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110 MEIUIUHCKOMY IIPHMEHEHHIO IperiapaTa
(uabopMAaNKA VI CHENUATHUCTOB)
1. — ~  HA3BAHME JIEKAPCTBEHHOI'O CPEJICTBA
Kernnent® TaéieTkn, HOKPHITHIE 060J09K0i 25 MI COTJA COBAHPE\)HEHHE
Kernuent® TabeTkn, HoKpoIThIe 060109K05 100 MI MUHHCTERCTBOM v CE
Kernnent® Ta61eTKH, HOKPBITEIE 060104K0d 150 MI Mpukas MusUCTepCTEA 3/PABCOXPAHEHUS
., Peenybnuxn Bejlapyes
Ketuaent® TabJIeTKH, HOKPBITHIE 0601049K0M 200 MI or <27 » dg 2 o 5525
| 0T L e ]

Kernnent® TabieTkn, nokpsiThie 060109K0ii 300 Mr

MexaynapoHoe HenaTeHTOBAHHOE HA3BAHHE (MHH): xBeTnanus (quetiapine)

2, COCTAB JIEKAPCTBEHHOT'O CPEICTBA

JeficTByromee BemecTso: 25 mr, 100 mr, 150 mr, 200 Mr u 300 Mr KBeTHALMEA (B Buge 28,78
mr, 115,13 mr, 172,70 mr, 230,26 Mmr u 345,40 Mr xBeTmanuua (dbyMapaTa COOTBETCTBEHHO B
Kax 104 TabieTke, MOKPEITOH 060I0KOIH).

BemomorarenpHEIE BEIECTBA ¢ H3BECTHRIM sddexrom:

Kaxnas rabnerka Kermaent® 25 mr COZEPKUT 4 MT JIAKTO35I MOHOTH/IPATA.
Kaxnas tabnerka Ketmnent® 100 mr COZEPXHUT 16 MT JIAKTO35I MOHOTHIpATA.
Kaxmas tabnerka Kermnent® 150 mr COZIEPKUT 24 MI" JTaKTO3BI MOHOTHIpATA.
Kaxmas Tabnerka Ketmrent® 200 mr COMEPAKUT 32 MI JIaKTO3HI MOHOTH/IPATA.
Kaxnmas tabnerka Ketunent® 300 mr COZIEPKUT 48 MT JIAKTO35I MOHOTH/PATA.

IoHETH IIEpedeHs BCIIOMOTATEIBHEIX BEITECTR IpHBECH B paznene 6.1.

3. ®OPMA BBIIIYCKA
Tabnerku, IOKPHITEIE 060IOUKOI.

Kernnent® Ta6nerkn, HOKPEITEIE 000TOYKOH 25 MI: Gelble WM ITOYTH Gensle, Kpyrikle
ZBOAKOBBIIYKIBIE TaONETKH, MOKPEITEE 0GONOUKOH, ¢ IPABHPOBKOM CTHIH30BAHHORMN OyKBEI
“E” Ha oxHO cTopone u umcia 201 - Ha ApYrod CTOpoHE TableTKH, 6e3 MM mouTH 6e3 3amaxa.

Kermrent® Tabnerxy, HOKpBITEIE 0060mo9koit 100 Mr: Gemsle Wim mouTH Oernble, KpyTIkle
ABOSKOBBIIYKIEIE Ta0JIETKH, HOKPHITHE 060JIOUKOl, ¢ TPaBUPOBKOM CTHIIH30BaHHOH GYKBEHI
“E” 1 wncna 202 Ha ogHOl cTOpoHe TabIeTKH, 663 wiM mouTH 6e3 3amaxa.

Kernnent® tabnerxy, TIOKPEITEIE 000J104K0H 150 MI: posoBkre, ABOSKOBEIIYKJIBIE OBaJbHOM
(opmeI TabneTKH, MOKpPEITEE 000J109K0H, ¢ IBYMS CTHIM30BAHHEIMHE Oyxsamu E, sepkaisHo
DacCIIOIOKEHHBIMU Ha OIHOM CTOpOHE TabJIeTKH, pHCKOH Ha 06emx CTOpOHAX, 6e3 Wiy IOYTH
6e3 3amaxa.

Kermnent®  rta6inerxy, IOKpEITEIE  obomoukoii 200  wr: TEMHO-PO30BEIE,  KPYIJILIE

ABOAKOBBIYKIIEIE TAOJIETKH, MOKPEITHIE 0GOTOUKOM, ¢ TPaBUPOBKOM CTHIIM30BAHHON GYKBEI
“E” u gncina 204 Ha oxHOM cTopoHE TabIeTKy, 6€3 Wi nouTy 6e3 3anaxa.

Kerunent® rabnerxu, IOKpPEITEIE 000soukoit 300 mr: 6Gensle WiIH OYTH Oeisle, KpYyTIibie
ABOSKOBBITYKIEIC TabIETKH, HOKPHITEE 060JI0UKOM, ¢ TPaBUPOBKOM CTHIHN30BAHHOM OYKBEI
“B” u wmcma 205 na onmolt cropore TabneTky, 6e3 wm noury Ge3 3amaxa.
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4. KJIAHAYECKUE JAHHBIE
4.1 Tloxa3auust K NPHMEHEHHIO

o Jleuenue mm3ohpEHUH.
e JleyeHne OHUIOIIPHBIX PacCTPONCTB!
o0 JleueHne MaHMAKAIBHEIX OSHH30[0B CPEIHEH WM TOKENOM CIENEHH IIpH
OUIIOIIPHOM paccTpoIiCcTRe.
o JledeHue AENPECCUBHBIX IH300B IIPY OGHIIOIAPHOM PAaCCTPONUCTBE.
o llpoduiakThka PENNIMBOB MaHMAKaJbHBIX HIM JICIPECCHBHEIX SIHU30H0B Y
HAI[MCHTOB C OWIONAPHBIME PACCTPOMCTBAMH, paHEE pPEarupOBABIIX HA
JIeYEHNE KBETHAIMHOM.

4.2. Crnoco® npuMeHEHNs H PEKAM J03UPOBAHHS

B O3UPOBKaA

JUIA KaXIOTO IIOKa3aHMsd HMEETCS CBOM DPEXuM H03MpoBKH. Takum obpaszoM, cremyer
yOenuThCs, 9TO MAlMEHTH HOMYYHIN IOHATHYIO UM MHMOPMALHIO 00 a/JeKBATHOM pexXIME
JIO3UPOBOK JIJIA X 3a00JICBAHMS.

B3pocnsre:

Jleuenue wiuzodpernuu

Jna nevenus mmsodpennu Kermment® cruemyer mpueMMath fBa pasa B [EHD. CymmapHas
CyTO9Has J03a B IEPBEIC 4 [iHs Tepanuu cocTasigeT 50 Mr (1-# mens), 100 Mr (2-i mens), 200
Mr (3-# ness) u 300 Mr (4-i neHs).

Haumumas ¢ 4-ro mug pexomeHmyemas >ddexTuBHas cyrodHas go3a mpemapata Kermmemr®
cocrasiaeT 300 — 450 mr.

B 3aBHCHMOCTH OT KJIMHHYECKOH PEaKIMM M NEPEHOCHMOCTH Y KaXIIOTO MAIHEHTA, 103y
MOXHO YTOYHHTH B TIpefiesax oT 150 Mr no 750 Mr B cyTxm.

Jlewenue MAanuaKanbHLIX _SNU30008 _CPeOHell 1 mANCenol _cmeneny npu  OunoispHOM
paccmpoticmee

Hns neveHnst OCTPHIX MaHWAKAIBHBIX SIH30[0B IIPH GHIonspHOoM paccTpoiicrse Kermment®
CIEAYeT IPUHUMATE [Ba pasa B NeHb. CyMMapHas CyTodHas /1032 B IepBbie 4 [HA TEpaluH
cocrasiger 100 mr (1-# penn), 200 Mr (2-# mens), 300 mr (3-it mens) u 400 Mr (4-i JICHB).
Hanprelmmit non6op mo3s! 1o 800 MI B CYTKH K INECTOMY JHIO BO3MOXKEH C TIOBBIIEHHEM He
Gonee yem 10 200 Mr B CyTKH. B 3aBHCHMOCTH OT KITMHIYECKOH PEaKIHy U IEPEHOCHMOCTH Y
Ka)X[TOT0 NAMEHTA, 03y MOXKHO YTOIHHTH B npezenax oT 200 mr o 800 mr B cyTku. O6BUHO
pexoMeHryemas 3¢ GexTHBHAS 1032 HAXOAUTCS B Ipeenax oT 400 Mr go 800 Mr B CYTKH.

Jleuenue bonvuiux OenpeccusHvix snuU30006 nPpu GUNONADHOM DACCMPOLicmEe

Tabnerku cienyer NpUHIMATE OOHH Pa3 B IEHb, IIEPE]T CHOM.

CymMapHast cyTo4Hast 7103a B TIEpBEIE 4 JHA Tepanuu cocTasiseT 50 mr (1-i neHs), 100 mr (2-i

nenb), 200 mr (3-# nens) u 300 Mr (4-it fews).

Haumnas ¢ 4-ro musa pexoMenayemas 5dQexTHBHAS CyTOUYHAd 032 npenapara Kerwmnent®

coctasisteT 300 Mr.

o maHHBIM KIMHMYECKMX HCCIENOBaHUH, He HAOTIOAANOCH JONOIHATEIBHEIX HPEHMYIIECTR

Ipy HPUMEHEHHMH 1035l 600 Mr mo cpaHeHHIO ¢ 7030#t 300 Mr (cM. pasmen 5.1). Omnako

HEKOTOPBIM MaluenTaM fo3a 600 Mr okasanach MOJIe3HOMH.

Hoswl, mpesrimaromue 300 Mr/cyTKH, JOIDKHBL HA3HAYATHECS BPA4OM, UMEIOINUM OIBIT JIeUeHHS

OMIIOIAPHEIX paccTpoiicTs. Ilo pesynbTaTaM KIMHAYECKHX MCCIIENOBAHMH, €CIM BO3HUKAET

BOIIPOC O Pa3BUTHM TOJEPAHTHOCTH Y HEKOTOPHIX MAIMEHTOB, LEIECO00Pa3HO PAacCMOTPETh

Ketilept SmPC 202006 BY COTIHAACOBAEO
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BO3MOXHOCTH HOHMXKEHHMS CYTOUYHOM M03BI 10 200 mr.

Ipogunaxmura peyudueoe OUNONAPHLIX paccmpoticme:

Y HalleHTOB, ¥ KOTOPHIX KBETHANMH ObUI 5()()EKTUBHEIM NP JTeICHUH OCTPOro OGHIIONISIPHOTO
paccTpoiCTBa, TEPAIHIO CIIEYeT OPONOIDKATh B TOH xe mose. ITocie 3Toro, B 3aBUCHMOCTH OT
pe3yJIbTaTOB JICYCHHS W HEPEHOCHMOCTH y KaXJIOTO NaIleHTa, MOXKHO HA3HAYATH CYTOUHEIS
no3er ot 300 mMr o 800 mMr B cyTkm, pa3GHB MX Ha [Ba mpHeMa. BaxHo OTMETHUTD, 4TO JUIT
[OICPKABAIOINEH TEPaliy CIIEAYeT U30UPaTh HAMMEHBIYIO 3G OEKTHBHYIO 103Y.

Tooicunvie nayuenmeor

Kak u gpyrue aHTHICHXOTHYeCKHE IIpeHaparhl, Kermmenr® CHENYEeT TPHUMEHATH C
OCTOPOKHOCTBIO y MOKHIIBIX HAIIHEHTOB, 0OCOOCHHO B Hayale Kypca JICICHHIS.

CxopocTs NOAGOpKH 103 MOXET OBITh GOllee MEUICHHOMN, 4 [HEBHAS TepalneBTHYEcKas 703a
HIDKE, 1[0 CPAaBHCHHMIO € MOJIOJIBIMH IIalMCHTAMH, B 3aBHCHMOCTH OT WHAMBHIYaIbHOMN
KIMHAIECKOH PeakiMyu ¥ IEPEeHOCHMOCTH TpemapaTa. Y MOKHIIBIX TIalIMEHTOB CpeIHMI
KIIMPEHC KBCTHAIIMHA M3 IIa3MbI KPOBH IIPH IEPOPATILHOM BBECHUM MOXKET CHIDKATHCS Ha 30-
50%, mo cpaBHEHMIO ¢ Gonee MONONEIMY manueHTaME. V N2IUCHTOB CTapmie 65 JeT
3¢ (eKTHBHOCTE ¥ 6E30HaCHOCTh NPENapaTa IpH JIeYeHHH JCTPECCUBHEIX SIU30/0B IpH
OHITOJIAPHOM PacCTPOMCTBE HE HUCCIEIOBAIACE.

Hemu u noopocmxu

Ksetnanvn He HOKa3aH AeTAM ¥ IIOAPOCTKAM Miamme 18 JET, u3-32 OTCYTCTBHS JAHHEIX,
UOATBEPAAIONMX BOSMOXKHOCTh NPHMCHCHHs KBETHANMHA B 3TOH BO3PACTHOM TIpyle.
JaHHBIC KIMHAYIECKUX HCCIEI0BARM ¢ KOHTPONEM TLiane6o IPUBOJIATCA B pazaenax 4.4, 4.8,
5.1u5.2.

Hapywenue gpynxyuu nouex
Her neobxomumocTn m3menaTs 103y npemapara Kermrent® Y 9THX aIAEHTOB.

Hapywenue gpynxyuu nevenu

Ksetnaniie B 3HaYUTENIBEHON CTeHeHH MeTabomM3upyeTcd B IICUEHH. ITosTomy, mpum
MUAaTHOCTHPOBAHHOM HApYIEHHH QYHKIWUH II€9eHH, OCOOSHHO B Hadaje Kypca JICUEHH,
KBCTHAIIMH CICAYeT HasHayaTh, HAYMHAS C JO3H 25 MI/CYTKH, a 3aTeM eXeIHEBHO IIOBBIIIATH
03y 1o 25-50 Mr o INOCTHXKEHUs 3(GEKTUBHOM HO3BI, B 3aBHCHMOCTH OT K/IHHHYECKOL
PEaKiiy MalUeHTa ¥ UHAUBUAY ATFHOM [TEPEHOCHMOCTH.

Croco6 npuMenenus

Ilpenapat g npaeMa BHYTPE.
Kermient® cnenyeT npuHAMATE 1Ba pasa B IEHB, BO BpEMsI MIIN HE3aBHCHMO OT €IBL.

4.3. IIpormBomoxka3zaHMs

- Kermnent® UPOTHBOIIOKA3aH MNAIlMEHTAM C MOBBIIICHHOW YyBCTBHTENBHOCTBIO K
JCUCTBYIOIIEMY BEINECTBY WIH K MO0OMYy H3 BCIIOMOTATENBHEIX BEIIECTB JIpenapara,
IIPHBENECHHEIX B pasjene 6.1.

- CoBMecTHOE pEMeHeHHEe ¢ HETUOUTOpaMH ruroxpoMa P450 3A4, nanpumep, HHru6HTOPOB
BHWY-npoteassl, A30JIOBBIX TIPOTHBOTPUOKOBEIX IIPENapaToB, SPHUTPOMUIMHA,
KIIapHTPOMMIIMHA 1 HE(a3010Ha (CM. Takxke pasnenst 4.5 u 5.2).

4.4. Mepnbi npenocmpoxmdcm

Takx xax KBeTHalMH MMEET HECKOJBKO TIIOKa3aHUuM K OPUMCHEHHIO, CACOYET YYHUTEIBATEL €T0
IIpO(i)I/IJ]]': 0€30IMacHOCTH IO OTHOIICHHIO K [OJUHArHo3y KaXOOTO IanueHTa U HO3SHPOBKH
IIperiapara.

p AHO
Hemu u nodpocmxu 6 sospacme om 10 00 18 rem ) (M.OI"JIACO]% HO
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Keermams He pPEKOMEHAyeTcs JETAM M IIOAPOCTKaM Milafmie 18 JieT 3a oTcyTcTBHEM
JaHHBIX; - TOATBEPXIAIOMINX - BO3MOXKHOCTD - IPUMEHCHH ' KBETHAIIMHA B 9TOM BO3PaCTHON
rpynme. B KIMHHYECKHX MCCIEN0BAHMAX C KBETHANMHOM OBUIO YCTAHOBJIEHO, YTO KpOMe
M3BECTHOr0 NpPO(MIst Ge30IIaCHOCTH, YCTAHOBIEHHOIO Y B3pOCHBIX (CM. pasgen 4.8),
HEKOTOPEIC HEXCNATEIbHBIC PEaKlMy BCTPEYANNCh ¢ 6Goylee BEICOKOM HacTOTOM y merell u
IIOAPOCTKOB, 110 CPABHEHUIO C B3POCIBIMH IAllUEHTaMH (TTOBLINIEHHEIA alIIeTHT, ITOBHIIICHIE
YPOBHA NPOJIaKTHHA B CHIBOPOTKE, PBOTA, PUHMT M CHHKoIe). HexoTOphle HexenaTelbHEIe
PEeaKIui MMEIOT Pa3IMIHOC 3HAYCHUE Y NeTel U IOAPOCTKOB (HAIPAMED, SKCTPAMPAMUHEIC
CHMITOMBI ¥ PaspPaXUTENLHOCTD), 4 OfIHA HeXeJIaTeNIbHAs PEeaKIus paHee He HaOTI0anach B
KIUHUYECKMX HCCIEOBAHMAX Y B3POCHBIX (NOBBINICHHE apPTEPHATBHOIO J(ABICHH).
Y pereil M IOAPOCTKOB TAKXKE OTMEMANMCh M3MEHEHHs DE3yJBTATOB TECTOB (DYHKITHH
IUTOBUIHOMN XKEJIe3EL.

Kpome TOro, MCCIefoBaHUE BIMSHES IONTOCPOUHOTrO NPYMEHEHUS KBETHAIMHA HA POCT
PasBUTHE HE IIPEBBONANO 26 Heldenb. TakKe HEM3BECTHO BIMSHHE JONTOCPOUHOLO
HCTIOJI30BaHHsA KBETHAMHA Ha KOTHUTHBHYIO DVHKITUIO U TIOREIEHNE.,

B mccnefoBaHmaX ¢ KOHTpoJieM IUIane6o C y4acTHeM JeTedt ' HOAPOCTKOB, CTPAAAIONIHX
nm3odpeHreil nwim Manue# pu GUIOIIPHOM PaccTpoHcTBe, GBUTO MOKA3aHO, YTO KBETHUAIINH,
0 CPaBHEHMIO C ILNALE6O, MOBHINAN 9acTOTy SKCTPANHPaMHUAHEIX cumuToMoB (OIIC) (oM.
paznen 4.8).

Cyuyuo, cyuyudansvrvle MblCAu uny yxyouieHue KIuHUYecko20 COCMOSHUS

Henpeccnn mnpu OMIIONAPHOM PAacCTPOUCTBE CONPOBOXKIAIOTCS IOBBIIICHHEIM pUCKOM
CYHLHIATBHEIX MBICICH, CAMONOBPEX/ICHUN M PHCKA CYHIHIA. DTOT PHCK COXDAHSETCA 10
HACTYIJICHH BEIPAXKCHHOM pemuccuu. Tak Kak yoydIlcHHE MOXKeT He HACTYIHTb B TEUCHHUE
IEPBLIX HENENB, 3 BO3MOXHO ¥ OOlee IIUTENLHOTO NIEpHo/a, GOMBHBIX CIeTyeT TIIATEIBHO
HAbIIONATh [0 HACTYIUIEHUS yilydlieHus. KIMHUYeCKHil OIBIT Takoke yKasblBaeT Ha TO, UTO
CYHMIIMTATIBHBIA PUCK MOXKET IIOBBICUTECS HA PAHHEM 3Talle YIIYUIISHHS COCTOSHUS.

