OBIIAA XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O ITPEITAPATA

1. HAMMEHOBAHUME JIEKAPCTBEHHOI'O IIPEITAPATA

Ksentnakc CP, 400 mr, TabieTKH ¢ MPOJIOHTHPOBAHHBIM BBICBOOOK/ICHUEM, ITOKPHITHIC TUICHOYHOM
000JI0YKOM

2. KAUECTBEHHBIN 1 KOJIMYECTBEHHBII COCTAB

JlelicTByrollee BEMIECTBO: KBETUAIIKH.
Kaxxnas rabnerka cogepxut 400 mr kBeTHanuHa (B BUA€ KBETHAMHA FreMU(pyMapara).

BemecTBa, Hanmu4Me KOTOPBIX HAJO YYUTHIBATH B COCTAaBE JICKAPCTBEHHOIO Iperapara: JaKTo3a,
HaTpuii (cM. pazaen 4.4.).

[TonHbIi epeueHb BCIIOMOTaTENbHBIX BEIIECTB MPUBEIEH B paszene 6.1.

3. JEKAPCTBEHHAS ®OPMA

TabneTku ¢ NpoJOHTMPOBAHHBIM BBICBOOOXKIEHUEM, IIOKPBITHIE MJIEHOUYHON 0007104YKO.

KaricynoBugHbIe TBOSIKOBBIITYKJIbIE TAOJIETKH, TOKPHITHIC TNIEHOYHON 000JIOUKOH OSJIOT0 WITH TIOYTH
Oeroro nBera, ¢ rpaBupoBKoi «400» Ha OJTHOM CTOpOHE.

4. KIMHUYECKHUE JAHHBIE
4.1. IToka3aHusl K NPUMEHEHHIO

IIpenapat KBentnake CP nokasan k IpUMEHEHHIO Y B3pOCIIBIX B Bo3pacTe oT 18 net:

e IS IeYEHUS MIM30(pPEHNH, BKITIOYas:
- NpOPUIAKTUKY PELMINBOB y CTAOMIIbHBIX NAI[UEHTOB;
e ISl IeYEHUs OUIOJSPHOTO PACCTPONCTBA, BKIIIOYAsL:

- yYMEpeHHble U TSKEJble MaHHaKaJbHble SIHU30/bl B CTPYKType OMIIOJISIPHOTO
paccTpoicTBa;

- TSDKEJIbIe 3MU30/bI IEPECCUU B CTPYKTYpE OUIIOJIIPHOTO pacCTPOMCTBA;

-  NpOoPWIAKTHKY PpEUUAMBOB OHWIIOJIAPHOTO  PpAcCTpOiiCTBA Yy MAlMEHTOB C
npenmecTBytomei 3¢QexTuBHON Tepanuell KBETHAIMHOM MAaHHAKAJIbHBIX MU
JENPECCUBHBIX 3MHU30/I0B B CTPYKTYpe OUTIOISIPHOTO PacCTPOMCTBA;

e ISl IEYEHUS JEIPECCUBHOTO 3MHU30/1a!

- KOMOMHHUpOBaHHas Tepanuss NpU CyOONTUMaTbHOM OTBETE Ha MOHOTEpPAIHIO

aHTHJIETIPECCAHTOM.

4.2. Pe:kxuM 103MPOBAaHNUS M CIOCO0 MPUMeEHEeHU s

PexxnmMbl 03uMpoBaHus, NMPEAYCMOTPEHHBIE Ui Pa3HBIX INOKa3aHWM, pasnudarorcs. [losatomy B
00513aTeIbHOM TMOPSKE CIEAYET MPEeOCTABIATH MallueHTaM HHPOPMALIUIO O PeXXUME J03UPOBAHUS
npernapaTa npu ux 3a00JIeBaHUU.

PexxuM o3upoBaHus

Jleuenue wuzopenuu (6xn0uaAs NPOPUIAKMUKY PEYUOUBO8 Y CIMAOUTbHBIX NAYUESHINOB)



Jleuenue oOunonapnozo paccmpoticmeéa (YMEPEeHHbIX U MANCENbIX MAHUAKATLHBIX INU30008 8
cmpyKkmype OUnoJisApHO20 paccmpoucmaea)

CyrouHast 103a I MEPBBIX 2 CYyTOK Tepanuu coctasiseT: 1-e cytku — 300 mr, 2-¢ cytku — 600 mr.
Pekomenayemast cyrounas no3a coctaBiser 600 Mr, oJHaKO MPU HEOOXOIUMOCTH MOMKET OBITh
yBenudeHa g0 800 Mr B cyTku. B 3aBHCHMMOCTH OT KIMHHYECKOTO 3(dekra U MHAUBUAYATHLHON
MEPEHOCUMOCTH AIMEHTOM J103a MOXET BapbUpoBath B rpezenax ot 400 mr 1o 800 mr B cytku. s
MOAJIEP>KUBAIOLIEH TEpaNuU MPH MHU30(PpeHNH He TpeOyeTcss KOPPEKIHMs 103bI OCIe KyIUPOBaHUS
obocTpeHus.

Jleuenue bunonaprozco paccmpoucmea (mAxNcenvblx 3MU30006 0enpeccu 8 CmpyKmype OunoJisipHo20
paccmpoticmea)

[Ipenapar KBentnakc CP cinenyer npunuMarth nepes cHom. CyToudHas J103a JiJis NMEpBBIX 4 CYyTOK
Tepanuu coctaBiseT: 1-e cytku — 50 mr, 2-e cytku — 100 mr, 3-u cytku — 200 mr, 4-e cytku — 300 mr.
Pexomennyemas cyrouHas jpgo3a cocraBiger 300 Mr. B KIMHMYECKMX — HCCIIEOBAaHUIX
JIOTIOJIHUTENbHAS 110JIb3a MPU NPUMEHEHUHU mpenapara B J103¢ 600 Mr B CyTKU MO CPaBHEHMIO C
npuMeHeHueM B 103¢ 300 Mr B cyTKH He ObuIa IPOJIEMOHCTPUPOBAHA.

VY HEKOTOpPBIX MAIUEHTOB KIWHUYECKHH 3((eKT MokeT HAOMIOIAThCS MPHU MPUEME Mpernapara B
cyTouHoit 103e 600 mr.

[Ipenapar Ksentuakc CP B no3ax, mpesbimatoniux 300 mr, [0o/DKeH Ha3HAadyaTbCs Bpadami,
MMEIOIIMMU OIBIT Tepanuu OUIOISPHOrO paccTpoiicTBa.

B knmmaMYecKuX HUCCICIOBAaHUAX ObliIa MOKa3aHa BO3MOKHOCTh CHIMKEHUS J03bI 10 MHHHMAaIbHON —
200 mr B CYTKHU — IIpU MI0XOH IMEPCHOCUMOCTHU IIpeniapara y OTACIBbHBIX IMAlIUCHTOB.

