OBIIAA XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O ITPEITAPATA

1. HAUMEHOBAHMUME JIEKAPCTBEHHOI'O ITPEITAPATA
Ksentnakc CP, 150 mr, TabieTku ¢ MPOJIOHTHPOBAHHBIM BBICBOOOK/ICHUEM, ITOKPHITHIC TNICHOYHOM
000JI0YKOM

Ksentnakc CP, 200 mr, TabieTKH ¢ MPOJIOHTHPOBAHHBIM BBICBOOOK/ICHUEM, ITOKPHITHIC TNICHOYHOM
000JI0YKOM

Ksentnakc CP, 300 mr, TabieTKH ¢ MPOJIOHTHPOBAHHBIM BBICBOOOK/ICHUEM, ITOKPHITHIC TNICHOYHOM
000JI0YKOM

2. KAUECTBEHHBIN U1 KOJIMYECTBEHHBIN COCTAB

JelicTByrolee BEMIECTBO: KBETHAIIMH.

Kgentnakc CP, 150 Mr, TabJIeTKH ¢ TPOJIOHTUPOBAHHBIM BBICBOOOKIEHHUEM, IMOKPHITHIE [JIEHOYHOU
000104YKOH

Kaxxnas tabnerka cogepxut 150 Mr kBeTHanuHa (B BUAE€ KBETHAMHA FreMU(pyMaparta).

Ksentuakc CP, 200 mr, TabGJIeTKU ¢ IIPOJOHTUPOBAHHBIM BLICBOOOKACHUEM, IOKPHITHIE TUIEHOYHOU
000JIOYKOH

Kaxxnas rabnerka cogepxut 200 Mr kBeTHANMHA (B BUIC KBETHAIIMHA TeMU(pyMaparta).

Ksentnakc CP, 300 mr, TaOJETKH C IPOJOHTUPOBAHHBIM BBLICBOOOKIECHUEM, TOKPBITHIE TUNIEHOYHOUN
0007104YKOH

Kaxxnas tabnerka conepxut 300 Mr kBeTHanuHa (B BUJIe KBETHANIMHA TeMudymapara).

BemectBa, Hann4ne KOTOPHIX HAJ0 YYHTHIBaTh B COCTaBE JICKAPCTBEHHOTO Iperapata: JIaKTo3a,
Hatpuii (cM. pasznen 4.4.).

ITonHbIit MEpCUCHb BCIIOMOT'aTCJIbHBIX BCIICCTB IPUBCACH B pa3JciIic 6.1.

3. JEKAPCTBEHHAS ®OPMA

TabneTkw ¢ ITPOJIOHT'MPOBAHHBIM BLICBO60)K,Z[CHI/IGM, IOKPBITHIC IJICHOYHOH 000JI0YKOM.

Ksentnakc CP, 150 mr, TaOJETKH C IPOJOHTUPOBAHHBIM BBICBOOOXKIECHUEM, TOKPBITHIE TUIEHOYHON
0007104YKOH

Kpyrible ABOSKOBBINYK/IbIE TAaOJETKH, MOKPBITHIE IMJIEHOYHOW O0OO0JIOYKOM OpaHXKEeBO-PO30BOTO
I[BETA.

Ksentnakc CP, 200 mr, TaOJETKH C IIPOJTOHTHPOBAHHBIM BBICBOOOKIEHHUEM, TOKPHITHIE TUICHOYHOM
0007104YKOH

OBasibHBIE JIBOSIKOBBIMYKJIbIE TAOJETKU, MOKPHITHIE MICHOYHOW O0O0JIOUKOW KOPUYHEBO-KEITOIO
LBETA.

Ksentnakc CP, 300 mr, TaOJETKH C IPOJTOHTUPOBAHHBIM BBICBOOOXKIECHUEM, TOKPBITHIE TUNIEHOYHOUN
0007104YKOH

KamncynoBuaabie JBOSIKOBBITYKJIbIE TaOJIETKH, MOKPBITHIE IJICHOYHOM 000JI0YKOI CBETIIO-KEITOrO
L[BETA.



4. KIMHUYECKHUE JAHHBIE
4.1. ITokazaHusl K IPUMEHEHHIO

[Ipenapar KBentuakc CP nmoka3an K IpMMEHEHHIO Y B3POCIIbIX B BO3pacTe oT 18 jert:

e IS IeYeHUS N30 PEHUH, BKIIOYas:
- NpOUIAKTUKY PELUANBOB y CTAOMIIbHBIX MAI[MEHTOB;
e IS IeYeHUS OUIOJISIPHOTO PaCCTPONCTBA, BKIKOYAS:

- yYMEpCHHbIE U TSDKEIbIe MaHHAKAIBHBIE SIU30Abl B CTPYKType OWITOISIPHOTO
paccTpoicCTBa;

- TSDKEJIbIC DMH30/IbI IEPECCUU B CTPYKTYpE OUIOISIPHOTO PAaCcCTPOICTBA;

-  NOpoPWIAKTHKY PpPEUUAMBOB OHWIIOJISAPHOTO PpACCTPOCTBA y TMAIlMEHTOB C
npenmecTpytomei  dGPeKTUBHON Tepanueil KBETHAMHOM MaHUAKAIbHBIX WM
JEPECCUBHBIX AMHU30/I0B B CTPYKTYpE OUTIOISIPHOTO PACCTPOMCTBA;

® IS JICUEHHUS IETIPECCUBHOTO 3MHU30/1a:

- KOMOWHUpOBaHHAs Tepamusi TPHU CYOONTUMAILHOM OTBETE Ha MOHOTEPAITHIO

AHTUJEIIPECCAHTOM.

4.2. Pe:xuM 103MPOBaHUS U CIOCO0 MPUMeEHEeHHUs!

PexxuMbl 103MpoBaHMsA, NPEAYCMOTPEHHBIE AJIS Pa3HbIX NOKa3aHWUH, pasziauuarorcs. [lostomy B
00513aTENILHOM TOPSIKE CIEAYET MPEIOCTABIATH MallUeHTaM HHPOPMALIUIO O PEKUME JO3UPOBAHHS
npernapara npu ux 3a00JIeBaHHUH.

PexxuM no3upoBaHus

Jleuenue wuzoghpenuu (8xmouas npohuiaxmuxy peyuousos y cmabuibHblX nayueHmos)

Jleuenue oOunonapnoco paccmpoiicmeéa (YMEPeHHbIX U MAXCENbIX MAHUAKATLHBIX DNU30008 6
cmpyKkmype OUnoJisApHO20 paccmpoucmea)

CytouHas 103a 1Jis IepBbIX 2 CyTOK Tepanuu coctapiser: 1-e cytku — 300 mr, 2-e cytku — 600 mr.
Pexomennyemas cytouHas no3a coctasisieT 600 Mr, ogHAaKo MpH HEOOXOJUMOCTH MOXET ObITh
yBenuueHa 10 800 Mr B cyTku. B 3aBUCMMOCTH OT KIMHHYECKOTO 3(PQeKTa M HHIUBUIYaTbHOU
IIEPEHOCUMOCTH ITALIUEHTOM /10332 MOXKET BapbUpoBaTh B nipeaenax or 400 mr no 800 mr B cyTku. [
MO/IIEPKUBAIOLLEH TEpaIuy MpH MU30(ppeHNH He TpeOyeTcss KOPPEKLUs 103bl IOoce KyITUPOBaHUS
obocTpeHus.

Jleuenue bunonaprozo paccmpoucmaa (maxcenvlx 3nu30008 0enpeccu 8 CmpyKkmype OunoispHo20
paccmpoticmea)

[Ipenapar Ksentnakc CP cnenyer npuHnmars nepen cHoMm. CyTodHas 103a Ui NEPBBIX 4 CyTOK
Tepanuu coctabiseT: 1-e cytku — 50 mr, 2-e cytku — 100 mr, 3-u cytku — 200 mr, 4-e cytku — 300 mr.
Pexomennyemass cyrtounas pgo3a coctaBiager 300 Mr. B KIMHHYECKMX  HCCIIEIOBaHUSIX
JIOTIOJIHATENbHASL 110J1b3a MPU NPUMEHEHHHU mpenapara B 03¢ 600 Mr B CyTKH MO CPaBHEHMIO C
npuMeHeHueM B 103¢ 300 Mr B CyTKH He Oblia IpOJeMOHCTPUPOBAHA.

Y HEKOTOpPBIX MAIMEHTOB KIWHUYECKH 3(h(deKkT MoxkeT HaOMIOAATHCS MPHU MpUEMeE Mpenapara B
cyTouHOM 1103€e 600 M.

[Ipenapar Ksentnakc CP B no3ax, npeBblmatomux 300 Mr, OJDKEH Ha3HA4yaThCsl Bpadami,
MMEIOIINMH OTIBIT TePAIUK OUTIOISIPHOTO PACCTPONCTBA.

B xa1uHn4ueckux HCCIIEA0BAHUAX 61:1.]'13_ IIOKa3aHa BO3MOKHOCTb CHUXKXECHUA AO03bI 10 MUHHUMAJILHOHA —
200 MT B CYTKH — IIPH TUIOXOM MEPEHOCUMOCTH TperiapaTa y OTACIbHBIX MAIMEeHTOB.



Jleuenue bunonsaproco paccmpoucmea (npopuiakmuka peyuousos OUNOIAPHOZO PaAcCmMpolucmed y
nayuenmosg ¢ npeouiecmsyroujei d¢gdekmusHou mepanueti K8emMuanuHoM MAHUAKATbHBIX ULU
0enpeccusHuIX 3NU30008 8 CMPYKmMype OUNONISAPHO20 pacCmpolcmaea)

Jns mpoMIaKTUKKA PElUJUBOB MaHUAKAIBHBIX, JIENPECCHBHBIX M CMEIIAHHBIX 3IMH300B MpU
OUIIOJIIPHOM PACCTPOMCTBE MALMEHTaM C II0JIOKUTENIBHBIM OTBETOM Ha JIEYEHHE IpernapaTrom
Ksentunakc CP cienyer npoJoipkaTh TEPANNIO B TAKOM )K€ CyTOYHOM /103€, KaKk U B Hayaje TeparuH.
IIpenapar Keentnakc CP cnenyer npuHumarh nepen cHOM. B 3aBUCHMMOCTH OT KIMHHYECKOIO
s dexTa U MHIUBUAYAIBHOW NEPEHOCUMOCTH MAIlMEHTOM CYTOYHAs J103a MOXKET BapbHpPOBATH B
npenaenax ot 300 mr go 800 mr. [l momiepKuBaromie Tepanuu PEKOMEHAYETCS NMPUMEHSTH
MUHHMaJIbHYIO 3G QeKkTuBHYI0 103y npenapara Ksentuakc CP.

Jleuenue Oenpeccusnoeo 3nu300a (KOMOUHUPOBAHHAS Mepanus npu CyOOnmuMailbHOM omeeme Ha
MOHOMEPAnuio AHMuUOenpeccanmom)

ITpenapar Ksentuakc CP cienyer npuHumMath nepen cHoMm. CyTouHast 1032 JUls HEpBBIX 4 CyTOK
Tepanuu cocTaBisieT: 1-e u 2-e cyTku — 50 mr, 3-u u 4-e cytku — 150 Mr. AnTHIETPECCHBHBIN YPQEKT
HaOmoxancs npu no3ax 150 u 300 Mr B CyTKM B KPaTKOCPOUYHBIX HCCIIEIOBaHMSIX B KadyeCTBE
JOTIOJTHUTEIBHON Tepanmuu (C ACIUTAIONPAMOM, YJIOKCETHHOM, OYIPOIMOHOM, IIHTAIOIPAMOM,
AMUTPUNTWIMHOM, (IIyOKCETHHOM, IapOKCeTHHOM, CEpTPaIMHOM U BEHJA(paKCMHOM — CM.
pasznen 5.1.) u B po3e 50 Mr B CyTKM B HCCIEIOBAaHUSAX KpPAaTKOCPOUYHOM MoHoTepanuu. Ilpu
IPUMEHEHUH Tpernapara B BBICOKHMX J103aX IOBBIIIAETCS PUCK BO3HUKHOBEHMS HEKEIATENbHBIX
peaknmii. [loaToMy Bpauam cienyeT NPUMEHSITh MUHUMAIBHYIO (PQEKTHBHYIO 03y, HAUWHAs C
50 mr B cyTku. YBenndeHnue 10361 co 150 Mr B cyTku 710 300 Mr B CyTKH JJOJPKHO OCHOBBIBAThCS Ha
WH/IMBUYaTBHOM OIICHKE COCTOSIHUS TTalleHTA.

Ilepe6oo ¢ npuema xeemuanuna 6 opme mabaremox ¢ ObICMPLIM BbICBOOONCOEHUEM HA NPUEM
npenapama Keenmuaxc CP

Jns ynobcTBa mpueMa MNAIMEeHThl, B HACTOALIMM MOMEHT IOJIy4Yaroulue JIpOOHYI0 TEeparuio
KBETHANMMHOM B (hopMe TabJIeTOK ObICTPOro BBICBOOOXKIAECHMS, MOTYT OBbITh IMEpPEBEACHBI Ha MpPUEM
npenapata KBentuakc CP oguH pa3 B CyTKHM B J03€, SKBMBAJEHTHOW oOIIed CyTO4YHOH [103€
KBeTHAaNMHa B (QopMe TabyeTOK OBbICTPOro BBICBOOOXKIEHHUSA. B OTAENBHBIX clydasx MOXET
MOHAZI00UTHCS KOPPEKIMS J03bI.

Oco0BIe TPYIIIBI ITAIMEHTOB

ﬂuua nosHCUsI0c0 so3pacma

Tax ke, Kak U JIpyrue HeHposIeNnTHYECKUE CPeJICTBA U aHTUenpeccanTsl, npenapat Ksentuakc CP
ClIelyeT HMPUMEHATh C OCTOPOXKHOCTHIO y MAIMEHTOB MOXHJIOTO BO3pacTa, OCOOCHHO B Hayaje
tepanuu. [Togbop 3pdexTuBHOI 10361 Npenapara Keentnake CP y nmanneHToB MOXKUIOTO BO3pacTa
MOKET ObITh MEIJICHHEE, a CYyTOYHasl TepareBTHYecKas J103a HUXKE, YeM y MAIlMEeHTOB MOJIOO0r0
Bo3pacta. CpeqHuid TIa3MEeHHBIN KIMPEHC KBETHAIMHA y TAIMEHTOB TOXHIIOTO Bo3pacta Ha 30—
50 % Huxe, 4yeM y MarMeHTOB MOJIOIOTO Bo3pacTa. Y MAIMEeHTOB MOXKMUIIOrO BO3pacTa HavyajabHas
no3a npenapara Ksentnakc CP cocraBiser 50 mr B cyTku. /o3y MOKHO yBenuunBarh Ha 50 Mr B
CYTKH B 3aBUCUMOCTH OT KJIMHUYECKOTO OTBETA U MHIAUBUAYAIBHON IEPEHOCUMOCTH J10 JOCTUKEHUS
3¢ PeKTUBHOMN 103bI, KOTOPasi, BEPOATHO, OYIET MEHBIIIE, YeM Y MOJIOBIX TAI[MEHTOB.

VY manMeHToB MOXXUIIOTO BO3pacTa ¢ JENPECCUBHBIM 3IM30J10M J03a AJIs MEPBLIX 3 CYTOK Tepanuu
cocrasisieT S0 Mr B cyTkH ¢ yBennueHueM 10 100 mr B cyTkn Ha 4-¢ cyTkH 1 10 150 Mr B cyTKH Ha
8-e cyTtku. Cnenyer npUMeHsITh MUHUMAIIbHYIO 3 (EKTUBHYIO 03y Npenapara, HauYMHas JeUeHHUe ¢
50 mr B cyTkH. B ciydae HE0OX0IMMOCTH 103y Mpernapara MOXHO yBeIHIuTh 10 300 MTr B CyTKH, HO
He paHee 22-ro JIHS TepaIlnu.

DOddekTuBHOCTF U 0E30MaCHOCTh MpernapaTa y MalUeHTOB cTapiie 65 JIeT ¢ JIeNPEeCCUBHBIMU
AMU30/1aMHU B CTPYKTYpe OUMOISPHOTO PACCTPONCTBA HE OIEHUBAIHCH.