Kpome TOro, KIMHULKCTEI JOIKHEL YUHMTEHBATE BO3MOKHEIR PHCK CYHIMMIA TOCIE BHE3AMHOM
OTMEHBI KBETHAIIMHA, ITO 00YCIOBICHO U3BECTHEIME )aKTOPaMK PUCKa 3a60JIEBAHHS, KOTOPOE
JICYWIIN KBETHAITHOM.

ApyrHe HCHXHATPHYECKHE PacCTPOoHCTBa, IPH KOTOPHIX HA3HAYAETCA KBETHATIHH, MOTYT TAKKE
IOBBIUATE PHCK CyHIMza. Bonee Toro, sTv paccTpoHCTIBAa MOTYT GHITH KOMOPOMIHEIMH C
GONBIINM NIENIPECCHBHEIM SMH3040M. TakuM 06pasoM, IPH JICUEHHH TAIUEHTOB C JpYrUMHI
HCHXHATPUICCKUMA  PacCTpOHCTBAMH ~ CIefyeT  COOGMIOZaTh  TakWe  Xe  MepHL
IPEAOCTOPOXKHOCTH, KaK U IPH JICYCHAH GONBHBIX C GONBITUM JEIPECCHBHEIM SIIH30/0M.

HamueHTsl ¢ CyMIHMAAaNBHBIME MBICIIAMH HIH NOBEJIEHHEM B aHAMHE3€, a TAKKe JHIA C
BEIDAKCHHBIMH  CYHIIMIANBHEIME  MBICILIME 10 Hadala JICUEHHS OTHOCATCS K TpYIIIe
IIOBBIUCHHOTO PUCKA ¢ TOYKH 3PEHHA CYMIMIAIBHBIX MBICICH ¥ NONBITOK caMOyOHifcIBa I,
TaKuM 00pasoM, IOJDKHEI TIIATENBHO KOHTPONMPOBATECS TO XOAY JEYCHHS. MeTa-aHams
KIHHICCKAX MCCIEI0BAHMH aHTH/ICIPECCAHTOB ¢ KOHTPONIEM ILIAe60 ¢ yIacTHeM B3pOCIBIX
NalHCHTOB € IICHXMATPHYECKMMH  PacCTPOMCTBAMM  BBISBHJI  IOBBINIEHHEIA  PHCK
CYHUHIABHOTO IIOBE/ICHAS IPH CPABHEHUH TPYII GOTBHEIX, IIONYYaBIINX AaHTHOETPECCAHTEL,
IO CPaBHEHMIO C MIanebo y OOIBHBIX B BO3pacTe MIIajiie 25 JeT.

Ha pamHux sTanmax nedYeHHs, a TaKke IIOCHE H3MEHEHHsA JO3H IpeHapata GONbHBIE, B
0COOEHHOCTH JIWIIA, OTHOCAILNHECS K TPYIIE PUCKA, JOIDKHBI HAXOMUTHCS TION TINATETbHBIM
KOHTPOJIEM.

IanpenToB (a TaKke JIMI, OCYMECTBIIMIONIMX YXO/ 3a IallHeHTaMH) CIIEIYeT IPeTyIpeskiaTh
0 HEOOXONMMOCTH HaONIONEHMS Ha IIPEIMET KIMHUYECKOTO YXYIINEHHS, CYMIHIATLHOLQ
Ketilept SmPC 202006 BY T COTJACOBAHO
FEPCERON BHPAROOXPAHEHUA
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TIOBEJICHUSI WIIM MEBICHIeH, a Tak’ke HEOOBIYHBIX M3MEHEHWH B TIOBEJEHMH, H O
HEOOXOMUMOCTH = OOpaTUThCA 32 MEHUIMHCKOM TOMOIIBI0 IIPH HOSBICHHM JaHHBIX
CHMIITOMOB.

B Gonee KpaTKOBPEMEHHBIX, IUIANE00-KOHTPONMPOBAHHEIX KIMHUYECKHX MCCHEIOBAHUIX
DAIEHTOB ¢ OONBIIMM JIEIPECCUBHBIM SNH30AOM IPH OHHOISIPHOM PACCTPOMCTBE
HaOIroNancs TOBBINEHHBIM PHCK COOBITHH, CBA3aHHBIX C CaMOYOHMCTBOM Y MOJIOJBIX
B3pOCIBIX NAIIEHTOB MiaIie 25 JET, MONIyYaBHMX KBETHAIMH, IO CPAaBHCHHIO C JIHIIAMH,
nonygasmuMu mnane6o (3,0% u 0% cooTBeTcTBEHHO). PeTpoCleKTHRHOE HOMYJISITHOHHOS
HCCIEN0BAaHHE KBETHANMHA JUIA JICUECHU NAlUeHTOB C OOJBIIM JETIPECCHBHBEIM 3IH30[0M
BBIIBHJIO IIOBBIIICHH 1171\ PHCK HaHECEHMs CaMOIIOBPEXACHWH M Cyuuuia y IAalHeHTOB B
BO3pacTe OT 25 m@

CaMOIIOBPCKIACHUH IIPH NPUMEHCHUH KBETUANINHA UK JPYTHX aHTHACIIPECCCAaHTOB.

Henpasunvnoe npumenenue u 3noynompednenue

Ioctynmanu coobuieHus o cloydYasxX HENPaBUIBHOTO IIPUMEHEHHWsI WM 3J0yHOTpeOJIeHHs.
Crnenyer INpOSBIATE OCTOPOXKHOCTh TIPH HA3HAYEHMH KBETHANMHA IAIHEHTaM C
AIKOTONM3MOM HJIH 3JI0YLIOTpeOIeHAEM HAPKOTHYECKAMHY TIPEHapaTaMy B aHAMHE3E.

Puck passumus memabonuyeckux HapyuieHui

Ha ocHoBanuy Ha6mIOAABIIETOCsS B KIMHHYSCKHX MCCICHOBAHUAX DHCKA YXyHIIEHHT
MeTaboNMuIecKoro npodmiId, BKIIOHAs HM3MEHEHHE MAacChl Teja, M3MEHEHHE COJEpPKAHHS
JIMMAZOB M TJIFOKO3Bl KPOBM (THIEPIIMKEMMH), METaOONHYECKHe MApaMeTphl CiemyeT
KOHTPOJIMPOBATh B HAJalle JICYEHHH, 4 H3MEHCHHE 3THX IapaMeTpOB CIEAYeT DETYISPHO
IPOBEPATH IO XOAYy JIEYeHHd. YXy[UIEHHEe 3THX IapaMeIPoB CIeAyeT KOPPEKTHpPOBATE,
HCXOJI M3 KIMHUYECKOH HeobxomumMocTH (eM. paszen 4.8).

OrecmpanupamudHsie CUMIIMOMbL

B miane6o-KoHTpOIMpPYeMEIX KIMHHYECKHX HCCICHOBAHUSX C YYACTHEM B3POCHBIX
NMaleHToB  oOHapyXeHa IIOBBIICHHAA, HO CpaBHEHMIO ¢ IDIanebo, HacToTa
SKCTpamupaMuHbiX cuMnToMoB (OIIC) y manueHTOB, IONYYaBINMX JIEUYEHHWE IO IIOBOIY
OONBIINX AEIPECCUBHBIX SIU30/I0B IPH OMIOIIPHBIX paccTpoiicTBax (cM. pasmens 4.8 u 5.1).
IlpuMeHenne KBeTHANKHA OBUIO CBA33HO C Pa3BUTHEM aKaTH3HU C CYOBEKTHBHO HEIPHATHEIM
WA YrHETAIOMMM OeCOKOHCTBOM, MOTPEeGHOCTHIO ABHUIAaThCH, YACTO COMPOBOMKIAIONIYIOCS
HECTIOCOOHOCTBIO CIIOKOMHO CTOSTH HMIIM CHIETh. JTH CHMITOMEL ¢ GOINbIIel BEpOATHOCTHIO
DPa3sBUBAIOTCA B TEYECHHE IEPBBEIX HENENb JeueHWs. Y OOMBHEIX C TaKUMM CHMIITOMAaMH
IIOBBLINICHHE O3B MOKET HAHECTH UM BpE]I.

Il030H55 ouckunesus

Ilpp pa3sBUTHM NPH3HAKOB H CHMITOMOB IO3JHEH JMCKUHE3WH CIEAyeT PaccMOTpETh
BO3MOXKHOCTh HOHIDKEHMs JIO3BI WM OTMeHHI npenapara Kermnent®. Cummrome! mosmmei
JMCKUHE3UN MOT'YT YXYAIIATHCS MM BIIEPBLIE BOSHUKHYTH IIPU OTMEHE JicUeHus (CM. pasjen
4.8).

Connusocmu u 201080KpydCeHe

brina BhIABIIEHA CBA3h MEXIY IPUMCEHCHHEM KBETHAIIMHA ¥ COHIMBOCTHIO MM CBSI3aHHEIME C
HEW CHMITOMaM¥ (HampHMep, cenarueit) (cM. pasaen 4.8). B KIMHMYECKHX HCCIEJOBAHUIX C
yJacTueM OONBHBIX C OHMIONAPHOH JerpeccHell 3TH CHMITOMBI Pa3BHBANNCH B TEUCHHE
HEPBBIX TPEX JHEH JICUCHHS, & UX HHTEHCUBHOCTS OblIa, B OCHOBHOM, YMEPEHHOM I cpefHei
CTeleHHd. BOJIBHBEIM ¢ OMIIOIIPHBIME HapyIIEHMAMH, Y KOTOPHIX Pa3BUBAETCA BHIPAXEHHAS,
TsKelasd COHJIMBOCTb, MOXET OBITh HeoOXommm Oonee YacTBI KOHTaKT C BpauoM Ha
TIPOTHKEHUHM 10 KpalHeH Mepe 2 HeJelb II0CTIe HACTYIIICHUS COHJIMBOCTH.

Opmocmamuueckas 2unomeHsust
KBeTmamuH MOXeT BBI3BaTh OPTOCTATHYECKYIO0 THIIOTEH3MIO M CBA3aHHOE C Hel
ronoBoXpyxeHue (cM. pasgen 4.8), ocoOEHHO B HAYaNBHOM IIEPHOAE YTOYHEHMs HO3BL 3TO
Ketilept SmPC 202006 BY | COTJACOBAHO
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Hanie [OPOMCXOMUT Y TOXKHMIBIX, YEM Y MONOJBIX HalHeHTOB. DTO- MOXET IOBEICUTH
PHCK CHydYaiiHbIX IafeHHM, OCOOEHHO Yy IOXMIBIX HalUeHTOB, II0 CPaBHEHHIO. C 0ojee
MOJIOABIMH. BOIBHEIM C cep/IeuHO0-COCYAUCTEIMH 3a00JIEBAHMAME PEKOMEH IYETC OHIKEHUE
N03BI Wim Oojiee MeJJIeHHAas MHIAMBUAYyanbHas IOg0opKa Ho3sl. TakuM o6pazoM, IalHeHTaM
PEKOMEH/IyeTCs COOMIONATh OCTOPOXKHOCTD, IIPEXKAEC YeM OHM YCTaHOBST JEHCTBHE MpENapara
Ha CBOM OpraHU3M.

Cepoeuno-cocyoucmule 3a60ne6aHUs

Kermient® CleRyer ¢ OCTOPOXHOCTHIO NPUMEHATh Y NALHEHTOB C JHArHOCTUPOBAHHEIMA
CEPIACTHO-COCYIUCTEIMM  3a00JICBAHUAME, COCYIOHUCTHIME 3a00JIEBAHUAMH IOJOBHOTO MO3Ta
WA JAPYTUMH COCTOSHHAMH, IPEIpacloliaralOlMMH K THIOTEH3WH. KBETHAIMH MOXET
BEI3BAaTh OPTOCTATHYECKYI0 IHIIOTECH3UIO, OCOOEHHO B HAUaJbHOM IEPHOJE MOAGOPKH 03,
TakuM 006pa3oM, TIPU 5TOM CIIEIyeT PACCMOTPETH BOIMOKHOCTE NOHIKEHMS O3l WK Gonee
MeJIeHHO# 1107100pKky 1036l Bonee MemnenHad mombopka 103 PeKOMEHIYETCS Y GOIBHEIX C
CEpPIEIHO-COCYAUCTHIMH 3200/ IEBAHNAMH.

Cunopom ocmanosky ObIXaHUus 80 CHe
CHHIPOM OCTaHOBKM JBIXaHHA BO CHE HAOMIONAJICA y MANMEHTOB, IOJIYYABININX KBETHAIIMH.
(’j IanmenTaM, COBMECTHO NPHHMMAIOMMM JIpPYTHE JEKAPCTBEHHEIE CPEJICTBA, TOPMO3SIHE
s HEHTPAILHYIO HEPBHYIO CHCTEMY, MMEIOLIMX B HACTOSINEE BPEMs MIIM HMEBIIMX B aHAMHE3E
allHOd CHA (HAIpHUMED, JIMIA ¢ YBEIMYCHUEM MACCH TeNa/OXHUpPEeHHEM, aMeHTEl MYCKOTO
TI0j1a) KBETHAIIMH CJIEAYyeT Ha3HAuaTh ¢ OCTOPOXHOCTEIO.

Onunenmuneckue npunadxu

B KOHTPOIMpPOBaHHEIX KIMHHYECKMX HCCIEJOBAHUSX He OOHApYKEHO pasiuumii B HacToTe
SUHICHTAYCCKAX IMPUNAZKOB Y TAlMEeHTOB, IONYYalOMINX KBETHANMH MM TUIane6o.
OTCYTCTBYIOT HaHHBIE O YACTOTE NIPHIIAIKOB y IAIMEHTOB, MMEIONMX IPUNAKA B aHAMHESE.
Kax n B ciyJae IpyruxX aHTHICHXOTHYECKAX IPENAPATOB, CIEAYET IPOSBIITE OCTOPOXHOCTH
IpH JICICHUN TTAMEHTOB, IMEIOIIHNX SIIICHTHISCKUE IPUIALKY B aHaMHe3e (cM. pasaen 4.8).

3noxavecmsenneiil neiiponenmuyeckuil cundpom (3HC)

370KAYCCTBEHHEIH  HEHPONIENTHUECKMHA CHHAPOM MOXET BOSHHKHYTH IpU  JICYCHHH

AHTUTICHXOTHICCKUMH NPENApaTaMy, B TOM YMCJIE M KBETHAIHMHOM (cM. paszen 4.8). K ero

KIIMHAYECKHM IPOABICHUSIM OTHOCATCS IIOBBIIICHUE TEMIIEPATYPEL, H3MEHEHHE IICHXHIECKOTO

COCTOSIHWSL, PUTHAHOCTH MBI, HECTAOWILHOCTh BETeTATHBHBIX (DYHKUMM (HEIIOCTOSHHAS
) HacTOTa CePACTHEIX COKpaICHHIl ¥ apTePUATBHOIO NaBIeHHA, IIOTIMBOCTE, APATMIS), 3 TAKKe
(\D IIOBBIICHAE yPOBHA KpeaTHHpochoxnHaspl. B Takmx cimydasx Kerunent® criemyer oTMenuTs

U Ha3HAYUTh HAIJIEXANIYIO JIEKapCTBEHHYIO TEPAIUIO.

Tsoicenasn Helimponenus u azpanyioyumos

Tsoxenas HelTponieHUs (KOMMIecTBO HelTpoduios <0,5x10%/1) HaGIONATOCE B KIHHHYECKHX
HCCIICIOBAHMSX C KBETHAMHOM. BONBUIMHCTBO CIIydaeB TKEIONH HEWTPOIEHUH Pa3sBUBAIOCh B
TEUCHMC HOCKOIBKMX MECANEB IIOCIHC Hadana JIEYeHMs KBETHAMMHOM. He yCTaHOBIEHO
OYEBHAHOH 3aBHCHMOCTH 3TOro addekra or 035l Ha OCHOBaHMHM MOCTPErHCTPALHOHHOTO
OIbITa HEKOTOPBIE CIIydaW HMMENHM CMEPTeIbHBIH HCXOZ. BO3MOXHBIME (DaKTOpaMH pHCKa
PasBUTHI HEHTPOUCHMH ABILIFOTCS MMEIOLICECS B aHAMHE3E IIOHIKEHHE KOTHIECTBA GENEX
KPOBAHBIX TCIICL| WA HEUTPONICHNS, BEI3BAHHAA IPYTHMHU JIEKAPCTBEHHBIMU cpezicTBaMiL. Ilpu
HOHWXEHNH KOMYecTBa HeHTpodmnos mo <1,0x10°/71 KBeTHamwmH cleyeT OTMEHHTS.
IanuenTor cnenyer HaboAATh IO TIOBOAY PA3BUTHS IPU3HAKOB W CHMIITOMOB MH(MEKINH K
KOHTPOJIMPOBATh YPOBEHb HEUTPOQUIOB 10 TEX IOP, MOKa OH He mpeBicHT 1,5%10%/1 (oM.
paszmen 4.8 u 5.1). '

B03MOXHOCTE pa3sBUTUs HEHTPOIIEHUM CNENyeT YUHTHIBATh ¥ NALMEHTOB ¢ MH(EKIHed M
IUXOPafKoH, B OCOOEHHOCTH TP OTCYTCTBHMH NPEPacHoNaralonmx (pakTopos, YTo TpebyeT
COOTBETCTBYIOIIETO JeyeHHs. IlanmeHToB ciemyer mpomuHGOPMHpOBATE O HEOOXOIUMOCTH
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coo0UIeHN 0 OpU3HAKAX/CUMIITOMaX arpaHyJIoNuoTo3a/nHGeknnd (0 MOSBICHHM
JTMXopajkd, ciaboctH, jeTapruym uwmm OGomm B ropie). Takum  manueHtaM  HeoO0X0muMo
HEMEJJIEHHO ONPEENUTh KONMYECTBO JIeHKOIUTOB M aOCOIOTHOE KOIMYECTBO HEUTPODHIOB,
0COGEHHO IIPH OTCYTCTBHH Y HUX IIPEIPACIONaralomux GakTopos.