Jlewenue bunonaproeo paccmpoiicmsa (npoghuiaKkmuka peyuousos OUNOIIPHO20 PACCMPOUCMEA Y
nayuenmog ¢ npeouiecmsyrouei pgdexmusHol mepanueli K8emuanuHoM MAHUAKATbHBIX WU
0enpeccusHuIX INU30008 8 CMPYKmMype OUNONISAPHO20 PACCMPOUCMEa)

Jis mpoWIaKTUKK PEeLUMBOB MaHHUAKaJIbHBIX, JEMPECCUBHBIX M CMEIIAHHBIX SIMU30/10B MpHU
OMUIOJISIPHOM pPacCTPOWCTBE MallEeHTaM C MOJIOKUTEIbHBIM OTBETOM Ha JICUEHHE IpenapaTrom
Ksentnakc CP cienyer npoJoinkaTh TEPANNIO B TAKOM )K€ CYyTOYHOM /103€, KaK U B Hayaje TeparuH.
[Ipenapar Ksentuakc CP ciemyer mpuHHMaTh TEpel CHOM. B 3aBUCHMOCTH OT KJIMHHYECKOTO
spdexTa U MHIUBUAYAIBHOW NEPEHOCUMOCTH MAIlMEHTOM CYTOYHAas J103a MOXKET BapbHpOBATH B
npenenax ot 300 mr go 800 mr. [lng mopnep)kuBarolleld Tepanuu pPEeKOMEHAYEeTCs NPUMEHSTh
MUHUMaJIbHYIO 3G QeKkTuBHY0 103y npenapara Ksenruake CP.

Jleuenue denpeccusnoz2o 3nu3z00a (KOMOUHUPOBAHHASL Mepanusi npu cyOONMUMATILHOM Oomeeme Hd
MOHOMEPANUI0 AHMUOENPEeCCAHMOM,)

[Ipenapar Ksentnakc CP cnenyer npuHnmars nepex cHoMm. CyTodHast 1o03a Ui NEPBBIX 4 CyTOK
Tepanuu cocTabisieT: 1-e u 2-e cyTku — 50 mr, 3-u u 4-e cytku — 150 Mr. AnTHIETIPECCUBHBIN YPEKT
Habmonancs npu go3ax 150 m 300 Mr B CyTKM B KpPaTKOCPOUHBIX HMCCIEAOBAHUAX B KauecTBE
JOMIOJTHUTEIBHON Tepanuu (C ICHUTATIONPAMOM, IYJIOKCETHHOM, OYIpOINHMOHOM, IMTAIONPaMOM,
AMUTPUIITUWIMHOM, (IIyOKCETHUHOM, MMAPOKCETUHOM, CEPTPATMHOM U BEHIa(PaKCUHOM — CM. pas3zel
5.1.) u B no3e 50 Mr B CyTKM B HCCIIEIOBaHUAX KPAaTKOCPOUHOW MoHOTepanuu. llpu npumeHeHnun
IpernapaTa B BBICOKMX J03aX IMOBBIILIAETCS PUCK BOSHUKHOBEHHUS HEXKeNaTeabHbIX peakuuil. [loatomy
BpauaM CleQyeT MPUMEHATh MUHUMAIbHYI0 Y(QQEeKTHBHYIO 103y, HauumHas ¢ 50 M B CYyTKH.
VYBenuuenue 10361 co 150 Mr B cyTku 10 300 Mr B CyTKH JOJIKHO OCHOBBIBAaTHCSI HA MHANBUIY aJIbHOM
OLIEHKE COCTOSIHUS MallMEHTA.

Ilepe6oo ¢ npuema xeemuanuna 6 opme mabaremox ¢ ObICMPLIM BbICBOOONCOECHUEM HA NpUeM
npenapama Keenmuaxc CP

Jlnst ynoGcTBa mpHeMa MAanMeHThl, B HACTOSIIMA MOMEHT IIOJydaroliue IpoOHYIO0 TEeparuio
KBETHAIIMHOM B (popMe TabJIeTOK OBICTPOro BHICBOOOXKIEHHS, MOTYT OBITH IEPEBEACHBI HA MPUEM
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npenapara Kentmakc CP oguH pa3 B CyTKM B J03€, DKBHBAJICHTHOW OOIIEH CYTOYHOW J103€
KBeTHANMHAa B (opMe TabIETOK OBICTPOro BBICBOOOXAEHUS. B OTAENBHBIX CIydasX MOXKET
MOHAI00UTHCS KOPPEKIIHS 03B

Oco0ble rpynisl MalueHToB

J]uua noosicus10co eo3pacma

Tax e, Kak U Jpyrue HeMpoJeNnTHUYECKUE CPEICTBA U aHTUAENpeccanThl, npenapar Ksenrtuakc CP
CllelyeT INPUMEHATh C OCTOPOYKHOCTBIO Y MAIMEHTOB IMOXKWJIOTO BO3pPAcTa, OCOOCHHO B Hayale
tepanuu. [Togbop > dexTrBHOM 10361 npenapata Keentnake CP y manueHToB MOKUIOro Bo3pacTta
MOJKET ObITh MEAJICHHEE, a CyTOYHas TepaleBTUYecKas /103a HUXKE, YeM y HAalMEHTOB MOJOIO0I0
Bo3pacta. CpeqHuii miIa3MeHHBIH KIMPEHC KBETHAIMHA y MAIlMEHTOB MOXHIOro Bo3pacta Ha 30—
50 % Huxe, 4yeM y MalUeHTOB MOJIOOTO Bo3pacTa. Y MAIMEHTOB MOXKMUIIOI0 BO3pacTa HadyajabHas
no3a npenapara Ksentuakc CP cocrasisier 50 Mr B cyTku. Jlo3y MOKHO yBenuuuBath Ha 50 Mr B
CYTKH B 3aBUCMMOCTH OT KJIMHUYECKOT'0 OTBETAa U MHAUBUYaIbHON NEPEHOCUMOCTH J0 JOCTHXKEHUS
3¢ (HEeKTHBHOMN J03bI, KOTOPAsi, BEPOATHO, OyIET MCHBIIIC, YeM y MOJIOJBIX ITAIIUCHTOB.

VY nmanueHToB MOKUIIOT0 BO3pPACTa C JIECMPECCUBHBIM 3MU30JI0M /1032 IS MIEPBBIX 3 CYTOK TEparuu
cocraBisieT 50 Mr B cyTku ¢ yBenuueHueM 10 100 mr B cyTku Ha 4-e cyTku U 70 150 Mr B CyTKH Ha
8-e cyTku. CrnefyeT NpUMEHATh MUHUMANIBbHYIO 3G (EKTUBHYIO 03y MpernapaTa, HaulHas JIeYeHUe C
50 mr B cyTkH. B citydae He00X0[MMOCTH 103y Mpenapata MOXHO yBeTuIuTh 0 300 Mr B CyTKH, HO
HE paHee 22-T0 JIHS Teparuu.

