
aHaMHE3€¢ OCTPhIX W TO3JHUX OSKCTPAMPAMHIHBIX PACCTPOWCTB, B HACTOAIICE BpeMs
HEBO3MOYKHO CJIEJIaTh BBIBOJ O TOM, YTO OJAH3AIMH B MEHBIICH CTETICHU BBI3BIBACT Pa3BUTHE
MO3/IHUX TUCKUHE3UH WU IPYTUX MMO3HUX IKCTPATUPAMUIHBIX CUHIPOMOB.

7 Tlpu peskoil OTMEHe ONaH3allMHA HAONIONAIMCH TAKHE CHUMIITOMBI, KaK IIOBBIIICHHOE
MOTOOT/CNICHUE, OECCOHHUIIA, TPEMOP, TPEBOTa, TOITHOTA M PBOTA.

8 B KIMHUYECKMX MCCIENOBAHUAX IIPOAOIKHTEILHOCTRIO 10 12 Heselb KOHIEHTpAIus
MPOJIAKTHHA B TJIa3Me KPOBHU MPEBHIIIANIA BEPXHIOK IPAHUILy HOPMbI puoOIu3uTensHo y 30 %

MNanmyeHTOB C HOPMAJIBHBIM HCXOJHBIM IIOKA3aTCJIEM CLIBOpOTO‘-IHOﬁ KOHHGHTpaHHeﬁ
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NpOJaKTHHA. Y OOJIBIIMHCTBA TaKUX MAIEHTOB IOBBIIIEHUE CHIBOPOTOUHOM KOHIEHTPAIUH
MPOJIAKTHHA OBLJIO YMEPEHHBIM U HE MTPEBBIIIATIO BEPXHUE TPAHUIBI HOPMBI O0Jiee 4yeM B 2 pasa.
° HexenarenbHble ABJEHHS, 3apETHCTPUPOBAHHBIE BO BpeMs KIMHUYECKHMX HCCIEIO0BAHMIM
OJIaH3aIMHA.

10 HesxenaTesnbHble SIBIEHHS, 3aperMCTPUPOBAHHBIE BO BpeMs KIMHUYECKHMX HCCIEN0BaHMii
OJIaH3aIMHA U OLIEHEHHBIE IO (PaKTUIECKOMY 3HAUCHHUIO.

1 HexenarennpHble SIBJICHUS, BBISIBJICHHBIC ITPU IOCTPETUCTPALOHHOM Ha6.HI-OI[eHI/II/I. Yacrora
YCTaHOBJIEHA C MCIIOJIb30BAHUEM HHTETPUPOBAHHOM 0a3bl TaHHBIX OJIAH3AINKHA.

12 HexenarennHble SIBJICHUS, BBISIBJICHHBIC ITPU IOCTPETUCTPALMOHHOM Ha6.HI-OZ[CHI/II/I. Yacrora
YCTaHOBJIEHA C BEpXHEW rpanuneil 95 % HOBEPUTENBHOIO HMHTEpBANa C HCIOJIb30BAHUEM
WHTETPUPOBAHHON 0a3bl TaHHBIX OJIAH3AIMHA.

Jlnumenvnas mepanus (ne menee 48 nedenv)

KonuuecTBO mManmeHTOB, y KOTOPBIX OTMEYAIOCh YBEIMYEHUE MAcChl Teja, MOBBINICHHUE
KOHIIEHTpAIMH TITFOKO3bI B KpoBH, oomero XC/JITTHIT/mumonpoTenHOB BHICOKOW MJIOTHOCTH
w TT, ¢ TeueHHeM BpeMEHHU yBEIMUYMBAIOCh. Y B3POCIBIX MAIIMEHTOB, KOTOPHIC 3aKOHYHIIH
9-12 MecauHbIll KypC Tepanuu, CKOPOCTh TOBBIMICHUS] KOHIIEHTPAIIMU TJIIOKO3bl B KPOBH
3aMeuIsIach MPUMEPHO Yepe3 6 MEecsIeB.