Haqueﬂmw C NOYEeYHOoU HedoCMamo4HOCbIO



JJ1sl MarMeHToB C MOYEYHOM HEIOCTAaTOUYHOCTBIO KOPPEKIIHS 10361 HE TpeOyeTcs.
Tlayuenmul ¢ neuenouHol HEOOCMAMOYHOCMbIO

KBetnanun uHTEeHCHMBHO MeTabonu3upyeTcs B nedeHu. BcenenctBue sToro ciemyer cobioaTh
OCTOPOXKHOCTh IIpH IIpuMeHeHHH npenapara KseHtuakc CP y mnanueHToB ¢ IEYEHOYHOMH
HEJ0CTaTOYHOCTHI0, OCOOEHHO B Hauaje Tepanuu. PexkomMeHiyeTcss HauuHaTh Tepanuio MpenapaTom
Ksentnakc CP ¢ 103b1 50 M B CyTKHM M yBEIMYMBATh 703y €XKEeAHEBHO Ha 50 MI 10 JOCTHKEHHS
3¢ (HeKTUBHON A03bI C YUETOM MHIWBUIYATBLHOM IEPEHOCUMOCTH U KJIMHHUYECKOTO OTBETA.

CTHU

be3onacHocth n 3 dextrBHOCTh Tpenapara KBentunakc CP y nereli u moapocTKoB B Bo3pacTe 110 18
JIET Ha JIAaHHBI MOMEHT HE YCTaHOBJIEHBI. MIMeroluecs Ha CErOAHSAIITHUN IEHb JJaHHbIC TPUBEICHBI
B pazzgenax 4.4. u 4.8., 0lHAKO HEBO3MOXKHO JIaTh PEKOMEHAAIINHU 10 PEKUMY JO3UPOBAHUSI.

Cooco0 nmpuMeHeH st

BuyTpb, oMH pa3 B CyTKH, HATOIIaK (HEe MeHee 4yeM 3a | yac 10 mpuema nwuiu). TabneTku
HE0OXO0IUMO MPOTIIATHIBATH IIEITUKOM, HE JCIIUTh, HE Pa3)KEBBIBATh U HE Pa3]IaMbIBATh.

4.3. IlpoTuBOMOKA3aAHUS

e [ Mnep4YyBCTBUTEIBHOCTh K KBETHAIMHY WM K JIFOOOMY W3 BCIIOMOTATEIbHBIX BEILECTB,
MePEUYHCICHHBIX B pazjaene 6.1.

e OjHOBpeMEHHOE TMpPHMEHEHHE C WHruouropamu 1uroxpoma P450, TakumMu Kak
MIPOTUBOTPUOKOBBIC TIperaparbl TPYIIBI  a30JI0B, JPUTPOMUIIMH, KIAPUTPOMHUIIMH U
He(has300H, a TaKKe HHTUOUTOPBI MPOTEas3bl BUpyca UMMYHoAepuiuTa yenoseka (BUY) (cm.
paznen 4.5.).

4.4. Ocobble yka3aHus U Mepbl MPeJ0CTOPOKHOCTH NPH NPUMEHEeHUH

[IpenapaTt cienyer Ha3HauaTh C OCTOPOXHOCTBIO Y MAalMEHTOB C CEPACUHO-COCYIUCTBIMU H
1epeOpPOBACKYIISPHBIMU 3a00JIEBAaHUSMU WJIM JAPYTUMHU COCTOSHUSIMH, MpPEIpacroyiaraloiiuMu K
apTepuaIbHON THUIOTEH3WH, Yy JIMIl TOXHWIOrO BO3pacTa, TMAaIMEHTOB C  TEUYEHOYHOU
HEJIOCTAaTOYHOCTBIO, CYJOpPOraMH B aHaMHE3€, PUCKOM pPa3BUTHUsS HHCYJIbTAa U ACHUPALMOHHOU
MTHEBMOHHH.

Cyuyuo/cyuyuoanvhvie MblCAU UNU KTUHUYECKOE YXYOUleHUe

HGHPGCCI/H[ CBsjA3aHa C TIIOBBIIICHHBIM PHUCKOM BO3HHKHOBCHHA CYHUIUIOAIBHBIX MBICHefI,
CaMOIIOBPCIKJACHUSA U CyHIIUJa (CO6I>ITPII>'I, CBA3aHHBIX C CYI/II_II/II[OM). I[aHHBIﬁ PHUCK COXpAaHACTCA 1O
MOMCHTa HACTYIJICHUSA BBIpa)KeHHOﬁ PEMUCCHUN. BBI/I}Iy TOro, 4TOo M40 YJIYUYHICHUSA COCTOAHUA
nanmueHTa ¢ Hadaja JCUYCHUA MOXKET HpOﬁTH HCCKOJIBKO HCACIb HIIN 6OJ'IBI_HC, MalMCHThI JOJI?KHBI
HaxXOJUTBCA IO MPUCTAIIBHBIM MCEAWUIUHCKHUM Ha6J'IIO,HeHI/IeM A0 HACTYIUUICHUA YJIYULICHUA. Ilo
JaHHbIM OGMCHPHHHTOFO KIIMHAUYCCKOI'0 OIIbITa PUCK CyHIIUIAA MOKCT IMOBBICUTHCA HAa pPAHHUX
CTaguAgX HACTYIUICHUA PEMUCCHUH.

[To maHHBIM KPAaTKOCPOYHBIX IMIAIe00-KOHTPOTUPYEMBIX KIMHHUECKUX HCCIISI0OBAaHUN Y AI[IEHTOB
C JeTipeccHeil Mpu OUTIONIPHOM PACCTPOMCTBE PUCK PA3BUTUS COOBITHH, CBSI3aHHBIX C CYUIUIOM,
coctaBui 3,0 % (7/233) nnsa xBernanuHa u 0 % (0/120) ansa mnare6o y marueHToB B Bo3pacte 18—
24 rona, 1,8 % (19/1616) nns kBernanuna u 1,8 % (11/622) nis niamne6o y MaeHToB B BO3pacTe
> 25 ner.

Jlpyrue TNCHXUYECKHE pacCTpPOMCTBA, JUIsl TEpamud KOTOPHIX NPUMEHSIETCS KBETHANUH, TaKKe
CBSI3aHBI C TIOBBIIICHHBIM PUCKOM COOBITHI, CBS3aHHBIX ¢ cyHuuaoM. Kpome Toro, Takue coCTOSTHUS
MOTYT OBITh KOMOPOMIHBIMH C JICIPECCUBHBIM  3MH3070M. TakuMm oOpa3oMm, Mepsl
IPEIOCTOPOKHOCTH, IIPHMEHSIEMBIE IPU TEpPaNny NAMEHTOB C JIETIPECCUBHBIM 3ITU30/I0M, TOJDKHBI



MPUHUMATHCA U MPH JICYCHUH MAaLMEHTOB C IPYTUMH IICUXUYECKUMU paccTpoiicTBamu. [lpu peskom
MpPEKpalICHUU Tepanuu KBETHATMHOM CJEAyeT MPUHMMAaTh BO BHUMAaHHUE MOTCHIMAIbHBIA PUCK
pa3BUTHUA COOBITHI, CBA3aHHBIX C CYULIUIOM.

HaI_II/IeHTBI C CyunuJaJIbHbIMH COOBITHSIMU B aHaMHEC3C, a TaKXKE MMaluCHTBI, OTYCTIMBO
BBICKA3bIBAKOIHUE CYHIUAATIBHBIC MBICIIM IICPEd HadalloOM TEpallhunu, OTHOCATCA K TPYIIIIC
IMOBBIIICHHOI'O PUCKAa CYHIIUAAJIbHBIX HaMepeHI/IfI N CYHIIUAAJIBHBIX IMOIIBITOK U JOJDKHBI THIATCIIEHO
Ha6J'IIOI[aTBCH B IIPOLECCE JICUCHUA.

VY manueHToB ¢ MaHUEH Npu OUMOJSPHOM PACCTPOMCTBE PUCK Pa3BUTHs COOBITHH, CBS3aHHBIX C
cyuuuom, coctaBui 0 % (0/60) nns ketnanuna u 0 % (0/58) ans minanedo y nainueHToB B BO3pacTte
18-24 rona, 1,2 % (6/496) mnst kxeetuanuua u 1,2 % (6/503) ans mnanedo y maiueHToB B BO3pacTe
> 25 ner, 1,0 % (2/193) nns xeBeruanuua u 0 % (0/90) mns mmanebo y manydeHTOB B BO3pacTe A0
18 ner.

VY MmanueHToB ¢ MU30pPEHUEH PUCK Pa3BUTHS COOBITUH, CBS3aHHBIX C CYUIIMIOM, cocTaBui 1,4 %
(3/212) nnst xBetnanuaa u 1,6 % (1/62) nns muane6o y manueHToB B Bo3pacte 18—24 rona, 0,8 %
(13/1663) nna xBeruanuua u 1,1 % (5/463) nns nnane6o y nmauueHToB B Bo3pacte > 25 ner, 1,4 %
(2/147) nnst kBetnanuHa u 1,3 % (1/75) nns morane6o y manyueHToB B Bo3pacte 10 18 ner.

VY NalueHTOB C JECNPECCUBHBIM 3IMH30J0M PUCK PA3BUTHUS COOBITHH, CBS3aHHBIX C CYHIIHIIOM,
cocraBun 2,1 % (3/144) nns xkeernanvwna u 1,3 % (1/75) mig mnane6o y manueHToB B Bo3pacre 18—
24 rona, 0,6 % (11/1798) nns xBernanuna u 0,7 % (7/1054) nns nnanebo y nalyeHTOB B BO3pacTe
>25 ner. IlanmenTtsl B Bo3pacte a0 18 1eT B HCCIEAOBAHMUAX IO JIAHHOMY IIOKa3aHUIO HE
y4aCTBOBAJIH.

B 1enom, 1Mo gaHHBIM KPAaTKOCPOUHBIX ILIAIIe00-KOHTPOJIUPYEMBIX HCCICIOBAaHMIA [0 BCEM
MOKa3aHUsIM U BO BCEX BO3PACTHBIX TPYIINAX YacTOTa COOBITHIA, CBSI3aHHBIX C CYHIIUIOM, COCTaBUIA
0,8 % xax juia kBetranuna (76/9327), Tak u s miamnebo (37/4845).

ITpoBenennsit FDA (YnpaBieHue mo KOHTPOJIO 3@ MUILEBBIMU MPOIAYKTAaMH M JIEKAPCTBEHHBIMU
cpeactBamu, CIIA) mertaaHanu3 miane00-KOHTPOIUPYEMBIX HCCIEAOBAHUM aHTUIENPECCAHTOB,
oboOmatonii nanHeie npuMepHo 4400 nereit u moxapocTkoB U 7700 B3pOCHBIX MALlUEHTOB C
MICUXUYECKUMHU PACcCTPOICTBAMU, BBISIBIJI TIOBBIIIEHHBIN PUCK CYHIIMIAILHOTO MTOBEIEHUS Ha (oHE
AHTUJICTIPECCAHTOB TI0 CPaBHEHHIO C IuTanedo y jAereil, MOJPOCTKOB M B3pPOCIBIX MAaIlMEHTOB B
Bo3pacte 10 25 ner. JlaHHBIM MeTaaHaJlM3 HE BKJIOYACT HCCJIENOBaHUS, TJE€ HCIIOJIb30BAJICS
KBeTHanuH (cM. pazzaen 5.1.).

Oxempanupamuonvle cumnmomul (I11C)

OTMe4yeHO yBenMueHUe 4YacToThl BO3HHMKHOBeHMs OIIC mpu mpueme KBeTHANMHA Y B3POCIBIX
MAIMEHTOB C OOJBIIUM JCTIPECCUBHBIM SIHU30/I0M B CTPYKTYpE OWITOJSPHOTO PacCTPOMCTBA HIIH
OO0JIBIIIOTO JIEMPECCUBHOTO PACCTPOMCTBA MO CpaBHEHHIO ¢ Iutanedo (cM. pazzaen 4.8.). Onnako npu
Teparuy KBETHAITMHOM Y TAlMEHTOB C MM30(peHnell W MaHWeld B CTPYKType OHWIOJISPHOTO
paccTpoiicTBa He BBISIBJICHO yBeIWYeHUs 4acToThl Bo3HUKHOBeHUs DI1C no cpaBHeHHMIO ¢ 1anedo.

To30n5a ouckunesus

Ha ¢one mnpuema HEHpOJENTHKOB, B TOM 4YHCIE KBETHAlMHA, MOXXET BO3HHKATH ITO3IHSSA
AUCKUHE3UA, KOTOpas MPOABIACTCA HACUJIIBCTBECHHBIMU HCIIPOU3BOJIBHBIMU JIBMKCHHUAMHU U MOXKCT
HOCUTH HEOOpaTHMBbI XapakTep. B ciny4ae pa3BUTHS CHMOTOMOB TMO3/HEH JIMCKUHE3HH
PEKOMEHIYETCA CHU3UTH J103y Mpernapara WIM MOCTENEHHO €ro OTMEHUTh. CUMITOMBI MO3THEN
JIMCKUHE3MH MOTYT yCHUIIMBAThCS HITH J]ayKe BO3HUKATH MOCIIE MIPEKpAaIeH s TpreMa npenapara (CM.
pasnen 4.8.).

Ha ¢one npuema kBeTHanmHa MOKET BOSHUKATh aKaTH3Ms, KOTOpast XapaKTepU3yeTcs HEMPUATHBIM
qyBCTBOM JIBUTaTEJILHOTO OECHOKOHCTBA M IMOTPEOHOCTBIO JBHUraTbCsi U MPOSBISETCA
HECIIOCOOHOCTBIO TMAIlMeHTa CUICTh WJIM CTOSTh 0e3 IBMkKeHUs. [IpyM BOSHMKHOBEHMH MOJOOHBIX
CUMIITOMOB HE CJIELYET YBEIUYUBATh 103y KBETHAIIMHA.
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Connusocmo u 2O0JI0BOKpYIHCEeHUe

Bo Bpems Tepanuy KBETHAIIMHOM MOKET OTMEYaThCsl COHJIMBOCTD M CBA3aHHBIE C HEM CUMIITOMBI
(Hammpumep, cenauus) (cM. paszzen 4.8.). B KIMHUYECKHUX UCCIIE0BaHUSX C Y4acTHEM IMAIMEHTOB C
Jerpeccueil B CTPYKType OMIIOJIIPHOIO PACCTPOMCTBA U C JEIPECCUBHBIM JIU3010M COHIIUBOCTD,
KaK MpaBUiO, Pa3BUBAJach B TEUEHHUE IEPBBIX TPEX [HEH Tepanuu. BhIpakeHHOCTb AAHHOU
HEXKEJIAaTeIbHOM peakiud B OCHOBHOM ObUIa HE3HAYMTEIbHOM MM ymMepeHHO#l. Ilpu pasButun
BBIPQ)KEHHOW COHJIMBOCTH MAllMEHTaM C JeNpeccHedl B CTPYKType OMIIOJIIPHOIO paccTpOMCTBa U
MaIMEeHTaM C JIEIPEeCCHBHBIM 3MU30/I0M MOTYT MOTpeOoBaThcs Oosiee YacThle BU3HMTHI K Bpaudy B
Te€YeHHE 2 HEJENIb C MOMEHTa BO3HMKHOBEHHs COHJIMBOCTH WIM 1O YMEHBIIEHHUS BBIPAKEHHOCTH
CHMIITOMOB. B HEKOTOPBIX ClTydasx MOKET MOTPeOOBATHCS MPEKPAIICHUE TePaii KBETHATMHOM.

Ha ¢one Tepanuu KBEeTHAIMHOM MOKET BO3HUKATh OpPTOCTATUYECKash TUIOTEH3US U
TOJIOBOKpYKeHHUe (cM. pazzen 4.8.), 00bI9HO BO BpeMs I0100pa 1036l B Hauase Tepanuu. [1anuenTsl,
0COOEHHO TOXKUJIOTO BO3pacTa, JODKHBI COOMIOAATH OCTOPOKHOCTh, YTOOBI M30€KaTh CIy4YailHBIX
TpaBM (TajaeHuil).

Hal/ﬂleHWlbl C cepdeqﬂo-cocyducmbmu 3a601e6anHUAMU

CrnenmyeTr coONIOAaTh OCTOPOXKHOCTH NMPU NMPUMEHEHWW KBETHANMHA Y TIAIIMEHTOB C CEPJCYHO-
COCYIUCTBIMH,  [epeOpPOBACKYJISPHbIMH  3a00JIEBAaHMSIMH M JIPYTHMH  COCTOSIHHSIMHU,
MIPeIpacIioaralouMMi K apTepruaIbHOW TUIOTEH3UH. Y TaKUX MAI[UEHTOB MOAO0Op 03Bl CIEAYET
OCYIECTBIATh MeicHHee. Ha (oHe Tepanuy KBETHAITMHOM MOXKET BO3HUKATh OPTOCTATHYECKAsI
TUIOTEH3Us, OCOOCHHO BO BpeMs moa0opa J03bl B Havale Tepanuu. [Ipu BO3HHUKHOBCHHH
OPTOCTaTUYECKON TMITIOTEH3UU MOXKET MOTPEOOBATHCS CHIKEHHE JT03bl WM 0OJIee MOCTECTICHHBIN e¢
noaoop.