O¢ddexTuBHOCTE M 0E30MaCHOCTh Ipernapara y MalUeHTOB cTapiie 65 JeT ¢ JenpecCUBHBIMU
3MHU30/1aMH B CTPYKTYPE OHUITOISPHOTO PACCTPOMCTBA HE OIIEHUBAIHCh.

Hat;uenmw C NOYEUHOU HedOCMAamo4HOCHbIO
HJ’IH MaIlMEHTOB C ITOYEYHON HEIOCTATOYHOCTHIO KOppeKOus A03bI HC Tpe6yeTc51.
Hal/ﬂ/leHWlbl C NeYeHOYHOU He0OCMAamo4HOCbIO

KBeTnanuH MHTEHCHUBHO MeTabOIM3UpYyeTCs B IedeHU. BceneactBue 3Toro criemyer coOiaroaaTh
OCTOPO’KHOCTh TpU TpuMeHeHuHu npenapara Ksentmakc CP y manueHTOB ¢ IMEYEHOYHOMU
HE/I0CTaTOYHOCThI0, OCOOCHHO B Hauase Tepanuu. PekoMeH1yeTcss HauuHaTh TEpanuio npenapaToM
Ksentnakc CP ¢ 10361 50 M B CYyTKHM M yBEIMYMBATh 03y €KEAHEBHO Ha 50 MI' 10 JOCTHIKEHHS
3¢ GEKTUBHOM 103bI C Y4€TOM MHAWBUIYATbHOM IEPEHOCUMOCTH M KIIMHHUUYECKOTO OTBETA.

€T

bezonacnocts u 3 dextuBHOCTs Tpenapata KBentuake CP y gerelt u moapocTKOB B BO3pacTe 10
18 mer Ha naHHBIA MOMEHT HE YCTAaHOBJICHBI. lMmerommecs Ha CETOMHSIIHUN JCHb JTaHHBIC
npuBeeHbl B pazaenax 4.4. u 4.8., 0JHAKO HEBO3MOXHO JaThb PEKOMEHAAIMHU IO PEXUMY
JI03UPOBAHUSI.

Cnoco0 nmpuMeHeHus

BayTps, onmuH pa3 B CyTkH, Haromak (He MeHee 4yeMm 3a | "ac mo mpuema nwumu). TabmeTkw
HE0OXOIUMO MPOTIIATHIBATh IIETUKOM, HE JENIUTh, HE Pa3’KEBBIBATh U HE Pa3lIaMbIBATh.

4.3. IlpoTuBoONOKa3aHUS

e [ WMmep4YyBCTBUTENHHOCTh K KBETHANMHY WIH K JIFOOOMY W3 BCIIOMOTATEIbHBIX BEIIECTB,
NEepeUnCIIeHHBIX B pa3zene 6.1.

e OpHOBpeMEHHOE TMpHMEHEHHEe C UuHruouropamu 1uroxpoma P450, Takummu Kak
NPOTHBOTPUOKOBBIE IpenapaTbl TPYNIBl  a30JI0B, SPUTPOMHLMH, KIAPUTPOMUIMH U
Heda30/10H, a TaK)Ke MHTHOUTOPHI IpoTea3bl BUpyca UMMYHoAehuiuTa yenoseka (BUY) (cm.
pasmen 4.5.).



4.4. OcoOble ykazaHusi 1 MepPbl NPEI0CTOPOKHOCTH NMPH NPUMEHEHUHN

[IpenapaTr cienyer Ha3HauaThb C OCTOPOXHOCTBIO Y MALMEHTOB C CEPACUHO-COCYIUCTBIMU H
1epeOpPOBACKYIISIPHBIMU  3a00JIEBAaHUSMU WJIM JAPYTUMHU COCTOSHUSIMHU, HPEIpacoyiaraloliuMHU K
apTepuaIbHONM THUMOTEH3WH, Yy JHUI[ TMOXWIOTO BO3pacTa, IMAalMEHTOB C IEYEHOYHOU
HEJOCTAaTOYHOCThIO, CYJOpOTraMU B aHaMHe3€, PUCKOM pPa3BUTHUS MHCYJbTa M aCHUPALMOHHON
ITHEBMOHMUH.

Cyuyud/cyuyudanvHole MblCIU UTU KIUHUYECKOE VXY OuleHUe

Jenpeccusi cBsiz3aHa C TOBBIIEHHBIM PHUCKOM BO3HUKHOBEHHUSI CYMIUAAIbHBIX MBICIEH,
CaMOIIOBPEXKICHUS U CyUuIUaa (COOBITHI, CBA3aHHBIX C CyULIU0OM). [JlaHHBIA pUCK COXpaHseTcs 110
MOMEHTa HACTYIUICHUS BBIPAXKEHHOW peMHCCHMU. BBUIY TOro, 4ro 10 YIYYIIEHHUS COCTOSHUS
ManueHTa ¢ Havyaya JICYeHUsS MOXKET NMPOMTHU HECKOJIbKO Hellelb WX OOJbIlle, MAlUeHThl JOJKHbBI
HaxXOJIUTHCS TOJ MPUCTAIBHBIM MEAUIIMHCKUM HAOIIOJCHUEM JI0 HACTYIUICHUs yihydieHus. [lo
JaHHBIM OOMICTIPUHATOTO KIMHUYECKOIO OMbITAa PUCK CYHULUIA MOXKET MOBBICUTHCS Ha PaHHHUX
CTaAMSX HACTYILJICHUS PEMUCCHUHU.

[To naHHBIM KPATKOCPOYHBIX TUIAIC00-KOHTPOIUPYEMbIX KIMHUYECKUX HCCIICJOBAHUH Y TAIIUEHTOB
C JIETIpeCCHEl MPHU OUIIOJIIPHOM PACCTPOMCTBE PUCK PA3BUTUS COOBITHH, CBSI3aHHBIX C CYHUITUIOM,
cocraBui 3,0 % (7/233) nns kBetranuna u 0 % (0/120) ans nnane6o y naiyueHToB B Bo3pacte 18—
24 tona, 1,8 % (19/1616) nnsa xBernanuHa u 1,8 % (11/622) mis turane6o y ManueHToB B BO3pacTe
> 25 ner.

Jlpyrue NCUXHYECKHE pacCTPOMCTBA, JUIsl TEPAllMM KOTOPBIX IPHUMEHSETCS KBETHUAIIMH, TaKXKe
CBSI3aHbI C NTOBBILIEHHBIM PUCKOM COOBITHH, CBSI3aHHBIX C cynLUoM. Kpome Toro, Takue cocTosHus
MOTYT OBITh KOMOpPOMIHBIMH C JIEIPECCHBHBIM O3MU30A0M. TakuM o0pa3oM, Mepsl
[IPEAOCTOPOKHOCTH, IPUMEHAEMBIE IIPU TEPAIUU MTALIMEHTOB C JEIPECCUBHBIM 3IIU300M, JOJKHBI
IIPUHUMATBCS U [P JICYCHHUH MTALIMEHTOB C IPYTUMU IICUXUYECKAMH PaCCTPOUCTBAMM.