Aumuxonunepauyeckue (Myckapunepzuieckue s¢pexmor)

Hopxsernanus, akTUBHEIH METa0OANT KBETHAIMHA, UMEET OT CPEIHEH . 0 BEIpAKXEHHOI
abOUHHOCTA K PasIMHYHEIM IOATHIIAM MYCKAPHHOBEIX DPELENTOPOB. DTO IPEONpENeNsIeT
BO3MOXKHOCTD Pa3BHTHS AHTHXOJMHEPIUYECKHX HEKENATENHHBIX PEaKIUil MpH IPHMEHEHHM
KBETHAIIMHA B PEKOMCHIOBAaHHBIX J[033aX, [PH COBMECTHOM IPUMEHEHHH C JpYTHMH
npenapaTaMy, HMCIOIMMH aHTHXOJIMHEPIUYECKHE CBOMCTBA, a TAKXKE IIPH IIEPEHO3UPOBKE.
Ksernanue ciefyeT DPUMEHATh C OCTOPOXKHOCTHIO ¥ IIAIMEHTOB, COBMECTHO IIONyYalOIIHX
ZpyTHE TpeNapaThl C aHTHXOIWHEPIHYECKHUMH CBoMcTBamMH. Takke KBETHANHMH CIEAYET
Ha3HAYaTh C OCTOPOXXHOCTBIO IIAIMEHTAM, HMEIOIUM MM pPaHee MMEBIINM 3a/IepiKKy MOYH,
KIIMHAYECKH 3HAYMMYI0 TUNEPTPO(HIO IIPe/CTATENbHON Kele3bl, OGCTPYKIMIO KHIICUHHKA
WM CXOIHBIE COCTOAHMA, IOBBILNCHHOC BHYTPHUITA3HOE NABICHUE WIM 3aKPHITOYTONLHYIO
rnaykoMy (cM. paznenst 4.5, 4.8, 4.9 u 5.1).

Q Bsaumooeticmeus (cm. makoice pasoen 4.5)

o IIprMeHeHHE KBETHAMHA OHOBPEMEHHO C CHIBHEIM MHIYKTOPOM IT€UCHOUHBIX (hepMEHTOB,
HAaUPHMeEp, KapOaMasenuHOM WM (EHHTOMHOM, 3HAYMTENBHO CHIDKACT KOHICHTPALUH
KBCTHAIlMHA B IUIa3ME€ KPOBH, YTO MOXET IOBIMATH Ha 3(PGHEKTHBHOCTH JIEUEHHS STUM
IpenapaToM. VY IalWeHTOB, MONYHalolMX HHAYKTOP NEYeHOYHBIX (DEPMEHTOB, HAUANO
nedenns npenaparoM Kerwrent® Bo3MOXKHO TOMBKO B TOM CllydJae, KOIZia Bpad COYTET, 4TO
OpEUMyIECTBA KBETHAIMHA IIEPEBEMMBAIOT PHCK OTMEHBl HHAYKTOpA IEUEHOTHEIX
tepmenToB. BaxHo, 4T00H 11060 H3MCHEHNE TO3MPOBKY MHAYKTOPA GHUIO TIOCTENICHHBIM, H
TpH HEOOXONMMOCTH €r0 CIE/lyeT 3aMEHATh He HHIyLHPYIONTM MpPENapaToM, HAIpHMeD,
BaJIBIIPOATOM HATPHSL.

Macca mena

YBemu4yeHne MaccHl Tela HabIIOAaNoch y NAlHEHTOB, TOMYJaBIIHX KBETHAIMH, M3MEHEHHE
MAacCCEl Tejla CISAyeT MOHUTOPHPOBATH U KOPPEKTHPOBATH, PACCMATPHMBAL KaK KIIHMHHYCCKH
BaXHOC M3MCHEHHE, B COOTBCTCTBAM C MMEIOIIUMUCS YKa3aHWSIMHM 110 TNIPHMEHEHHIO
aHTHUIICHXOTHYECKHX IpPenapaTos (cM. paszmenst 4.8 u 5.1).

) T'unepenuxemus

Q» I'mneprimkemMus winm  06OCTpeHHME  paHEe = CymIeCTBOBABIIETO  muaera, HHOTMA
COIIPOBOXNTAFOIIETOCA Pa3BUTHEM KETOAUHN/I032 Ml KOMBI, HHOT/[A CO CMEPTEIBHEIM HCXOZIOM,
OIMCAHEl B PEJKUX CIydasx (cM. paszien 4.8). B HEKOTOPHIX CIIydasx 5TOMY HIpEIIECTBOBATIO
TIIOBBIIICHAE MACChl Te€Na, YTO MOXHO DAacCMaTpHBaTh KaK IpPeIpacroiararomuil (haxTop.
PexoMennyercs Hammexamiee KIMHAIECKOE HAGNIONEHME B COOTBETCTBUH C HMEIOTIHMECST
YKa3aHUAMH IO NPMMEHEHMIO AHTHIICHXOTHYECKHX IIpelaparoB. [JallMeHTHI, MoIydaromye
aHTUIICHXOTHIECKAE TIPENAPATH], BKIIOUAs U KBETHAIMH, JOJDKHEI HAGIIONATECS 10 TIOBOAY
PasBUTH NPHU3HAKOB U CHMITOMOB THIEPIIMKEMHUH (TOMMIUICHS, IIOJKYPHUs, HOMHMDArni |
cnabocTh). BOMBHBIX AmabeToM, a TakKe IAIMEHTOB, HMEIONHX PHCK Pa3sBHTHS CaxapHOTO
muabera, HEOOXOIMMO PETyISpHO OGCIeNOBaTh TO IIOBOY YXYAIIEHUS TIHKEMHAYECKOTO
KOHTPOJIA.

Junuodvt
Hossuenne yposHa Tpurmmuepuos, JITHIT u ofutero xoxecTeprHa, a TAkoKe MOHIKCHHE
yposrs JIIBII Habmonanock B KIMHHYECKHX HCCIHCNOBAHMAX C KBETHAIMHOM (CM. pasfel
4.8). VsmeHenws ypoBHA IHOHIOB CIeQyeT KOHTPONMPOBaTh ¥  KOPPEKTHPOBATD,
paccMaTpuBasg UX KaK KIMHUIECKH 3HATHMEIE.

cor

Yonunenue unmepeana QT o JIACOBAHO
MUHUCTEPCTBEOM SAPABOOXPAHENST

Ketilept SmPC 202006 BY PECHYBIUKY BETAPYCE

Tlpuras M)I‘IHPICTeDCTBa BEPABOCKPaIICH N
PeenyGnurn Bexapycs




HOoPBE
; 7067 -2018

B KIMHMYECKMX MHCIBITaHUAX, [0 XOAYy KOTOPHIX  IpemapaT  HCIONB30BalCs B
COOTBETCTBUH C HHCTPYKIMEH 110 MEAUIMHCKOMY IPUMEHEHHUIO, IPIMEHEHNE KBETHANHA He
6EUIO CBS3aHO C TIOCTOSHHBIM y/yHHeHMeM uHTepBaza QT. OZHAKO B IIOCTPETHCTPALHOHHEIX
UcCneNoBaHuax yanuHenue uHTepBana QT Habmomamoch B TepameBTHUECKHX H03aX (CM.
pasnen 4.8) u mpu mepefosupoBke (cM. paszer 4.9). Tax e, Kak ¥ NPH Ha3HAYCHAM JPYTHX
AHTHIICHXOTHYECKAX TPENapaToB, CIEAYeT COOMIONaT: OCTOPOXKHOCTh IPH HA3HAYECHHH
KBETHAIHHA GONLHEIM C CEpIEUHO-COCYTUCTHIME 3a00IeBAHUSMY, TIPU COYETAHWH KBETHATIHA
C mpemapaTtamMu KOTOphIe yBenuuusaroT uHTepBal QT (Bkirouas Apyrue aHTHIICHXOTHYECKHE
IpenapaTs), 0COOEHHO Y MOXKMIBIX TaIlMeHTOB, HALMCHTOB ¢ BPOXKIEHHEM YIMHEeHHEM QT
CHHJIPOMOM, CEpJICYHOH HENOCTaTOYHOCTBIO, CEPIEYHOH rumepTpodueli, rumoxanueMuei,
TUIIOMarHe3MeMUC M y NAlHMEHTOB y KOTOPHIX B CeMEHHOM aHaMHese HabIomanochk
yanuHenue uaTtepsana QT.

Kapouomuonamus u muoxapoum

B KIMHHYECKUX HCCIENOBAHUAX U NPH IPHMEHEHHN KBETHAIMHA B HOCTPETHCTPAIHOHHOM
IEpHOAe NOCTYIaIH COOOIICHMA O Pa3BUTHH KapIHOMHONATHM M MHOKApIWTa, OFHAKO,
NPAIUHHEAS CBA3B C IPHEMOM KBEeTHANUHA He OBUIa ycTaHOBIeHa. CleyeT poaHaTu3upoBaTh
1e1eco00pPasHOCTE JIEYEHNS KBETHAIIMHOM Y HAIIUEHTOB C Kap/IHOMHIONATHE H 1 MAOKAPUTOM.

Pearxyuu enezannoti ommenwi

CuMOTOMBI OCTPOH OTMEHEI, B TOM WHCIe GECCOHHHMIA, TONIHOTA, PBOTA, IOJNOBHAS GOJE,
Auapes, TONOBOKPYXKEHUE B PasAPAKUTENLHOCTE OBLIV OIMCAHEI IIOCIE PE3KOTO IPEKpaIieHAT
HpHEMa BBICOKHX JI03 aHTHICHXOTHYECKHX IIPENapaToB. I103ToMy B Ciiydae HEOOXOIMMOCTH
NIPEKpaIIeHUs pUeMa IIpenapaTa PEeKOMEHAYETCS ITOCTENEHHOE CHIKCHUE M03El B TEUEHHE
OZHOM-ABYX Hezenb (cM. pasnen 4.8).

Toocunvie nayuerHmot C NCUXO30M, C8ABZAHHBIM C Oemem;ueﬁ:
Ksernamnmn me Pa3pelICH K NPUMEHCHHUIO Y ITAIMECHTOB C IICUX030M, CBA3aHHEIM C JEMEHITHEH.

IIpu6IU3UTENEHO TPEXKPATHOE MOBBINEHHE DPHCKa HEXeTaTelNbHEIX SBICHHWN B MO3TOBOM
KPOBOOOPaICHHH ~ OTMEYEHO B  DaHJOMH3HPOBAHHEIX  IUIANE60-KOHTPOIHPYEMBIX
HCCIENOBAHMAX B NOIYJSIIUKM C JEMEHIMEH B cIydae IPUMEHEHHMsS HEKOTOPHIX ATHIIMYHBIX
AHTUNCHXOTUYECKHX  CPEACTB. MeXaHM3M TakOr0 IOBBIIEHWS DHCKA HEH3BECTEH.
IIOBBINCHHBIH PHCK HENB3s HCKIIOUHTh TakKe M B CIydae TPHMEHEHWS LpYTHX
AHTUIICUXOTHMYCCKUX CPEACTB MAM B JAPYIMX I[ONYJIMNMIX I[andeHToB. B  miame6o-
) KOHTPOJIHPY€EMBIX HCCIICIOBAHUSX C IPHMEHEHHEM KBETHANIMHA B IIepecueTe Ha 100 mamuento-
fj JeT YacToTa IepeOpOBaCKyNAPHEIX HEXKETATCNBHEIX SBIEHWHA B TpyIIle, IIOIydaBuIe
KBCTHATIMH, HE IIPEBOCXOAMIA TAKOBYI0 B Tpymme miane6o. Ksertmanumu cumemyer c
OCTOPOXHOCTBIO IPUMEHSITH Y MAIMEHTOB, HMEIOIINX (aKTOPH! PUCKA HHCYIIBTA.

Ilpr MeTaaHamM3e ATMNUYHBIX AHTHIICHXOTHUCCKHX CpPEACTB OGHAPYKEHO, UTO IOWKHIIBIE
TAI{HEHTE] C IICHX030M, CBA33aHHBIM C [CMEHIIHEH, MMEIOT IIOBBIICHHBIA PHUCK CMEPTH IIO
CPaBHEHMIO C TPYIIIOH IIare6o.

Opnnaxo B nByx 10-HEAEIBHBIX IIANE60-KOHTPOIMPYEMBIX HCCICIOBAHMAX KBETHANNHA B TOMH
Ke TONYIIWH MHanueHTos (n=710; cpemuuii BospactT 85 roma, B mperenax 56-99 ner)
CMEPTHOCTb B IPYIIE, NONyYaBINEH KBETHANHH, COCTaBHNa 5,5% mnpotus 3,2% B rpymme
mianebo. B oTuX MCCIENOBaHMAX NMANMEHTH! YMUPAIH OT MHOTHX IIPHUNH, KOTOpBIE MOXKHO
OBII0 IPEABUAET B AAHHOM IOIMYIIAIHIH.

Hoocunvie nayuenmot ¢ 6onesuvio lapxuncouna (BII) u napxunconusmom

PeTpocreKTUBHOE IONYJIAIMOHHOE WCCIE[0OBAHNE KBETHANMHA I JICUCHHS IIAIlEHTOB C
OONBIIMM JIEIPECCUBHEIM PAacCTPOHCTBOM BEIABMIO IIOBBIIIEHHBIA DHCK CMEPTH Ha (OHE
JIeUeHHs KBETHAIIMHOM y IIAIlMEHTOB cTapiie 65 jeT. OTa B3aMMOCBA3EL HE IIPOCIEKHBATIACE.
KOIrZla W3 HCCIeNOBaHMA ObUIM MCKIIOUeHB! manueHTsl ¢ BII. CremyeT mpossiars

OCTOPOXKHOCTE IIPH HAa3HAUEHUN KBETHANHA TTOKUIBIM naryenTam ¢ BT
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Hucoarus - (cm.- paszgen 4.8) H- acnuparys HaOMIOFAINCH BO BPeMs JICUCHHUS KBETHAITMHOM. -
Kernnent® crnejyer NIpHMEHATH C OCTOPOXKHOCTHIO Y OGONBHEIX C PHCKOM DPa3BUTHA
acTIMpallOHHOM ITHEBMOHHUH.

3anop u kuweunas HenpoxooUMOCme

3amop sBisfercs (akTopoM pHCKa ¢ TOUKH 3PEHMS KHIIEYHON HempoxomumocTd. IlocTymam
COOOINEHNsT O 3aI0pax W KWIIEYHOH HENpOXOAMMOCTH Ha (hOHE IpHeMa KBETHANMHA (CM.
pasnen 4.8). Coobmanocs 0 CMEepTENBHBIX HCXONAX y IALHEHTOB, MMEBIIMX MOBHICHHEI
PUCK KWINEYHOH HENPOXOJAUMOCTH, B TOM WUHCI€ Y JIMI, COBMECTHO HONY4aBIIHX
JEKApCTBEHHBIE CPECTBA, TOPMO3SINUE IEPUCTANBTHKY KHIICUYHHKA, KOTOPEIE HE COOOIIMIH
Bpady O PasBUTHH Yy HHX 3amopa. IIaiueHTs ¢ KuIIedyHOoH HePOXOAUMOCTBI0 HYXKIAIOTCS B
TUIATETbHOM MOHUTOPHPOBAHUY M SKCTPEHHON METUIIMHCKON ITOMOIITH.

Benosnas mpombosmbonus
Cityvan BenosHo# TpomGoamGomuu (BTD) Habimomanuch Py JICUEHNH aHTAIICHXOTHIECKIMI
npenapaTaMy. B CBS3H ¢ TEM, YTO MAHEHTHI, TOIYYABIINE AHTUIICHXOTHIECKHE TIPEIapaTsy,
l HMeN TpHOOpeTeHHbe hakTopsl pucka BTO, cieiyeT BLIABMTH BCe BOSMOKHEIE (aKTODHL
(} pucka BTO nepen HavanoM m BO Bpems NeueHus mpemapatoM Kerwmemr® u mpenmpunsrs
IPODUIAKTHIECKHE MEPEL

Ilanxpeamum :

Ilankpeatut HabIIONaNCsA Kak B KIMHUYECKUX HCCIEOBAHUSX, TAK U B TIOCTPETUCTPAITIOHHOM
neproze. HecMOTpst Ha To, 9TO B MOCTPETHCTPALMOHHOM IIEPHOLE HE BO BCEX ciIyqasx OnLim
BEIABJICHE! (PaKTOPHI PUCKA, Y MHOTHX HAllHEHTOB UMENUCH (aKTOpHI, Ha (hoHe KOTOPEIX MOXET
PasBATBCS IIAHKPEATHT: IOBBIICHHE YPOBHS TPUITMIEPHIOB (CM. pasmen 4.4), xerdHEre
KaMHH ¥ yOOTpeOlIeHue ajIKkorois. ‘

Hononnumenvras ungpopmayus

VimetoTcs OrpaHUYCHHbIE TAHHEIE O IPHMEHEHHH KBETHANHA B COTETAHNH C JHBAIIPOEKCOM
WA JIATAEM IIPH YMEPEHHBIX MIM TSDKENbIX 3MHU307aX MaHuH. OIHAKO KOMOHHHpOBAHHAS
TEepaNug XOPOIIO IePeHOCHNIachk (cM. pasaens! 4.8 u 5.1). DTu qaHHEIE BEIIBUIN aIIUTHBHELL
a¢dexT Ha TpeTheil Hemene.

IIpenapam Kemunenm® codepacum naxmo3zs MOHOZUOpam
(D Tax xax Ketrnent® comepxut naxTo3s: MOHOTHIpAT, TO 3TOT IpenapaT He CleAyeT Ha3HadaTh
: HanueHTaM C PEIKMMH HACJIe/ICTBCHHBIMU HApyIIEHMAMH TOJIEPAHTHOCTH K TalaKTO3e,
IIOJHBIM HACJICACTBEHHBIM AC()UIMTOM JIAKTO3BI MM CHHIPOMOM MalbaGCcOpGIHH ITIHOKO3H-
rajJaKTO3EL

4.5. B3ammojeHCTBHSA ¢ APYFHMH JIeKAPCTBEeHHBIMHA CpeaCcTBaMH

IpunumMast BO BHUMaH#E 5Q(EKT KBETHAINHA HA TIEHTPAITLHYIO HepBHYIO cucreMy, Kertnnent®
CIIeNyeT NPHMEHATE C OCTOPOKHOCTBIO C APYTUMH IIpenaparaM, AeHcTByrommmu Ha ITHC, a
TaxKe IIPH YyIOTpeOICHUN aTKOros. v

Heo0xomuma OCTOPOXKHOCTE NIpH JI€UEHHH MAIMEHTOB, COBMECTHO IIOJTyYaIOIIuX JApYIue

TIIpCHApaThl, HMCIONHE AHTHXOINHEPTHICCKOE (MYCKApHHEPTHIECKOe) NeiicTBre (CM. paszen
4.4).

Huzubumopur yumoxpoma P450 344
IMuroxpom P450 (CYP) 3A4 — 510 (hepMeHT, KOTOpHIi B OCHOBHOM OTBeuaeT 3a P450-
ONOCPENIOBAHHBIA ~ MeTaboNM3M  KBETHANMHA. IIpH  HCCIIENOBAaHMM  JIEKAPCTBEHHBIX
B3aUMOJICHCTBHH Y 3M0POBHIX JOOPOBOJIBIIEB COYETAHHOE BBEIECHHE KBETHAIIMHA B /103€ 25 M
¢ kerokonasonoM (umruburop CYP3A4) BemeBanmo 5-8-kpatHoe yemmueHne AUC
kBernanuna. Takum o6pasoM, KOMOMHHMpOBaHWe KBeTHanuHa ¢ Huuruduropamu CYP3A4
Ketilept SmPC 202006 BY CCTAACOBAND 4
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HPOTHBONOKa3aHO. Takke HE PEKOMEHAYeTCs IPHHMMATh KBETHANMH C TIpedndpyroBsM
COKOM.