Ocobuvle epynnul nayuenmos

B KkiIMHWYECKHX HCCIIEIOBaHUSX Yy MAIMEHTOB MOXKHIIOTO BO3pacTa C JAEMEHIUEH Tepamus
OJIaH3aMMHOM OblIa cBsi3aHa ¢ OoJyiee BBICOKOM YaCTOTOW JIETaJbHBIX HCXOJOB U
1epeOpOBaCKYISIPHBIX HEXETaTeIbHBIX peakluii, YeM Npu NpuMeHeHuH 1arne6o. O4eHb
YaCTbIMU HEXKEJIATCIIbHBIMU PCAKIUAMU, CBA3AHHBIMU C IDUMCHCHUEM OJIaH3aIIMHA Y }IaHHOfI
TPYIIIBI MAUEHTOB, ObUIM HapyIIeHHE OXOKU U MmajaeHus. YacTo HabIoaamuch THEBMOHMS,
MOBBIIIICHUE TEMIIEPATypbl Teja, JICTAprHs, JPUTEMa, 3pUTEIbHBIC TALTIONUHAIIMA |
Heep)KaHue MOYH.

B kiIuMHMYECKHX HCCICNOBaHHSIX C y4acTHEM MAIlMeHTOB C TICHMXO030M, HHIYLIIUPOBAHHBIM
npenaparamMu (aroHucToMm nodamuHa), Ha (oHe Oonesnn IlapkuHCOHA OYEHBH YACTO
OTMEYaJioch ycyryOineHue cumnToMoB Oone3Hu I[lapkuHcoHa u rammonuHanuu. Yacrora
pa3BUTHUS TaHHBIX HEKEJATEIbHBIX SBJICHUM ObUIa BhIIIE HA (OHE MPUMEHEHUS OJaH3aINKHA,
4yeM B rpymnie mianeoo.

B oaHOM W3 KIMHWUYECKMX WCCIIENOBAaHWN Yy TMAIMEHTOB C OWIOJSIPHON MaHHeH
KOMOMHHPOBaHHAsI TEpamnusi BaJbIPOCBOW KHUCIOTOW M onaHzanmuHoMm B 4,1 % cioydaeB
NPUBOJMIA K PAa3BUTHUIO HEHUTPONEHUH, MOTEHLUAIBHBIM IIpejpacloyararoliuM (HakTopom
KOTOpOH ObLjIa BBICOKAsi KOHIICHTPALIKs BaJIbIIpoara B 1iia3Mme Kposu. [IprMeHenune onan3anmaa

OAHOBPEMECHHO C IIpfIiapaTaMu JIUTUA WA BaHBHpOGBOﬁ KHUCJIOTOM MMPUBOAWIIO K YBEJIMYCHHIO
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gacToTel pa3BuTHi (=10 %) Tpemopa, CyXOCTH CIHM3UCTOM OOOJIOUYKH TOJIOCTH pTa,
MOBBIIICHHOMY aMlMeTUTy M TOBBIIIEHUIO Macchl Tena. Takke YacTo cooOINanoch O
paccTpoiictBe peun. [lpy KOMOWHWUPOBAHHOW TEpanmuu OJIAH3AIMMHOM W JIUTHEM WITU
KOMILJIEKCOM BajblpoaTa HaTpUs U BAJBIIPOEBOW KHUCIOTHI B COOTHOIIEHHH 1:1 yBenumueHue
Macchl Tena > 7 % oT MCXOIHOW Macchl Tena Habmoganoch y 17,4 % manueHToB B pamMKax
HENPOJOJDKUTEIBFHOTO Kypca JiedeHus: (no 6 Hexenb). JmuTenbHas Tepamusi OJaH3aluHOM
(1o 12 MecsiieB) B 1HenAX NPOQWIAKTUKM pPEUUAMBA Yy NAIMEHTOB C OUMOJSIPHBIM
paccTpOMCTBOM NPHUBOJAMIA K MOBBILIEHHIO =>7 % OT ucxogHol Maccel tena y 39,9 %
NalyeHTOB.