IIpy pe3koM MpeKpalleHUH Tepanmuud KBETHAIIMHOM CIENyeT IPUHMMaTb BO BHUMAaHMHE
MOTEHIIMAJIbHBIA PUCK Pa3BUTHSI COOBITHI, CBSI3aHHBIX C CYHMIIHIOM.

ITarueHTsl C CyniuaaJibHbIMU COOBITHSIMH B aHaMHE3C, a TaKXE MalluMCHTBI, OTYCTIMBO
BBICKA3bIBAIOIIHUE CYUIUAAJIBHBIC MBICIIA TICPEO HaAYaJIOM TEpalnunu, OTHOCATCA K TPYIIC
MOBBIIICHHOT'O PUCKA CYHIIUAAJIBHBIX HaMepeHI/Iﬁ U CYHIIHUAAJIBHBIX TTOIBITOK U JOJI?KHBI TIHATCIIBHO
Ha6HIO)IaTI>C$I B IIPOLECCE JICUCHU .

VY manueHToB ¢ MaHHWEH MpH OUMOISPHOM PACCTPOIMCTBE PUCK Pa3BUTHs COOBITHIA, CBS3aHHBIX C
cyuruaom, coctaBmt 0 % (0/60) nns kBetnanuna u 0 % (0/58) ayis manedo y maiueHToB B BO3pacTe
18-24 rona, 1,2 % (6/496) nnst kxBetuanuua u 1,2 % (6/503) ans nnane6o y maiueHToB B BO3pacTe
> 25 ner, 1,0 % (2/193) mnst xBernanmua 1 0 % (0/90) mis morame6o y ManueHTOB B BO3PAcTe 0
18 ner.

VY marnueHToB ¢ mM30pPEHUEN PUCK pa3BUTHUSL COOBITUH, CBA3AHHBIX C CYUIIMAOM, cocTaBuia 1,4 %
(3/212) nns xBetnanuaa u 1,6 % (1/62) nns nnane6o y manueHToB B Bo3pacTe 18—24 rona, 0,8 %
(13/1663) msa xBernanmua u 1,1 % (5/463) mns mnane6o y manueHToB B Bo3pacte > 25 ner, 1,4 %
(2/147) nns xBetnanuHa u 1,3 % (1/75) nns mnane6o y maiueHToB B Bo3pacte 10 18 neT.

Y TanuMeHToB ¢ JCHPECCHBHBIM 3IH30/I0M PUCK Pa3BHTHS COOBITHH, CBSI3aHHBIX C CYHIIHIOM,
cocraBun 2,1 % (3/144) nnsa xBetnanuna u 1,3 % (1/75) ana mnanedo y manueHToB B Bo3pacte 18—
24 roma, 0,6 % (11/1798) nnst xBetnanmua u 0,7 % (7/1054) nns mnane6o y manueHToB B BO3pacTe
> 25 ner. IlanmeHntsl B Bo3pacTe 10 18 €T B HCClIeNOBaHUSAX MO JaHHOMY TIOKAa3aHUIO He
YY4aCTBOBAJIH.

B 1enom, mo maHHBIM KPAaTKOCPOUHBIX ILJIAIIe00-KOHTPOJUPYEMBIX HCCICIOBAHHIA IO BCEM
MOKa3aHUsIM U BO BCEX BO3PACTHBIX IPYIIIAX YaCTOTa COOBITHIA, CBA3aHHBIX C CYHIIUIOM, COCTABHIIA
0,8 % kax s kBetnanuna (76/9327), Tak u s mianedo (37/4845).
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[Tpoenennsnii FDA (YnpaBieHrne 1Mo KOHTPOJIIO 332 MUIIEBBIMH MPOJAYKTAMH U JIEKAPCTBECHHBIMH
cpeactBamu, CIIIA) meraananus 1mianeb0-KOHTPOIUPYEMBIX MCCIIEOBAHUN AHTUACTIPECCAHTOB,
ob6obOmraroruii nanuple npuMmepHo 4400 mereid m moxpocTkoB M 7700 B3pOCHBIX MAIUEHTOB C
MICUXHYECKUMHU PACCTPONCTBAMH, BBISBHII MOBBIIIEHHBIA PUCK CYHUIIUAAILHOTO TIOBEICHUS Ha (poHE
aHTHUJICTIPECCAHTOB [0 CPAaBHEHUIO C IIanedo y JeTei, MOAPOCTKOB M B3POCIbIX MAIlMEHTOB B
Bo3pacte 10 25 nmer. JlaHHBIM MeTaaHadu3 HE BKIIOYAECT MCCIEIOBAaHMS, TJI€ MCIOJIb30BaJICA
KBeThanuH (cM. paszzen 5.1.).

Oxempanupamuonvle cumnmomol (I11C)

OTMeueHO yBenMYeHHE 4acToThbl BO3HMKHOBeHMs OIIC mpu npueMe KBeTHanmuHa y B3POCIBIX
MAIMEHTOB ¢ OOJBIIMM JENPECCHUBHBIM 3IHU30/10M B CTPYKTYpE OWIIONISIPHOTO pacCcTpOMCTBAa WU
00JIBIIOTO JEMPECCUBHOTO PACCTPONCTBA 1O CpaBHEHUIO ¢ manedo (cMm. paszaen 4.8.). OnHako npu
TEpanuy KBETHANIMHOM Yy MAlMEHTOB C MM30(peHHell W MaHWeld B CTPYKType OWIOJISPHOTO
paccTpoiicTBa He BBISIBIICHO YBENUYEHUS 4acTOThl BosHUKHOBeHHsI DIIC no cpaBHEeHHUIO ¢ 11anedo.

To30n5a Ouckunesus

Ha ¢one mnprema HEHpPOJCNTHKOB, B TOM 4YHCIIe KBETHAIMHA, MOXXET BO3HHKATh ITO3IHSS
AUCKHUHE3UA, KOTOpas MPOABIACTCA HACUJIBCTBCHHBIMU HCIIPOU3BOJIBHBIMU JABUKCHUAMHU U MOXKCET
HOCHTh HeoOpaTHMbIi Xapakrtep. B ciydae pa3BUTHS CHMOTOMOB TIIO3/IHEH HCKUHE3UH
PEKOMEHIyEeTCSl CHU3UThH 103y Ipernapara WiIM MOCTEIEHHO €ro OTMEHUTh. CHUMITOMBI MO3AHEH
JUCKUHE3UH MOTYT YCHJIMBATHCS WITH J]a)Ke BO3HUKATH [IOCIIE MPEKPAIlleHUs TpueMa rpemnapara (cM.
paznen 4.8.).