Bnuanue opyzux nekapcmeeHHbIX cpedCme Ha KeemUuanun

IIpy ¥CCIICIOBAHMH TIALMEHTOB, TIONYYalOMHUX B KIMHUYECKAX MCIBITAHMAX IOBTOPHBIE JI03HI €
IENbI0 ONpesesneHus hapMaKoKHHETHKH KBETHAIIMHA IO X BO BPEMs BBEIEHUs KapGaMa3enHa
(M3BECTHOTO ~ MHIYKTOpa IICYGHOYHHIX  ()EPMEHTOB) COBMECTHOE NpPMMEHEHHE C
kap0ama3elIMHOM 3HAYATENHHO IIOBRINANO KIMPEHC KBETHANMHA. IIOBBINIEHME KIMpEHCA
CHIDK2JIO CHCTEMHOE BO3JCHCTBME KBETHAllMHA (ONpEIENAEMOE II0 IUIOMAAH  IIOJ
(hapmaxoxuHeTHYecKoW KpuBO# KomueHTparmu-BpeMenn AUC) npumepro gm0 13%
SKCHO3MITM NPH M30IHPOBAHHOM NPUMEHEHHY KBETHANNHA, OJHAKO Y HEKOTOPEIX NAIEHTOB
Habmofancs Gomee BRIpaXeHHBIH o(dexr. BcleAcTBME TAKOTO — B3aHMOJEHCTBHA
KOHLICHTPAIMU IIperapara B IJa3M€ KPOBU MOI'YT ObITh HH3KHMM, YTO MOXET IOBJIHUATH HA
30 HEKTHBHOCT KBETHAIIMHA.

Denumoun

Coueranwe npemapata Kermnenmr® ¢ denuToMHOM (MHIYKTOPOM —MMKDOCOMATBHEIX
(hepMEHTOB) IPUBOJMT K 3HATHTETBHOMY (0K0JIO 450%) MOBEIMIEHHIO KIMPEHCA KBETHAIIHA
U3 IMa3MBl IIpA TepOpalbHOM mnpuMeHenud. IIpemapar Kermnent® MoxkHO HasHagaTh
[alHEHTaM, IPHHUMAOIIAM HHAYKTOPEl (DEPMEHTOB II€YEHH TOJNBKO ITOCIE MEIHI[MHCKON
OLCHKH IOJIB3EI, OXKMIAEMBIX OT HTOrO JICYEHHS, M PHCKA OTMEHEI MHIYKTOPOB (hepMEHTOB
neyeHH. B oTHX ciydasx  Tpebyercs MOCTENEHHAs OTMEHA MHIYKTOPOB (hepPMEHTOB NEYeHH,
IO BOBMOXHOCTH 3aMEIAIONINHA Mperapar He JOMKeH o0nafaTh GepMeHT-HHIyIupyIOmHMH
CBOHCTBaMH (HAIIPEMED, BAJBIIPOAT HATPHS, CM. paszel 4.4).

Dnyoxcemun U UMURPAMUH

CoueTanne KBeTHAMHA C aHTHAEIPECCAHTOM W uarnburopom CYP3A4 u CYP2D6
(uyokceTMHOM MM W3BeCTHBIM HETHGHTOpoM CYP2D6 HMHIIPaMUHOM HE H3MEHSIIO
(hapMaKOKMHETHKY KBETHAIHHA.

Pucnepuoon u eanonepudon
Coueranne KBETHAalMHA C AHTHICHXOTHYCCKHMH CDENCTBAMH TalONEPHAONOM HITH
PHUCIIEPHAOHOM HE H3MEHSUIO PABHOBECHYIO (hapMakOKHHETHKY KBETHATIMHA.

Tuopuoasun
TroprasuH NOBhIITAN KITUPEHC KBETHAINHA Ha 70%.

Lumemuoun
Ilpy ONHOBPEMEHHOM TIPUMEHCHHH IpelapaTa IUMETHIHHA (H3BECTHOTO HMHTHOHTOpA
hepmerToB CYP450) ¢ kBeTHanuHOM (hapMaKOKMHETHKA KBETHAIINHA He H3MEHAETCS.

Bnuanue keemuanuna Ha opyzue nexapcmeenmsle cpeocmea

Jumuit

DapMaKOKHHETHKA JINTH HE H3MEHAIACH IIPH eI'0 COYETAHNY ¢ KBETHAIMHOM.

B 6-HemenbHOM paHAOMHU3MPOBAHHOM HCCIENOBAHMN KOMOMHAIMM KBETHANMHA W JIHTHS B
CPaBHEHHH C KOMOMHAIMEH KBETHAIIMHA H IITA1eG0 - y B3POCIBIX NAHEHTOB ¢ OCTpOH MaHueH
SKCTPaNMpaMHIHbIC HEXENATEJIbHBIC PEeakuuM (B OCOOEHHOCTH TPEMOD), COHJIMBOCTE H
YBEJHIEHHE MaCCHI Tella HaGII0AaIMCE Jallle B IPYIIIe, T/ JIUTHI JoOaBIICT K KBETHANIMHY,
II0 CPABHEHMIO C TPYIIIOH KBETHANMHA ¥ ThIane6o (cM. pasmen 5.1).

Banvnpoam nampus

DapMaKOKMHETHKA BadblpoaTa HATPHSI W KBETHAOMHA HE BHIABISUIA  KIMHHYECKH
CYIIECTBCHHBIX HM3MCHEHMH IIPM HMX OJHOBPEMEHHOM IPHUMEHEHWH. B pETpPOCHEKTHBHOM
KIMHHYECKOM HCCIIEIOBAHUH NEeTeH M ITOJPOCTKOB, IONYYABLUINX BaJbIPOAT, KBETHATIMH HIH
oba mpenapata, B Tpymme MAIMEHTOB, NONYYaBIIMX o6a TpemapaTa, OblIa BEIIBIICHA
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IOBLIIICHHAS YacTOTa PA3BUTHS JIEMKONEHMM M = HEHTPONEHHMM, II0  CpPaBHCHHIO C
MOHOTEpaIuen.

Cepoeuno-cocyoucmule cpeocmea:
CrenuanbHeIX HCCIEN0BaHMUH B3aMMOEHCTBHL YaCTO MUCIIOIB3YEMBIX CEPACIHO-COCYHUCTHIX
IIperapaToB ¢ KBETHAIMHOM HE ITPOBOAMIIOCE. '

KomOunupoBaHue KBeTHamWHa C JPYTMMH JIEKapCTBEHHBIMH CpENCTBaMH, O KOTOPHIX
W3BECTHO, YTO OHM MOTYT Hapymiarh SIEKTPONMTHBIH OamaHC, a TakkKe ¢ IpeHapaTaMi,
yamasstoMe mHTEpBal QT, NOIDKHO IPOBOIUTECS ¢ HCKITIOYHATENHHON OCTOPOKHOCTBIO.

Bruti  OonMCaHBI JIOKHOIIONOKHUTENbHEIE PE3YIbTaTEl MMMYHO()EPMEHTHOTO aHalM3a It
OIpeJeNIeHNs . METa/I0Ha M TPHUIMKIMIECKAX aHTHAENPECCAHTOB y NAIMEHTOB, MOIyYaBIINX
KBeTHANWH. JUis IOATBEPKACHUA COMHATEIBHBIX PE3yIbTATOB HMMYHO(DEPMEHTHOTO aHAIM3a
PEKOMEHYETCsI IPOBEICHIE XpoMaTorpadum.

4.6. @epTHIBLHOCTH, GePEMEHHOCTh H NEPHOJ TPYAHOro BCKAPMIHBAHUS

BepeMeHHOCTb:

Ilepeviii mpumecmp

Orry0iuKoBaHHbIe JaHHEIE O HIpHEMe KBETHAIMHA BO BpeMs GepemenHocTH (oT 300 mo 1000
GepeMenHOCTEH, OKOHUMBIIHXCS POJAMH), BKII0Uask HECKONFKO MHIHBHAYATIBHEIX COOOMIEHEH
U HEKOTOPhIE Pe3yNbTaThl 0OCEPBAIlMOHHEIX MCCIEAOBAHWH, He YKA3HIBAIOT HAa IOBEINICHHE
pHCKa pa3sBUTHI AHOMAIWH, CBA3AHHHIX C JedeHHeM. OfHaKo, IPHHSB BO BHHMAHHE BCE
UMCIONTUECS JaHHBIE, HEIh3s ClIeNIaTh OMHO3HAYHEI BEIBO]L.

B 9KCIIepHMEHTAIBHEIX MOJIENAX Ha JKHBOTHBIX HAGIIONANACH PENpPOAYKTHBHAS TOKCHIHOCTD
(cMm. paszen 5.3). Takum 0Opa3soM, KBETHAIMH MOXKHO IPUMEHAT TIPH GEPEMEHHOCTH TOMBKO
€CTIM IIPeJiIonaraeMast II0Jb3a ONPaBIbIBAET BO3MOKHEIM PHCK.

Tpemuii mpumecmp

Ipy SKCIIO3HINIHM aHTHIICAXOTHYECKMM CPENCTBAM (B TOM HHCIe M KBETHAIHMHY) BO BpEMS
TPETHETO  TPUMECTP2 OEPEMEHHOCTH Y HOBOPOXIEHHEIX HMeENCS PHCK  PasBHTHS
HEXEIATCIbHBIX PEaKiUi, TaKMX Kak SKCTPalHpaMHUIHBIE CHMIITOMBI /WM CHMIITOMEL
OTMEHEI, KOTOPEIE MOTYT Pa3BUBATECS C PA3IUIHOM CTEIICHBIO TSKECTH U IPOIOIDKHTEIbHOCTH
nocie ponos. Habmonanuck ciryan Bo30YK/ICHHs, IOBLITICHUT WM MOHIKEHHS MBIIIEIHOTO
TOHYCa, TPEMOPa, COHIMBOCTH, MBIXATENbHOTO MHCTPECcCa M 3aTPYHHEHHS KOPMIICHELL
CirenoBaTensHO, HEOOXOUMO TIIATENBHO HAGIIONAT 338 COCTOSHMEM HOBOPOKIICHHBIX.

Ilepuon rpyaAHOTO BCKAPMIIMBAHUS

ITo masHBEIM JOKIMHUYECKUX UCCIENOBAHMN KBETHAIHMH BEIIEISETCS B MOJTOKO JIAKTHPYIOIIMX
KUBOTHEIX.

B ony6mmkoBaHHBIX paboTax OBLIO IIOKA3aHO, YTO KBETHAIHH BEIZICIIAETCA B TPYIHOE MOJIOKO
HEJIOBEKa, OXHAKO €T0 ypOBEHb 3HAUMTENLHO Bapbupopall. I103TOMy, B CBA3M C OTCYTCTBHEM
OITHO3HAYHBIX MAHHBIX, KOPMAIMM XEHINMHAM DEKOMEHIYeTCA OTKAa3aThCs OT TIPYAHOTO
BCKapMIIHBAHUS WM OT IIPHEMa KBCTHAITHHA, YIUTEIBAS TOIB3Y TPYAHOTO BCKAPMIMBAHES LSt
peOeHKa 1 TOJIB3Y JICHEHM KBETHAIIMHOM I MATEpH

DepTUIHEHOCTE
Obdexr kBeTHanmHa Ha (QEPTHILHOCTH HeNOBeKa He WccuemoBaics. IIOBBIICHHE YPOBHS

IPOJIaKTHHA HaOIIOAAIoCh Y KPHIC. OIHAKO, 3HAYMMOCTH 3TOTO HAGIIONEHHS IUIS YeloBeKa
HEU3BeCTHA (CM. paszien 5.3).

4.7. BiasiHHe Ha CHOCOOHOCTH YNPABJIAThL TPAHCHOPTHLIMH CPEXCTBAMH M pPaGoTaTh ¢

MeXaHH3MaMH
COTJACOBAHO )
¥ HIL
AHUCTEPCTROM AIPABOOXPAHE
ATy BHMIH BEIAPYCD

y ACHIAN
| a5 Maunerepersa sAPABOOXP
Thpweedd Peenyumin Benapycs
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BenencTehe  BUMSHHA 2 HA  LEHTPAIbHYIO HEPBHYIO  CHCTEMY - Kerunent®  moxer
CHIDKATh - YPOBEHL OOAPCTBOBAHMA NAIMEHTOB. -I03TOMY - Ha - IEPBBIX - STallax JICICHHSA, B
TedeHWEe WHIVBHIYAJBHO OMNPENeIieMOro IEepHofia BPEMEHH, CIIe[[yeT PEKOMEHAOBATh
MAIMEATaM BO3JEPKUBATHCA OT YIPABICHHS TPAHCIOPTHBIMK CpENCTBAMH M paboThL C
ONAaCHBIMH MEXaHU3MaMH. B maibHeieM cTeneHs OrpaHUdeHu CIEAYEeT YCTaHaBIUBATh JULT
KaXJIOTO TAIMEeHTa UHAVBUALYAJIEHO.

4.8. HexexaTeJbHble peaKIHH

CaMpIMH 9aCThIMU HEXEJATEILHBIMI peakiuaMi kBeTHanuHa (>10%) SBIAIOTCS COHIMBOCTS,
rOJIOBOKPY)KEHHE, TONOBHAS 60Jb, CYXOCTh BO PTY, CHMIITOMBI OTMEHEI, IIOBBIICHAE YPOBHI
TPUTTMUEPH/IOB B KPOBH, TIOBBICHAE YPOBHs 00Iero Xonecrepuna (mpexse seero JIIHII)
kposH, monmkenue yporHsa JIIIBII B xposw, yBequeHne MacCHl TeJla, IOHIDKEHNE YPOBHS
reMornIo0rHa ¥ SKCTPAIPaMU/THBIE CHMIITOMEL.

Ilpu jiedeHNH KBETHAIIMHOM IIOCTYHAIH COOOIICHNUS O TAXKEIBIX HEXKEIATEIbHBIX PEakIiIX CO
CTOpOHBI  KOX#, Bkmouas cuszpoMm CruseHca-Jixoncona (CCI), Toxcugeckuit
smmaepManbubelit Hekporms (TOH), cHBAPOM THIEPYYBCTBUTENLHOCTH C DO3MHOGMIMEH U
cucteMubiME cumriTomaMu (DRESS).

HesxenarenpHble peakiuu, HaOMI0faeMbIe TIPH UCIIOJIB30BAaHUHI KBETHAIIMHA, IPHUBOIATCS HIDKE
IT0 CHCTEMHO-OPTaHHBIM KJIaccaM M 4acToTe: oueHs wacThie (=1/10); wactere (>1/100, no <10);
HeuacTeie (>1/1000, mo <1/100); penxue (=1/10000, Ho <1/100); ouens pemxue (<1/10000);
YacTOTa HEU3BECTHA (HEBO3MOXKHO OICHUTH Ha OCHOBAHWHM MMEIOIIUXCS JaHHBIX).

Hapywenus co cmoponsL Kposu 1 tumpamu4eckoli cucmemot

- Ouenw uacmple: TIOHMXEHHE YPOBHS TeMOrno6una?,

- Yacmule: nedixonenus™®, ymenbinenne KommaecTsa HeHTPODUIOB, TIOBLIIIEHHE KOTHIECTRA
303uHO (OB

- Heuacmwvle: HeHTponenus',
TpoMGonuToB.

- Peoxue: arpagymonuTO3

TPOMOOIMTONEHH'>, aHEMMS, IIOHIKEHHE KOJIMUecTBa

26
Hapywenusa co cmoporvt UMMYHHOU CUCEMbL
- Heyacmuie: THTIEpIYBCTBUTEIHHOCTD (B TOM HCHE M KOXKHBIC QJUIEPTAIECKUE PEAKIIH).

- Ouenw pedxue: aHAPUIAKTHYECKAS PEAKITH .

Hapywenus co cmoponvl 9HOOKPUHHOL cucmembl

- Yacmeie: THIEPIPONAKTHHEMHUS®, TIOHIDKEHNE YpoBHS obmiero T4%, monmxenne ypoBIis
coGoxroro T4%*, normxkerue yposHs o6miero T3, OBbILIEHNE THPEOTPOITHOTO FOPMOHa®,

- Heuacmbze IIOHMKEHHE YPOBHS CBOGOTHOTO T324 HEJ0CTATOYHOCT (DYHKIHH IIMTOBHMTHON
Kelessl!

- Quenb pedxue: HEHOPMAILHAS CEKPEIUs AHTHIAYPETHIECKOTO TOPMOHA.

HGDVW@HUE Mema60ﬂu3ma U nuUmanus

- Ouenv yacmuie: TOBBIICHHE YPOBHS TPUTIHMIEPHIOB CHIBOPOTKH
obmero xojectepuHa (B ocHoBHOM JIITHIT)!!:30
yBenuueHne Macchl Ternas?,

- Yacmole: TOBBILEHHBIA ANIETHT, [OBLINEHHE YPOBHA TIIOKO3K KPOBH IO
THIIEPTIIIKeMIIecKoro yposaat?,

- Heuacmuvle: TUIOHATPHEMHUS >
caxapHoro quabera.

- Pedxue: MeTabommueckui CHEAPOM

1030 nopenmenue ypopHS

, ToHmeHue xomecTepuna JIIIBIT7-0,

, CaxapHBIi fmaber’”, yXy/IlIeHNe TeUeHHs! CYIIECTBYIOMIETO

Hcuxuyeckue Hapyuienus
- Yacmule: HEHOPMAJIBHBIC CHOBHACHWS M KOIIMAaphl, CYHIMOATBHEIC MIEW W CYyUIMTANbHOE

Ketilept SmPC 202006 BY E COTJEACOB AEOD
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HOBeJICHUE" .

- Pedxue: coMHaMOyIM3M M APYTHE IOFOOHBIE PEAKIMH KaK, HaPAMED, PasroBOp BO CHE U
CBSI3aHHEIE CO CHOM PacCTpOHCTBA NHIIEBOT0 IOBEACHHS.

Hapyuienus co cmoponwt HepeHotl cucmembt

- Ouenv uacmere: Tonosoxpyxkenne™!S, conmsocts
cuMmToMer 2L,

- Yacmoie: qu3apTpHs.

- Heuacmule: »mmnenTuyeckue Npunagku', cuuapom Oecmokoiurix Hor (Restless Leg
Syndrome, RLS), mo3quss AUCKAHE3AA 416,

218 ronopHAS 6OIb, SKCTPANHMPaMHUIHBIE

5, 06MOpOKH

Hapywenus co cmoponst opeana spenus
- Yacmpoie: HEYETKOCTD 3pEHUA.

Hapywenus co cmoponw: cepoya
- Ygcmuie: Taxukapaus 4, cuneHOe cepaiebuenne®.

- Heuwacmuie: yjummenne unrepsana QT2 Gpamuxapmua®?,

Hapywenus co cmoponwl cocyoos
- Yacmpie: opTOCTaTHUECKAs THITOTEH3m 16,
- Peoxue: BeHO3HEIH TpoMOGoaMbommam’,

- Yacmoma neuszsecmua: I/IHCYJILT33.

Hapywenus co cmoponwl OvixamensHoli cucmempl, 0p2ano8 2pyOH0M KIemKU 1 ChedoCmeH s
- Yacmule: opInKa®.
- Peoxue: punmnr.

2Kenyoouno-Kuuieynvle Hapyulenus

- Ouenw yacmeie: CyX0OCTh BO PTY.

- Yacmuie: 3am0p, TUCIIETICHS, PBOTA>,

- Hewacmuie: mucdarus’ .