COO6IJ_[6HI/I$I 0 ITOA03PEBACMBIX HEKEIATCIbHBIX PECAKIINAX

BaxxHO c000mAaTh O TOM03PEBAEMBIX HEKENATEIBHBIX PEAKIUAX TOCIE PETUCTPAIUH
JIEKapCTBEHHOTO TMperapara ¢ IeNbl0  O00ECIeYeHUsT HENPEephIBHOIO MOHUTOPHUHIA
COOTHOIICHHUSI «II0JIb3a — PUCK» JIGKAPCTBEHHOTO mpenapata. MEIUIMHCKUM pabOTHHKAM
peKOMeHIyeTcsl cooOmarh O JHOOBIX IOJO3PEBAaEMBIX  HEXKENATEeNIbHBIX  peakLusix
JIEKapCTBEHHOTO Tperapara 4epe3 HallMOHAJIbHBIE CUCTEMbI COOOIICHHUS O HEXKeTaTeIbHBIX
PEaKIHsIX TOCYJapCTB — WICHOB EBpa3uiicCKOro 3KOHOMHUYECKOTO COI03a.

Poccuiickas @edepayus

109012, r. Mocksa, CnaBstHCKas miomanib, 1. 4, ctp. 1

denepanbHas ciry:k0a 1o Ham3opy B chepe 3apaBoOXpaHeHUs

Ten.: +7 (495) 698-45-38, +7 (499) 578-02-30

Anpec 211. moutsl: pharm@roszdravnadzor.gov.ru

Be6-caiiT: www.roszdravnadzor.gov.ru

4.9. Ilepeno3upoBka

CuUMITOMBI

Ouenp wyacteiMu cumnromamu (=10 %) mnpu mnepeno3upoBKE OJaH3aNKMHA  SIBIISIOTCS
TaXUKapAusi, aXWTAIHsl/arpeCCUBHOCTb,  U3APTPHUs, pPA3IUYHbIE AKCTpAUpPaMUIHbIC
CHUMIITOMBI U CHM)KEHHE CO3HAHUS Pa3HOM CTETICHU TSKECTH (OT Celalliu O KOMBI).

Jpyrue KIMHMYECKH 3HAYMMBIE TIOCIEACTBHUSA TIEPENO3UPOBKU OJIAH3ANMMHA BKIIOYAIH
nenupuid, cynoporu, 3HC, yrueTeHue AbIXaHMs], acClIUPAIUIO, apTEPUAIbHYIO0 THIIEPTEH3UIO
WA THIIOTEH3HIO, apuT™MuH (< 2 % ciydaeB Mepeao3upOBKH) U OCTAHOBKY CEpALA U IbIXaHHS.
MuHuManbpHast 1032 MPU OCTPOM MEPEeTO3UPOBKE C JICTATBHBIM HCX00M cocTaBmia 450 mr,
MaKCHUMalbHasl J103a NPU TEPeOo3UPOBKE C ONAroNpHsATHBIM HCXOIOM (BBDKHMBAaHHE) — 2T
OJIaH3aluHa.

JleueHue
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Crnenuduueckoro aHTUioTa s OJIaH3allMHA He cymiectByeT. He pexomennyercs
npoBouupoBaHue pBOTHL. [loka3aHbl CcTaHAAPTHBIE MPOLEAYPbl MpPU TEPEAO3HUPOBKE
(mpoMbIBaHME KeNMyJaKa, TIPUEM aKTUBUPOBaHHOro yrisi). OTHOBpEMEHHBIN MpueM
AKTUBUPOBAHHOTO YTJISl M OJIAH3AMKHA MTOKAa3aJl CHIDKEHUE OMOAOCTYIMHOCTH OJIaH3amuHa MpU
npueme BHyTpb 10 50-60 %.

Crnenyer o0ecrieyuTh CUMITOMATHYECKOE JICYEHHUE U KOHTPOJIb (DYHKIUN KU3HEHHO Ba)KHBIX
OpraHoB B 3aBUCHUMOCTU OT KIIMHUYECKOUN KapTUHBI, BKJIIO4YasA JICHCHUC apTCpHaJIBHOﬁ
THIIOTEH3UN U COCYAMCTOrO KOJUIArca M MOoJJepKaHue AbIxaTenbHol ¢yHkuuu. He cnemyer
MMPUMCHATDH BHHHC(l)pI/IH, JAOoIIaMUH U JApPYru€ CHMIIATOMUMCTHUKH, KOTOPBLIC SBJIAKOTCA
aroHucTaMu OeTa-aJIpeHOPELENnTOPOB, MOCKOJIBKY CTHMYJISIIHS 3THX PELENTOPOB MOXKET
yCYTyOJIsiTh apTepHalIbHYI0 TUMOTEH3MI. HeoO0Xxommmo o0ecrnednTh KOHTPOJIb CEpIASHHO-
COCYIMCTBIX MOKa3aTeNeH Uil BBISBICHHS BOZMOKHBIX apUTMUH. TiiaTenpHOe HAOMI0IeHHE 32