Ha (bOHe IIprueMa KBETHAIINHA MOXKCT BO3HUKATb AKATH3UA, KOTOPAA XAPAKTCPUIYCTCA HCIPUATHBIM
YyYBCTBOM  JIBUTATCIIBHOT'O OeCIIOKOMCTBA U HOTpe6HOCTI)IO ABUTAaTbCA W MPOABIACTCA
HECITOCOOHOCTBIO nanueHTa CUACTH HMJIM CTOATH oe3 JABMOKCHUA. HpI/I BO3HHMKHOBCHHUH HOI[O6HLIX
CHUMIITOMOB HE€ CJICAYCT YBCIIMUMUBATHL O3y KBCTHUAIIMHA.

Connusocmo u 2OJI0OBOKpYIHCEHUE

Bo Bpemst Tepanuy KBETHAIIMHOM MOKET OTMEYaThCsl COHJIMBOCTh M CBA3aHHBIE C HEM CUMIITOMBI
(Hammpumep, cepanus) (cM. paszzaen 4.8.). B KiIMHUUECKUX UCCIeI0BaHUAX C Y4aCTHEM HAaIlMEHTOB C
Jenpeccueil B CTPYKType OMIIOJIIPHOIO PACCTPOMCTBA U C JIEIPECCUBHBIM 3IHU30[0M COHJIMBOCTb,
KaKk IIpaBUJIO, Pa3BUBaJachb B TEUECHHUE IEPBBIX TpeX IHEHW Tepanuu. BBIpaKEHHOCTb HAHHOU
HEeXKeJaTeJIbHOM peakllMd B OCHOBHOM Oblila HE3HAuMUTEIbHOW Wi ymepeHHOW. Ilpu pa3Butum
BBIPQ)KEHHOW COHJIMBOCTH MAallME€HTaM C Jenpeccuell B CTPYKType OMIOJSIPHOTO PaccCTpoWcTBa U
ManueHTaM ¢ JETPECCUBHBIM 3MHM30/I0M MOTYT MOTpeboBaThcsl 0ojiee yacThle BU3UTHI K Bpady B
TE€YEHHE 2 HENEIb C MOMEHTa BO3HMKHOBEHHS COHJIMBOCTU WJIM IO YMEHBIIEHUS BBIPAKEHHOCTH
CUMITOMOB. B HEKOTOPBIX CiIyyasx MOXKET NOTPEOOBATHCA MPEKPAILIEHUE TEPATTUN KBETHATTMHOM.

Ha (¢one Tepanmuu KBETHAIMHOM MOET BO3HUKATh OpPTOCTaTUYECKash TUIOTCH3US U
TOJIOBOKpYKeHHE (cM. pazzen 4.8.), 006I9HO BO BpeMsi To100pa 0361 B Havasie Tepanud. [larnnenTs!,
0c00EHHO MOXKUJIOTO BO3pacTa, MTOJHKHBI COOII0AATh OCTOPOKHOCTh, YTOOBI M30€KaTh CIy4YalHbIX
TpaBM (TajaeHuil).

HauueHmbz C cepdewo-cocyducmbmu 3a001e6aHUAMU

CrnenyeTr coONIOAAaTh OCTOPOXKHOCTH NMPU TMPHUMEHEHWW KBETHAIMHA y TIAIIMEHTOB C CEPJICYHO-
COCYMCTBIMH,  1epeOpOBACKYJISIPHBIMH  3a00JIeBaHUSIMH W JIPYTUMH  COCTOSIHUSIMU,
MpeIpacIioaralonMMu K apTepUaIbHOW THIOTCH3WH. Y TaKHX MAIUEHTOB MOA00p JI03bI CIEAYyeT
OCYIIECTBIATh MelyieHHee. Ha (oHe Tepamuu KBETHAIMHOM MOXET BO3HUKATh OPTOCTATHYECKas
THIIOTEH3Us, OCOOCHHO BO BpeMs Tmoj0opa J03bl B Hadaje Tepamnuu. [Ipy BO3HUKHOBEHUH
OpTOCTaTH‘ICCKOﬁ TUIIOTCH3UNU MOXKET HOTpeGOBaTBCﬂ CHUXXCHHUEC T03bI NN 6OJIC€ HOCTGHCHHBIﬁ cec
moaoop.

Cunopom anHos 60 cHe



VY manueHToB, MPUHUMABIIMX KBETHAIHMH, OTMEYAJICs CUHAPOM amHod Bo cHe. Ciieyer cobmoaaTh
OCTOPO>KHOCTh IIPY HA3HAYEHUH KBETHAINMHA NALMEHTaM, II0Jy4YarolUM Ipernaparbl, OKa3blBaIOIINe
yrHeTarolee JAeicTBUe Ha LeHTpalbHylo HepBHylo cucremy (LIHC), a Takke mauueHtam c
(akTopamMu prcKa arHod BO CHE (Hampumep, n30bITOYHAS Macca Tena/0KUpPeHne, My>KCKOM 10JT) T
C almHo? BO CHE B aHAMHE3E.

Cyoopoeu

He BbIsBIIEHO pa3nuuuii B 4aCTOTE Pa3BUTHUS CYJIOPOT Yy HMAIlMEHTOB, IPUHUMABIINX KBETHAIUH WIN
miane6o. OgHaKo, KaKk W MPU TEpamuu JAPYTUMH AHTUIICUXOTHYECKHUMH JIEKAPCTBECHHBIMU
CpeICTBaMH, PEKOMEHAYETCsl COOJII0/IaTh OCTOPOKHOCTH MPHU JICYCHHH MAallMEHTOB C HAIUYUEM
CYJOPOXHBIX IPUCTYIIOB B aHaMHe3e (cM. pasjen 4.8.).

3noxauecmeerHulll HelpOIeNnMUYECKULL CUHOPOM

Ha ¢one nmpuema aHTUIICHXOTHYECKUX MPEIAPATOB, B TOM YHCJIC KBETHAIIMHA, MOXKET Pa3BUBATHCS
3JIOKAUYECTBCHHBIM HeHpojenTudeckuii cuHapoMm (cMm. paszaen 4.8.). KinHudeckue mposBICHUS
CHUHIpPOMA BKJIIOYAIOT B Ce€Osl THUNEPTEPMHIO, U3MEHEHHBI MEHTAJbHBIH CTAaTyC, MBIIICUYHYIO
PUTUIHOCTb, JaOWJIBHOCTh BEreTaTUBHON HEPBHOM CHCTEMbI, MOBBIIICHUE AaKTUBHOCTU
kpeatuHpochokmaazsl (KDK) B urazme kpoBu. B Takux ciaydasx HEOOXOAMMO OTMCHHTH IPUEM
KBETHAIIMHA U TPOBECTH COOTBETCTBYIOILIEE JICUCHHE.