Cunopom annos 60 cHe

VY manueHToB, MPUHUMABIINX KBETHAIINH, OTMEYAJICS CUHAPOM armHod Bo cHe. CienyeT cobtonaTh
OCTOPOKHOCTb ITPU HA3HAYEHUHU KBETUANIMHA MAlMEHTaM, MTOIyYatolUM ITpenapaThl, OKa3bIBaIOIINE
yrHeTaromiee JeicTBUe Ha leHTpaibHylo HepBHyio cucremy (IIHC), a Ttaxke mnamueHtam c
(dakTopaMu prcKa alrHO? BO CHE (HampuMmep, H30BITOYHAS Macca Tena/0KupeHne, My>KCKOH 1MoJT) UiTu
C alHO? BO CHE B aHAMHE3E.

Cyoopozu

He BBISIBIICHO pa3nuyuuii B 4aCTOTE Pa3BUTHUS CYOPOT Y MAIIMEHTOB, IPHHUMABIINX KBETHAITUH W
wiane6o. OfHako, Kak M OpU Tepanuu JAPYTMMH aHTUIICUXOTHUYECKHMMH JIEKAPCTBEHHBIMU
CpeACTBaMH, PEKOMEHAYETCS COONII0JIaTh OCTOPOKHOCTH TPH JICYEHUH MAIMEHTOB C HATUYHAEM
CYIOPOXKHBIX TIPHCTYIIOB B aHaMHe3e (cM. pazaen 4.8.).

3noxauecmeenHblll HelPOIeNMUYECKULL CUHOPOM

Ha ¢one npuema aHTUIICUXOTUYECKUX MPENapaToB, B TOM YHCJe KBETHAIIMHA, MOXKET Pa3BUBATHCS
3JI0KQYEeCTBEHHBIN Helposentuyeckuii cuHapoMm (cM. paszzgen 4.8.). KnuHuueckue mnposiBieHUs
CHHJpOMa BKJIIOYAIOT B ce0s TUNEPTEPMHUIO, M3MEHEHHBIH MEHTAJIbHBIH CTaTyC, MBILIICUYHYIO
PUTUIIHOCTb, JaOWJIBHOCTh BEreTaTUBHONM HEPBHOM CHCTEMbI, TMOBBIIIEHUE AaKTUBHOCTU
kpeatuHpochokunazel (KOK) B mnasme kpoBu. B Takux ciydasx HE0OXOAMMO OTMEHHUThH MPHEM
KBETHAIIMHA U ITPOBECTH COOTBETCTBYIOIIEE JICUEHHE.

Traoicenas neumponenus u azpanyioyumos

B kpaTKocpoyHBIX TUIaLe00-KOHTPOIUPYEMBIX KIMHHUYECKUX HCCIIECJOBAHUSIX MOHOTEpANUU
KBETHAIMMHOM HEYaCTO OTMEUAIUCh CIy4YaW TSDKEIONW HEUTPONEeHUU (KOMUYECTBO HEUTPOPUIOB
< 0,5 x 10%1) 6e3 nadexmun. CoobIAnoch 0 Pa3BUTHN arpaHyIONUTO3a (TSKETOH HEHTPOTICHHH,
acCcOIMMPOBAaBIIEHCs ¢ MH(PEKUUIMH) Y TAIlMEHTOB, MOJYYaBIINX KBETHAMTUH B PAMKAX KJIMHUYECKUX
uccaenoBaHUi (penKo), a TakKe MPU TOCTPETHCTPAIMOHHOM TNPUMEHEHHH (B TOM YHCIE C
JICTAJIbHBIM I/ICXOIIOM). BonbnmHCcTBO 3THX CJIy4dacB TSOKEI0U HeﬁTpOHeHHH BO3HHUKAJIO YCPEC3
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HECKOJIbKO MECSIIEB I0C/Ie Hayajla Tepaluy KBeTHanuHOM. He ObLIO BBISBIEHO 10303aBUCHUMOIO
spdekra. Jleiikonmenus u (WiM) HEHUTPONEHHUS pas3pelanach IOCiIe NpPeKpalleHus] Teparnuu
KBETHANIMHOM. Bo3MoOXHBIMU (hakTOpamMu pHCKa A BO3HUKHOBEHMSI HEUTPONEHUM SBIISIOTCA
IIPEALIECTBYIOIIEE CHUKEHHOE KOJIMYECTBO JICMKOLMTOB U CIIy4au JIEKAPCTBEHHO MHyLUPOBAHHOU
HEUTPOIICHUH B AaHAMHE3E.

Pa3BuTtue arpaHys01MTO3a OTMEYAIH U Yy MAMEHTOB 0e3 (akTopoB prucka. HeoOX0auMo yuuThiBaTh
BO3MOXKHOCTb Pa3BUTHS HEHTPONICHHUH Yy MAIMEHTOB ¢ WH(EKIHE, 0COOEHHO B CIIydae OTCYTCTBUS
OYEBHJHBIX IPEIPACHONaraomx (pakTopoB, WIM y MAIMEHTOB C HEOOBSCHUMOH JHMXOpaJKOH;
TaHHBIE CITy4au JOJDKHBI BECTHCH B COOTBETCTBHHU C KIIMHUYECKUMH PEKOMEHIALUSMH.

V MalueHToB ¢ KoaudecTBoM HeiTpoduiaos < 1,0 x 1091 nmpuem kBeTHanuHa ciemyeT IpeKpaTUTh.
[Tanmenta HeoOXoanMoO HAOMIOAATH IS BBIIBICHHS BO3MOXKHBIX CHMITOMOB HH(MEKIHMH U
KOHTPOIMPOBATH KOIMYECTBO HEHTPO(HIOB (110 MOBBIIEHHUs UX KoJmdecTsa 10 1,5 x 10%m).

Bszaumooeticmesue ¢ Opyeumu nekapcmeeHHbIMU CPeOCmBamU
Taxoke cm. pazzaen 4.5.

OnHOBpEMEHHOE TNPUMEHEHUE KBETHAllMHA C MOIIUHBIMH HMHIYKTOPaMH MHKPOCOMAIbHBIX
(dbepMeHTOB TMEYEeHH, TaKUMH Kak KapOama3enuH W (DEHUTOMH, CIIOCOOCTBYET CHHIKCHHIO
KOHIIGHTPAaLlMU KBETHAllMHA B IUIa3M€ KPOBU M MOXKET yMEHbIIaThb 3((EKTUBHOCTh TEparuu
npenapatom Ksentuakc CP.

[Ipumenenue npenapata Ksentuakc CP y nauueHToB, Mony4aromux HHAYKTOPbl MUKPOCOMAJIbHBIX
(bepMeHTOB TeYeHH, BO3MOXKHO JIMIIbL B TOM CIlydae, €CIIMd OXKHJaeMmas I0Jb3a OT Teparuu
npenapatoM KBentnakc CP mpeBOCXOOUT PHUCK, CBSI3aHHBIK C OTMEHOM MHIYKTOPOB
MHUKPOCOMAJIBbHBIX  (EpMEHTOB  TeueHH. VI3MeHeHune  1103bl  MpenapaToB-WHAYKTOPOB
MHUKPOCOMAJIBbHBIX (EPMEHTOB II€UeHH JOJDKHO OBITh mocTeneHHbIM. [Ipu HeoOxoaumocTu
BO3MO>KHO X 3aMElIeHHE IpernapaTaMy, He UHyLUPYIOIIMMHA MUKPOCOMaJIbHbIE ()ePMEHTHI IEUEHU
(HampuMep, npenapaThl BAJILIIPOEBON KUCIOTHI).

Macca mena

Ha ¢one npuema kBeTHanmuHa OTMEUEHO YBEJIWYEHHE Macchl Tesla. PekoMeHyeTcsl KIMHUYEeCKOoe
HaOJTI0/ICHNE MAIIMEHTOB B COOTBETCTBUH C IPUHSITHIMHU CTaHIapTaMu Tepanuu (cM. paszzen 4.8.).

Tunepenuxemus

Ha gone npruema kBeTnanmHa BO3MOKHO Pa3BUTHE TMIEPIIIMKEMHUU U (WIIH) pa3BUTHE U 000CTpEeHHE
caxapHoro aua0eTa, MHOIZIa COIMPOBOXKAAIOLIETOCsS KETOAlM030M HIM KOoMOH. PexomeHnmyercs
PETyJSIpHBIA KOHTPOJIb MAacChl Tella M CHMITOMOB THIIEPTIMKEMHH, TAKMX KaK MOJHIUTICHS,
NOJUYpHsl, monaudarus U ciabocTh, y MAalMEHTOB, TPUHUMAIOIIUX HEHPOJIENTHKH, B TOM YHCIE
KBETHANMH. PeKOMeHIyeTcsl KIMHUYEeCKOe HaONIo/IeHNe 3a TMalMeHTaMH C CaxapHBIM JTHa0eToM,
nanyueHTaMu ¢ akTopamMy pucKa pa3BHTHUS caxapHoro auadera (cM. paszaen 4.8.).

KOquHmpab;wz JUNUOO0E 8 NAazMe Kpoeu

Ha ¢one mpuema kBeTManmmHa BO3MOXKHO TOBBIINIEHHWE KOHIIEHTPAIIMU TPUTIIULEPHIOB, OOIIETro
XOJIECTEpUHA U XOJECTepHHA JHUMoNnpoTenaoB Hu3Kkou miotHoctu (JIITHIT), a Takxke cHmkeHwue
KOHIICHTPALIMHU JIUIIONPOTEUI0B BhicOKo miotHocTH (JITIBIT) B tuiasme kpoBu (cM. pasnen 4.8.).
VYKazaHHbIE UW3MEHEHHS CIEAYyeT KOPPEKTHPOBaTh B COOTBETCTBHM C JICHCTBYIOUIUMHU
PEKOMEHJALUSAMU.

Memabonuueckue Hapyuienus

VYBenn4eHUe Macchl TCJIa, MOBBINICHUC KOHUCHTPAIWU TJIFOKO3bI U JIMIIMAOB B INIA3MC KPOBHU Y
HEKOTOPBIX MAIMEHTOB MOXET MPUBECTH K YXYAIICHHIO METa0OIUIeCKOro Mpoduiisi, 94To Tpedyer
COOTBETCTBYIOIIETO HAOIIOICHUSI.

Yonunenue unmepsana QT



He BbIsSiBIEHO B3aUMOCBSI3U MEXIY NMPUEMOM KBETHANMHA U CTOMKUM MOBBILICHHEM aOCOIIOTHON
BenuuuHbl uHTepBana QT. Onnako ynnuHenue unrepBasia QT oTmedanoch Mpu NPUMEHEHUH
KBETHAIIMHA B TEPANEBTHUCCKUX J103aX M IMPH MEPeA03UpOBKe KBerhmamuHa (cM. pasmen 4 9.).
Cnemyer coOmroiath OCTOPOXHOCTh MPH NPUMEHEHWUM KBETHANMHA, KaKk U JAPYTUX
AHTUIICUXOTUYECKUX TIPernaparoB, MAlMEHTaM C CEepAeYHO-COCYAUCTHIMH 3a00JIEBAaHUSIMU U C
yanuHenneM uHTepBana QT B anamuese. Takke HEOOXOOUMO COONIOATH OCTOPOXKHOCTH IPH
MIPUMEHEHUN KBETHAIMHA OJJHOBPEMEHHO C IpernapaTamu, yanuHsomumMu uarepsai QTc, npyrumu
HEeHpOoJIeNnTUKaMH, OCOOEHHO Y JIMIL MOXKWJIOTO BO3pPAcTa, Y MALUEHTOB ¢ CUHIPOMOM BPOXKIAEHHOIO
yanuHeHus uatepsana QT, XpoHHUECKOH ceplIeYHON HeJJ0OCTaTOYHOCThIO, TUIepTpodueii Muokap/a,
THITOKAIIMEMHUCH WM THUITOMarHueMueit (cm. paszzaen 4.5.).

Ocmpole peakyuu, césa3anHble ¢ OMMEHOU npenapama

[Ipu pe3koil OTMEHE KBETHMANMHA MOTYT HAOIIOJATBhCS CIEIYIONINE OCTPhIe peakiuu (CHHIPOM
«OTMEHBI»): TOUTHOTA, PBOTA, OECCOHHUIIA, TOJIOBHAS 00JIb, TOJIOBOKPYKEHHUE U PA3APAKUTEIBHOCTD.
[TosTomy otmeny npenapara Ksentuake CP pekoMeH1yeTcst IpOBOIUTH MOCTEIIEHHO B TEUEHUE, KaK
MUHHUMYM, OJIHOW WJIU JIBYX HEZEIIb.

Henpasunvrnoe npumenenue u 310ynompebienue npenapamom

beuin oTMedeHBI ClIydan HCIPABUIBHOI'O NPUMCHCHUA U 3H0y1'[0Tpe6J'IeHI/I${ InpcrapaTom. Cne):[yeT
CO6JIIOZIaTI> OCTOPOXHOCTH IIpW HA3HAUYCHHWH KBCTHUAIIMHA IMMAOWCHTAM IIPpH HAaJIMYWUKW B aHAMHE3C
3J'IO}’HOTpC6J'IeHI/ISI AJIKOT'OJIEM HJIM JICKAPCTBCHHBIMU IIPpCIIapaTaMu.

Jluya nosrcunoco 6o3pacma c demenyuetl

IIpenapat Keentnake CP He nokaszaH [uis JIe4eHUs ICUX030B, CBA3aHHBIX ¢ feMeHuueil. Hekoropeie
aTUNHWYHbIE HEHPOJNENTUKY B PAHJOMM3UPOBAHHBIX ILIALE00-KOHTPOJIUPYEMBIX HCCIEJOBAHUSIX
IPUMEPHO B 3 paza yBEJIMYMBAIN PUCK PAa3BUTHUS LIepeOPOBACKYISAPHBIX OCIO0KHEHUH y MallueHTOB
¢ AeMeHuueld. MexaHu3M TaHHOTO yBEJIMYEHUs pUCKa HE U3y4eH. AHAJIOTMUHBIM PUCK YBEIUYEHUS
YacTOThl 11epeOpPOBACKYJIIPHBIX ~OCJIOKHEHHM He MOXKeT OBbITh HCKIIOUEH s JAPYTuX
AHTUIICUXOTUYECKUX JIEKAPCTBEHHBIX CPEJICTB WM Jpyrux rpynn mnamnueHtoB. Ilpemapat
Ksentnakc CP 10oykeH IPUMEHATHCS C OCTOPOXKHOCTBIO Y MAIIMEHTOB C PUCKOM Pa3BUTHsI MHCYJIbTA.

AHanu3 NpuMeHEeHUs! aTUIIUYHBIX HEUPOJIENTHUKOB /7Sl JICYEHUSI ICUX030B, CBA3aHHBIX C JEMEHIIUEN
y NMAalMEHTOB MOKUJIOTO BO3PACTa, BBIBUII IOBBIIICHUE YPOBHSI CMEPTHOCTH B IPYIIE NAMEHTOB,
MOJIy4aBIIUX IpernapaThl 3TON TPYMIIbI, 0 CPaBHEHHUIO ¢ rpynmnoi rianebo. J[Ba 10-HemenbHbIX
IU1a1e00-KOHTPOIMPYEMBIX ~ MCCIIEJIOBAaHUS KBETHAMHA Yy aHAJIOTMYHOM TpyNNbl MalMeHTOB
(n =710, cpenuuii Bo3pact: 83 roja, Bo3pacTHOM jauana3oH: 56—99 yer) mokasaiu, 4To CMEPTHOCTh
B TpYyIIE MAlMeHTOB, NPUHUMABIINX KBETHANMH, cocTaBuia 5,5 %, u 3,2 % B rpynmne mianedo.
[IpyurHBI J€TaNBHBIX KCXO/I0B, OTMEUEHHBIX Y 3THX MAallUEHTOB, COOTBETCTBOBAIM OKUIAEMbBIM /151
JaHHOU nonyJsinuy. He BIABIEHO IPUYMHHO-CIIECTBEHHON CBSA3H MEXAY JIEUEHUEM KBETHAITMHOM
Y PUCKOM MOBBILIEHUS] CMEPTHOCTH Y MAIMEHTOB MOKUIIOTO BO3pacTa ¢ JeMEHIIMEH.