COCTOSIHUEM HalleHTa HEOOXO0AUMO JO IIOJIHOTO €ro BBI3JOPOBJICHUS.

5. ®APMAKOJIOTHYECKHWE CBOMCTBA
5.1. ®apmakoaMHaAMHUYeCKHE CBOIICTBA
dapmakoTepaneBTUYECKas IPyIa: AHTUIICUXOTHYECKOE CPEJICTBO (HEUPOJIECTITUK)
Kox ATX: NOSAHO3

MexauusM neiicTeys U hapMaKoIMHAMHAYECKHE CBOMCTBA

OsnaH3anuH SBISETCS AHTUICUXOTHMYECKHUM CPEICTBOM (HEMpOJENTHKOM) C IIHUPOKUM
(hapMaKOIOrMYECKUM CIIEKTPOM BIIMSHUSL HA PAJ PELENTOPHBIX CUCTEM. B JTOKIMHMYECKHX
HCCIIEIOBAHUAX YCTAHOBJIEHO CPOJICTBO OJIaH3aMKHA K cepOTOHUHOBBIM SHT24/2c, SHT3, SHTs;
nopamuHOBEIM D1, D2, D3, Ds, Ds; myckapuHOBEIM Mi.5; a-ampeHo- U Hi-rucraMHHOBBIM
peuenTopam. B uccienoBaHusix Ha )KUBOTHBIX, B KOTOPBIX OIEHUBAJIOCH BIMSHUE OJIaH3alMHA
Ha TIOBEJCHUE, TOCIECIHUI MPOSBISUI AHTArOHM3M 110 OTHOIIEHHIO K CEPOTOHHHOBBIM,
n0(paMHHOBBIM M M-XOJUHOPEILETITOPAM, 4YTO COIJIACyeTCsl C TPOQHUIEM CBSI3bIBAHUS C
perentopamu.

B ycnoBusx in vitro u in vivo onaH3anuH oOjamaeT Ooyiee BBIPAXKEHHBIM CPOJCTBOM H
AKTUBHOCTHIO B OTHOIIEHUM cepoToHMHOBBIX SHT> peunentopoB mo cpaBHeHHIO ¢ Do-
nodamMuHOBEIMU  perienitopamMu. [lo  naHHBIM  AJIEKTPOYU3HONIOTHYECKUX HCCIIETOBAHHMA
OJIaH3aIH CEJICKTUBHO CHUKAeT BO30YIUMOCTh ME30TMMONYECKUX (A10)
nodaMUHEPrUIecKUX HEHMPOHOB, M B TO JK€ BPEMs OKa3bIBACT HE3HAYUTEIHHOE JeHCTBHE HA
ctpuapHbie (A9) HEpBHBIE ITYTH, YYACTBYIOIINE B PETYJIAIMUA MOTOPHBIX PpyHKIMiA. OnaH3anuH
CHIDKAeT YCJOBHBIA 3alIUTHBIA pediiekc (TeCT, XapaKTepU3YIOUUH aHTUICHXOTUYECKYIO

aKTUBHOCTB) B J103aX, HM)KE TE€X, YTO BBI3BIBAIOT KaTaJercHio (paccTporcTBO, OTpakarolee
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MOOOYHOE BIIMSHHE HAa MOTOpHYIO (yHKIMIO). B oTimume oT Apyrux HEUpOJICTITUKOB,
OJIAaH3aIMH YCHJIMBACT MPOTHBOTPEBOXKHBIN d(h(HEKT MpU MPOBEICHUH «aHKCHOJIUTHICCKOTO)
tecta. OnaH3anuH 00ecreynBaeT CTAaTUCTUYECKH JJOCTOBEPHYIO PEAYKLUIO KaK MPOTYKTUBHBIX
(Open, raJuTIOLUHALIAY U JIP.), TAK U HETATUBHBIX PACCTPOMCTB.