Taoicenas nelumponenus u azpanyioyumos

B KpaTKoCpOYHBIX IUIAaLE00-KOHTPOIUPYEMBIX KIMHUYECKUX MCCIIEJOBAHUSAX MOHOTEpanuu
KBETHAIIMHOM HEYacTO OTMEYAIUCh CIIydau TSKEJIONW HEUTpOoNeHHUu (KOJMYECTBO HEUTpOPMIIOB
< 0,5 x 10%n) 6e3 nndexuun. CoodIIANoch 0 Pa3sBUTHH arpaHyIONMTO3a (TSAXKEJIOH HEHTPOIeHNH,
aCCOLIMMPOBABIIEHCS ¢ MHOEKIMSIMU) Y TALIUEHTOB, [10JIy4aBIINX KBETHAIIMH B paMKaxX KIMHUYECKUX
UCCIIeIOBaHUM (peaKo), a TakKe IPH MOCTPETUCTPALMOHHOM IPUMEHEHHH (B TOM 4YHCIE C
JETAIbHBIM HUCXOZ0M). BOJBIIMHCTBO 3THX CiIy4aeB TSKENIOM HEHTPONEHUH BO3HUKAIO Yepes3
HECKOJIbKO MECSIIEB TOCiIe Hayajla Teparuy KBeTHanmuHOM. He ObLIO BBISBIECHO J0303aBUCHUMOIO
s¢dekra. Jlelikonenus u (WIM) HEUTPONEHUS paspeliajgach IOCle NPEKpaIleHusl Tepanuu
KBETHAMHOM. Bo03MOXHBIMU (pakTOpamMu pHCKa I8 BO3HUKHOBEHMS HEUTPONEHHM SBISIOTCS
MIPEALIECTBYIOIIEE CHIKEHHOE KOJIMYECTBO JIEMKOLMTOB U CIIy4an JIEKAPCTBEHHO MHIyLUPOBAHHOU
HEHUTPOINIEHUH B AaHAMHE3E.

Pa3BuTHe arpanyonuTO3a OTMEYAIN U Y AI[MEeHTOB 0e3 GakTopoB pucka. Heo6xoauMo yunTsIBaTh
BO3MOKHOCTb Pa3BUTHS HEUTPONEHUH y MAllUEHTOB ¢ MH(peKIneH, 0cOOEHHO B Cilydae OTCYTCTBHUS
OUYEBUHBIX TpPEAPACHOAralomuX (AKTOPOB, WIM y TMALUEHTOB C HEOOBSICHUMOM JMXOPAIKOI;
JaHHBIE CJTyYan JOJDKHBI BECTHCh B COOTBETCTBUU C KIMHUYECKUMU PEKOMEHJAIUSAMMU.

V MaluenToB ¢ KoaudecTBoM HerTpoduos < 1,0 X 10%1 npuem kBeTHanuHa crepyeT IpeKpaTuTh.
[Tanmenta HeoOXoaUMO HAOMIOAATH JUIA BBISBICHUS BO3MOXHBIX CHMOTOMOB HH(pEKIHH U
KOHTPOIMPOBATH KOMMYECTBO HEHTPO(IIIOB (10 MOBBIIEHHs UX KoTmdecTsa 10 1,5 x 10%m).

Bzaumooeiicmeue ¢ Opyeumu nexapcmeenHviMu Cpeocmeamu
Taxxe cM. paznen 4.5.

OZHOBpEMEHHOE TNPUMEHEHUE KBETHAlMHA C MOIIHBIMH MHIYKTOPaMH MHKPOCOMAaIbHBIX
(GepMEeHTOB TMeuYeHH, TaKUMU Kak KapOamazenuH U (PEHUTOMH, CHOCOOCTBYET CHUKEHHIO
KOHIIGHTPALlMU KBETHAllMHA B IUIa3ME€ KPOBM M MOXXET YMEHbIIATh 3((EKTUBHOCTh Tepanuu
npenaparoM Keentnakc CP.

IIpumenenue npenapara Ksenrnakc CP y nmanueHToB, MOTyYaroluX HHAYKTOPbI MUKPOCOMAJIbHBIX
(GepMEeHTOB NEYeHH, BO3MOYKHO JIMIIb B TOM Clly4yae, €ClIM OXKHJaeMmas Iojb3a OT Teparuu
npenapatoM  Ksentnakc CP mpeBocXoIWT pPHCK, CBSI3aHHBIM € OTMEHOM HHAYKTOPOB
MHUKPOCOMAIbHbIX  ()epMEHTOB  meueHW. l3MeHeHume  103bl  IpenapaToB-HHAYKTOPOB
MHUKPOCOMAJIBbHBIX (EPMEHTOB TI€UEHH JOJDKHO OBITh TOCTeneHHbIM. [Ipu HeoOxoauMocTu
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BO3MOJKHO X 3aMEIlleHHE NpenapaTaMu, He HHAYLMPYIOIUMH MUKPOCOMaIbHbIE (DEPMEHTHI IEYEHU
(Hampumep, penapaTsl BalbIIPOEBOM KUCIOTHI).

Macca mena

Ha ¢one npuema KBeTHanmuHa OTMEUEHO YBEJIWYEHHE MAcCChl Tesla. PeKOMEeHyeTcsl KIMHUYECKOe
HaOJII0/ICHHE MAI[MEHTOB B COOTBETCTBUH C MPUHSITHIMU CTaHIapTaMu Tepanuu (cM. paszen 4.8.).

Tunepenuxemus

Ha ¢one nmpuema kBeTranmHa BO3MOXKHO Pa3BUTHE TUIIEPIIIMKEMHH U (WIIH) pa3BUTHE U 000CTpEeHHUE
CaxapHOro auabera, MHOIJA CONPOBOXKIAIOIIETOcs KETOalMI030M WiIn KoMol. Pekomenmyercs
PETYJISPHBIA KOHTPOJIb MAacChl T€Jlda M CHMIITOMOB THUIEPIIMKEMHH, TAKUX KaK MOJIHIHIICHS,
NOJNypHs, monudarus U cnabocTh, y MAMEHTOB, MPUHUMAIOLUINX HEHPONENTUKH, B TOM YHCIE
KBETHAINMH. PexoMeHmyeTcst KIMHUYECKOe HAOMIONEHHE 3a MAalMeHTaMH C CaxapHBIM JHA0eTOM,
NarreHTaMu ¢ paKTopaMy pUCKa Pa3BUTHUs caxapHOro auadera (cMm. pazzaen 4.8.).

KOHueHmpab;uﬂ JUNUOO0E 8 NIaszMe Kpoeu

Ha ¢one mpuema KBeTHamuHa BO3MOKHO TIOBBINICHHE KOHIEHTPALMU TPUTIIMIEPUAOB, OOIIETO
XOJIECTEpUHA U XOJIECTepUHA JIMNONpoTen10B HU3KoM miuotHocty (JIITHII), a Taxxke cHuxeHue
KOHIICHTPALIUH JIMIONPOTeH10B Bbicoko tuiotHocTH (JITIBIT) B mnmasme kpoBu (cM. pasznen 4.8.).
Vka3aHHblE M3MEHEHMs CIEQYyeT KOPPEKTUPOBAaTb B COOTBETCTBUM C  JEHCTBYIOIIMMH
PEKOMEHIallUsIMHU.