Aumuxonunepeuvecxkue (MycKapuHonoooouvie) s¢ghpexmol

HopxBeTtnanuH, akTUBHBIN METa0OJHUT KBETHAIIMHA, 00JIaaeT CPOJACTBOM (OT YMEPEHHOU CTETICHH
JI0 BBIPAXEHHOH) K HECKOJbKUM MOATHIAM MYCKAapUHOBBIX penentopoB. C 3THUM CBSA3aHBI
HEeXeJaTelbHbIC PEaKIINH, 00yCIIOBICHHBIE aHTUXOTMHEPTUYECKUM JISHCTBUEM KBETHAIIMHA TIPH €T0
MPUMEHEHUH B PEKOMEHJOBAHHBIX J/103aX WJIM MPU OJHOBPEMEHHOM MPUMEHEHHHU C JPYyTUMH
npenaparamMu, OKa3bIBAIOIIMMH aHTUXOJWHEpPrHueckue 3(P¢eKTsl, a Takke MpU TEPeI03HpPOBKE.
Cnemyer coOmoaTh OCTOPOKHOCTh TMpPH NPUMEHEHMHM KBETHAMMHA OJHOBPEMEHHO C
JIEKApPCTBEHHBIMU CPEJICTBAMH, OKAa3bIBAIONIUMHU AHTHUXOJIMHEPTHYECKHE (MYCKapHHOIIOJO0OHBIE)
s dextrl. Cnenyer coOM0aaTh OCTOPOKHOCTD TPU HA3HAYEHUH MAIMEHTaM C 3aJIeP’KKO MOUYH WIIH
C 3aJep>KKOM MOYM B aHAMHE3€, KIIMHUYECKH 3HAYMMOM TUNEpPIUIa3uei MPeACcTaTeIbHON KeJe3bl,
KHUIIIEYHON HEMTPOXOANUMOCTbBIO UITU POJICTBEHHBIMU COCTOSIHUSIMH, TIPU MOBBIIIIEHUU BHYTPHUTJIa3HOTO
JABJICHUS WU 3aKPBITOYTOJILHOM TiiaykoMme (cM. pazaensl 4.5.,4.8.,4.9., 5.1.).



Hapywenus co cmoponvl neuenu

B ciydae pa3BuTHSA XKEJNTyXH IPUEM KBETHAIIMHA CIEAYET IPEKPATUTb.

Jucgacus

Hucdarus (cm. pasaen 4.8.) u acnupanus HaOMIONANNUCH IPU Tepanuy KBeTHANUHOM. [IpuunHHO-
CIIC/ICTBEHHAs] CBS3b BO3HMKHOBCHHUS ACMUPALIOHHOM MHEBMOHHMU C TPHEMOM KBETHAIIMHA HE
ycraHoBieHa. OpHaKo ciegyeT coOJIrofaTb OCTOPOXKHOCTh IIPU HPUMEHEHHM IIpenapara
KBentnakc CP y marueHTOB ¢ pUCKOM Pa3BUTHS aCIUPALIIOHHON THEBMOHUM.

Benosnas mpombosmbonus

Ha ¢one nmprema HeliponenTHKOB OTMEUEHBI ClTydyanu BO3HUKHOBEHUS BEHO3HOU TpoMO03MOouu. 1o
Hayaja ¥ BO BpeMs Tepanuu aHTUIICUXOTHYECKMMHU MpernaparaMd, B TOM YHCIIE KBETHANIMHOM,
ClIeIyeT OLIEHUTD (DAKTOPHI pUCKA U MPHUHSTH NPOPUIAKTUYECKUE MEPHI.

Ilanxkpeamum

Bo Bpems KIMHMUYECKUX HCCIEIOBAHUNH M MOCTPErMCTPALMOHHOIO MPUMEHEHUs ObUIM OTMEUYEHbI
CJIy4yau pa3BUTHUs ITAHKPEATUTA, OJTHAKO IIPUYMHHASL CBSI3b C IIPUEMOM IIpenapara He yCTaHOBJIeHa. B
MOCTPErUCTPALIMOHHBIX COOOIICHUAX YKA3aHO, YTO Y MHOTUX MAI[MEHTOB MPUCYTCTBOBAIN (aKTOPHI
pUCKa pa3BUTHUA MTAHKPEATUTA, TAKUE KAK IOBBIIICHWE KOHIEHTPALMM TPUIVIMLIEPUIOB B ILIA3ME
KpoBU (cM. MyHKT «KoOHLEHTpanus JMIKAOB B IJIa3Me€ KPOBM»), XOJEJIUTHA3 U YNOTpeOsieHue
QJIKOTOJIA.

3an0p u H€l’lp0.XOaMMOCWZb KuulevHuKka

3armop sBIsIeTCst PaKTOPOM PHCKA HEMTPOXOIUMOCTH KullieuHrnka. Ha GoHe nmpuMeHeHus KBeTHAITMHA
OTMEYaIl Pa3BUTHE 3alopa U HEMPOXOJUMOCTH KHIICUHUKA (CM. pa3zaen 4.8.), BKItouas ciydau ¢
JIETATLHBIM MCXOJIOM y MAIMEHTOB TPYIIIHI BBICOKOTO PUCKA HEMPOXOJAUMOCTH KHIIICYHHKA, B TOM
Yyclie TTOMYYarolMX MHOKECTBEHHBIE COMYTCTBYIOIINE MPEnapaThl, KOTOPhIE CHUKAIOT MOTOPUKY
KHIIIEYHHKA, JTAXKE ITPU OTCYTCTBHUHU KaJI00 Ha 3a11op.

Kapouomuonamus u muoxapoum

B Xxonme KJIMHMYECKMX HCCIIEIOBAHUNA M TOCTPETHUCTPAIIMOHHOTO TPUMEHEHUS ObUIM OTMEUYEHBI
CIly4ad pa3BUTHS KapJUOMUOTIATHH U MUOKapANUTa, OJHAKO IPUYMUHHAS CBSA3b C IPUEMOM IperapaTa
He ycraHoBieHa. CrienyeT OLEHUTh Ie1eCO00pa3HOCTh Tepalnuy KBETUANIMHOM Yy MAIMEHTOB C
MOAO03PEHUEM Ha KapIUOMUONATHIO UM MUOKAP/MT.

Tsoicenvie KOJCHbLE HedcenamenbHble peakyuu

[Ipy npuMeHEHUMM KBETHANMHA OYEHb PEAKO COOOINANOCh O PAa3BUTHUU TSKENIBIX KOXHBIX
HEeXeIaTeNbHBIX PeaKIui, BKIrovas cuaapoM CtuBeHca-/[)KOHCOHA, TOKCUYECKUM U IePMaTbHBIN
HEKPOJIU3, OCTPBIN T'€HEepaIM30BaHHBIA HK3aHTEMATO3HBIN MYCTYJe3, MyJIbTU(HOPMHYIO SPUTEMY U
JIEKapCTBEHHYIO PEaKIMI0 ¢ 303uHOMuINe u cucreMHbiMu mposineHussMu (DRESS-cunnpom),
ABJIAIOTCS TOTEHLUMAIBHO YIPOJKAIOIIMMU JKU3HU HEKENATEIbHBIMA pEaKUUAMU. YKa3aHHbIE
Cepbe3HbIE HEXKeNaTeNIbHbIE PeaKIIMM OOBIYHO MPOSBIIAIOTCS B BUJE OJHOTO WK OoJiee CIEeqYIOMUX
CHUMIITOMOB: OOIIMpHAs KOXHAas CbIllb, KOTOpask MOXXET OBITh 3YJSIEH WIM CONpPOBOXKAATHCS
o0Opa3oBaHHEM IYCTYJl, SKCPOIMATUBHBINA NE€PMATUT, JUXOpaJKa, TUMGaIeHONAaTHs U BO3MOXKHAs
503UHOQMINS UK HeliTporieHus. [Ipy BOSHUKHOBEHHH TSDKEJBIX KOXKHBIX HEXeNaTeIbHbIX Peaklnit
IIPUEM KBETHANIMHA CIIEYyET IPEKPATUTh.

Hononnumenvnas unghopmayusa

Jonrocpounast Ge3zomacHocTh W d(dexktuBHOCTh Tpenapara Ksentmakc CP B kauecTBe
HOHOHHHTCHBHOﬁ TCparu mnpu JICUCHUU 60HLH_IOF0 ACPECCUBHOIO paCCTpOﬁCTBa HC HU3Yy4aJlUChb,
0JTHaKo MpoduIs 6e30nacHOCTH U YPPEKTUBHOCTH U3yUEH TP MOHOTEPAITUH.

BcrnoMorarennbHBIC BENIECTBA




Jlakxmosa

JIaHHBIN JIEKapCTBEHHBIN IpenapaTr He CIeayeT IIPUHUMATh ITAlMEHTaM C PEAKO BCTPEYarOLIEnCs
HACJICICTBEHHOW HENEPEHOCUMOCTBIO TaJIaKTO3bl, JIAKTa3HOM HEIOCTATOYHOCTBIO WM IIIIOKO30-
raJlakTO3HON MallbabCOPOIIHEH.

Hampuu

JlaHHBIN JIEKapCTBEHHBIN IIpenapaT coAepXUT MeHee 1 MMousib Hatpus (23 mr) Ha 1 TabieTky, TO
€CTb, 10 CYTH, «HE COJCPKHUT HATPUII».

CTHU

[Ipenapar KBentuakc CP He moka3aH Jijisi IPUMEHEHU Y JE€Tel U MOJPOCTKOB B Bo3pacTte /10 18 et
B CBSI3U C HEJJIOCTATOYHOCTHIO JAHHBIX 110 IPUMEHEHUIO B 3TOM Bo3pacTHoi rpynie. 1o pesynbratam
KIIMHUYECKUX HCCIIEeIOBAaHUN HEKOTOpbIE HEXKeNaTeslbHbIE peakluH (MOBBIIICHUE AamleTHuTa,
MOBBIIICHUE KOHIICHTPALIMKM MPOJaKTHHA B ChIBOpoTKe kpoBu u OIIC) y nmereil u moapoCTKOB
HaOmonanu ¢ OOJNbIIeH YacTOTOM, YeM y B3pOCIBIX MAalMEHTOB. Takke OTMEUYEHO MOBBIIICHUE
apTepHaJIbHOTO JIaBJIEHUS, HE HAONIOAABILIEECsS y B3POCIBIX MAllMEHTOB. Y JeTell M MOJPOCTKOB
Takke HabIoJanu n3MeHeHne (YHKIIUU U TOBUIHOM JKeJIe3bl.

Biustnue Ha pocT, MOJIOBOE CO3pEBaHUE, YMCTBEHHOE Pa3BUTHE U TMOBEJICHUYECKHE PEAKIUU TPHU
JUITUTEIHHOM IIpUMeHeHuu (Oosiee 26 Heenb) KBeTHATMHA HE N3Y4alloCh.

B murane60-KOHTPOIMPYEeMBIX UCCIICIOBAHMSX Y JIETEH W TIOJIPOCTKOB ¢ MM30(peHUEH U MaHHUCH B
CTpyKType OurmosspHoro paccrpoictBa yactora pa3Butusi JIIC Obuta Bbllle mpu MpPUMEHEHUU
KBETHAIMHA 10 CPAaBHEHUIO C IJ1a1eoo.

4.5. BzaumojeiicTBUe ¢ JPYrHMHU JIeKADCTBEHHbIMH IMpenapaTamMm W Jpyrue BHJbI
B3aUMOIeHCTBUA

ITockonbKy KBETHANMH OKa3blBaeT Bo3JeiicTBue npeumyniectBeHHo Ha [THC, cnexyer cobnronars
OCTOPO’KHOCTh IPU  OJHOBPEMEHHOM IpuMeHeHuu mnpenapara Ksentunakc CP ¢ apyrumum
npenapartamiu, BozaencteyromumMu Ha LITHC, a Takke ¢ ankorosiem.

Crnenyer coOmoaTh OCTOPOKHOCTH NMPH OJHOBPEMEHHOM NMPUMEHEHHH KBETHAIMHA C JAPYTUMH
npemnaparamu, 00JaJaloMMU aHTUXOJIMHEPTHYECKUMH (MyCKapuHOINO100HBIMHI) 3¢ dexramu (cMm.
paznen 4.4.).

N3odpepment cucremsl wnutoxpoma P450 CYP3A4 sBnsercs OCHOBHBIM HM30()EPMEHTOM,
OTBEYAIOIINM 32 METa00JIM3M KBETHAIMHA, OCYIIECTBISIOMMICS Yepe3 cuctemy nutoxpoma P450. Y
3JI0POBBIX JOOpPOBOJIBIIEB OJHOBPEMEHHOE IpPUMEHEHHE KBeTHanmuHa (B o3¢ 25 Mmr) c
KeToKoHa30yioM, uHTHOUTOpoM m3odepmenTa CYP3A4, nmpuBoauiao K yBETWYEHUIO IMOKA3aTENs
wIomaan moj KpuBod «xoHueHTpamms-spems» (AUC) kBermanuHa B 5-8 pas. Ilostomy
OJTHOBPEMEHHOE  MpHUMEHEHHe KBeThanmHa U uHruoutopoB  uzopepmenta CYP3A4
NpOTHBOMNOKa3aHo. [Ipy Tepamuu KBETHAIMHOM HE pEKOMEHAYeTCs YHOoTpeONsaTh B IHILY
rpeindpyToBbIi COK.

B dapMakokuHeTHYECKOM MCCIIEJOBAHNY IPUMEHEHNE KBETHAIMHA B Pa3IMYHON JI0O3UPOBKE /10 WIN
OJTHOBPEMEHHO C MpHEMOM KapOamazenuHa (MHIYKTOpa (EpMEHTOB IE€UEHHU) MPUBOAMIO K
3HAYUTEIILHOMY MOBBIIICHUIO KIMpPEHCa KBETHAIIMHA U COOTBETCTBEHHO yMmeHblieHuto AUC B
cpenneMm Ha 13 % mo cpaBHEHHIO C MpPUEMOM KBeTHamuHa Oe3 KapOamaszenuHa. Y HEKOTOPBIX
nanenToB  cHmkeHne AUC Obuto eme Oosiee  BelpakeHHBIM. Takoe B3auMoJeicTBue
COIMPOBOXAAETCA CHUKEHHEM KOHIIEHTpAallMM KBETHANWHA B IUIa3ME€ KPOBH M MOXKET CHUXKATh
3¢ HEKTUBHOCTH TEPANTUU KBeTHATUHOM. OJHOBpEMEHHOE MPUMEHEHUE KBETHANTUHA C (PEHUTONHOM,
ApYTUM HMHIYKTOPOM MHKPOCOMAJIbHBIX (DEPMEHTOB IE€YEHH, CONPOBOXKAAJIOCH eme Ooiee
BbIpaXXEHHBIM (npuMepHO Ha 450 %) mnoBbIIIEHHEM KIHMpEHca KBeTHanuHa. [IpumeHeHue
KBETHAIMHA MAalMEeHTaMH, IOJyYaloUMMU HHAYKTOPbl MHUKPOCOMAJbHBIX (DEPMEHTOB IEUECHH,
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BO3MOJKHO JIMILIb B TOM CiIy4dae, €ClIu OKHJIaeMas I10jb3a OT Tepanuy KBETHAIIMHOM IPEBOCXOIUT
PHCK, CBSI3aHHBI C OTMEHOH mpenapaTa-uHAYKTOpa MHKPOCOMAIBHBIX (EPMEHTOB IMEYCHHU.
M3MeHeHMe 103blI MpenapaToB-UHAYKTOPOB MHKPOCOMAJIbHBIX (DEPMEHTOB NE€UYEHU JOJIKHO OBITH
nocreneHHbIM. [Ipy HeoO0X0IMMOCTH BO3MOXKHO MX 3aMEIIEHNE IIpernapaTaMy, HE UHIYLIUPYIOIUMU

MUKpOCOMaIbHbIE (PepMEHTHI IeUeHU (HanpuMep, IpernapaTraMy BalbIIPOEBOM KUCIOTHI) (CM. pa3zaen
4.4).

dapMaKkOKMHETHKA KBETHANMHA CYIIECTBEHHO HE M3MEHSUIACh NPH OJHOBPEMEHHOM IPHUMEHCHUU
aHTUJenpeccanTa UMuIpamMuna (MHruourop nzopepmenta CYP2D6) unu diryokcernHa (MHHTHOUTOD
n3odepmentoB CYP3A4 u CYP2D6).

dapMaKOKMHETHKA KBETUAIIMHA CYIIECTBEHHO HE U3MEHSETCS MPU OJHOBPEMEHHOM MPUMEHEHUU C
AHTUIICUXOTUYECKUMU JIEKApCTBEHHBIMH CPEICTBAMU PUCIIEPUAOHOM HUITU Trajiomnepuionom. O1Hako
OJIHOBPEMEHHBI TPUEM KBETHANMHA M THOPUAA3WHA MPUBOAMI K TOBBIIICHUIO KIMpPEHCA
KBeTHanuHa npumepHo Ha 70 %.

dapMaKOKMHETHKA KBETHUAIMHA CYIIECTBEHHO HE M3MEHSAETCS MPH OJHOBPEMEHHOM NPUMEHCHUH
IUMETHIUHA.