5.2. ®apMakoKMHEeTHYECKHE CBOIICTBA

Tabnerkn onaH3anmuHa, TUCTIEPTHPYEMbIe B TIOJIOCTH PTa, OMOIKBUBAJICHTHBI TabJeTKam
OJIaH3aIMHA, IMEIOT CXOHbIE CKOPOCTh U CTENICHb BCACHIBAHUS U MOTYT IIPUMEHSTHCS BMECTO
TabJIETOK OJIaH3aIKHA.

AOcopOrus

[Tocne nmepopanbHOTO MpreMa OJaH3aMuH XOPOIIO BCAChIBACTCS, H €r0 Ciax JOCTUTACTCS Yepes3
5-8 4. BcackiBaeMOCTb OJ1aH3aNMHA HE 3aBUCUT OT IpUeMa MULIH.

Pacnpenenenue

[Tpu xoHHeHTpanuu B ia3Me KpoBu oT 7 1o 1000 Hr/mi ¢ GenkaMu IUIa3Mbl CBSI3BIBACTCS
okoJ10 93 % onanzanuHa. OJaH3aNMH CBSI3BIBAETCS B OCHOBHOM C aJIbOYMHHOM U OL1-KHUCIIBIM
TJIMKOIPOTEUHOM.

Buorpanchopmarins

Onan3anuH MeTa0oIM3UpYeTCs B IIEYEHU B pe3yJIbTaTe MPOLECCOB KOHBIOTAIMN 1 OKUCIICHUS.
OCHOBHBIM LHUPKYJIUPYIOIIMM  MeTa0oiuToM siBisieTcss  10-N-riroKypoHUJ, KOTOPBIN
TEOPETHUYECKU HE MPOHUKAET uepe3 reMaTosHnedanmnyeckuit 6apoep. M3opepmentst CYP1A2
u CYP2D6 cucremsl muroxpoma P450 yuacTtByor B oOpa3zoBaHuu N-nme3metwn u 2-
THIPOKCUMETHI MeTabomuToB onan3anuHa. O6a meTaboynTa B HCCIEIOBAaHUAX HA )KUBOTHBIX
o0azany 3HaYNTENTbHO MEHee BBIPaKEHHON (papMaKoIIOrHuecKol aKTUBHOCTBIO i Vivo, 4eM
onan3anuH. OcHOBHas (apMakoJIOTHYecKasi aKTUBHOCTD Iperapara 00yCIOBI€Ha UCXOIHBIM
BELIECTBOM — OJIaH3AIIMHOM.

OIuMuHanus

Ilocne mpuema BHyTpb cpenHuil nepuoj nonyseiBeneHus (T'2) onaH3anuHa y 340pOBBIX
J0OPOBOJIBLIEB BAPbUPOBAJ B 3aBUCMMOCTH OT BO3pacTa U IoJja.

Oco0nie T'pYHOIIBI HAITMCHTOB

Tayuenmul nostcunozo 6o3pacma

VY 310poBBIX TOOPOBOJIBLIEB TOXHIOTO Bo3pacta (65 nmer u crapiie) cpennuid T2 Obun
3amensieHHbIM (51,8 1), a kmupenc Obu1 cHUXeH (17,5 1/4) mo cpaBHEHUIO C aHAIOTUYHBIMU
noKa3aTelisiMu y JinuI 6osiee Moogoro Bozpacta (33,8 u u 18,2 11/94 COOTBETCTBEHHO).