Memabonuueckue Hapyuienus

VBenuueHue Macchl TCJIa, MOBBIICHUC KOHUCHTPAIWMW TJIIOKO3bI U JIMIIMAOB B INIA3MC KPOBH Y
HCKOTOPBIX MMAaUCHTOB MOXKCET IMPUBCCTH K YXYAUICHHUIO META00INYECKOI0 HpO(i)I/IJIH, qTo Tpe6yeT
COOTBCTCTBYIOIIICTO Ha6HIOI[eHI/I$I.

Yonunenue unmepsana QT

He BBIABIIEHO B3aMMOCBSI3M MEX]y MPHUEMOM KBETHAIMHA W CTOWKHM IOBBIIIEHHEM a0COIIOTHON
BennunHbl uHTepBana QT. OnpnHako yanuHenue uHTepBana QT oTMeuanoch MpU TPUMEHEHUU
KBETHAIIMHA B TEPANEBTUUYECKUX [03aX W TMPHU TMEpPeo3upoBKe KBeTnanuHa (cMm. pasuen 4.9.).
Crnenyer coOmoJaTb OCTOPOKHOCTh TpPH TNPUMEHEHUM KBETHANMHA, Kak M JIPYTUx
AHTUTICUXOTUYECKUX MpEenapaToB, MAIMEHTaM C CEPIECYHO-COCYIUCTHIMH 3a00JIEBaHUSIMH U C
yuHenueM uHTepBaia QT B aHamHe3e. Takke HEOOXOOMMO COOJIIOJATh OCTOPOXKHOCTH MpPHU
NMPUMEHEHNH KBETHAIMHA OJJHOBPEMEHHO C TpenapaTamu, yuimHsommMu narepsain QTc, npyrumu
HelposenTUKaMu, 0COOEHHO Y JIMII MOXKMIIOTO BO3pacTa, y MallueHTOB ¢ CUHAPOMOM BPOXKJIEHHOTO
yanuHeHus uatepsana QT, XpoHHUUECKOH cep/IeYHON HEeJJ0CTaTOYHOCThIO, TUIIEpTpodHei MUOKapa,
THITOKAIMEMHCH WM THUITOMarHueMueit (cm. pazzaen 4.5.).

Ocmpbze peakyuu, CesA3aHHble C OMMEHOU npenapama

ITpu pe3koil oTMeHe KBETHMAaMHA MOTYT HAOJIOJAaThbCs CIEIYIOIIUME OCTPhlE PEeaKUHUU (CHHIPOM
«OTMEHBI»): TOUTHOTA, PBOTA, 0ECCOHHUIIA, TOJIOBHAS 00JIb, TOJIOBOKPYKEHHE U Pa3ApaKUTEIbHOCTD.
IToaTromy otmeny npenapata Ksentnakc CP pekoMeHyeTcss NpoBOINUTE OCTENEHHO B TEUEHHE, KaK
MUHUMYM, OJIHOHN WU IBYX HEJEJNb.

Henpasunvroe npumenenue u 310ynompeobnenue npenapamom

beinmu oTMeueHbI ciiydan HEMPaBUWIILHOTO MPUMEHEHHS U 3710ynoTpebnaeHus npenapatom. Cremyer
COOTIOIaTh OCTOPOKHOCTh NP HAa3HAUYEHWW KBETHANHMHA MAIlMeHTaM MPU HaJIWNYUU B aHAMHE3e
37I0YMOTPEOIICHNUS AIKOTOJIEM HJIH JIEKApCTBEHHBIMHU MpenapaTaMu.

Jluya nosicunoeo ozpacma c oemenyuetl

[Ipenapar KBentunakc CP He mokaszaH 1Jis1 JIeUeHHs TICHX030B, CBSI3aHHBIX ¢ ieMeHIue. HexkoTopsie
aTUIWYHbIE HEUPOJENTUKU B PaHIOMU3UPOBAHHBIX IUIALEO0-KOHTPOIUPYEMBIX HCCIEIOBAHHIX



MIPUMEPHO B 3 pa3a yBeIMYMBAIU PUCK PA3BUTHS LEepPeOPOBACKYIISPHBIX OCIOKHEHUH y MaIlleHTOB
¢ AeMeHuueld. MexaHn3M 1TaHHOTO YBEJIMYEHMs pUCKa HE U3yUYeH. AHAJIOTMUHBIN PUCK YBEIUYEHUS
YacTOThl 1IEpEOPOBACKYJISPHBIX OCIOXHEHMH HE MOXET OBIThb MCKIIOYEeH M JpYrux
AHTUIICUXOTUYECKUX JIEKAPCTBEHHBIX CPEJICTB WM Jpyrux Ipynn namnueHtoB. Ilpemapat
KBentnakc CP gomkeH NpUMEHATHCS ¢ OCTOPOKHOCTHIO Y TAIIUEHTOB C PUCKOM Pa3BUTHS UHCYJIbTA.

AHalyi3 NpUMEHEHUS aTUIMTUYHBIX HEHPOJECNTUKOB JUIsl JICUEHUSI TICUXO030B, CBSI3AHHBIX C IEMEHIIUEH
y MalKMeHTOB MOXKUIIOTO BO3PAcTa, BBIABHII MOBBIIICHUE YPOBHS CMEPTHOCTH B IpYyIIE MAIUEHTOB,
MOJTyYaBIIUX MpermapaThl 3TOW TPYIIIBI, 0 CPAaBHEHUIO C rpymnmoi ruranebo. J[Ba 10-HemenbHbBIX
1a11e00-KOHTPOJIUPYEMBIX  MCCIICZIOBAHUS KBETHANMHA Y aHAJOTMYHOM TPYMIbl MalMeHTOB
(n =710, cpenuuii Bo3pact: 83 roaa, BO3pacTHOM auana3on: 56—99 ner) mokasaiu, 4TO CMEPTHOCTh
B IpyMIe ManueHTOB, NPUHUMABIIUX KBETHANUH, cocTaBuia 5,5 %, u 3,2 % B rpynmne miaine6o.
[IpuumnHBI JETATBHBIX KCXOA0B, OTMEUEHHBIX Y 3TUX MALUEHTOB, COOTBETCTBOBAIIA 0KHUIA€MbIM JJISI
JNaHHOU nomysinuy. He BhIABIEHO MPUYMHHO-CIICCTBEHHON CBSA3H MEXKIY JICUCHUEM KBETHAITMHOM
Y PUCKOM TOBBIIICHHUS] CMEPTHOCTH y MAIIMEHTOB IMOXUJIOTO BO3pacTa ¢ IEMEHIIUEH.