- Pedxue: IaHKpeaTHT', KUTIETHAS HEIPOXOTUMOCTE/HIIEYC.

Hapyvuenus co cmoponsl neuenu u ocenuesule00auux nymeu

- Yacmvle: TOBBIIEHHE alaHUH TPaHCAMHHA3H B ChiBopoTke (AJIT)?, moBmImenume ypoBHA
ramma-T'T>.

- Heuacmuie: IOBHILICHHE acIlapariH TPaHCAMUHA3H B chiBopoTke (ACT).

- Pedxue: »xenTyxa’, FenaTuT.

Hapywenusa co cmoponst kooicu 1 noQOKOXCHbIX mKanet

- Oyenw pedKue: aHTMOHEBPOTHYECKHH oTek’, cuHIpoM CTuBeHca-[KOHCOHA’,

- Hacmoma neuseecmua: TOKCHIECKHH SIHACPMAIBHEIN HEKPOIH3, MyIETAGOPMHAT SPUTEMa,
CHHJPOM T'HIIEPYYBCTBUTENBHOCTH C 503uHOMIINEH 1 cucTeMubIME cumirromamu (DRESS).

Hapywenus co cmopouvr mutuieunoi, ckeiemnot u coeounumensrol mxany
-Ouenv pedkue: pabIOMHUOIIHS.

Hapywenus co cmoponwl noyex u MOYEBbIBOOAUUX Nymell
- Heyacmuie: 3aZICPKKa MOYH.

Bepemennocmo, nocrepodoswtii nepuod u nepunamaibHble CoCmosHus
- Yacmoma Heussecmua: CUMITOMBI OTMEHEHI TIPENAPaTa y HOBOPOXKICHHBIX .

Hapywenus co cmoponst penpooyKmusHo CUCeMbl U MOLOYHBIX Jicee3

- Heuacmuie: HapyuieHue 0080 GyHKITIN.

- Peoxue: puanmsm, rajgakropes, HaOyXaHue MOJIOYHEIX JKeJe3, HapyIICHUe MEHCTPYaIBHOTO
ITUKIIA.

Obuue HapyuieHUus, U Peaxkyuy 8 Mecme 88e0eHUs COTTACOBAHO
etlopt SR 2MO06 BY HECTERPCTHOM BUPABOOXPAHERNS
. PECIIVBIHEKM BRIAPYCE

1 5 MuHHCTPOTES BEPARUOR PAIIeHIA
Bipuss }ﬁenyénnxn Beanpyow
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- QOuenv» uacmwle: CHMITOMEI OTMEHHI Tpemapara’”.

- Yacmule: JeTKas acTeHus, INepH(epHIecKHe OTeKH, DPasApaHTENHbHOCTS, IOBBHIIIEHHE
TeMHepaTprI TCIIA.

- Pedkue: 31I0Ka9eCTBEHHEIM HefpoenTuIeckuil cuHApOM |

, THIIOTCPMUSI.

Jlabopamopuule y UHCIMPYMEHMANbHbE QGHHbLE
- PedKue: TIOBHIIEHAE YPOBHA KpeaTHH-HoCHOKMHA3EL KpoBH'*.

(1) Cwm. pazpmen 4.4.

(2) Bo3MoxKHa COHIIMBOCTB, OCOOCHHO Ha IPOTSDKEHHM IEPBBIX ABYX HEAEHb Kypca JICUEHMS,
KOTOpas 0GBITHO MPOXOIUT HPH MPOIOJIKEH Y IpuMeHenus npenapata Kermient®.

(3) V HEKOTOpHIX MAIMEHTOB BO BpeMs IIPUMECHEHHS KBETHAIIMHA OTMEUCHB! O€CCHMIITOMHEBIE
HOBHINICHUST CBIBOpOTOUHBIX TpaHcamuHas (AJIT, ACT) wim ramma-I'T (moBBIIEHWE B TpH
pa3a IMPEeBOCXOJSNIEe BEPXHIOI IPaHUIy HOPMBI). DTH IOBBIIEHHUS OOBIMHO IPOXOIVIA MIPH
MPONOJIKEHUN JICICHUSI KBETUAIIMHOM. :

(4) Kaxk u pgpyrue aHTHICUXOTHYECKHE CpeAcTBa ¢ aib(a-1-agpeHoOIoKupyromeH
AKTUBHOCTBIO,  KBETHAllMH  MOXKET  BBI3BaTh  OPTOCTATHYECKYX0  THIIOTCH3HIO €
TOJIOBOKPYXKECHHEM, Taxuxapiueld u (y HEKOTOPHIX HAIUEHTOB) OOMOpOKaMHM, OCOGEHHO B
HAYaJbHOM Ieproze nombopa mo3s! (cM. paszen 4.4).

(5) Onpenenenue  9acTOTHI  3THX  HEXEJNATEABHBEIX  PEaKkmydil  OCHOBAHO  Ha
TIOCTPETUCTPATOHHEIX JaHHBIX

(6) YpoBeHB TITFOKO3HI KPpOBH HaTOIak >126 mr/100 M (27 ,0 MMOJIB/JT) WJIH YPOBEHB TJIFOKO3EI
He Hatomak >200 mr/100 mut (>11,1 Mmonbe/m) X0Ts GBI OIHH pas.

(7) IloBeImieHME 9acTOTHI pa3BUTHA jgucharud Ha (HOHE KBETHAIIMHA, IO CPABHEHHIO ¢
mnane6o, HaOMOAANCS TONBKO B KIMHWYECKUX HCCIEIOBAHHUIX OWIOIIPHBIX PACCTPOMCTB B
(aze nermpeccuu.

(8) VYmBemmuenme Maccel Tena >7%, IO CPaBHEHHI0O C HMCXOOHBIM COCTOSHHEM
IIPEUMYIIECTBEHHO Ha0II0AaeTCs Y B3POCIBIX Ha TIEPBHIX HEIEIIX JICUeHU.

(9) Io xomy mmane60-KOHTPONAPOBAHHBIX KIMHWIECKHX WCCIENOBAHMA MOHOTEPAIHH
KBETHAIlMHA HauboJsiee 4acTo HaONOJANHCh CIEAYIOIIHE CHMIITOMEI OTMCHBI: OECCOHHHMIA,
TOIIHOTA, IOJOBHas 60ib, IIOHOC, PBOTA, TOJIOBOKPYXEHHE, Pa3ApakKUTEeIBHOCTH. UacToTa
CHMIITOMOB CILyCTsI OZIHY HEEIIIO TOCIIE OTMEHBI IPENapaTa Pe3Ko MOHMKAIACE.

(10) Xora OB omMH pa3 oHpeleLuUICs YpOBeHb TpuUrmnepumos >200 mr/100 mu (>2.258
MMOIIB/JI) Y MALMEHTOB B BoszpacTe 18 seT U crapmie umx >150 mr/100 mu (>1.69 mmons/i) y
IanyeHToB Miajme 18 ner.

(11) Ouens uwacTo ompezensncs ypoBeHs xonecreprHa >240 mr/100 mi (>6.2064 mMmons/i) y
HAlMeHTOB B Bo3pacTe 18 ser u crapme wmm >200 Mr/100 mi (>5.172 MMOIIB/TT) ¥ IAIMEHTOB
mianme 18 ner. Ouenp gacTo ompernesics ypoBeHb xonectepuHa JITTHIT >30 mr/100 mn
(>0.769 mMmomns/m). V malpeHToB ¢ TAKMMH MOBBIIICHHBIMU YPOBHSMH XOJIECTEPHHA CPEIHEE
u3MeHeHue cocrasiuio 41.7 mr/100 M (>1.07 MmMois/im).

(12) Cum. EIOKETIPUBEICHHBIH TEKCT.
(13) Komuaectro Tpom6oruros < 100x10°/1 x0T 651 o pas.

(14) OcHoBaHO Ha COOOIEHUAX O HEXEIATEIbHBIX PEaKIMIX B KIMHUYECKUX UCCIEI0BaHUAX O
MOBBIIIEHAN YPOBHS KpeaTWH-(QOCHOKMHA3H], HE CBI3aHHBIM . CO  3JI0KAUECTBEHHBIM
HEHPOJNIENTHIECKUM CHHIPOMOM.

(15) Yporens nponakTHHA, OIpEeIieMbli B 1000 MOMEHT y MallueHToB cTapiie 18 ger: >20
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MEr/n (> 869,56 mvons/n) y MyxuuH ¥ >30 Mxr/m (> 1304,34 Mo/ Y JKEHIHH.

(16) MoxeT NpHUBECTH K HaJACHUIM.

(17) Yposens xonecrepuna JINIBIL: <40 mr/100 mn (1,025 mMmone/n) y MyxuuH 1 <50 mr/100
mit (1,282 MMombe/1) y sxeHIuH B 060t MOMeHT.

(18) KommdecTBO IANMEHTOB, y KOTOPHIX OTMEYANoCh yyuHeHHme wunTepana QTc, co
3HaueHHd <450 Mcex no 3HagyeHmit > 450 Mcex ¢ ysemuuenmeM > 30 mcek. B miame6o-
KOHTPOJIMPOBAHHBIX KIMHHYECKUX MCCIEJOBAaHUAX C KBETHAIIMHOM W3MEHEHHE KOJIMYECTBA
OONBHEIX ¢ KIMHUYECKH 3HAYMMEBIM YAnuHeHueM wuTepBana QT W cpefHsad CTeNeHb STHX
M3MEHEHUH He OTIIMYAINCh B IPYIIIax GONbHEIX, TTOJyYaBIINX KBETHAIMH WM IIane6o.

(19) Msmenenue co snavenuit > 132 MMoms/11 10 3HaueHuH <132 MMOIB/1I XOTs 65 OfUH pa3

(20) Umerotcs coobrmenys o pasBATHY CYHLMAATIBHEIX HAEH N CYHITHIATLHOrO OBEHEHHS BO
BpeM: JICYCHHA KBETHAIIMHOM HIIU BCKOPE MOCTIE €70 OTMEHE! (cM. pasnen 4.4 u 5.1).

(21) Cm. pazzen 5.1.

(22) Ilommxenue yposHs reMornoGuua 1o < 13 1/100 M (8,07 MMOIB/T) ¥ Myxund u < 12
/100 M (7,45 MMONB/T) y KEHITMH XOTs OBl OZMH pa3 Habmomanock y 11% manuentos,
HOIy4aBIINX KBETHANIHH B KJIMHUYECKUX MCCIENOBAHMAK, B TOM YHCIIE H B HX IIPOJOIDKEHHISIX
OTKpEITOro THna. CpenHee MaKCHMAIbHOE IIOHWKEHHE YPOBHS T'€MOTIOOHHA Y 5THX
IAlMEHTOB B 000 IIeprox BpeMeHu cocTaBIso — 1,50 r/100mi.

(23) Yacro HAaOMOMANOCH INPH  CYIIECTBYIOMEH TaXWKapuH, TOJIOBOKPYKECHHUSX,
OPTOCTATHIECKOH MMIIOTOHMH M/UIH 3a00IEBAHMAX Cep/Ilia/NbIXaTeIbHOH CHCTEMEI

(24) Ha ocHOBaHWM W3MEHEHWH, IO OTHOIUCHHWIO K MCXOJHOMY YPOBHIO, IO BEJIMYHH,
FIMEIONMX [OTCHIMAIBHYIO0 KIMHHYECKYI0 3HATMMOCTS B H000H MOMEHT IIOCIe HCXOTHOTO
COCTOSHUSA, BO BCEX KIMHMYECKUX HCCICHOBaHUAX. M3MeHeHHe YpoOBHeH ropMona
IMTOBUAHON sxenessl (obmero T4 u cBoGomuOro Ts, a Taxxe obmero Ts B cBoGOTHOrO T3)
ompenenaaocs kak < 0, 8xHwxmmii Jluvmr Hopmer (LLN) (mMoms/m), a H3MeHEHHS
THPEOTPOIIHOTO IOpMOHa — KaK > 5 MME/1 B mo6oi MoMeHT BpeMeHH.

(25) Ha ocHOBaHWH IOBENIIEHHOH JACTOTE! PBOTHI Y IOKHITHIX TIAIIMEHTOB (> 65 J1eT).

(26) Hsmenenue konwdecTBa HedTpodumos ot > 1,5%x10%n B UCXOIHOM COCTOSHHH IO
<0,5x10°/11 B M0G0t MOMEHT JIeueHHS.

(27) Ha ocHOBaHWM HW3MEHEHHH, II0 OTHOLICHHIO K HCXOJHOMY YPOBHIO, 10 BEJIMYUH,
HMEIOIMX IOTCHIHAIBHYIO KIMHHYECKYI0 3HAYMMOCTh B JIFOOOM MOMEHT IIOCIE HCXOIHOTO
COCTOSHYS, BO BCEX KIMHMYECKHMX HCCICAOBAaHMAX. M3MeHEeHME KONHYECTBA 503HHO(DHIOB
ompenensteTcs kak > 1x10° xetox/n1 B 1110608 MOMEHT JICUCHSL.

(28) Ha ocHOBaHMM W3MEHEHHH, IO OTHONICHHIO K HUCXOMHOMY YPOBHIO, IO BEJIHYHH,
HMCIOINX NOTCHIHMAIBHYIO KIMHHYCCKYIO 3HAYMMOCTh B JIFO0OH MOMEHT IIOCIE HCXOIHOTO
COCTOSHHMA, BO BCEX KIMHHYECKHX MCCIENOBaHUAX. M3MeHeHMe KoimuecTBa JIeHKONUTOB
onpezensgercs kak < 3x10° kieTox/n B 1060 MOMEHT JICICHS.

(29) Ha ocHoBaHMM OTYETOB IIO HEXXENATENBHBIM PEAKIMAM, CBS3AHHEIM ¢ METaOO0IHYeCKIM
CHHIPOMOM, Ha OCHOBAHHUH BCEX KIMHUIECKUX UCCIIEIOBAHUIN ¢ KBETHATIMHOM.

(30) Yxymuenue Gosee, 4eM OJHOrO M3 CIEAYIOMMX METAGOMAUECKUX (GAKTOPOB: Macca Tena,
TIII0K032 KPOBH M JIMITHABI B KIIMHUYECKUX HCCICHOBAHMIX.

(31) Cm. pazgen 4.6.

(32) Mosxer pasBuBaThCS B Hauale HIH BCKOpE IOCIE JIEUEHHS M MOXKET 0GYCIABIMBATHCS
THIIOTCH3UEeH /MM CHHKOMOH. YacToTa OCHOBaHA HA OTHETAX O HEXEJATENBHBIX PEaKIHIX
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OpasuKapAuy U CXOJHBIX COOBITHH BO BCEX KIMHHYECKHX MCCICHOBAHMH C KBETHAIMHOM.
(33) Ha ocHOBaHMY HE PaHIOMU3HPOBAHHOTO SNHIECMHOIOTHIECKOTO HCCIICMOBAHMU).

[lpy nprMeHEHUH HEWpPOJIENTHKOB HaOmoNamuch yauuHerne untepsana QT, xemymouxosas
apuTM¥, BHE3allHasi CMEPTh OT HEYCTAHOBJIEHHBIX IIPHYMH, OCTAHOBKA CEpIila ¥ IHPY>THAS
TaXWKap/ysl, 5TH HEXeEIaTebHbIE PEaklnM IPUCYIIH BCEMY KIACCY aHTHIICHXOTHUYECKHX
CPEJICTB.

Hemu u noopocmku (om 10 00 17 nem)

BBIIenpuBeicHHEIE HEXENaTeNbHbIE DPEakiUM MOIyT TakkKe BCTPEUaThOS y netell wm
nonpocTkos. Crexyromast TaGIHIa TPUBOMUT HEXENATEIbHBIE PEAKIMH, BCTPEUAOIIHECS y
AeTeH W MOAPOCTKOB B Bo3pacte 10-17 meT ¢ Gombluell wacTOTOM, deM y B3POCIBIX, HIM
OTCYTCTBYIOILIHE ¥ B3POCIIBIX.

HexenaTe/bHbIe peakiun KIacCHYHIMPYIOTCS CIEAYIONUM 06pa3oM: 0UeHs JacThie >1/ 10);
gactsie (=1/100, 5o <10); mewacTrre (>1/1000, Ho <1/100); pexxue (>1/10000, ro <1/ 100); ouens

pexkue (<1/10000)
OHIOKPUHHBIEC HAPYIIECHNS:
Ouenv yacmule IloBrImIenne YpoBHS IpoNaKTHHA!
Hapymenus MeTabomusmMa 1 TUTaHUS
Oyenv yacmoie IloBrnuenue annernra
HapymieHne co CTOpOHBI HEPBHOM CHCTEMEI
Ouenv yacmuie OKCTpamupaMuIHbIE CHMIITOMELR"
Yacmuie Ob6Mmopox
Hapymienns co cTOpoHEI COCyI0B
Ouenv yacmuie IoBrINIeHNE apTEPHANLHOTO [TABICHHS

Hapyimienns co CTOpPOHEI IBIXaTeNbHOR CHCTEMEL,
OPTaHOB I'PYIHOM KIETKH H CPEIOCTEHHA

Yacmole Punnr
Kemyno9H0-KAIIeYHbIE HAPYIICHHUS

Quenv ywacmoie PsoTa

Obmue HapyNIeHHA ¥ PEAKIMA B MECTE BBEICHU

Yacmoie ‘ PaspaxuTeNsHOCTE

(1) YpoBeHs nponakTHa, ONpENEIAEMEI B IF0G0 MOMEHT y manuenTos miuaame 18 jger: >20
MKT/J1 (> 869,56 MOIIB/1T) Y MAIBIHKOB H >26 MK/ (> 1130,428 mMos/1) y meBouek. Memee,
ueM y 1% marueHToB ypoBeHb IPONaKTHHA IpeBhimman 100 MK/,

(2) TloBrInIeHNe apTEPHATILHOTO JaBICHNUS K KIHHIICCKH 3HAYUMOMY IIOPOTOBOMY 3HAYEHHIO
(H2a OCHOBaHMM MEXIYHAPOXHEIX KPUTEPHUEB OPTaHOB 3/IPaBOOXPAaHEHMU), THOO IOBEHICHHE
CHCTOJIHYCCKOTO U THACTOIHMYECKOrO JABJICHHS COOTBETCTBEHHO Ha > 20 MM pT.cT. 1 Ha > 10
MM PT.CT. B J¥000i1 MOMEHT JICYCHUS HA OCHOBAHHH ABYX OCTPBIX ILIAIE60-KOHTPOIHPYEMBIX
KIMHAYECKHUX UCCIICHOBAHUH Y IETelf ¥ IOAPOCTKOB AIUTEIBHOCTIO 3-6 HEJICIIb.

3) IlpuMmedaHme: WacTOTa COOTBETCTBYET TaKOBOH, HaOMIOMacMOil Y B3POCIHBIX, OJHAKO
PA3PAKUTEIBHOCTE MOXKET OBITH CBS3aHA C PANHWMAIMH B KIHHMYECKHX IPOSBICHHAX y
JIETEH ¥ IIOPOCTKOB, II0 CPABHEHHUIO CO B3POCIIBIMH.

4) Cwm. pazzen 5.1.