Lon

V KeHIINH, 0 CPaBHEHHIO ¢ My>KYHMHaMH, cpeHuii T2 O yBenmueH (36,7 9 o cpaBHEHHIO

¢ 32,3 4), a KIMPEHC OJIaH3aMMHa B Tu1a3Me cHibkeH (18,9 /4 mo cpaBHenuto ¢ 27,3 /).
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Iayuenmul ¢ napywenuem ynkyuu novex

Y nanmueHToB ¢ HapylieHHeM (QYHKIUHM Touek (KIMpeHc kpeatuHuHa < 10 Mi/MHH), 1O
CPaBHEHHUIO CO 3/I0pPOBBIMU JIOOPOBOJIBLIAMH, OTCYTCTBOBAJIM 3HAYUMBIE Pa3IUYMsI CPETHETO
T2 (37,7 9 o cpaBHenwuto ¢ 32,4 4) u xkimpenca (21,2 n/49 mo cpaBaenuto ¢ 25,0 1/4). Oxoo
57 % Me4eHHOro pajroM30TONaMH OJaH3allMHA BBIBOJWIOCH IIOYKAMHU, B OCHOBHOM B BHJIE
MeTabOoJIUTOB.

Iayuenmul ¢ napywenuem ¢hynkyuu nevenu

Hebonpioe uccnenoBanue BIUSHUS HapyIIeHUs! (YHKLIWU TIEUYEHHU MPHU MPHEME OJaH3aIlHa
BHYTPb (2,5-7,5 MI' OJHOKpaTHO) y 6 NAalMEHTOB C KIMHUYECKH 3HAYUMBIM LIHPPO30OM
kmaccaA (n=5) wm xmaccaB (n=1) mo xmaccudukanmu Yaina-Ilet0o BBIIBHIIO
HE3HAYMTEIbHOE BIIMSHUE HAa (PApPMAKOKUHETHKY: Y TAIMEHTOB C HApYIICHUEM (YHKIIHH
MEYCHN JIETKOW M CpeAHEW CTENeHH TSHKECTH OTMEYAINCh HE3HAYUTEIhHOE YBEIUYCHHE
CHUCTEMHOTO KJIMpPEHCa U YKOpoueHue T2 MO CpaBHEHHMIO C TMAlUCHTaMu Oe3 HapyIICHHS
¢byrkuu nedenu (n = 3). Cpeau a1l ¢ MUPPO30M TIEUCHH OBIIIO OO0JIbINE KyPHUITHIIUKOB (4/6;
67 %), yem cpenu nun 6e3 HapymeHus pyakuuu neueru (0/3; 0 %).

Kypenue

VY KypsiuX ManyeHTOB ¢ HapylmieHHneM (DYHKIIMH MEYEHU JIETKOW CTerneHu cpeanuit T2 Obut
kopoue (39,3 4), a xmmpenc Obi1 Bbime (18,0 71/4) MO CpaBHEHHIO C aHAJIOTUYHBIMH
MOKa3aTeNIIMU y HEKYPSIIUX 3A0POBBIX J0OpOBOIbIEB (48,8 4 1 14,1 1/9 COOTBETCTBEHHO).

VY HekypsAmuMx ManueHToB (MYKCKOTO M KEHCKOTO Tojia) cpeaHuit T2 omanzanuHa ObuLT
JIOJIBIIIE, YeM aHAJIOTUYHBIN IMOKa3aTeNnb y Kypsmux naueHToB (38,6 1 u 30,4 4), a kiaupeHc —
Huxe (18,6 /4 u 27,7 n/q).

Knupenc omanszanuHa B 1uiasMe KpOBH ObUI HIDKE: y TAIMEHTOB IOXHIIOTO BO3pacTa Mo
CPaBHECHHUIO C MOJIOABIMHU IMAlMEHTAMHU; y JKCHIIMH [0 CPAaBHCHHUIO C MYXYMHAMH U Yy
HEKYpSIIUX IO CPaBHEHHIO C KypAmmMH. OIHAKO CTENEHb BIWSHHUS BO3pacTa, IMoJjla WIIH
KYpEeHMsI Ha KJIMPEHC OJIaH3alhHa B Iia3Me M T'2 ojlaH3anMHa HEBEJWKa MO0 CPaBHEHUIO C
001et MEXUHIUBUIYATLHON BaprabeIbHOCTHIO.

Pacosas npunaonescrnocmo

B uccrnenoBanum ¢ yyactuem JIUI] €BpONEHCKOT0, SMOHCKOTO M KUTAHCKOTO MPOUCXOKICHHS
pa3nuuuii B (papMaKkOKMHETUKE OJaH3alMHA, CBS3aHHBIX C PAaCOBOHM MPUHAICKHOCTBHIO, HE

YCTaHOBJIEHO.