[Tpu ogHOKpaTHOM TMpHEeMe 2 MT Jiopasenama Ha (oHe mpueMa KBeTHanuHa B 03¢ 250 mMr 1Ba pasa
B CYTKH KIIMPEHC Jiopa3enama CHiKaercs mpumepHo Ha 20 %.

q)apMaKOKI/IHCTI/IKa npemnaparoB JIMTUA HE MH3MCHACTCA IIPpU OJHOBPECMCHHOM MNPUMCHCHHUU
KBCTHAIINHA.

B 6-HenenbHOM paHIOMU3MPOBAHHOM HCCIICAOBAHNHI COBMECTHOTO MPUMEHEHHSI IperapaTa JUTUS U
KBETHAIIMHA 110 CPAaBHEHHUIO C NMPHMEHEHUEM IUIaned0 ¢ KBETHAMHOM y B3POCIHBIX MAaIMEHTOB C
OCTPBIM MaHHMAKaJbHBIM SMU30/I0M Oosiee BbicOKas uactoTa pazsutus OIIC (B ocobGeHHOCTH,
TpeMopa), COHJMBOCTH M YBEIMYEHHUS Macchl Teina Oblla OTMEYeHa B TIpyMIe NalHueHTOB,
MOJTy4YaBIIUX TMpenapar JUTHS TI0 CPAaBHEHUIO C MOJYYaBIIUMU TuTaie00 B KayecTBE JT00aBICHUS K
Tepanuy KBETHAITNHOM.

He oTmedeHO KIMHHUYECKM 3HAUYMMBIX H3MEHEHHH (apMaKkOKMHETHKH BallblIpoaTa HATpusi H
KBETHAIIMHA TIPU UX OJHOBPEMEHHOM IIPUMEHEHUU. B peTpOCIEKTUBHOM UCCIIEIOBAHUU Y NETEN U
MIOJIPOCTKOB, MOTYyYaBIIKUX MpernapaT BalbIPOEBOM KUCIOThI, KBETHAIIMH WK 00a mpernapara, Oblia
oTMeueHa OoJiee BBICOKAas 4acTOTa HEUTPONEHUM M JICHKONEHUM B Trpylre KOMOMHUPOBAHHOW
TEpaIuu 1o CPaBHEHUIO C TPyIIIaMUA MOHOTEPAIIHH.

HccnegoBanus 1mo HU3YYCHUTIO B3aMMOJCHUCTBHUS KBETHAIIMHA C npenaparamMu, NpuUMCEHACMbBIMU TIPpH
CCPACUYHO-COCY AUCTBIX 3a6OH€BaHI/I$IX, HC MPOBOJAUIIUCE.

Crenyer coOuto1aTb OCTOPOKHOCTD ITPH OJHOBPEMEHHOM IPUMEHEHNH KBETHANKWHA U IPENapaTos,
CIOCOOHBIX BBI3bIBATh HApPYIIEHUE DJIEKTPOJIUTHOIO OanaHca U yanuHeHue uurepsana QTc.

KBeTnanuH He BBI3BIBA WHIYKIIMH MHUKPOCOMAIBHBIX (DEPMEHTOB IE€YEHH, YYACTBYIOIIUX B
MeTtabonm3me (heHa3oHa.

VY manueHToB, MPUHUMABIIUX KBETHANWH, ObUIM OTMEYEHBI JIOKHOIMOIOXKHUTEIbHBIE PE3YJIbTATHI
CKPUHUHT-TECTOB Ha BBISBICHHE METAJOHA W TPHUIMKINYECKUX AaHTHACTPECCAHTOB METOJIOM
UMMyHO(EepMEHTHOTO aHanu3a. JlJis MOATBEpKIEHUS pPe3yJbTaTOB CKPHUHHHTA PEKOMEHIYeTCs
MIPOBEJICHUE XPOMATOrpapuUIeCcKOro CCIeIOBaHMUS.

4.6. ®epTUIBHOCTD, 0€PEeMEHHOCTD H JIAKTALMSA

bepemeHHOCTD

Ilepesviti mpumecmp

[Ipu ananm3e HEOOIBIIOTO 0ObeMa OIMyOTMKOBAHHBIX JAHHBIX O CITydasx OEpEMEHHOCTEH y KEHIIUH,
nonydaBmux kBetuanuH (T. €. oT 300 mo 1000 mcxomoB OEpeMEHHOCTH), BKIIOUasi OMHMCAHUS
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OTAENbHBIX CIIy4aeB M HEKOTOpble HAOMIONATEeIbHbIE HCCIEA0BaHMs, HE OBLIO BBIABICHO
MIOBBILIEHHOIO PUCKA IIOPOKOB DPAa3BUTHS, CBA3AHHBIX C Tepanued. OJHAKO Ha OCHOBAHUU BCEX
UMEIOIIMXCS TaHHBIX HENb3sl ClleNaTh OJTHO3HAYHBIN BbIBOA. B MccieoBaHUAX HA dKUBOTHBIX ObLIN
IIPOJIEMOHCTPUPOBAHBI IIPU3HAKU PEIPOLYKTUBHON TOKCUYHOCTH.

bezonacHocTh U 3pPeKTUBHOCTh KBETHANKHA Y OEPEMEHHBIX KEHIIUH HE yCTaHOBIEHBI. [loaToMy
BO BpeMsi OEpPEeMEHHOCTH KBETHAIIMH MOXHO TPUMEHSTH TOJBKO B TOM CIIy4ae, €CIU OKHJacMas
0JIb3a JJIsl MaTePH OIMPAB/IbIBACT MOTEHIIMATBLHBIN PUCK AJIS IUIOAA.

Tpemuti mpumecmp

[Ipu npuMeHeHnH aHTUIICUXOTUYECKHX MPENapaToB, B TOM YHCJIE KBETUAIIMHA, B TPETHEM TPUMECTPE
0epeMEHHOCTH Y HOBOPOXKICHHBIX MOSBIISCTCS PUCK Pa3BUTHS HEXKENATEIbHBIX PEaKIUil pa3sHOH
CTETEeHU BBIPAXKEHHOCTH U JyIUTenbHOCTH, BKItodas DI1C u (mnn) cunapom «otMenbl». Coobianocsk
0 BO30YXIIEHUH, THIIEPTOHYCE, TMIIOTOHYCE, TPEMOpE, COHJIMBOCTH, PECIHUPATOPHOM IHCTPECC-
CHUHAPOME WJIM HApYyLIEHUSX KOPMIICHHA. B CBA3M C 3TUM cieAyeT TInaTeldbHO HAOMOIaTh 3a
COCTOSIHUEM HOBOPOXK/ICHHBIX.

JlakTanus

JlaHHble 00 3KCKpelMH KBETHANMHA C TPYJHBIM MOJIOKOM IpU IPUEME B TEPANlEBTUYECKUX J03aX,
OCHOBAHHBIE Ha OYEHb OTPAHUYEHHBIX CBEACHUAX U3 ONMYOJIMKOBAaHHBIX COOOIIEHUH 00 3KCKpELUH
KBETHAIIMHA C TPYIHBIM MOJIOKOM, IIPOTUBOPEYNBBI. BBUY OTCYTCTBHS HaJCKHBIX JTAHHBIX CIEIYET
IPUHATH pelieHue J100 0 MPEeKpallleHuy IPyAHOro BCKapMIIMBaHUs, TMOO0 O MPEKPALIeHUN Tepanuu
IIpernapaToM € y4€TOM II0JIb3bl I'PYJHOTO BCKapMIIMBaHMs JJisi peOEHKAa W IOJb3bl TEpaluM s
JKEHIIUHBI.

DepTiIbHOCTD

Bnusnue kBermanuHa Ha (bepTI/IHBHOCTB Y UYCIIOBCKa HE OLCHUBAJIOCH. 9(1)(1)CKTBI, CBA3aHHBIC C
IMOBBIIICHHBIM YPOBHCM IIPOJIAKTUHA, Ha6n10)1am/105 Y KpBIC, XOTdA OHHW HE HMCIOT IPAMOIO
OTHOIICHMUS K UCJIOBCKY.

4.7. BiusiHue Ha CHOCOOHOCTH YHIpPaBJIATh TPAHCHOPTHBIMHU CpPpEACTBAMU U paﬁoTaTL C
MEXaHUM3MaMu

Bcenencreue nmpeumymectseHHoro Bo3zaeiictus Ha [IHC npenapatr Ksentunake CP MokeT BI3BIBATH
COHJIUBOCTh M BJMATH Ha CKOPOCTh IICMXOMOTOPHBIX PEAKLUN, MOITOMY B IEpPUOA JIEUEHUS
MalUeHTaM He PEKOMEHIYETCsl YIIPABIIATh TPAHCTIOPTHBIMH CPEICTBAMH U pad0TATh C MEXaHU3MaMH,
MoKa He Oy/IeT yCTaHOBJIEHA MHAUBHIyalIbHAS IEPEHOCUMOCTh TepaInu.

4.8. HexkesaTeibHbIE peaKkuu

Pesrome npoduiist 0e301acHOCTH

Hanbonee yacTrie HexenareapbHble peakiui kBetuanuHa (> 10 %): COHTMBOCTH, TOJIOBOKPYKEHHE,
TOJIOBHAsE 0OJIb, CYXOCTb CIIM3HCTON OOOJOYKH TMOJIOCTH PTa, CHHIPOM «OTMEHBD», TOBBIIICHUE
KOHIICHTPAIlM TPUTIUICPUIOB B CBIBOPOTKE KPOBH, ITOBBINICHUE KOHIICHTPAUNA OOIIETO
xonecrepuHa (rIaBHBIM oOpa3om xonectepuna JIITHII) B CHIBOPOTKE KpOBH, CHUKCHHE
CBIBOPOTOYHOM KOHIeHTpauuu xosectepuHa JIIIBII, yBenumyeHue ™acchl Tejla, CHUKEHHUE
KOHIIeHTpauu remMornoouna u DI1C.

Tabnuynoe pE310ME HEKENATCILHBIX PEeaKITNH

YacToTa BCTPEYaeMOCTH OTpe/Ie/ieHa CIIETYIONHM 00pa3oM:
oueHb yacto (> 1/10);

gacto (> 1/100, o < 1/10);

Hedacto (> 1/1 000, wo < 1/100);
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pexxo (> 1/10 000, ro < 1/1 000);
ouenb peako (< 1/10 000);
4acToTa HeM3BeCTHA (Ha OCHOBAHHMHU MMEIOIINXCS JAHHBIX OLEHUTH HEBO3MOKHO).

HexenarenbHble peakuu CrpyHIHUPOBAHBI B COOTBETCTBUH C MOPSIKOM HA OCHOBAHUU CHCTEMHO-
opranHubix kiaccoB (COK).

TaGJmua 1. HexxenaTeabHbIE PC€aKIUuu NMpU TePpanmu KBETHAIIMHOM

COK HexenaTeabHas peakuust

Hapywenus co cmoponsl kposu u aumpamuueckotl cucmemuol

OueHp 9acTo CHuKeHHe KOHIIEHTPALUU reMOrI00uHa??

Yacto Jleiikonenus?®, cHUKeHME KOIMYECTBA HEUTPOPHIIOB, MOBLILICHHE

KOJIMYECTBa 503UHO(UIOB?

Heuwacto Heiirponenus®, TpoMOOLMTONEHNUS, aHEMHUS], CHIDKEHUE KOJIMYECTBA
TpoMbo1uTOB
Penko ArpanynouTos?

Hapywenus co cmoponvl ummynnot cucmemsi

Heuacto Peakiuy rurnepayBCTBUTENBHOCTH (BKIIIOUAs aJUIEPrHYECKUE KOKHBIE
peaxium)
OueHsb penko AHaQHIaKTHIECKHE PEAKIIUN®

Dnooxpunnsie HapyuieHus.

Yacro [UneprnpoIaKTUHEMH Y, CHIKEHUE KOHIEHTpanuu obmiero T4,
CHIKEHHE KOHLIEHTpaluu cBOO0OIHOro T4%4, CHUKEeHNE KOHIIEHTpau

o6mero T3%, noebnuenue konnentpanuu TTI?* B 1a3Me KpoBH

Heuacto CHuKeHMe KOHIIEHTpauu cBoboaHoro T3%4, runorupeos?

OueHb peako CI/IH):lpOM HeaﬂeKBaTHOﬁ CCKPCUIUU aHTUANYPECTUUICCKOI'O rOPMOHA

Hapywenus memabonusma u numanus

O4eHb 9acTo [TOBBIIEHHE  CBHIBOPOTOYHBIX ~ KOHLEHTpamuil  Tpuraunepuaon o,

o0mero xonecrepuna (rIaBHbIM 06paszom, xonectepuna JITTHIT) %0
CHW)KEHHME CBHIBOPOTOYHOW KOHIEHTpauuu xonectepuna JIIBITY ¥,

yBeJM4eHure Macchl Tennad®

Yacro IloBpImIcHME anmneTuTa, MOBBIIICHNE KOHIICHTPpAaluU I'NTFOKO3bI 10

YPOBHS THIIEPTIMKeMUN® 3

HeuacTto CaxapHublii quabet’®, yXy/IIIeHne TeUeHHs yKe HMEIOLIEr0Ccs CaxapHoro

nnabeTa, TMIIOHATPHEMHS ™

Penko Mera6onudecknii cuaapoM?®

Tcuxuueckue Hapywenus

Yacto HeoObrunbie u KOIIMAapHbIC CHOBUACHUS, CYULTUAATIBHBIC MBICJIIA U

CynunuaajibHOC HOBG}ICHI/IGZO
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Penxo

COMHaM6YHI/13M " CBA3AHHBIC C HUM ABJICHHA, TaAKUC KaK p€Yb BO CHE U

paccTpoicTBO MUILIEBOTO TIOBEICHHSI BO CHE

Hapywenus co cmoponwl Hepero

1 cucmembwl

OueHp yacTo

Tonosokpyxenne*®, conmisocts?!®, ronosnas 6oms, IICH?