Coo01menne ¢ HexkenaTeIbHLIX pPeaknmuAax

Hpe,Z[OCTaBJIeHI/Ie JaHHBIX O IIPEOITOJIaracMbIX HEXEJIATCIBHBIX PCaKiiuaxX nperapara sBIIEeTCS
OY€Hb BaXHBIM MOMCHTOM, IIO3BOJISIOIIHAM OCYIICCTBIIAATH HeIIpepBIBHLIfI MOHHTOPHHI
COOTHOLICHUS pHCK/IIOJIBSa JICKapCTBEHHOI'O  CPCHCTBA. MenumuHCKIM pQGOTHHKaM
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CTie/TyeT IPeIOCTaBIATh  MHGOpPMAlMIo O JNOOBIX MPEIIONAraeMBIX —HeXeNaTelbHBIX
peaKliX IO YKA3aHHEIM B KOHIE HHCTPYKIMH KOHTAaKTaM, a TAakxKe Yepe3 HAllHOHAILHYIO
cHcTeMy cOopa uHbOPMAIIUH.

4.9. Ilepeno3upoBka

Cumnmomul nepedo3uposKy
B ofmemM, o6HapyXeHHBIC MPU3HAKA W CHMITOMEI OBUIM CIEACTBHEM YCHJICHHA M3BECTHBIX
¢apmakonormaeckux d(GexToB Ipenapara, TO €CTh, COHIMBOCTH, CEAATHBHOIO abdexTa,
TaXWKapIAUU U TUIIOTCH3UH.

Tocie perucTpaluy IpenapaTa OBUIM OUEHb pEIKME COOOINCHUS O IIEPEeNo3HpOBKE
KBETHAIIMHA IIPH U30JIMPOBAHHOM IPHMEHEHHM, B PE3yNbTaTe KOTOPHIX HACTYIIMIA KOMa HIH
cMepth. Kpome TOro, MMEIOTCS COOOIIEHMA O CHEAYIONMX HEXENaTelIbHBIX PeaKIuiX,
CBSA3QHHBIX C HEpeJO3WpOBKOM KBeTHamwHa (MOHOTepanmm): ymmuHenne cermenrta QT,
CYZIOPOTH, SIMICNTHICCKAA CTAaTyC, PabOMHUOINA3, TOPMOKEHUE ABIXAHHA, 3a/[ePKKa MOYH,
CIIyTaHHOCTDH CO3HAHWS, NeUPUI H/HIM aXXUTalHs, KOMa ¥ CMEPTb.

VYV WAIMEeHTOB ¢ HMEIOUMMMCH TDKEIBIME CEpHeYHO-COCYNUCTEIMU 3a00NEBaHUAMH PHUCK
pasBuTHA b DEKTOB NEPEIO3MPOBKH MOXET OBBIIAThCS (cM. pasjien 4.4).

Jleuenue npu nepedo3uposxe:

Crenpdraeckuii anTHAOT mpenapata Kerunent® orcyrersyer. Ilpu Tspkenoll HHTOKCHKAIMH
ClIeyeT BCEr/la YIUTHIBATH BO3MOXKHOCTH OJHOBPEMEHHOIO IIPHEMA IAI[MEHTOM HECKOJIBKHX
IIpenaparTos.

IIpyu pa3BUTHHU TSKEIBIX CUMIITOMOB IIEPEIO3UPOBKY MIIM IIPY IOJO3PEHHUH Ha IEPEIO3UPOBKY
HECKOJILKHUMH JIEKAPCTBEHHBIMHI CPEICTBAMU He00X0MMa MHTEHCHBHAS TEPAIINs, B TOM JHCIIE,
obecriedeHne IPOXOJUMOCTH [(HIXATENBHBIX IyTeH NanueHTa, OOECIEUEHHE IOCTATOYHON
OKCMI€Hallu¥ ¥ BEHTHIAIIHH, MOHHTOPHUPOBAHUE MU MOJACPKKA CEPACYHO-COCYAUCTHIX
GYHKITHH.

Ha ocHOBaHMHM JaHHEIX JUTEPATYPHI, NAIIUEHTAM C JCIUPHEM, AKUTAIMEH WM OQHO3HATHBIM
AHTHUXONMHEPTUUECKMM CHHAPOMOM MOXHO Ha3HagaTh Qusocturmud (1-2 Mmr, npH
noctogaHoM OKI' korTpoine). Takas Tepamus He PEeKOMEHIYETCA B Ka4eCTBE CTAHIAPTHOTO
METO/a JICYEHHUs, TAK KaK BO3MOXKEH HeXeJaTelbHEIH 3(dexT GH30CTUIMUHA Ha CEPACIHYIO
IpOBOAUMOCTS., OU3OCTUTMHIH MOXKHO MCIIONB30BaTh IpH OTCYTCTBHM M3MeHeHu# Ha OKT'. He
clefyeT NPHMEHATh (U30OCTUIMUH OPH apHTMHIX, IpelcepHO-KeIyd0uKoBOHM Olokaje
moboit cTemenn U pacmupernn 3yona QRS.

B03MOKXHOCTH NPEIOTBPANICHU BCACHIBAHNA IPH NEPEIO3UPOBKE HE U3Y4allCh, BCE JKE IIPH
TSKENBIX HMHTOKCHKAIMSIX MOXKHO DPOBECTH HPOMBIBAaHME XKEIYJKa M  Ha3HAYHUTEH
aKTUBAPOBAHHEIHA yTOJIb.

HeobxozuMo  aJeKBaTHOE JIEUeHHE YCTOMYMBONM THIIOTOHWHM, pasBHBalomieiics Ipu
IEPENO3UPOBKE KBETHANMHOM C IIOMOINIBbIO BHYTPHBEHHBIX HMHOY3HH M CHMIIATOMHMETHKOB
(TIpu 3TOM HE ClieAyeT TIPHMEHATh aipeHalNH ¥ JOIaMUH, Tak Kak Ha GoHe anbha-Groxasl,
BBI3BAHHOM KBETHAITMHOM, OeTa-CTUMYJIIUA yTsDKEIAeT THIOTEH3HIO).

TmarensHOE METUIIMHCKOE Ha6J’IIOJICHI/IC A MOHHTOPHPOBAHHE CIEHNYET IIPOROJIDKATDL 10
BBISAOPOBJICHHA ITIATCHTA.

5. ®APMAKOJIOTHYECKHUE CBOVICTBA
51 ®apmakomHHAMHYECKHE CBOHCTBA

dapMakoTepaNeBTHYECKAs IPYIIa: AHTHIICHXOTHIECKIE CPE/ICTBA.
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MexaHu3M ICHCTBUA:

KpeTHanuH SBISETCS aTMIMYHBIM aHTUACHXOTHYECKUM IpenapaToM. KseTuamuH, Takke, KaK
M €ro aKTHBHEIH MeTabOJIUT HOPKBETHANNH, B3aUMOJEHCTBYET ¢ LENLIM PANOM PEIENTOPOB K
HeMpOTpaHCMHUTTEpaM I'OJIOBHOTO MO3Ta.

KBernanun o6nanaer cpoacTBOM K cepoToHHHOBEM (SHT2,) u modamuuoBsM (D1 u Dy); on
spigeTca 6onee cubHEIM uHrEOHTOpoM SHT20-perienTopos, ueM D1 u D2 penenitopos.
CunTaercs, YTO Takod KOMOMHHPOBAHHBIA AHTarOHH3M Ha YPOBHE DENENTOpoB ¢ Ooiee
BBICOKOM CENEKTHBHOCTEIO K penentopaM SHT», uem x penentopam rodaMuHa, BHOCUT CBOH
BKJIa B KIMHUYECKWE AHTHICUXOTWYECKHE CBOMCTBA IIpemapara, ¢ Oojee HH3KOH
MPEPACIOJIOKEHHOCTRI0O K Pa3BUTHIO HEXENATeNbHBIX SKCTPalMpaMHUIHBIX peakiyil, yeM y
TUNWYHBIX aHTUIICHXOTHUYECKHX cpeacTB. Kpome Toro, HOpKBETHalMH MMEET BEICOKOE
cponcTBo k TpaHcmopTepy HopaapeHanuaa (NET). KBetnanun u HopkBeTHanIHH He 00IaqaoT
CPOINCTBOM K OEH30[MAa3eIIMHOBEIM pELENTOopaM, HO MMEIOT BBICOKOE CPOJACTBO K
rucramuuoBsiM  (Hi) m  appenepruueckuM (o) pelentTopaM ¥ MEHBIIEE CPOJACTBO K
apEHEPrHYECKUM 02 U cepoToHHHIpradeckuM SHTia penenropaM. KBetuanvu He obnamaer
3aMETHBIM CPOJCTBOM K MYCKApHHOBHIM XOJIMHEPTHUIECCKHAM pEIerTopaM, B TO BpeMs Kak
HOPKBETHAIINH O0JIaZlaeT YMEPEHHBEIM — BEICOKHMM CPOJCTBOM K HEKOTOPHEIM MYCKApPHHOBEIM
pELenTopaM, YTO MOKET OOBIACHATEH €T0 aHTHXOIMHEPTHIeCKHi 2 deKT.

dapmaxoguHaMuaeckue 3hOeKTE:

AKTHBHOCTH KBETHAIMHA [TOKa3aHa B TECTaX HA aHTUIICUXOTHUECKOE ACHCTBHE (HAIIpUMED, B
TecTe ycrnoBHOro miberamus). Kak B (yHKIMOHAILHEIX, TAaK B B JIEKTPO(DHUIAOIOTHISCKAX
HCCIIEIOBAaHUAX OBUIO YCTAHOBJIEHO, YTO KBETHANWH OJIOKUPYET 3(PGEKT aroHNCTOR JI0TIaMHHA,
IIOBHIINAET  KOHIIGHTPALMIO TPOAYKTOB  METa0OMM3Ma  JIOTIAaMHUHA, YTO  SABIIETCA
HEHpOXMMUYECKIM HHIEKCOM OJI0Ka bl penentopos Ds.

WccnenoBanus: Ha  JKUBOTHBIX,  HpPEANPHUHATHEIE  JIS  BEIIBIEHHS  BO3MOXHEIX
OKCTPalMPaMUHBIX CHMITOMOB, BBLIBWIM aTUIOMYHBIA TpodWIb, IO CpaBHEHHIO C
TUNNYHBIMHA AHTUICHXOTHYECKUMH IperapataMu. Jlaxke IIpH IJIATEIHHOM IIPUMEHEHUM
OTCYTCTBOBAJIO IOBBIIIIEHHE TyBCTBUTENBHOCTH J0GhaMHUHOBEIX perenTopos Da. Ouens cnabyro
KaTaJICNICHUI0 OTMEYAIM NpH IEUCTBUM KBETHallMHA IIPHU J103aX, 3G EKTUBHO OIOKHAPYIOIUX
nocdamuHOBEIE Do-penenTopsl. KBeTHanus u3buparesbHO ASHCTBYEeT Ha ME30JIMMOHYECKYIO
cucteMy. O6 3TOM CBHAETENHCTBYET CBOMCTBO KBETHAIIMHA M30MPATENHHO CHIKATH JAaCTOTY
pa3pANoB Me30TMMOMYECKHX HEHpPOHOB II0 CPABHEHWIO C HUTPOCTPHATHHIMH HeHpOHAMH
(y9acTBYIOIIMMH B MOTOpHOH (DyHKITHH).

Ksernanun o61aman MEHUMAaIbHON CIIOCOOHOCTBIO BBI3HIBATH AUCTOHHIO ¥ 00e3bsH (Cebus),
CCHCHOWIM3UPOBAHHBIX TaJIONEPUI0IOM WM HE IOIy4YaBIOUM paHee TaJONEePUNol B
SKCIIEPEMEHTaX C OCTPBIM M XpPOHHYECKHM BBEACHUEM IIperapara.

Knunnyeckas 3phekKTHBHOCTD

I1uzogpenua

Tpu nnane60-KOHTPOIMPYEMBIX HCCIEIOBAHUS C IIPUMEHEHHEM Pa3IMUHbIX 03 KBETHAIMHA,
HE BBIABWIM DasiM4Udil MexXay TpyllaMd KBeTHalMHA M IUtanebo 10  9acToTe
OKCTPalMPaMHUIHBIX CHMIITOMOB MIM IIPUMEHEHHS COIYTCTBYIOIIMX XOJHHEPTHICCKHX
CPEACTB.

B nanie60 KOHTPOIMPOBAHHOM HCCIIEIOBAaHUH, B KOTOPOM M3ydain 3P PeKT PUKCHPOBaHHBIX
703 KBETHAllMHA B Juana3oHe oT 75 mo 750 Mr B CyTKH, HE BHIABHIIM PasiIM4dud MEXAy
TpyNnaMy KBeTHampHa M IUianebo II0 4YacToTe OKCTPAIlMpaMHIHBIX CHMIITOMOB WM
IPUMEHEHHS COITyTCTBYIOIIUX XOJNHUHEPIHUECKUX CPEICTB.

Knunudeckne HCIBITAaHUSA IOKa3add, YTO KBETHAIIMH SBJISIETCS 3(1)(1)CKTI/IBHBIM CpEICTBOM
JICHCHHU KaK MO3UTHMBHABIX, TaK H HCTATHBHBIX CHMIITOMOB HII/IBO(i)pCHI/II/I. B CPaBHUTEJIBHBIX
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HUCCIICTOBaHUAX KBCTHAIIUH O6Hﬂpy>KI/IJI AKTHUBHOCTD, CPaBHHEMYIO C XJIOPIIPOMA3HHOM,
B OJHOM HCCJICIOBAHHM, d TaKXKC aKTHMBHOCTDH, CPABHUMYIO C TaJIONCPHUAOJIOM, B JIBYX JIPYIHX
HUCCIICAOBaHUAX.

O PeKTHBHOCTL JOJITOCPOYHOTO NPHUMEHEHHs KBETHANHWHA IS NPOQHUIAKTHKH DEIUIUBOB
M30(pPEHAN B CHIENBIX HCCIENOBAHHAX HE KCCIEHOBANACh. B OTKPHITHIX KIMHIMUECKHX
HCCIIENOBAaHMAX Yy OONbHBIX ImM30(hpeHuell UPONOIDKEHHE HAYATOrO JICICHUS KBETHAIMHOM
3hGbexTHBHO HOMNEPKHUBANO YIYHIIEHHE KIMHHYECKOTO COCTOSHHSA y GONBHEIX, KOTOPHIE
HCXOJHO pearupoBali Ha HAYaroe JIEYECHWE, YTO YyKa3hBaeT HAa ONpEENICHHYIO
3@ (hEeKTHBHOCTH IIPH JOJTOCPOYHOM IIPUMEHEHHMH.

bunonapuvie paccmpoticmea

B 4 mmane60-KOHTPOIApyeMBIX KIMHUYECKUX HCCIENOBAHIIX ONpENIeNnach >hdeKTHBHOCTD
mo3 xBeTmanmmHa A0 800 MI/CyTKW B JeYeHMHM OWIONAPHOW MaHWH CpeIHeH M TsDKeNIoH
cTeneHH. B [IByX KIMHIYECKAX MCCIENOBAHMAX MOHOTEPAIAN KBETHAIMHOM OBUIO IIOKA3aHO,
4ro Ha 3-# u Ha 12-# menene xsermanmu Gonee >hdeKTHBEH YeM mwianebo ¢ TOUKH 3peHus
YMCHBIICHHUA CHMITOMOB MaHuM. OTCYTCTBYIOT HaHHBIE O JUIATEIHLHOM IIPHMEHCHUH
KBETHAIIHHA, IIOATBEPXKAAOIUE €ro 3()OEKTUBHOCT, B NpOodUIaKTHKE MaHHAKATBHBIX WM
ACTIIPECCUBHBIX 3NM3010B. VIMeIoTCs OrpaHMYeHHEIC JaHHBIE O NPHMEHCGHHW KBETHANHHA B
KOMOHHAIMK C JIMTHEM MIH JUBAIIPOEKCOM HA TPEThEH M IIECTOH HEeNTX NeTeHus pu
OCTPBIX MaHMAKALHBIX 3MM30/[aX CPEAHEH HIIM TOKENOH CTelleHH. Pe3y bTaThl yKashBaloT Ha
aTUTABHYIO0 3G (OEKTUBHOCTS Ha TpeTheH Hefene Ieuenns. [TalMenTs XOpOmo HepeHOCHIH
KOMOHHHpPOBaHHYIO Tepammio. Bropoe ucclenosanue He BEIBIIO 5 deKTa Ha MIECTOH Hemere
JeYeHUS.

Cpenusig mo3a KBeTHanMHa Ha IoclenHell Hemene cocTasimia 600 MTI, ¥ IpUMeEpHO Vv 85%
IaIMCHTOB, PEarMPOBABIINX Ha JICYCHHE, IO3HEIA UHTepBal cocTaBisut 400-800 Mr/cyTKy.

B 4 §8-HenenpHBIX KIIMHIYECKIX HCCIICIOBAHMIX TIAIIUEHTOB C HETPECCHEN CPpEAHEH U TOKeIoH
CTEIIeHH, COMPOBOXZAIONIeH OuromspHsie paccrpoiictea tuma I m II, 650 moxasaHo, 4TO
KBETHaIMH B 103aX 300 Mr wimm 600 Mr 6511 HocToBepHO Gomee 3¢ deKTHBEH, YeM miane6o. Y
TalMEHTOB HaOII0AaIoCk, 0 KpaiiHelt Mepe, 50%-¢ yiIyumenue o o6mest cymMMe (aioB mo
mkane MADRS. Mexny TpynIaMy, IOIy49aBIMMY IpenapaT B mo3ax 300 Mr wm 600 wmr,
pasnuiuii B 3hPEKTUBHOCTH JleueHNs He Ha6III0a10Ch.

B nocmenyrome#t daze o6omx mccnenoBaHui GEUIO YCTAHOBIEHO, HTO JOJITOCPOYHOE JICUSHHUE
ACTIPECCHH, HO HE MaHWM, MAIIMEHTOB, PEarPOBABIIMX HA HCXOAHOE JICUCHHUE KBETHAIIHHOM B
no3ax 300 Mr unm 600 Mr, 65110 3 (HEKTHBHBIM, IO CPABHEHHIO ¢ IUIANE6o0.

B omnoM nonrocpouHOM mccnenosaHud (0 2 €T JeUeHHS KBETHAIIMHOM, IIEPHOJ CpeqHei
3KCosuImy — 191 nens) mo mpodHIaKTHKE PELMIMBOBR y NAIHEHTOB C MaHHaKaJIbHEIMH,
ACIPECCHBHBIMH HIIM CMEIIaHHBIMH SIIH30aMH KBETHAIIMH IIPEBOCXONMI IUIAle60 Iio
YOUIHHCHHIO BPEMECHUM JIO HACTYIUICHHS DPElHMMBA MAaHWAKaJIbHEIX, JECHPECCHBHBIX MM
CMCINAHHEIX SMH30I0B y IANHCHTOB C OHUIONAPHBIME paccTpoiictBamu Tuna I B rpymme,
IOJIy9aBIICH KBETHANMH, M3MEHEHHE HACTPOECHHS OTMEYanoch B 91 ciayqae (22,5%), mo
cpasHeHmIo ¢ 208 cmydasmu (51,5%) rpymus! miane6o u 95 ciydasmu (26,1%) B rpyme,
HOJIyJaBIIeH JMTHH. Y OGONLHBIX, PEardpoOBABIIMX HA HCXOJHOE JICUCHHS KBETHAIIMHOM,
CpaBHEHHE 3()(PEKTUBHOCTH G0 IIPOIOTLKEHIS TEPAITHY, THO0 IEepexoa Ha JIMTHH, IOKa3ao,
9TO TEPEXO/ Ha MpEenapaTsl IUTUS HEe YIATIHHSI BPEMEHH JI0 HACTYIUIEHHS HOBOTO PENMIHBA
U3MEHEHMH HaCTPOESHUA.