6. ®PAPMALEBTUYECKHE CBOMCTBA
6.1. IlepeyeHns BCoMoOraTeiLHbIX BelIECTB

3anacra Ky-1ab, 5 Mr, TabJeTKH, JUCHEPTUPYEMBIE B MIOJOCTH PTA
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MaHnHuTON

Hemmtono3a Mukpokpuctamuyeckas tan 102
Kpocnosuaon

IMunponoza auzko3ameniennas LH-21
Acnaptam

Kanpuus cunukar

Marnus creapar

anacrta Ky-1a0, 10 Mr, TabJIETKH, AUCIIEPTUPYEMBIE B IIOJIOCTH PTa

ManHuTON

[Henmrono3a Mukpoxpucramunaeckas tum 102

Kpocnosuaon

[Munponoza auzko3ameniennas LH-21

Acnapram

Kanbumg cunukar

Maruus creapar

6.2. HecoBmecTumocTh

Henpumenumo.

6.3. Cpok roaHocTH (CPpOK XpaHeHHs)

5 ner.

6.4. OcoOble MepbI PEI0CTOPOKHOCTH IPH XPAHEHUH

XpaHuThb npu TemnepaType He Boitie 25 °C, B OpUrHHaIBHOM OJHCTEpE.

6.5. Xapakrep u coaep:xkaHue NMEPBUYHON YIIAKOBKH

ITo 7 tabnetok B Omuctepe m3 xomOuHHpoBanHoro matepuana OIIA/An/IIBX u I19T/An
¢onsru (peel-off foil).

[Io 4 wnu 8 OnpicTepoB BMECTe € HMHCTPYKLIMEH MO MPUMEHEHHIO MOMEMIAIOT B MAYKY
KapTOHHYIO.

Ha peiake MoryT ObITh IpEACTaBICHBI HE BCE Pa3Mephl YIIaKOBOK.

6.6. OcoOble Mepbl MNPEIOCTOPOKHOCTH TPU YHUYTOKEHHUH HCIOJb30BAHHOIO
JIEKAPCTBEHHOI'0 MpenapaTta WJIH OTX0A0B, IMOJY4YeHHbIX IOCJe MpPHMeHEeHHs
JIEKAPCTBEHHOI0 Mpenapara, v Ipyrue MAHUIYJISIUH C IPenapaToM

OcoOble TpeOOBaHMS OTCYTCTBYIOT.

7. JEPXATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUS
CnoseHus

AO «KPKA, n.1., HoBo mecto», llImapbemika necra 6, 8501 HoBo mecto
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Ten.: +386 7 331 21 11

daxkc: +386 7 332 15 37

Anpec 31. moutsl: info@krka.biz

7.1. llpeacTaBuTeb AepKaTess PerucTPAIHOHHOI0 YI0CTOBEPEHHUs

IIperen3un noTpeOUTEIEH HAIPABIIATE 10 AIPECY:

Poccuiickas @edepayus

000 «KPKA-PYC»

143500, MockoBckast 00u1., T. MicTpa, yia. MockoBckas, a. 50
Ten.: +7 (495) 994-70-70

dakc: +7 (495) 994-70-78

Anpec an. outsl: krka-rus@krka.biz

Be0-caiit: www . krka.biz

8. HOMEP PETUCTPAIIMOHHOT' O YAOCTOBEPEHUSA

9. JATA MEPBUYHOU PETUCTPALIUU (IOATBEPKIAEHUA
PETUCTPALIUU, IEPEPEI'UCTPALIN)

Jlata nepBoil perucrpanuu:

10. JATA IIEPECMOTPA TEKCTA
OOmas xapakTepUCTHKa JIEKapCTBEHHOro mpemnapata 3amacta Ky-tad npocrtymHa Ha

UHPOPMAIIMOHHOM TopTajie EBpa3suiickoro 3KOHOMHUYECKOTO COK03a B HH(GOPMAIMOHHO-
KOMMYHUKaIMOHHOM cetn «HTepHeT» https://eec.eaeunion.org.
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