Yacto

Huzaprpust

Heuacto

Cynoporu?, cHHAPOM «O€CIIOKOMHBIX HOI», MO3MHSIS JUCKMHE3US >,

06Mopok*!®, crryTaHHOCTE cO3HAHUS

Hapywenus co cmoponwl opeana 3penus

Yacto

HeuerkocTs 3peHus

Hapywenus co cmoponul cepoya

Yacto

Taxukapaus®, onrymenue cepaneonenus>>

Heuacto

V nnnuenue unTepsana QT 1218 6panukapans®

YacToTa HEU3BECTHA

Kapanomuonarusi, MUOKapIuT

Hapywenus co cmoponul cocydo

8

Yacto

OprocTaTuueckas TunoTen3usa® o

Penxo

Benosnas TpoM603Mboust

YacroTa HenU3BECTHA

Uncynpr®

Hapywenus co cmoponul dvixam

ENIbHOT CUCTNEMbL, OP2aH08 2PYOHOU KIIeMKU U CPe0oCmenUs

Yacto

Opnpiirka®

Heuacto

Punur

Hapymesz CO CMOPOHDbL ofceﬂydouHo-KuweuHozo mpaxkma

OueHb yacTo

CyXOCTb CIU3HCTOI 000JI0UKH MOJIOCTH PTa

Yacro Jucnerncus, 3anop, ppoTa®
Heuacro Hucharus’
Penxo [MaHkpeaTut!, KMIIEYHAS HEMPOXOIUMOCTh/UIICYC

Hapywenus co cmoponul neuenu u scenuesvl8o0sauux nymeu

Yacro [ToBbINIEHNE aKTMBHOCTH anaHuHamuHOTpaHchepassl (AJIT)3, ramma-
rayramuntparcnentuaassl (ITT)? B masme kposu

Heuacto [ToBbIIIEHNE aKTUBHOCTH acniapraramuHotpancdepassl (ACT)® B
T1a3Me KpoBU

Penko XKenryxa®, rematur

Hapywenus co cmoponwvr kodcu

U NOOKOIICHBIX MKaHell

Ouensb penko

Anruonespotudeckuii otek’, cunapom Ctusenca-JlkoHcoHa®

YacToTa HEeU3BECTHA

Tokcnueckui SMuIepMaIbHBINA HEKPOJIU3, MHOTO(OPMHAs 3pUTEMa,
OCTpBIN T€HEpATM30BaHHbBIN 3K3aHTEMATO3HBINA MyCTYJIE3,
JIEKapCTBEHHAs PEaKUs C S03MHO(PHUINEH U CUCTEMHBIMH CUMIITOMaMHU

(DRESS-cuuapom), KOKHBIN BaCKyIUT
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Hapywenus co cmoporwl mbiueuHol, KOCMHOU U COeOUHUMENbHOU MKAHU

OdeHs penko Pabmomuonus

Hapymeﬂuﬂ CO CMOPOHbL NOYeK U MOLl€6b1600}ll/l4ux nymeﬁ

Hewacrto 3anepkka Moun

EepeMeimocmb, nOCJZepO()OGbllZ nepuod U nepuHamalbHble COCMOAHRUA

YacToTa HEeU3BECTHA CI/IH):[pOM «OTMCHBD» Y HOBOPOXKJICHHBIX

31

Hapywenus co cmoponvl penpooykmueHoti cucmemsl i MOJIOYHBIX diceie3

Hewacto CexcyanbHas qucpyHKINS

Penxo [Tpuanm3m, ramakropes, HAOyXaHHe MOJIOYHBIX JKEJIe3. PacCTPOUCTBA

MEHCTPYaJIbHOTO IUKJIa

Obwue napyuwienus u peakyuu 8 Mmecme 66e0eHUs

Ouens yacto CunzipoM «oTMeHbI»®

Yacto Jlerkass acTeHusi, nepUPEPUUECKUE OTEKH, pPa3APaAKUTETBHOCTD,
JIUXOpagKa

Penko 3J10Ka4€eCTBEHHBIN HEMPOJIENTUYECKUI CUHAPOM?, THIIOTEPMUSI

JlabopamopHuie u uncmpymenmanvhvie OanHble

Penko [Moseimenue aktTupHocTH KOK B mazme kposu™*

1. Cwm. pazgen4.4.

2. CoHnuBOCTh OOBIYHO BO3HUKAET B TEYEHHE IMEPBBIX 2 HEJENb IMOCIE Hayaia Tepalud W, KAk I[PaBUIlo,
pasperaercst Ha GOHE MPOIOIDKAIOIIETOCs IPHeMa KBETHAITHHA.

3. Y HEKOTOpBIX MALKEHTOB, MOJYYaBIIMX KBETHANMH, OTMECUAIOCh OSCCHUMIITOMHOE MOBhImicHHE (> 3 pa3a oOT
BEpXHE rpaHuIlbl HOpMBI Tipu onpeenenuu B mo6oe Bpems) aktuBHOCTH ACT, AJIT u I'TT B CBIBOPOTKE KPOBH,
KaK [IPaBHJIO, 00paTHMOE Ha (POHE MPOIODKAIOIIETOCs NMPUEMa KBeTHAIIMHA.

4. Kak u JApyrue aHTHIICHXOTHYCCKHE IPeraparhl C 01-aJAPCHOOJOKHUPYIOIIMM JCHCTBUEM, KBETHAIMH YacTo
BBI3BIBACT OPTOCTATUYECKYIO THUIIOTCH3HMIO, KOTOpas COMPOBOXKIAETCS TOJIOBOKPYKCHHEM, TaXWUKapaueH, B
HEKOTOPBIX CIy4asx — 00MOPOKOM, OCOOCHHO B Hayalle Tepaluy MpyU TUTPOBAHUHM J103bI (CM. pasjen 4.4.).

5. Yacrora IaHHBIX HEXENATEIbHBIX PEAKIUil MPUBEIEHA HA OCHOBAHUM PE3YJIbTATOB MOCTPETHCTPAILIMOHHOTO
HaOIIONEHUS.

6. KoHmeHTpamus TIIOKO3BI B IDIa3Me KpPOBH HaTomak > 126 mr/mn (> 7,0 MMOJIB/T) WM TOCTIpaHIAAIEHON
KOHIIEHTpau# r1oko3bl > 200 mr/m (> 11,1 MMoITe/iT) XOTS OBI IPH OTHOKPATHO.

7. bBonee Boicokas yacrora quctaruu Ha (HOHE KBETHAIIMHA 110 CPABHEHHIO ¢ IUianebo Obuia OTMEYEHa TOJBKO B
KIMHUYECKUX MCCIICIOBAHUAX Y MAI[MEHTOB C ICIPECCHEN B CTPYKTypE OUIOJISIPHOTO PACCTPOUCTRA.

8. TloBsinieHne KCXOAHOM Macchl Teaa > 7 %. B OCHOBHOM BO3HHKAET B MEPBbIC HEACIH TCPAIIHH Y B3POCIIBIX.

9. Ilpm wu3yYeHHWH CHHAPOMa «OTMEHBD B KPAaTKOCPOYHBIX IUIANIE00-KOHTPOJHPYEMbIX KIMHHYECKUX
HCCIICAOBAHMIX KBETHANMHA B PEXKMME MOHOTEPANHWU OBUIM OTMEYEHBI CJCIYIOIIHE CHMIITOMBI: OSCCOHHHMIIA,
TOIHOTA, TOJIOBHAsh 0O0Jb, IHApesi, PBOTA, TOJOBOKPYKCHHE H Pa3ApaXUTEIBHOCTh. YacToTa CHHApPOMA
«OTMEHBI» CYIIECTBCHHO CHIIKAIACh uepe3 | Heaelto Mocie NpeKpaeHus IprueMa mpenapara.

10. [osblmenne koHUEHTpanuu Tpuraunepunos > 200 mr/mn (> 2,258 mMone/i) y mamueHtoB > 18 et wim
> 150 mr/mt (> 1,694 mMouts/i) y manmeHTOB < 18 net, X0oTs ObI P OTHOKPATHO.

11. TloBslmeHue KOHIEHTpAIMH 001Iero xonecrepuna > 240 mr/mi (> 6,2064 Mmmoip/n) y manuesTos > 18 et wim
> 200 mr/m1 (= 5,172 mmonb/in) y nauuenToB < 18 ner, XoTs Obl Ipu ogHOKpaTHO. OYeHb YacTo HAOII0NaOCh
MOBBITIEHUE KOHIeHTpanuu xonectepuna JIITHIT > 30 mr/mn (> 0,769 mmons/in). CpenHee 3HaYEHHE JaHHOTO
M3MEHCHHUS Y 3THX MaIUeHTOB cocTaBmio 41,7 mr/mn (> 1,07 MmMoub/m).

12. Cwm. BeIIE.

13. Komuuectso Tpombonutos < 100 x 10%1 X0Ts 61 OXHOKPATHO B 11060€ BpeMsl.

14. Tlo naHHBIM COOOIIEHUH O HEXKENATeNbHBIX SABICHUIX MOBBIMIEHNS akTHBHOCTH KDK, HE acconmmmupoBaHHOTO CO
3JI0KA4ECTBEHHBIM HEUPOJICIITUYECKIM CHHAPOMOM, B KIIMHUYECKUX HCCIIETOBAHUSIX.

15. TloBbllIeHHe KOHLEHTPAIMK MPOJaKTHHA y HanmueHToB > 18 mer: > 20 mkr/im (> 869,56 nMonb/n) y MyK4uH,
> 30 mkr/a (= 1304,34 nMoiIb/11) Y )KEHIIUH TP ONIPEAEICHUH B 000 MOMEHT.

16. MoseT npuBOANTH K NaJCHUIO.
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17. Camwxenue xonnentpauuu xonecrepuHa JIIIBIT <40 mr/mn (< 1,025 mmonbe/n) y myxuuH u <50 mr/mn
(< 1,282 MMOJ1B/11) y )KEHIIMH P ONIPEICICHUU B TF000H MOMEHT.

18. Yacrtora m3menenus untepana QTc ot <450 mcex mo > 450 mcek ¢ ymmunenuem > 30 mMcek. B muiane6o-
KOHTPOJIUPYEMBIX HCCIICIOBAHUIX KBETHAIIMHA cpeiHee n3MeHeHue uuTepBasia QTc 1o KIMHNYEeCKH 3HAYMMOTO
YPOBHS M 4aCTOTa 3TOT0 U3MEHEHHS B IPYIINe KBETHAIIMHA U IPYIIIE IUIane00 He pa3inyajinch.

19. Usmenenwne ot > 132 mmonp/a 1o < 132 MMomB/1 XOTS OB OTHOKPATHO.

20. Cnydam cyWnugadbHBIX HAaMEPEHHH M CYHIUAATBHOTO IIOBEJCHUS OBIIM OTMEYEHBI BO BpEMS TEpaluu
KBETHAITHHOM HJIM BCKOPE TI0CTIE e¢ MpeKpamienus (cM. pasaen 4.4.).

21. Cwm. pazmen 5.1.

22. CamxeHne KOHIeHTparmu remoriodmua < 13 r/mn (8,07 mmons/m) y myxunH u < 12 r/mn (7,45 mmons/n) y
KEHIIUH XOTsA OBl OJHOKpaTHO oTMedanoch y 11 % mnanmeHToB Ha (oHE mIpHeMa KBETHAIMHA BO BCEX
KJIMHUYECKUX HMCCIIEIOBAHMAX, BKIIOYAs IJIMTENBHYIO TEPAlMI0 B OTKPHITOM Iepuoje. Y 3TUX MalUeHTOB
CpeaiHee MaKCHMallbHOE CHM)KEHHE KOHLEHTPAIMH I'eMOIIOOMHA B JII000H MOMEHT HMCCIIEIOBAHUSI COCTaBHIIO
1,50 r/m.

23. JlaHHbIe SBJCHUS YacTO OTMEYAJIM Ha (POHE TaxWKapIHH, TOJOBOKPYKEHUs, OPTOCTaTHYECKOW THITIOTCH3HH
1 (WIK) COMYTCTBYIONLIEH MAaTOJIOTHH CEPAEYHO-COCYANCTOMN MU IbIXaTEIbHOW CHCTEMBI.

24. Ha ocHOBaHMH NMOTEHUUAIBHO KIMHHUYECKH 3HAYMMBIX OTKIOHEHHH OT HOPMAJILHOTO UCXOJHOTO COJIepIKaHHs,
OTMEUCHHBIX BO BCEX KIMHWYECKUX HMCCIIENOBaHUX. V3MeHeHns koHIeHTpanuu obmero T4, ceobognoro T4,
obmero T3, cBobomunoro T3 mo 3HaueHwit < 0,8 OT HWKHEH TpaHUIBI HOPMBI (IIMOJB/N) W TIOBBIIICHUE
koHneHtpanun TTT > 5 MMEx/n npu onpexnencHuu B moboe BpeMsl.

25. Ha ocHOBaHMH MOBBIIICHHON YaCTOTHI BOSHUKHOBCHHMS PBOTHI Y IAIIMEHTOB ITOKHIIOTO BO3pacTa (> 65 yer).

26. Ha ocHOBaHHMU M3MEHEHUS KOJIMYECTBA HEUTPOIIOB OT > 1,5 X 10%1 ot McXomHbIX 3HAYeHUH 10 < 0,5 x 10%n
B JF000I MOMEHT BO BpEMs TEpAIMK M MAIMEHTOB C TskeIoH Heltponenueit (< 0,5 x 10%n) u undexuueit Bo
BCEX KIMHHYECKHUX MCCIICIOBAHUIX KBeTHANKHA (CM. pasnen 4.4.).

27. Ha ocHOBaHUM TOTEHLIHUAIbHO KIMHUYECKH 3HAYMMBIX OTKIOHEHHH OT HCXOJHO HOPMAJBHOTO YPOBHS,
OTMEUYEHHBIX BO BCEX KJIMHHYECKHX HCCIIEN0BaHMAX. M3MeHeHMe KoaudecTBa 303uHOPUIOB > 1 % 10%n mpu
OIIpEJIETICHUH B JII000€ BpeMsl.

28. Ha ocHOBaHMM NOTEHIMAIBPHO KIMHHUYECKH 3HAYUMBIX OTKJIOHEHUIH OT HMCXOJHO HOPMAJBHBIX 3HAYCHHH,
OTMEYEHHBIX BO BCEX KIMHUYECKUX HMCCIENOBaHUAX. M3MeHeHHe KosmuectBa seiikonntoB < 3 % 1091 mpu
OTIPEJIETICHUH B JII000€E BpeMsI.

29. Ha ocHOBaHMM COOONICHMI O HEXEIATEIbHBIX SBJICHUSIX «META0OIMUECKUH CHHAPOM» BO BCEX KIMHHYECKUX
HCCIIEJOBAaHNUAX KBETHAIIMHA.

30. YV HeKoTOphIX NAalMEHTOB B KIMHUYECKUX HCCIENOBAaHMAX OTMEUAlOCh YXyHIIeHHe Oojiee HYeM OJHOTO
METabOJIMYECKOTO TOKa3aTelsl, TaKMX KaK Macca Tela, KOHLEHTPAIMs TIIOKO3bl B KPOBH M IIOKa3aTesd
JIMMUAHOTO 0OMeHa (cM. pasaen 4.4.).

31. Cwm. paznmen 4.6.

32. MoxeT pa3BUTbCS B MOMEHT WJIM BCKOpE IIOCIE Hayajla Tepanuyd M CONPOBOXIATHCS TMIOTEH3MEH U (1in)
oOMopokoM. YacTtoTa ykazaHa Ha OCHOBAaHMM COOOLICHWII O pa3BUTHUM OpaguKapAud U CBS3aHHBIX
HEXKellaTeIbHBIX SBICHUI BO BCEX KIMHUYECKHX UCCIIEOBAHHUSIX KBETHAITMHA.

33. Ha ocHOBaHMH pe3yJbTaToB OJHOIO PETPOCHEKTHBHOI'O HEPaHJIOMU3UPOBAHHOTO AIHAEMHOIOTHYECKOTO
HCCIIEJOBAHMS.

VYanunenune uHTepBania QT, kenmygoukoBas apuTMHSs, BHE3alHas CMEpPThb, OCTAHOBKA cepiala U
JBYHAIPABJICHHAsT JKEIYyJAOUYKOBas TaxUKapAWsl CUMUTAIOTCS HEXKEIATENbHBIMU  PEaKLMSAMU,
MPUCYIIUMH HERPOJICTITUKAM.

Tsoxenble KOXHBIE HEXeNaTelabHble peakuuu, BKiIovas cuHapoM CruBeHca-/[)KOHCOHA,
TOKCHYECKHUH »muaepMaibHbii Hekpoin3, DRESS-cunnpom Opimm 3apeructpupoBanbl Ha ¢GoHE
TEepalnuy KBETUAITMHOM.

CTHU

vy I[eTefI H NOAPOCTKOB BO3MOXKHO PAa3BUTUC TCX K€ HCIKCIATCIbHBIX peakunﬁ, 4YTO U Yy B3POCIIBIX
ITaIUCHTOB. B Ta6nm[e 2 MPUBCACHBI HEXKEIATCIbHBIC PCAKIIUN, KOTOPBIC BO3HUKAIOT YallC Yy )IeTeI\/II
U IIOAPOCTKOB (B BO3pacTe 10-17 J'ICT), YCM Yy B3pPOCIBIX MAOUCHTOB, a4 TAKXKC HCKCIIATCIIbHBIC
pCaKknuu, KOTOPBIC HE OBUTH BBISIBJICHBI Y B3pOCIJIBIX TAITUCHTOB.

Tabauna 2. HexkeslaTeibHble peakuuy NPU TepanuM KBeTHANUHOM, KOTOPbIe 0TMEYAJINCh Y
AeTell H MOAPOCTKOB 4allle, 4YeM y B3POCJIbIX, 2 TAK/Ke HelKeJlaTeJbHble PeaKInU, KOTOpbIe He
ObLTM BBISIBJIEHBI Y B3POCJIbIX MALIMEHTOB
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COK
He:kenarenbHasi peakuus

OHOOKpUHHblE HApYUWEeHUA

OueHp yacTo I[ToBEIIEHNE KOHIIEHTPALUHK POJIAKTHHA®

Hapywenus memaboauzma u numanus

OueHp yacTo IloBpINICHME amIIeTUTA

Hapywenus co cmoponwl nepenoti cucmembl

OueHb YacTo DIIC?