B 2 uccnenosanusx mpoMIaKTHKH PELUIUBOB, B KOTOPHIX OIEHHBAJIACh 3¢ dEKTHBHOCTE
KOMOMHAIMY KBETHAIIMHA CO CTaGMIN3AaTOPaMK HACTPOCHHS Y TIALMEHTOB ¢ MaHHaKaTbHBIMH,
ACIPECCHBHBIMM MM CMEUIaHHBIMH = OIM30[aMH, OBLIO IIOKAa3aHO, uTO KBETHAIHH,
Ha3HaYaeMblil B KoMOunaruu, 6511 Gonee sddhekTHBEH, YeM MOHOTepanys CTaOHIH3aTONAME
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HACTPOEHHS C TOYKHM 3PEHHS IPOICHHA BPEMCHH bi(s) pa3BUTHA penuauBa
MAHPAKAJIBHBIX, JCTPECCHBHBIX MM CMENIAHHBIX JMH300B.  PHCK. pasBATHA .peHUIMBA
yMeﬁi,méjIc';I' Ha 70%. KBeTnanis HasHadalca ABa pa3a B JIEHb B H03HOM HHTepBaie oT 400 Mr
o 800 Mr B KOMOHWHAITNY C JIMTHEM HIIH BaJIbIIPOATOM.

B onHOM 6-HENEIbHOM pPaHJOMH3HPOBAHHOM HCCICOBAHMM KOMOMHAIMY KBETHANMHA C
JIUTHEM B CPABHEHHH C IUIANe60 M KBETHAIMHOM Y B3POCIBIX MAlMEHTOB C OCTPOH MaHHEH
yiIydIIeHde COCTOSHHA 1o mikane Mammu Sara (YMRS) cocrasmmo 2,8 6amioB B 06eux
IpyIIax, a PasIuiye B IPOLEHTe NAIEHTOB, PEarHpOBaBIINX Ha JIeYeHHE (OIpe/ie/AeMoe KaK
50%-¢ y/IyHIIEHHe COCTOSHHUS, [0 CPaBHEHHIO C MCXOHEIM TIo mkane YMRS) cocrasmio 11%
(79% B rpymIIe, MoTyYaBIIel JIUTHE i 68% B IpyIIIe, HE NOIyYaBLICH JTHTHI).

Pe3yNbTaTHl . KIIMHAYECKMX HCCIEAOBAHMI IIOKA3HIBAIOT, 9TO KBETHAIMH 3(Q(GEKTHBCH NpH
JedeHHr Mu30(ppPEHNM ¥ MaHUU IPW Ha3HAYEHWH JIBa pa3a B CYTKH HECMOTpPSA Ha TO, 4TO
hapMaKOKMHETHIECKOE BpEeMsl IONYBEIBEJGHMS COCTaBIAET OKONO 7 9acoB. - JTO
[IONTBEPXKIAETCA [AaHHBEIMM WCCHEJOBAHUSA C MCIONb30BAHMEM ITO3UTPOHHO-OMHCCHOHHOM
tomorpabuu (PET), rae GbIIO YCTAaHOBIIEHO, YTO IPH NPUMEHEHUH KBETHAIMHA 3aHATOCTD
penenrropos SHT2- u D2 Habmogaercs B TedeHne 12 gacoB. DdeKTHBHOCTS U 6€30HacHOCTh
7103, npeBsimaronmx 800 Mr, He H3yJalUCh,

Knunuueckas 6€300aCHOCTh

B KpaTKOCPOUHEIX, IIaIe60-KOHTPOIHPOBAHHBIX KIMHIYECKHX MCCIEIOBAHMAX MH30(QpEeHIH
¥ GumonsapHOM MaHuM coBokymHasd wacTora DIIC 6hlTa cXoxel ¢ TakoBOH IpyImEl IUIaneto
(mmzodpenns 7,8% s xeernanuHa u 8,0% i mmane6o; GumomspHas manma 11,2% mia
xBetwanuaa U 11,4% nna turane6o). Bomee Beicoxas uactota pasutus OIIC Ha done
KBETHAIlMHA, 10 CPaBHEHMIO ¢ Ianefo, B KpaTKOCPOYHEIX, HJIane00-KOHTPOIMPOBAHHEIX
KIMHMYECKMX HCCIEHOBAaHUIX HaOofanace y MaIUeHTOB ¢ OONBHIMM JENPECCHBHEIM
paccTpodcTBOM M OUIONAPHOM nenpeccued. B xpaTkocpouHbIX, IIane60-KOHTPOIUPOBAHHBIX
KIUHMYECKHX HMCCIISAOBAHUAX HENPEecCHy IIpH OWITOMAPHBIX PacCTPOMCTBAaX COBOKYITHAS
gactota DIIC cocrasmsana 8,9% g xserwamuaa 1 3,8% mna rutane6o. B kpaTKocpodHEIX,
Iane00-KOHTPOIMPOBAHHBIX  KIIMHHYECKHX HCCHEHAOBAHMAX OONBIIOro  JEMPECCHBHOIO
paccrpoiicTsa coBokyiHas acrora OIIC cocrapmana 5,4% mia keeruanuna (Cepoxsen XR) u
32% mis wiane6o. B KpaTKOCpOYHBIX, INTANE00-KOHTPOIMPOBAHHEIX —KIHHHYECKHX
ACCNeNoBaHuaX 3(¢deKTa MOHOTEpamuy Y TOXKUIBIX IAI[HEHTOB ¢ GONBIIMM IENPECCHBHBIM
paccrpoiicTBoM. coBoKyIHas yactoTa DIIC cocrapmana 9,0% mnsa xsernanusa (Cepoxsen XR)
u 2,3% mms miane6o. Kak npu OUIonspHOH JeNpeccHy, Tak ¥ Opy OOIBIIMX NEIPECCHBHBIX
SIU30/3X, YacTOTa  HHAWBHOYAJbHBIX  HEXENAaTeNbHBIX  peakIui (axaTusms,
SKCTpamMpaMUAIbHEIE pPacCTpOMCTBA, TPeMOp, IHCKUHE3MH, JUCTOHMA, OECIIOKOHCTBO,
HETIPOM3BOJIEHEIE MEIINCYHEIE COKPAIlEHHs, ICUXOMOTOPHAs THIEPAKTUBHOCTh M PUTHIHOCTE
MBINIIT) He npeBsimnany 4% B o001 IpyIiie HCCIEHOBaH.

B KpaTKOCpO4HBIX, IUTaIe60-KOHTPOIMPOBAHHBIX  KIMHHYECKMX  HMCCIENOBAHMAX C
¢uKcHpoBaHHEIMHU T03aMH (0T 50 Mr/cyTkH 1o 800 MI/CyTKH) IPOJOIKUTEILHOCTEIO OT 3 110 8
HeZeb Cpe/Hee YBEINIeHNAEe MacChl Tella y Ial[eHTOB, MOTy4aBIINX KBETHAIINH, COCTABIEIO
ot 0,8 xr (s 10361 50 Mr/cyTku) no 1,4 xr (st no3sr 600 Mr/cyTkn) (mpu go3ze 800 mr/cyTku
yBEIMYCHIE Macchl Tela OBUIO MeHee BHIpaXKEHHBIM), 10 cpaBHeHmIo ¢ 0,2 Xr B rpymme
mnanebo. YsenumueHne Maccel Tenma Ooyee 7% y OONBHBIX, NONYYaBIIMX KBETHAIUH,
cOCTaBILLIOo 0T 5,3% (s mo3s1 50 mMr/cyrku) fo 15,5% (mns mo3sr 400 mr/cyTim) (B mo3ax 600
Mr/cyTku 1 800 MI/CyTKH YBENHYEHHE MACCHI Tejla OBII0 MeHee BRIPAXKEHHBIM) 110 CPABHEHHIO
¢ 3,7% maipeHTOB B rpymire mianebo.

B 6-HeeNbHOM PaHIOMAZHPOBAHHOM HCCIIENOBAHMM KOMOMHAINHA JMTHS C KBETHAIIMHOM B
CpaBHEHMM C KBETHAIIMHOM M IUIane60 y B3POCHEIX IAIUEHTOB C OCTPOH MaHHeH OLIO
MOKA3aHO, WYTO TIPM KOMOWHAIMM KBeTHAaNMHA ¢ JMTHEM Habmonanock Gompine
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HEXENaTeIbHBIX peakuuii, uYeM TpH ero mnpuMmeHeHHu ¢ Iwianebo (63% m 48%).
Onenka 0e30macHOCTH — JIeUeHHs  BBIABMIA _ Ooiee = BBICOKYIO = 9acTOTY. . Pa3BHTHA
SKCTPAIHpPaMHTHEIX cHMIIToMOB (16,8% Ipr KOMOHHAIMM KBETHANMEA C JIUTHEM H 6,6% Tpn
ero mpuMeHeHuH ¢ mnane6o). Tpemop, kak Haubosee 4acToe NPOSBICHUE SKCTPAIMPaMUTHBIX
CHMIITOMOB, BeTpedancs y 15,6% IalueHToB, HONyYaBIMX KOMOMHIPOBAHHYIO TEPANIIO U Y
4,9% manueHToB, MOIYyYaBIIAX KBETHANUH U Iutanebo. AHaJIOIMYHEIM 06pa3oM, COHIMBOCTh
qame HaOmrofanack B Ipylie, Modydasiiel komOunuposaruoe nedenne (12,7% u 5,5%). K
KOHIly JIe4eHHS y OOJBIIEro KOJMYECTBA IIAIIUEHTOB, IOMYYaBIIMX KOMOHHHUPOBaHHYIO
TEpalMio, HaOIIOZAloCh yBEIMYECHHE MacChl Tella, IO CPaBHEHHWIO C IIAlHEHTAMH,
IIOJTy4YaBIIMMH KBeTHanuH u manebo ( >7% u 4,7%).

bonee pnmuTenbHBIE . KIMHAYECKHE HMCCICHOBAHUA II0 NPODMIAKTHKE PpEIUAABOB UMEIH
OTKPBITEIA IIEPUON, TIPONOIDKUTENHHOCTEIO OT 4 110 36 HeNelb, BO BPeMSI KOTOPOrO ITANUEHTE
noiyvyand KeeTHanuH. Ilocie OTMEHBI XBeTHamuHa OONBHEIE OBUTH PaHZOMU3HPOBAHEI B
rpynus! mwiane6o ¥ KBeTHaNMHA. Y HAIlMeHTOB, PAaHIOMU3HPOBAHHEIX B TPYINY KBETHAINHA,
CpeaHee YBCIIMICHHE MacChl TeJIa B OTKPBITOM IEPHOIE UCCISOBAHMS COCTABIILIO 2,56 KT, a K
48 Henene MepHoa PAHIOMH3AIMY CPEAHEe YBEIHMIECHAE MACCHI TENa COCTaBIIIo 3,22 KT, 1O
CPAaBHEHHIO C OTKPHITBIM NEPHOIOM. Y NMAlHMEHTOB, PAaHAOMUA3UPOBAHHEIX B IPYIIY IUIane6o,
CpenHee yBeJIMYCHHE MACCHI Tella B OTKPBITOM IIEPHUO/Ie UCCICHOBAHM COCTaBIAno 2,39 KT, a K
48 Hezmele epHoNia PAaHIOMH3AIIH CPENHEE YBEIMIECHHE MACCH TeJla COCTABIIAIO0 0,89 xr, mo
CPaBHEHHIO C OTKPBITHIM IIEPHOOM.

B nmane60-KOHTPONMPOBAHHEIX ~MCCIEIOBAHWAX HOXHJIBIX IAIMEHTOB C ICHXO3aMH,
00yCIIOBIIEHHEIMY IEMEHITHEH, JacToTa IepeGpOoBacKyIAPHEIX MOGOYHEIX IpoucmecTsrit / 100
HAalMHTO-IET Y IAIMEHTOB, IOJy9aBIIMX KBETHANMH, HE MPEBHIIANd TaKOBYIO,
HabJIF0ZaBUIyIOCs B TPYIIIE IUIane6o.

Bo Bcex KpaTKOCPOYHBIX KIMHHYECKMX HCCICIOBAHMAX C MOHOTepamMell y HAIMEHTOB C
KOJIMYECTBOM HEHTPOGMIOB B HCXONHOM cocTosHmH > 1,5%10°/1 wacToTa mo kpaitreit Mepe
OTHOKPATHOT'O 3IHM3072 IIOHIDKEHHS KOJNHdecTBa Heitrpodmnos mo < 1,5x10°/1 cocrapmsia
1,8% y GompHBIX, MOMy9aBIINX KBETHAIMH, IO CpaBHEHUIO ¢ 1,3% B rpymme miane6o. Yacrora
IOHYDKEHHs KOMYeCcTBa HelTpoduoB 1o maTepBana >0,5-<1,0x10%/1 6sima cxommoit (0,2%) B
IpylIax KBETHAIMHA | Tiare6o.

Bo Bcex KIMHMYECKMX HCCIENOBAHMAX (IUIae00-KOHTPOIMPOBAHHELY, OTKPHITEX U
HCCIENOBaHUN C aKTHBHBLIM KOMIIAPAaTOPOM) Y IAIMEHTOB C KOJHYECTBOM HEHTpO(HIOB B
HCXOHOM cocrosHuH >1,5x10°/m wactoTa mo KpaifHeit Mepe OJHOKPATHOrO »JIIM30]a
HOHIDKEHHs KOJMYecTBa Heiftpodmiuos mo yposasa <1,5x10°/n cocrasmsaa 2,9%, a wactora
IIOHIWKEHNUS KONMYECTBa HeHTpodmmos mo yposmsa <0,5x10°/m cocrasmama 0,21% y mmm,
TIOJTy4YaBIIUX KBETHAIIHH.

IlpuMeHeHNe KBETHAITHHA CONPOBOXKIATIOCH J030-3aBUCHMEIM IIOHMKEHIEM YPOBH TOPMOHOB
IUTOBHUAHON Xenessl. YacToTa H3MEHEHMS YPOBHEH THPEOTPONHOrO TOPMOHA COCTAaBIILIA
3,2% nina xBetnanuna u 2,7% s miane6o.

YHacToTa penMIIpOKHBIX U3MEHEHUH ypoBHEeH ropmonoB T3 1 TSH ¢ BO3MOKHOM KIMHHYECKOH
3HAUMMOCTBIO HaOmozanack penko. Takhme H3MEHEHHs YpPOBHS TOPMOHOB HIWTOBHIHOM
JKene3sl OOBIYHO He COTPOBOXKAAIOTCS CHMITOMATHIECKHM THIIOTHPEOH/IO30M.

Ilonmxenne yposHe# obmero u cBobomuoro T4 GBuI0 HamGolee BHIPAXKEHHBIM B TEUCHHE
NIEPBHIX MIECTH HEAENb JEYEHU] KBETHAMHOM, IPH JOJITOBPEMEHHOM JIEUEHHH NAIbHEHIIErO
TNOHIKEHHI He HaOJIroqanock.

[Ipumepro B 2/3 ciydaeB OTMEHA KBETHAIIMHA COIIPOBOXKIANACh PEBEPCHEIM 3bdekToM Ha
YPOBHM OOIIETO ¥ CBOGOIHOTr0O TOPMOHOB T4, BHE 3aBHCHMOCTH OT JJIMTEILHOCTH JICYEHHS.

KaTepaxca, HOMYTHEHHE XDYCTATKA COTIACOBAHO
: B HsA
MITHHCT EPCTBOM 3I[PAB:)OXPAHE
Ketilept SmPC 202006 BY : PRCITYBIVKH BRIIAPVCH
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B KIMHHYECKOM  HCCIEOBaHMM IO ONpEIENeHUIO KaTapaKTOIeHHOTO HOTeHIHAA
kpernanuHa (200-800 wmr/meHs), IO CPaBHEHMIO C DPHCHEPHAOHOM (2-8. Mr) .y GONBHBIX
nmsobperrell  wim  mMu30ad(YEKTHBHEIME — PacCTPOHCTBAMM, NPOINEHT IAIUEHTOB ¢
IIOMYTHCHUEM XPYCTallMKa B IPyIIe, HONyYaBliedl KBeTHanuH (4%), He IpeBbIlan 4acToTy,
HabIIoNnaeMy10 y 60JIBHBIX, IIONy4aBINUX prcriepunos (10%).

JeTH M nogpocTkn
Kimunngeckas b dheKTHBHOCTE

O(QEeKTHBHOCTE ¥ 0€30IIaCHOCTh KBETHAIMHA MCCIIENOBANACH B 3-HENENHHOM mane6o-
KOHTPOIMPOBaHHOM KIMHMYIECKOM HCCIISNOBaHUM IeueHns Manun (284 maruenTa u3 CIIIA B
Bospacte 0T 10 o 17 set). Okomo 45% IanueHToB UMeNTH HONONHUTENHHEI THATHO3 CABI"
(cuHmpoM meHUIUTA KOHIEHTPAMH BHUMAHYS C runepaxtusHoCTEI0 /ADHDY/). Kpome Toro,
OBUIO INIPOBECHO 6-HeNeIEHOe T1aneG0-KOHTPOMPOBAHHOE KIMHUYECKOE HCCIELOBAHHE
Je9eHHs m30hpennn (222 nanuenTa B Bospacte oT 13 mo 17 net). B oboux mcenenoBaHmsx
OBUIM MCKJIIOYCHBI TIAIMEHTE! ¢ U3BECTHBIM OTCYTCTBHEM OTBETA HA JICUCHHE KBETHATHHOM.
JleucHye KBETHANIMHOM HAYUHATOCH C 1035 50 MI/CYTKE ¥ Ha BTOPOM JIEHb /1032 IOBEIIATACE
Jo 100 Mr/cyTku ¢ mociemyronmM ee MoBImIeHHeM 1o 100 MI/CYTKH 32 2-3 IipHeMa B JIeHb 10
AOCTIDKEHHUSA NENEBEIX J103.(Manus 400-600 mr/cyrxu, musodperus 400-800 MI/CYTKH).

B XIMHUYECKOM HCCIICHOBAHMM MAHHH pasimdus B LS CPEITHHX HM3MEHEHUH OT HCXOMHOTO
COCTOSHMSA IO OOImMEMY KOMMYECTBY 6amioB mkaigsl YMRS (axTHBHOE BEIIECTBO — ILIANEGO)
cocraBiano -5,21 nna xsermanmaa 400 MI/CYyTKH © -6,56 g xBermamnmHa 600 MI/CYTKH.
IIporoprius NamMeHToB, PEarnpOBABIINX HA TEPAIHIO (yryumenue mo mxane YMRS >50%)
cocTasisuia 64% rs 6obHBIX, momy4aBmmX 400 Mr KBEeTHAIMHA B CyTKH, 58% nist GONBHEIX,
nonyyasimx 600 Mr xBeTHanHHa B CyTKY 1 37% B rpyIme miane6o.