Hapywenus co cmoponul cocydos

OdeHp 9acTo T[ToBBILIEHNE aPTEPHATEHOTO NABICHUS

Hapywenus co cmoponul 0bixamenbHOU CUCembl, 0p2aHo8 2pyOHOU KIemKU U CpedoCcmenus

Yacto Punnt

Hapywesz CO CMOPOHDbL ofceﬂydolmo-icumewozo mpaxkma

OueHb yacTo PBota

Obwue HapyuweHus u peakyuu 8 Mmecme 68e0eHus

Yacro Pa3IpakuTenbHOCTh®

1. TloBplmieHNe KOHIICHTPAIMH IIPOJAKTHHA y TanueHTOB < 18 set: > 20 Mxr/1 (> 869,56 mMone/n) y MyX4nH, > 26
MKI/1 (> 1130,43 nMonb/a) y JKEHIMH TPH ONpeJeieHUH B 000 MoMeHT. Menee yeM y 1 % marueHTOB
otMmeuanoch [loBblneHne KoHIEHTpay npoiaktuHa > 100 Mkr/n oTMedanock y MeHee 4eM 1 % manueHToB.

2. Ha ocHOBaHMM W3MEHEHHMH BBIIIE KIMHUYECKH 3HAYUMBIX TpaHul] (aJalNTUPOBAHO MO KPHUTEPHUSIM
Harmonansaoro Muctutyta 310poses, CIIIA — National Health Institute) wnu moBbiieHe CHCTOTHYECKOTO
apTepHaiIbHOrO AaBieHus > 20 MM pT. CT. WM AMACTOJUYECKOTO apTepUalibHOTO naBieHus > 10 MM pr. cT. pu
HU3MEPEHUH B JIF000C BpeMs B JBYX KPaTKOCPOUHBIX (3—6 Hemens) miane00-KOHTPOIUPYEMbIX UCCIICAOBAHUN Y
JIeTeH 1 MOJIPOCTKOB.

3. UYacrora COOTBETCTBYET 4AacTOTE, HAOIIOJAaEMOW Yy B3POCIBIX IAIMEHTOB, HO MOXXET HMMEThb pa3iIHdHbIC
KIIMHUYECKHE TTOCIIEJICTBHUS Y ETEH 1 MOJPOCTKOB MO CPABHEHMIO CO B3POCIIBIMU HAllUEHTaMH.

Coo011eHre 0 TMOI03PEBAEMBIX HEXKEIATEIBHBIX PEAKIIUIX

BaxHo coo0marh O TOJO3peBAacMbIX HEXKENATEeNbHBIX PEAaKUUAX IMOCie PEerucTpanuu
JIEKapCTBEHHOI'O TIperapara C LEeIbl0 O0eCreueHus: HENPEPbIBHOIO MOHUTOPHHIA COOTHOIICHUS
«I0JIb3a — PHUCK» JIEKApCTBEHHOro mpenapaTta. MeAMIUHCKUM pPa0OTHUKAM pPEKOMEHIYeTCs
co00MIaTh O JHOOBIX MO03PEBAEMBIX HEKEJIATEIIBHBIX PEAKIUAX JIEKAapPCTBEHHOIO IIpenapaTa 4epes
HaIlMOHAJIbHBIE CHCTEMBl COOOLIEHHS O HEXKENATeNbHbIX pPEaKLUUsAX TOCylapcTB — WICHOB
EBpazuiickoro 5KOHOMHUYECKOTO COKO3a.

Poccuiickas @enepanus

denepanpHas cayx0a o Haa30py B chepe 3apaBoOXpaHSHUS

109012, r. MockBa, CnaBsiHCKas TUIOImasb, a. 4, ctp. 1

Tenedon: +7 800 550 99 03

Anpec dIeKTpOHHOM MouThl: pharm@roszdravnadzor.gov.ru wiu npr@roszdravnadzor.gov.ru

Caiit B uH(pOpMAIIMOHHO-TEICKOMMYHHKAMOHHOM ceTn « HTepHe™: https://roszdravnadzor.gov.ru

4.9. llepeno3upoBka

CHUMIITOMBI

Coobmanoch o JeTalbHOM HCXo/e pu npueme 13,6 T KBeTHanuHa y NaleHTa, y4acTBOBABIIETO B
KJIMHUYECKOM MCCIIEJOBAHNH, a TAKXKE O JIETAJIbHOM HMCXOJe Iocie ImpuemMa 6 I KBeTHaluHa Ipu
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MOCTPETHCTPAIIMOHHOM M3YUYCHHH TTperapaTa. B To je BpeMs ONucaH Ciryvaid preMa KBeTHAITMHA B
no3e, npesbiimaroiieid 30 r, 6€3 JIeTaTbHOr0 UCX0/a.

CUMITOMBI, OTMEUYCHHBIE TIPH ITEPEI03UPOBKE, B OCHOBHOM OBLIN CIICJICTBUEM YCHUIICHUS H3BECTHBIX
dapmakonorndeckux 3PQPEKTOB KBETHANHMHA, TAKMX KAaK COHJIMBOCTh WM CENAIUs, TaxXHKapIus,
CHIDKEHHE apTepUANBHOTO JaBIICHHS W aHTUXOJMHeprudeckue 3¢ ¢ektol. [lepeno3npoBka MoXeT
MIPUBOJIUTH K yBenHueHUIo nutepana QT, cygoporam, SMUIeNTHIECKOMY CTaTyCy, pabIoMHOIH3Y,
YTHETCHHUIO JIBIXaHUSs, 3a/IEPIKKE MOYH, CITyTAHHOCTH CO3HaHUs, Opey U (MiIH) BO30YKICHHIO, KOME
U cMepTH. Y TAIMEHTOB C THKEIBIMU CEPACYHO-COCYTUCTHIMU 3a00JICBAaHUSIME B aHAMHE3€ PHUCK
Pa3BUTHSI HEXKEJATEIbHBIX PEAKIUH MPH MEePEI03UPOBKE MOXKET YBEIHUUBAThCA (CM. pasnen 4.4.).

Jleuenue

Creuunuyeckux aHTUIOTOB K KBETHANMHY HET. B ciyyasx TspkeaoW MHTOKCUKALMU CIEAyeT
IIOMHUTh O BO3MOXKHOCTH TNE€PEAO3UPOBKM HECKOJIBKMMHU JIEKAPCTBEHHBIMU MpenapaTaMu.
PexoMeHnayercss mpOBOAUTh MEPONPUATHUS, HAIIPAaBICHHbIC HA MOJJep)KaHUE QYHKIUH JbIXaHUS U
CEPJIEYHO-COCYAUCTON CUCTEMBI, OOECIIeYeHNE aJICKBATHOW OKCUT€HAIIMY U BEHTUJISALIUU.

OnyOnukoBaHbl  COOOIIEHHS O  pa3pelieHUuH  JAenupus, BO30YXIEHUS U SBHOTO
AHTHUXOJMHEPTUIECKOTO CHHIPOMA ITOCIIE BHYTPUBEHHOTO BBeIeHUs (pr3ocTurMuHa (B 103e 1-2 Mmr)
MOJI TIOCTOSIHHBIM KOHTpouieM anekTpokapauorpammel (OKI). Takoil moaxon HE peKOMEHIOBaH B
Ka4yecTBE CTaHAAPTHOTO JICUCHUS M3-3a MOTEHIMAJIHHOIO HETATUBHOTO BIHMSIHUA (U30CTUTMUHA HA
BHYTPHUCEPICUHYIO TPOBOAUMOCTh. PDU30CTUTMUH MOKHO IPUMEHSTh PU OTCYTCTBUU OTKIIOHEHUI
Ha OKI'. He cienyer mpuMeHSITh (U3OCTUTMUH TPU apUTMHSIX, OJIOKagax JFOOOH CTETICHW HITU
pacupennn komiiekca QRS.

[IpomMbiBaHMeE XenmyiKa B TeueHHe | Jaca rocie nepeio3upoBKu (Iocie NHTyOaluu, eciiy NalueHT
0e3 Cco3HaHMs) U TNPUMEHEHUE AaKTUBUPOBAHHOI'O YIJISI M CIAOMTEIbHBIX CPEICTB MOXKET
CIO0COOCTBOBATh BHIBEACHHUIO HEAOCOPOMPOBAHHOTO KBETHANIMHA, OJHAKO 3(PPEKTUBHOCTD ITUX MEP
HE U3y4eHa.

B cinyyae BO3HHMKHOBEHHS pedpakTEepHON apTepHalbHOM TUIOTEH3UM TNpU TEPe103UPOBKE
KBETHAIMHA JICYEHUE CIIEyeT OCYILECTBIISATh IIyTEM BHYTPUBEHHOI'O BBEACHUS JKUIAKOCTH U (MIIH)
CUMIIaTOMUMETHYECKHUX TpenaparoB (HE cleqyeT Ha3HayaTh SIUHEPPUH U JIOMaMHH, TOCKOJIbKY
CTUMYJISALUSA -aJpEHOPELIETITOPOB MOKET BBI3BIBATh YCUIICHHE CHUKEHHUS apTePUAIbHOTO JIaBICHUS
Ha (hoHe OJIOKA/IBI O-aIPEHOPEIIETTTOPOB KBETHATTTHOM).

HpI/ICTaJ'ILHOC MCIUIMHCKOC Ha6J'II-OI[eHI/Ie CJICAYyCT MIpOoAO0JIKAaTh OO0 VYIYUYHICHHUA COCTOAHUSA
namuecHTa.

B clIydac MNepCAO3UMPOBKHU KBECTHAIIMHOM IIPOJIOHT'MPOBAHHOI'O JEHUCTBUS MOKET Ha6J'IIO,Z[aTBC5{
OTCPOYCHHBIC IHK YIHETCHHA CO3HAHHMA MW IIMK TaxXWuKapAuh, a TaKxKe Oouee JIIUTCIIBHOC
BOCCTAHOBJICHUC 11O CPAaBHCHUIO C HCpCHOSHpOBKOﬁ KBETHAIIMHA HEMCIJICHHOI'O BLICBO60)KJICHI/I}I.

[lepeno3upoBKka KBETHATMHOM MPOJIOHTHUPOBAHHOIO JIEHCTBUSL MOXKET MPUBECTH K (HOPMHUPOBAHUIO
0e30apa KemyaKa; Ais JalbHEHIIe TAKTUKY BeJICHUS MallueHTa PEKOMEHAYETCSl COOTBETCTBYIOIIAS
JUArHOCTHYECKAs BH3yaau3alus. PyTHHHOE MPOMBIBaHUE JKETyIKa JUTsl YIaJIeHUus 0e30apa MOKET
ObITh HEI((HEKTUBHO BBUAY KaMHEMOJOOHOW JIMMKOW KOHCHUCTEHIIMM MAacCChl. DHJIOCKOMHYECKOe
yaanenne Gpapmakode3oapa ObIIO YCIIEITHO BBITIOIHEHO BO MHOTUX CITyJasX.

5. PAPMAKOJIOTMYECKHUE CBOMCTBA
5.1. ®apmakoaMHaMHuYecKHe CBOiicTBA
dapMakoTepanieBTUYECKasi I'pynna: MCUXOJENTUKH; aHTUIICUXOTUYECKUE CPEICTBA; AUA3EIUHBI,

OKCa3€CIIMHBI, THA3CIINMHBI U OKCCITUHEI.
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Kon ATX: NOSAHO4.

MexaHu3M AelCcTBUS

KBeTnanuh sBieTCsl aTUMUYHBIM aHTUIICUXOTHYECKUM IpenaparoM. KBeTuanvH U ero akTUBHBII
MeTabonut N-Ie3aNKUIKBeTHANUH (HOPKBETHUANIMH) B3aUMOJICHCTBYIOT C UIMPOKUM CIIEKTPOM
HEWPOTPAHCMHUTTEPHBIX PELENTOPOB TOJIOBHOro Mo3ra. KeetmanuH u N-ae3alKuiIKBETHAIUH
MPOSIBIISIIOT BBICOKOE CPpOJACTBO K SHT2-CEpOTOHMHOBBIM peLEnTopaMm u

D1-, D2-nodaMuHOBBIM perienTopaM rojJOBHOIO MO3Tra. AHTAaroHM3M K YKa3aHHBIM pelenTopam B
codyeTaHUM ¢ 0ojiee BHICOKOW CeNeKTUBHOCTHIO K SHT2-cepoTOHMHOBBIM perentopam, dem K Do-
noaMHHOBBIM  perentopaM, OOyCIaBIMBAaeT OCHOBHBbIC KIMHHUYECKUE aHTHUIICUXOTUYECKUE
CBOMCTBA KBETHAIIMHA U HU3KYIO YAaCTOTY Pa3BUTHUS SKCTPANMPaMUIHBIX HEXKETIATEIbHBIX PEaKU.
KBetunanus He o01aiaeT CpoJACTBOM K IEPEHOCUUKY HOpapEeHaINHa U 00J1a1aeT HU3KUM CPOJICTBOM
K SHT A-cepOoTOHMHOBBIM perentopam, B TO BpeMst Kak N-Ie3aJIKMIKBETHANUH MPOSBIAET K HUM
BBICOKOE CpoACTBO. MHrubupoBaHue MepeHOCYMKAa HOpPAIpEeHaIMHA M YACTHUYHBI aroHU3M B
otHomeHnn SHT1A-CEpOTOHMHOBBIX PELENTOPOB, NposiBisieMble N-e3aIKUIKBETUAINHOM, MOTYT
o0OycnaBiIuBaTh aHTUACTIPECCHBHOE neicTBUE mpenaparta. KeernanuH u N-ae3alKHIKBETHANUH
00JIaZlafoT BBICOKMM CpPOJICTBOM K THCTaMHHOBBIM M (1-3/IpEHOPELENTOpaM H YMEPEHHBIM
CPOACTBOM MO OTHOUICHHIO K Op-aApeHoperentopam. Kpome Toro, kBeTHanuH He oOJalaeT HId
o0J1ajaeT HU3KUM CPOJICTBOM K MyCKapHHOBBIM PELIENITOPaM, B TO BpeMs Kak N-Je3aIKHIKBETHATMH
MPOSIBISIET YMEPEHHOE WJIM BBICOKOE CPOJCTBO K HECKOJbKUM MOATHUIIAM MYCKAPHUHOBBIX
pEelenToOpoB, ¢ KOTOPBIM MOTYT OBITh CBSI3aHbI AHTUXOJMHEPTHYECKHE (MYCKapHHOIOIOOHKIE)
3¢ PeKThI.

q)aDMaKOI[I/IHaMI/ILIeCKI/IC E)d)d)eKTI)I

B CTAHAAPTHBIX TECTAX Y )KUBOTHBIX KBETHAIIUH IPOABJISICT AHTUIICUXOTHYCCKYIO dKTHBHOCTD.

VaeneHbll Bkiax Merabonuta N-Je3alKWIKBETHANMHA B (apMaKOJOTHYECKYI0 AaKTHUBHOCTh
KBETHAIMHA HE YCTAHOBJICH.

Pesynbrarsl uzydenus OIIC y ®KUBOTHBIX BBISIBUJIM, YTO KBETHAIHUH BBI3bIBACT CIa0YI0 KaTaJeCHIO
B J03ax, 3(pdexruBHo Onokupyroumx De-penientopel. KBeTmanuH BbI3BIBAE€T CENEKTUBHOE
YMEHBIICHHE aKTHBHOCTH Me3onumondecknx Al0-modamMuHepruyeckinx HEWPOHOB B CPABHEHUH C
A9-HUrpocTpUaTHBIMU HEHPOHAMHU, BOBJICUEHHBIMU B MOTOPHYIO (DYHKIIHIO.

Knuanueckas 3ddeKTHBHOCTD

B kpatkocpouHoM (9-HeneabHOM) UCCIEIOBaHUN Y MAlMeHTOB 0e3 JeMEHIMU B Bo3pacTe OT 66 10
89 net (19 % manmenToB ObUIH cTapiie 75 JIeT) ¢ OONBIINM JCTIPECCUBHBIM PAaCCTPOHCTBOM MTPHEM
KBETHAIMHA C MPOJOHIMPOBAHHBIM BBICBOOOXKIeHHEM B 03ax oT 50 mr g0 300 mr B cyTku (103y
MOIOMPAITH C YUETOM MEPEHOCUMOCTH M KITMHHYECKOTO OTBETA, CPEIHSS CyTOUHAs J03a Mperapara
cocraBuia 160 Mr) ymeHsIIan BBIPA)KEHHOCTb CHUMIOTOMOB Jenpeccun no mkaire MADRS
(Montgomery-Asberg Depression Rating Scale, mkana omneHnku aenpeccuu MoHTromepu-Acoepra)
(cpenHexBagpaTHUHOE M3MEHeHHe — 7,54 Gaymia) Mo cpaBHEHHIO ¢ IUIanebo. 3a HMCKIOYEHHEM
gacToThl pa3Butus DIIC, mIepeHOCMMOCTh KBETHAIMHA C IIPOJIOHTHPOBAHHBIM BRICBOOOXKICHUEM TIPH
IpHUeMe OJIMH pa3 B CyTKHU Y MAallMEHTOB MOXHIIOTO BO3pacTa ObLIa COMOCTaBUMa C TIEPEHOCUMOCTHIO
y MmanueHToB B Bo3pacte 18—65 ner.

Yacrota Pa3sBUTUA OIIC u YBCIIMUCHUC MACCHI TCJIA Y CTaOMIIBHBIX IalUuECHTOB C IJ_II/I30(1)pCHI/ICI71 HC
BO3pacTacT Ipu )IJ'IPITCJ'IBHOf/i TEpAIIMU KBETHAIIMHOM C IIPOJIOHT'UPOBAHHBIM BLICBO60)K}1€HI/I€M.

B nccnenoBanusax 60JIbII0TO ACTIPECCHBHOTO paccTpoiicTa o kpurepusm DSM-IV (Diagnostic and
Statistical Manual of Mental Disorders (4th ed.) — CnpaBo4HHK 1O JTHATHOCTHKE M CTaTUCTHUKE
NCUXMYECKUX PACCTPOMCTB, 4-¢ W3/1aHWe) He HaONIoJany TOBBIIICHUS PHCKA CYHIUAATBHOTO
HOBEJCHUS! M CYUIUJAIGHOTO MBIIUICHHS IIPH IpUEMe KBETHAIMHA C IPOJOHTUPOBAHHBIM
BBICBOOOXK/ICHHEM I10 CPABHEHHIO C I11aneoo.
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B  1mByx KpaTKOCpPOYHBIX (6-HENENBHBIX) HCCICIOBAHUSX KOMOMHMPOBAHHOW  Tepamuu
ACHPCCCUBHOIO 3MMHU30[4a KBECTHUAIIMHOM C MPOJOHTHPOBAHHBIM BBICBO60)K[[€HI/IGM B 103€ 150 mr B
cytkd u 300 Mr B CYyTKH C aMHUTPHIITHIHHOM, OyNPOMHOHOM, IUTAJIONPAMOM, JyJIOKCETHHOM,
ACIHUTATIONPAMOM, (PJIyOKCETHHOM, TAPOKCETUHOM, CEPTPAIMHOM HJIU BeHIa(h)aKCUHOM Y TAllUEHTOB
C cyOONTHMAalTbHBIM OTBETOM HA MOHOTEPANHUIO AHTHICIPECCAHTOM I[OKA3aHO YJIYYIICHUE
cuMnToMOB nernpeccun mo mkaie MADRS (cpemnexBanparnunoe msmenenue 2-3,3 6amma) 1o
CPaBHEHUIO ¢ MOHOTEpANUel aHTHICTIPECCAHTOM.

5.2. ®apMaKOKHHeTHYECKHE CBOHCTBA

AOGcopOrus

Kpernanun XOpOoHIo0 BCACBIBACTCA U3 KCITYJOUHO-KUILICYHOI'O TPAKTA.

Pacnpenenenue

MaxkcuMaibHble KOHIEHTpaluu B IazMe KpoBU (Cmax) KBeTManuHa U N-Ae3aJIKMIIKBETHAIMHA
JOCTUTAIOTCSl MPUMEPHO dYepe3 6 4acoB IOciae IpUEMa KBETHAIIMHA C IPOJIOHIMPOBAaHHBIM
BBICBOOOXK/IeHHEM. PaBHOBecHast MOJISIpHAas  KOHIGHTpalMs aKTHBHOrO Merabonura N-
J€3aIKUIKBETHAIMHA cOCTaBIIsAET 35 % OT TaKOBOM KBETHAIMHA.

DapMaKOKHUHETUKA KBETHANMHA U N-IE3IKUIKBETUANMHA JIMHEMHAsA W HOCUT J10303aBUCUMBIN
XapakTep MpHU MpHeMe KBETHAITMHA C IIPOJIOHTHPOBAHHBIM BBICBOOOKIEHHEM B 7103¢ 10 800 MT oauH
pa3 B CyTKH.

[Ipy mpueme KBeTHANWHA C MPOJOHTHPOBAHHBIM BBICBOOOXKICHHEM OJIMH pPa3 B CYTKH B J03€,
SKBUBAJICHTHON CYTOYHOW /103€ KBETHAIIMHA C OBICTPBIM BBICBOOOXKIEHUEM, TPUHUMAEMOM 3a JIBa
npuema, HaOmoganu cxoaubie nmokazaren AUC, HO Cmax Obu1a Ha 13 % Menbmie. Benmnmunaa AUC
MeTabonuta N-ae3ankuiIkBeTHannHa Obuia Ha 18 % MeHbIe.

HccnenoBanus BIUSHUS IpUeMa MUY Ha OMOIOCTYITHOCTh KBETHAIIMHA TTOKA3aJIH, YTO MPUEM IHIIH
C BBICOKUM COJIEpKaHUEM KUPOB MIPUBOJUT K CTATUCTUUECKU 3HAUMMOMY yBeIHUEHUI0 Cmax 1 AUC
JUIi KBETHANMHA C MPOJIOHTUPOBAHHBIM BBICBOOOXKIAEHHEM — mnpumepHo Ha 50% u 20 %
COOTBETCTBEHHO. [Iprem mumy ¢ HU3KUM co/iep>KaHUEM KUPOB HE OKa3bIBaJl 3HAYMMOTO BIMSIHUS Ha
Cmax 1 AUC kBetnanusa. Pekomenyercs npuHuMath npenapatr Ksentuake CP onuH pa3 B cyTku
OTJEJIbHO OT IpUEMa MUIIIH.

HpI/I6HI/ISI/ITeHBHO 83 % KBeTHAIIMHA CBSA3BIBACTCS C OCIIKAMHM ILIa3MBbI KpOBH.

buorpaucdopmaris

YcranosneHo, uro uzopepmeHT CYP3A4 sBnsercss KIOYeBBIM H30(EpMEHTOM MeTabosn3Ma
KBETHAIMHA, OTIOCPEIOBAHHOTO crucTeMol 1uToxpoma P450. N-nezankuikBeTHanuH o0pa3yeTcs ¢
yuactueM uzopepmenta CYP3A4.

KBeTnanun u HEKOTOpBIE €ro MeTa0oJuThl (BKItOUas N-Ie3aIKUIKBETHANNH) 00IaIatoT cliaboit
MHTUOMpPYIOIEH aKTUBHOCTBIO MO OTHOIICHHUIO K M30(epMeHTaM cucTeMbl nutoxpoma P450 1A2,
2C9, 2C19, 2D6 u 3A4, HO TOJIBKO NPH KOHIIEHTpanuH, B 5—50 pa3 npeBbImaroneii KOHICHTPAIHH,
HabrogaeMble pH 00BIYHO MpuMeHsieMol ¢ dextuBHON 103e 300—800 mr B cyTku. OCHOBBIBasICh
Ha pe3ysbTaTax MCCIIEJOBaHUi iN VILro, He clieyeT 0KUAaTh, YTO OAHOBPEMEHHOE MPUMEHEHHE
KBETHAIMHA C JAPYTUMH IpernapaTaMyd NPUBEIET K KIMHUYECKU BBIPAXKEHHOMY HHTHOMPOBAHUIO
MeTaboIM3Ma IPYTuX JEKapCTBEHHBIX CPENICTB, ONMIOCPEIOBAHHOIO CUCTEeMO 1uToxpoma P450.

ONUMUHALMS

[lepuon monyseiBenenusi (T)2) kBetnmanuHa U N-A€3aJIKMIIKBETHAIMHA COCTABISET OKOJIO 7 H
12 yacoB cooTBeTcTBeHHO. B cpemHem MeHee 5 % MONSpHOW 03Bl (Ppakmuu CBOOOIHOTO
KBeTHanMHa W N-Je3aJIKWIKBETHANMHA IUIa3Mbl BBIBOIATCS mouykamu. [lpubnusurensHo 73 %
KBeTHANMMHA BBIBOAWTCS ToukaMu u 21 % — wuyepe3 kwumeyHuk. KBeTWanuH aKTHBHO
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MeTabonu3upyeTcs B IeUeHU, MeHee 5 % KBeTHalnnHa He MOJIBEPraeTcss MeTaboIM3My U BHIBOAUTCS
B HEM3MEHEHHOM BHJIE€ TOUYKAMU WJIM Yepe3 KUIICUHUK.

Oco0Oble T'PYIIIBI ITAITWMEHTOB

Ilon

Paznuunii papMakoKHMHETHYECKUX MTOKa3aTelel y My K4MH U )KCHIIUH He Ha0Jto1aeTcsl.
Jluya noowcunozo éozpacma

CpenHuii KIMpEHC KBETHAIllMHA y MAIMEHTOB MOXmiIoro Bo3zpacta Ha 30-50 % MeHsblne, ueM y
MalUeHTOB B Bo3pacte oT 18 10 65 ner.

Toueunas neoocmamounocme

CpenHuii 11a3MeHHBIN KITMPEHC KBETHANTMHA CHIKAETCS MPUOIM3UTENBHO Ha 25 % y MalnueHToB ¢
TIOYEYHO! HEI0CTATOYHOCTBIO TAKeNIoi cTerenu (KIMpeHc KpeaTuHuHa MeHee 30 mi/mun/1,73 m?
TUTOIIAM MTOBEPXHOCTHU TeJa), HO MHIMBUAYAIbHBIC TIOKA3aTeIH KIMPEHCa HAXOAATCS B MpeIenax
3HAYEHHH, BHISIBIICHHBIX Y 3/I0POBBIX I0OPOBOJIBIIEB.

Ileyenounas neoocmamounocms

VY NanueHToB ¢ MEYEHOYHOM HEeJIO0CTaTOYHOCThIO (KOMIIEHCHPOBAHHBIN aJKOrOJbHBIN IUPPO3)
CpeIHUI IUTa3MEHHBIM KIMPEHC KBETHANMHA CHMKEH npubnusutenbHo Ha 25 %. [lockosbky
KBETHAIlMH MHTEHCHBHO METa0OIM3MpYyeTcs B IE€YEHH, Yy MalUeHTOB C IEYEeHOYHOMH
HEZ0CTaTOYHOCTHIO BO3MOXKHO MOBBIIICHNE TUIA3MEHHON KOHLIEHTPAllMU KBETHUAIIMHA, YTO TpedyeT
KOPPEKIHH JI03bI.

6. PAPMAIIEBTUYECKHE CBOMCTBA
6.1. [lepeuyeHb BcioMOraTeIbHbIX BellleCTB

Ksentnakc CP, 150 mr, TabJIeTKH ¢ OPOJOHTUPOBAHHBIM BBICBOOOKIEHUEM, TIOKPBITHIE INIEHOYHOU
0007104YKOH

I'unpomennosa (4000 mPas/tun 2208)
I'unpomernosa (100 mPas/tum 2208)
JIakT03BI MOHOTHAPAT

[enmron03a MUKPOKPUCTAIIIIMYECKAS
Hatpus ruapodocdara quruapar
Marnus creapar

Obonouka nieHouynas

Omnanpaii 11 HP 6emnbrii:
- TOJWBUHWIOBBIN CIUPT YACTUYHO THAPOTH30BAHHBIN
- rturada quokcun (E171)
- Makporos/II2T" 3000
- TaubK
KpacuTtens xene3za okcup kpacuoiii (E172)
Kpacutens xenesa oxcup sxentoiit (E172)

Ksentnakc CP, 200 mr, TabJETKH C IPOJOHTUPOBAHHBIM BBICBOOOKIECHHUEM, MTOKPBITHIE TNIEHOYHON
0007104YKOH

IMumpomennosa (4000 mPas/Tum 2208)
I'unpomernosa (100 mPas/tum 2208)
JlakT03BI MOHOTHAPAT

[enmono3a MEKPOKPUCTAILITNYECKAS
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Harpus ruapodocdara guruapar
Maruus creapat

Obonouka nieHoyHas

Omnanpaii 11 HP 6emnbrii:
- TOJINBUHUJIOBBIN CIUPT YaCTUYHO THIPOIUIOBAHHBIN
- turtada quokeun (E171)
- makporo/TI2I" 3000
- TaJbK
Kpacurens xene3a oxcun sxentoiit (E172)

Ksentuakc CP, 300 mr, TabJeTKH C IIPOJOHTUPOBAHHBIM BbICBOOOKACHUEM, MOKPHITHIE [JICHOYHOU
000JIOYKOH

I'unpomennosa (4000 mPas/Tun 2208)
I'unipomertiosa (100 mPas/tun 2208)
JIakTO3bI MOHOTHAPAT

[enmono3a MUKPOKPUCTAIITNYECKAS
Harpus runpodocdara quruapar
Marnus creapar

Obonouka nieHoynas

Omnanpaii 11 HP G6enprid:
- TIOJIMBHHUJIOBBIN CIIUPT YaCTUIHO THIPOTU3OBAHHBIN
- turada quokcun (E171)
- makporos/I13I" 3000
- TambkK
Kpacutens xenesa okcup xentoiil (E172)

6.2. HecoBMecTHMOCTDH

Henpumennmo.

6.3. Cpok roqHocTH (CpOK XpaHeHus )

3rona.

6.4. Oco0ble Mepbl NPEAOCTOPOKHOCTH NIPH XPAHEHUH

XpaHuTh IIpu TemMneparype He Boie 25 °C, B OpUTHHAIBHON yIIaKOBKE.
6.5. XapakTep U cojep:KaHHe YIAKOBKH

IIo 10 Tabnerok B Onucrepe u3 komOuHHMpoBaHHOro wmarepuana OITA/An/TIBX u donbru
AJTIOMHMHHUEBOM.

ITo 2, 3, 6, 9 unu 10 6G1CTEpOB MOMENIAIOT B TAYKY KAPTOHHYIO BMECTE C JIMCTKOM-BKJIA IBIIIIEM.
He Bce pa3mepsl ynakoBOK MOTYT OBITh JOCTYITHBI JIJIS1 peaTH3aIiu.

6.6. OcoOble Mepbl MPETOCTOPOKHOCTH NMPHU YTHIN3ANMU MCNOJIb30BAHHOTO JIEKAPCTBEHHOTO

npenapara MM OTXO0J0B, MOJYYEHHBIX IOCJe NMPUMEHEHHUs] JIEKAPCTBEHHOr0 mpemnapara, u
Apyrue MAHUIYJISLIMU € IPenapaTomM

Het oco0bIx TpeOoBaHUil K yTHIN3AINH.
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7. JEP/KATEJIb PETUCTPAIIMOHHOTI'O YIOCTOBEPEHU A

CnoBenus

AO «KPKA, n.1., HoBo mecTo»
[IImapsemika necra 6, 8501 Hoso mecTo
Tenedon: +386 7 331 21 11

@axc: +386 7 332 15 37

Anpec snekrponnoii moutsl: info@krka.biz

7.1. IlpeacraBuTeIb AEpKATE/Is] PETHCTPAIMOHHOIO YA0CTOBEPEeHUs!

[Iperen3un notpeduTesiell HaMpPaBIATh MO AAPECY:

Poccuiickas @enepanus

000 «KPKA-PYC»

143500, MockoBckast 00., T. Mctpa, yin. MockoBckas, 1. 50
Tenedon: +7 (495) 994 70 70

daxkc: +7 (495) 994 70 78

Anpec snekrponnoii moutsl: Krka-rus@krka.biz

8. HOMEP PETUCTPALIMUOHHOI'O YAOCTOBEPEHUS

JITI-Ne(001653)-(PT-RU)

9. KATEI'OPHUs OTIIYCKA JIEKAPCTBEHHOI'O ITIPEITAPATA

.HeKapCTBCHHHﬁ npemnapat OTHOCUTCA K KaTCTrOPUH OTITYCKa «I10 PECUCIITY.

OO6mrast xapakTepucTHKa JiekapcTBeHHOro npenapara Ksentuakc CP nocTynHa B €IUHOM pEecTpe
3apErUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB EBpa3uiicKoro SKOHOMHMYECKOTO COK3a M Ha
opUIHMATEHOM camnre YIIOJITHOMOYEHHOTO oprasa (3xcrepTHOM OpraHu3aIim)
https://Ik.regmed.ru/Register/EAEU_SmPC.
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