B KIMHAYECKOM MCCIEIOBaHWH MM30(BPEHHH pasnuuus B LS cpemHux wu3MeHeHmii oT
HCXOJTHOTO COCTOSIHUS 110 00IIeMy KOMHIECTBY OamnoB mkansl PANSS (aKTHBHOE BEIECTBO —
nnanebo) coctaBisano - 8,16 mis xeerwammua 400 MI/CyTKH ¥ -9,29 nms xBermamuua 300
mr/cytkd. Hu Huskas (400 Mr), HH BBICOKasd (800 Mr) mosa XBeTHaIMHA He WMeH
TIPEMMYIIECTB, [0 CPABHEHMIO C IIAe60, IO NPONEHTY GONBHBIX, PEArHPYIONEX Ha TEPATIHIO
(Iro OmpenENAIOCH KaK yMeHbIneHue 6aioB 1o mkane PANSS > 30%). Kax mpu Manmum, Tax
M IpY NM30QPEeHHM, npH 6olee BHICOKHAX 032X Ipemnapara HaOMIONAnoch MeHbIIee
KOJMYECTBO OOBHEIX, PEATHPYIOIIHX Ha JIeUeHNe,

B TperheM KpaTKOCPOYHOM HCCHIEIOBAHHYA C KOHTpOJNEM IUianebo He ObUIa YCTaHOBIEHA
3 bEXTUBHOCTS MOHOTEPAITHH KBETHAITMHOM y Aered u moppoctkos (oT 10 nmo 17 ner) ¢
OunosnApHO# Aenpeccuett.

OtcyTcTBYIOT maHHBIE 1O 3)()EKTHBHOCTH HOMNEPXUBAIONIEH TepPaluy HIH NpodHIAKTHKE B
JIaHHOM BO3PACTHOM rpyIe.

-Kinnnueckas 0€30ACHOCTE

B KpaTKOBPeMEHHEIX  IUIALe60-KOHTPONMUPOBAHHBIX  KITMHHIECKHX HCCIIE[OBaHMSIX,
IpUBEACHHBIX BHINE, dacTtoTa JIIC B rpymme, monyuasmeil akTHBHOE JCUCHWUE W B rpynne
mnanebo, cocrasnama 12,9% wu 53% B uccluenoBaHHM mmsoppenny, 3,6% u 1,1% B
UCCIICNOBAaHAN MAHWM IpH OHMIONAPHBIX paccTpoiicTsax u 1,1% m 0% B MccieoBaHUM
ACTIPECCHH NP OMIIONAPHBEIX paccTpoiicTBax. UacToTa yBENMUEHHS MacChl Tema >7% oT
HCXOIHOH MacChl TeJla B IpPYIIIE, MOJyYaBIIeH aKTHBHOE JicYeHHe W B rpynmne mnarne6o,
cocrapmana 17% wu 2,5% B HcenenoBaHWM MH3OQPEHAH M MAHHE OpH  OMIIOJAPHEIX
paccTpokcTax  13,7% u 6,8% B HCCIENOBAHUH NETPECCHH IIPH OHMIIOIIPHEIX PAaCcCTPOHCTBAX.
HacToTa CyHnma B IPyIILE, MOMy9aBIIeH aKTHBHOE IEICHIE U B rpymnue miane6o, CocTaBisia

1,4% n 1,3% B uccnemoBanmu nmsodpenun, 1,0% u 0%% B HCCIENOBAHHH MAHMAW TpH
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GunomapHEIX paccrpoiictBax ¥ 1,1% u 0% B HMCCAGHOBAaHMH AENPECCHH IIPH OHMIIOIAPHEIX

paccTpoiictBax. B mpomieHHOM HccienoBaHME B (ase  JampHeHnIero . HaGIIOACHHA 33 .

IalMedTaMH ¢ OWIIONIAPHOHM JenpeccHed cooOImanoch O JIBYX JOIOJHUTEIBHBIX ClIydasx
CyHIuga ABYX NMAIeHTOB, OMUH U3 KOTOPHIX IIOJIyYaJl KBETHAIIHH.

Tonrocpounas 6e30IaCHOCTh

Octpeie ximHmdeckue wucnertagus (380 marueHToB) OBUIM TIPONOIDKEHBI  OTKPHITHIMH
HCCIIEIOBAaHUAME JUIATEIHOCTRIO 26 Henellb ¢ BapHabenbHBIMM 03aMH KBeTHanuHa oT 400
Mr/cyTku 1o 800 MI/CyTKH, B PE3YIbTATE KOTOPHIX GBLIA IOTYYEHEI JOMONHUTEIbHEIE TaHHEIE
no Oe3omacHOCTH. Y JeTed M IOAPOCTKOB HAaOMIOAAIOCh ITOBHINICHHE apTEPHAlbHOTO
Japnenys. IIOBBIICHHBIA alllleTHT, 3KCTPAMMpPaMHUIHBIE CHMIITOMEl ¥ IOBBINIEHHE YPOBHS
IPOJAaKTHHA B CHIBOPOTKE Hallle OTMEUAHCh Yy JeTeH M IOIPOCTKOB, UEM Yy B3POCIEIX (CM.
pasnen 4.4 u 4.8).

»

ITpu xOppHrupoBaHUM K HOPMaJIFHOMY POCTY B T€UEHHE JJIUTEFHOTO BPEMEHH, YBEIHMICHHE
MaccChl Tella, IO KpaiHeil mepe, B 0,5 OT CTaHHApTHOrO0 OTKJIOHEHHS HHJEKCA MacChHl Tella
(BMLI), o cpaBHEHHIO C HCXOIHBIM COCTOSHHEM, PACCMATPUBATIOCH KAK KIHHAYECKH 3HAYMMOE
uzMeHnenue. Y 18,3% nanueHTOB, MMONyYaBIIHMX KBETHAIMH B TeueHue 26 HeEIeNb, H3IMEHECHHST
Macchl Tejla COOTBETCTBOBAIM JAHHOMY KPUTEPHIO.

5.2. ®apMakoxKuHeTHYeCKHe CBOCTBA

Bcacrmsanue:
ITocme mnpmemMa BHYTph KBETHAIMH XOPOIIO ¥ OBICTPO BCACHIBAETCS H IIOABEpraercs

HHTCHCUBHOMY MCTa6OJII/I3My. B PaBHOBECHOM COCTOAHHHM ITHKOBas MOJIIpHAS KOHHCHTpaHH}IA

aKTUBHOTO MeTa0O0JIuTa HOPKBETHAIINHA COCTAaBIIET 35% ot KOHIICHTpalli{ KBCTHUAIIUHA.
HpI/IGM MUY OKA3BIBACT HE3HATUTCIILHOC BIIMSIHHAC HA 6I/IOIIOCTYHHOCTB KBETHAIINHA.

Pacnipenenenme:

B TepanmeBTHYECKHX KOHIIEHTpaIMsIX 83% KOIMIeCTBa mpenapara CBA3aHo ¢ OelIKaMy IIa3MED
KPOBH.

buotpanchopmanus:

KpeTvanuu B 3HAYUTEILHOM CTENEHM MeTabomM3UMpyeTrcs B IeYeHH. Ilocle BBeIEHHS
Pam¥oOn30TOIHOTO KBETHANIMHA OBLIO IOKa3aHO, 4TO B MOYE M Kajle BEIABJIAETCS MeHee 5%
HEM3MEHEHHOTO KBETHAIIHHA.

In vitro nmoxaszaHo, 9TO OCHOBHEIM (bepMeHTOM MeTabo/mmM3Ma KBETHAIMHA, OIIOCPELOBAaHHOTO
muToxpomoM P450, semgerca CYP3A4. Hopkserwamus, B OCHOBHOM, (GOpPMHpyeICs H
BBIBOZIUTCS ¢ IToMolpio pepmerTa CYP3 A4,

VYCTaHOBJIEHO, YTO KBETHAIMH M HEKOTOPEIE €r0 METabONUTHL, B TOM YHCJI€ ¥ HOPKBETHAIIUH,
SBJIIOTCA CIa0BIMU MHTHOMTOpaMHu H30(epMEHTOB IuToxpoMa P450 y uemosexa (1A2, 2C9,
2C19, 2D6 u 3A4), HO TONBLKO B KOHIIEHTPAIMIX, HE MeHee 4eM B 5-50 pa3s IpeBoCXOJIAIIHX
KOHL[EHTPaIuy, HabIolaeMble HOCTe IpreMa oObHbIX 3G (EKTHBHEIX 103 y denoseka (300-
800 mMr B cyrkm). Ha ocHOBaHHMM OTHX HCCIENOBaHME in Vilro TpeACTaBIfeTCA
MaJoOBEPOSTHEIM, YTO COYETAHHOE IIPEMEHEHHE KBETHAIIMHA C APYTMMH JIEKAPCTBEHHEIMHU
CpeICTBaMK MPUBEACT K KIMHUYECKH 3HAYMMOMY JIEKAPCTBEHHOMY ITOJABIICHHUIO METab0IH3Ma
JpYTOro Impemnapara, OIOCPENOBAHHOIO LHUTOXpoMoM P450. DxcrepuMeHTaIbHBIE JaHHEBIE
IIOKa3hIBAIOT, YTO KBETHANIMH CIIOCOOSH HHAYIUPOBaTh GepMenTsl uroxpoma P450. Ognaxo B
KIHHAIECKOM HCCIIEIOBaHHU II0 CHEIUHUECKOMY B3aUMOACHCTBHIO, IIPOBEICHHOM Ha
HAIMEHTAX ¢ ICUXOTHYECKUMHU COCTOSHUAMM, IIOIY9IaBINUX KBETHANIWH, He OBUIO YCTaHOBICHO
MIOBBIIICHNS] aKTUBHOCTHU IuToXpoMa P450.

BriBenienue:
Ilepuonpl YOMYBBIBENCHHS KBETHANMHA ¥ HOPKBETHANMHA COOTBETCTBEHHO COCTABIAIOT
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npumMepHO 7 ¥ 12 gacos. ‘

Ilocre mpreMa BHYTPh OJHOKDATHOM Z03bI '*C-MeueHOro KBeTHAIIHA MeHee 5% BBEICHHOTO
KOJIMYECTBA BEIIEISIETCS B HeM3MEHHOM BHJIE; 9TO CBUETENLCTBYET O TIIYOOKOM MeTabomm3Me
BemecTBa. Ilpumepno 73% paaroakTHBHOCTH BEIBOJUTCI ¢ Mouo# B 21% ¢ xamoM.
JIMHEHHOCTR/HEMMHEHHOCTD:

(I)apMaKOKI/IHCTI/IKa KBETHAIINHA U HOPKBCTHAIIMHA JIMHEHHA B TEPAICBTHICCKOM IHalla30HEC
J03 1 HC NMCET CYIIIECTBECHHBIX IIOJIOBBIX HIIM PaCOBBIX pa31mqm71.

dapMakokHHeTHUECKAs/ hapMakOoIUMHAMAYECKAS B3aMOCBI3h
OTCyICTBYIOT HaHHEIE, TOATBEPKAAOIHE B3aUMOCB3h MEX/Y KOHICHTpaliel KBeTHAIMHA B
CBIBOPOTKE U TEPAIIEBTHUECKIM OTBETOM.

Ocobvie epynnel nayuenmog

Ioxwusie
Cpenuuii KIMPEHC KBETUATIMHA Y TIOMMIIBIX JIAI] IPUMEPHO Ha 30-50% HuKe, 9eM Y B3POCIHIX
B Bo3pacte 18-65 ner.

Ton
KuneTnxa xBeTHanuHa He OTIIMYACTCS Y MYXXYIHH U XKEHIIHH.

ITanmeHTHl ¢ HOYeYHOM HEIOCTATOYHOCTRIO

Ilpu TspKEN0H MOYedHOH HEXOCTATOUHOCTH (KIMPEHC KpeaTHHHHA MeHee 30 Mi/MuH Ha 1,73
M%) cpeIHHMil KIMpEHC KBETHAIMHA W3 IUIA3MbI KPOBH CHMXKEH IIpEMeEpHO Ha 25%, ojxHako
MHIMBHYabHEIA KIMPEHC BAPBUAPYET B paMKaX HHTEPBANId, XapaKTEPHOTO I 3OPOBIX JIHIL.
OrHOIIEHHME CPEJHEX MOJAPHBIX TO3HBIX (paKiuil KBeTHaNMHA K AKTHBHOMY MeTabomTy
HOPKBETHAIIMHY B MOYE COCTaBIIIET <5%.

HanueHTH ¢ TeYeH09HOM HETOCTATOYHOCTEIO

IlareHTsl ¢ II€YEHOYHOH HEeNOCTATOYHOCTBIO (CTAGMIIBHEIN aIKOTONBHELH IUppO3), MO
CPaBHCHUIO CO 3TOPOBLIMM HCIIBITYEMBIMH, HMEIH Ha 25% CHIDKSHHEIH KIMPEHC KBETHATHHA
IOCJIE MEPOPANBbHOro BBEACHMS. Tak Kak KBETHAIIMH IIOHBEPIacTCs WHTEHCHBHOMY
MeTaboNu3My B II€USHM, Y OONBHBIX ¢ HAPYIICHWSIMH OYHKUIMHA TICYEHH OXUAAETCS
IIOBBIIICHUE YPOBHA KBETHAIMHA B IUIa3Me. VY TakuX IIaIMEHTOB MOXET BOZHUKHYTEH
HEeOOXOMMMOCTE YMEHBIICHHUS HO3EI (CM. pasnen 4.2).

JeTn ¥ nonpocTku

Ha ocHoBanmy (papMakOKMHETHIECKHX JJAHHBIX, COOPaHHBIX y 9 meTel B Bo3pacte oT 9 1o 12
neT ¥y 12 HOAPOCTKOB, KOTOpHIE MONYYaNd KBeTHAlMH B fose 400 Mr 2 pasa B CYTKH H
HaXOAWMMCh B PABHOBECHOM COCTOSHHMH, OBLIO YCTaHOBICHO, YTO YPOBHH MCXOIHOTO
BelecTBa (KBETHAlMHA) B IUIa3Me IIOCIE HNO3HOM HOpMalM3aliyl y [eTed u MIOJIPOCTKOB
Bozpacte ot 10 1o 17 sieT B nprHumne GBLIH IOXOXH HA TAKOBIE, OMPEIEIIEMEIE Y B3POCIBIX.
Oznmako cuemyer OTMETHTH, UTO BelHuMHA Cyex OBUTA B BEpXHEH dacTH HHTEpBaIa
KOHIIEHTpalui, HabmomaeMblx y B3pocibiX. Bemmawubsl AUC # Cyax UI1  aKTHBHOTO
MeTabo/IMTa HOPKBETHANNHA GBIIM BBIIe Kak y geret (10-12 1eT) cOOTBETCTBEHHO Ha 62% 1
49%, Tax u y noppoctkos (13-17 mer) coorercTBeHHO Ha 28% u 14%, 10 CPaBHEHHIO CO
B3POCIIBIMH.

5.3. JMoxamauyecKkue MCCAEN0BaHAA 0€30ACHOCTH

B cepun reHOTOKCHYECKHX MCCIENIOBAHUIL i Vilro M in vivo IPH3HAKOB FeHOTOKCHIHOCTH HE
oOHapyxeHO. Y 1abopaTOPHBIX >XHBOTHBIX IPH YPOBHSX DOKCIOSMIMM, NOCTIKUMEIX B
KIIMHIMECKAX YCIOBHAX, OB 00HApYKEHBI CIEAYIONINE OTKIOHEH S, KOTOPHIE elle He GBUIH
HOJTBEPKIACHEI [UTHTEIbHBIME KINHUYECKUMHI UCTIBITAHUAMU:

Y KphIC HabM0AaI0Ch OTIIOKEHUE MUTMEHTa B IUTOBU/IHON Xene3e. Y HIPYHKOBEIX 0663
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obHapy:xeHa oMKy ISIpHO-KIIeTOUHAS THOEPTpodus MU TOBUIHOH HKEJIE3EL,
CHIDKCHHE ypOBHS T3 IUIA3MEIL, CHIXEHHE YPOBHS TEMOITIOGHHA 1 KOJINIECTBA SPUTPOIUTOB U

JIEHKOIUTOB. Y CO6AK 3aperHCTPHPOBAHEI CILydai TIOMYTHEHNS XPYCTATHKA 1 KATAPAKTEL
YuuTHIBaZ BCE STH JAHHBIC, [IONB3Y OT JICYEHHS KBETHATIHHOM CIIEyeT COHOCTAaBIATH C
PHUCKOM GE30IIACHOCTH JJIS LAIHEHTA.

6. ®APMAINEBTUYECKHUE JAHHBIE

6.1 Ilepeyens BCHOMOraTe LHBIX BellecTB

Hemmonosa MHUKPOKPHCTaILIMIECKas, JIAKTO3EI MOHOTHJPAT, HaTpusd KpaxMajriuKoaT (THI
A), noBumon K-90, wmarmms CTCapaT, KPCMHHUS MOHOKCHN KOJUIOMIHBIH Oe3BOHEIH,
THIIpOMEILI03a, THTaHa nuokcun (E171), maxporon 3350, TPHANETHITIIHLEPHH, XKeJle3a OKCHIT
kpacubli (E172), xenesa oxcun sxenTorit (E172) (rabnerxn 150 mr u 200 MT).

6.2. HecoBMecTMMOCTL

Henpumenumo.

6.3. Cpox rognocru

5 ner.
He ncnosns3osats IIpenapar Ioclie UCTEYEHHS CpoKa TONTHOCTH, YKa3aHHOTO Ha YIaKOBKe!
Jaroii ucregenus CpOKa rONHOCTH CUMTAETCS IOCIe HMi JI€HBb YKa3aHHOTO MECSIIA.

6.4. VYcioBus xpaHeHus

XPpaHUTE TIPH TeMIlepaType He Bhmme 25 °C.,
XpaHUTE B HEXOCTYIIHOM 17Is fleTelt MecTe!

6.5. Ynakosxa

Ilo 10 Tabuerox B Ommctepe us3 IIBX/TIBOX/amomMunneroit domeru. 3 wm 6 Omcrepos
YUAKOB2HBI B KapTOHHYIO Ia4Ky BMECTE MHCTPYKIMEH 110 MEIUIUHCKOMY TIPUMEHEHHIO
Iipenapara IS MalueHTOB.

6.6 Mepbl IpenoCTOPOKHOCTH IPH 00pAINEHNN ¥ YTHIN3AHN

Croernmansaeie TpeGoBanms OTCYTCTBYIOT.

Ypanemnme mo6HX Kxonmdects HCEUCTIONIB30BAHHOTO  NPENapaTa WIH OTXOJOB cuenyer
BEIIONHATE B COOTBETCTBUM C MECTHBIMM TPeGOBAHMIM,

6.7 YcumoBns ornycka

Ornyckaetes no penenry Bpaua.
WH®OPMANHA O IIPOU3BOINTEJIE

3A0 «@apmaneBrryeckuii 3aBo;1 DT UCy

1106 Bynanenrr, yi. Kepecrypn, 30-38

Benrpus

Hpencrasutenscrso 3A0 «DapmanesTiyeckuit 3aBo OTUC» B Pecnybruxe bemapycs
220053, r. Munck, nep. EpMaxa, 1. 6A

Kouraktheie Tenedonsr: (017) 380-00-80, (017) 227-35-51(52), daxc (017)227-35-53

ONEKTPOHHAS [OYTA: info@egis.by
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