Anmuxonunepauueckue (Myckapunonoooomwie) s¢ghghexmoi

HopkBeTnanuH, akTUBHBIM METaOOJIMT KBETHAIIMHA, 00JIAJJacT CPOJCTBOM (OT YMEPEHHOW CTEICHU
70 BBIPAKEHHOW) K HECKOJBKUM TOJATHUIAM MYCKapHHOBBIX perentopoB. C 3TUM CBsI3aHbI
HEeXeJaTelIbHbIC PEaKIINU, 00YCIIOBIEHHBIC AHTUXOJIMHEPTUYECKUM JIEHCTBUEM KBETHAIIUHA TIPU €TO
MIPUMEHEHUH B PEKOMEHJOBAHHBIX J/103aX WJIM IMPU OJHOBPEMEHHOM IPUMEHEHHHU C JIPYTUMH
npermapaTamMy, OKa3bIBAIONIUMHU AaHTUXOJIHMHEprHYecKrue 3(PQeKThl, a TakkKe MPU TEPeIO3UPOBKE.
Cnemyer coOmoaTh OCTOPOKHOCTh MpPH MPUMEHEHMHM KBETHAllMHA OJHOBPEMEHHO C
JIEKAPCTBEHHBIMU CPEJICTBAMH, OKAa3bIBAIOIIUMHU AHTUXOJIMHEPTUYECKHUE (MYCKapHHOIOJO0OHBIE)
s dekrtol. Crenyer coOa0aaTh OCTOPOKHOCTD TPU HAa3HAYEHUH MALMEHTaM C 3aJIEP’KKOM MOUYHU WIIH
C 3aJEpPKKOM MOYM B aHAMHE3€, KIIMHUYECKH 3HAYMMOM THNEPIUIA3Ue MPEACTATEIbHON KENIE3bI,
KHUIIIEYHOH HEMTPOXOAUMOCTBIO UITU POJICTBEHHBIMU COCTOSTHUSIMHU, IIPY MOBBIIEHUU BHYTPHUTJIa3HOTO
JABJICHUS WU 3aKPBITOYTOJILHOM TiiaykoMme (cM. pazaensl 4.5.,4.8.,4.9., 5.1.).

Hapywenus co cmoponul neuenu

B ciydae pa3BuTHs KENTyXU IPUEM KBETHAIMHA CIEAYET IPEKPATUTb.

Hucghacus

Hucdarus (cMm. pasaen 4.8.) u acnupaiisi HaOMIOJAIUCH IPU Teparuu KBeTUanuHoM. [IpuuuHHO-
CIIEJICTBEHHAs] CBS3b BO3HUKHOBEHHUS ACMUPAIOHHOW MHEBMOHHMU C MPUEMOM KBETHANMHA HE
ycranoBneHa. OmHako clemyer coONMoAaTh OCTOPOXKHOCTh TPH TNPUMEHEHHWH IIperapara
Ksentnakc CP y maiueHTOB ¢ pUCKOM Pa3BUTHS aCIIUPAIIMOHHON THEBMOHUHU.

Benosnas mpombosmbonus

Ha ¢one nprema HeliposileNTUKOB OTMEUYEHBI CITy4au BO3HUKHOBEHHUS BEHO3HOH TpoMO0oaMObommu. 1o
Hayajla ¥ BO BpeMsl TEpaluy aHTUIICUXOTUYECKHUMH IpernapaTamMH, B TOM 4YHCII€ KBETHAIIMHOM,
CIIEyeT OLICHUTH (GaKTOPhI pUCKA U MIPUHATH NMPO(YUIAKTUYECKHE MEPBI.

Ilanxkpeamum

Bo Bpemsi KIMHMYECKUX HCCIEIOBAHUNH M MOCTPErHMCTPALMOHHOTO MPUMEHEHUs ObUIM OTMEUYEHbI
CIIy4yau pa3BUTHUA TAHKPEATHUTA, OJTHAKO IPUYMHHAS CBSI3b C IPUEMOM IIpenapara He yCTaHOBJIeHa. B
MOCTPErUCTPALIMOHHBIX COOOIIEHUAX YKA3aHO, YTO Y MHOTUX MAI[MEHTOB MIPUCYTCTBOBAIU (PaKTOPHI
pUCKa pa3BUTHA MMAHKPEATHTA, TAKUE KAK MOBBIIMICHHE KOHIIEHTPALMM TPUTJIMIIEPHUIIOB B IUIa3Me
KpoBH (cM. MyHKT «KOHILEHTpaius JMIUAOB B IJIa3Me KPOBM»), XOJIEIUTHA3 U YNOTpeOIeHue
QJIKOTOJIA.

3an0p u Henpoxodumocmb KUle4HuKka

3amnop sABseTCS PAKTOPOM PHCKa HEMTPOXOIUMOCTH KuleuHrka. Ha gone npumeHeHus KBeTHanuHa
OTMEYaJii Pa3BUTHE 3aM0pPa U HEMPOXOAUMOCTH KUIIEYHHKA (CM. pazzen 4.8.), BKIIIoYas cliydau C
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JIETaJIbHBIM MCXOAOM Y MALMEHTOB IPYIIIbI BEICOKOTO PUCKA HEMPOXOIAUMOCTH KUIIEYHHUKA, B TOM
YUCJIE MOJIYYaOIKUX MHOKECTBEHHBIE COIYTCTBYIOIIHE IPENapaThl, KOTOPbIE CHUXKAIOT MOTOPUKY
KUIIEYHHUKA, JaKe IPU OTCYTCTBHHM *kajlo0 Ha 3a11op.

Kapouomuonamus u muoxkapoum

B X0J4€ KIMHHUYCCKUX I/ICCJ'ICIIOBaHI/Iﬁ U IOCTPErUCTPAallMOHHOI'0 INPHUMCHCHUIA OBLIM OTMEYEHBI
CJIydau pa3sBUTUA KapAUOMHUOIIATUN U MUOKApAUTA, OAHAKO IPUYINHHAA CBA3b C IPUCMOM IIpCriapara
HC YCTAHOBJICHA. Cnez[yeT OLICHHUTH HCHCCOO6p33HOCTB TE€paIllMyi KBETHAIIMHOM Yy ITAlIUCHTOB C
MOAO3PCHHUEM Ha KapJUOMHUOIIATUIO UJIX MUOKAPAUT.

Tsiorcenvie KodCHbLE HedcenamenbHble peakyuu

[Ipy npuMEeHEHWM KBETHANIMHA OYEHb PEAKO COOOIANIOCh O PAa3BUTUU TSKEIBIX KOXKHBIX
HEXXEJIATEJIBHBIX peaklui, BKIto4yas CMHApoM CTtuBeHca-/[)KOHCOHA, TOKCUYECKHUM MU IEPMaIbHbIN
HEKpOJIN3, OCTPBIM IeHepaJTn30BaHHBIM 3K3aHTEMATO3HBIN MyCTyJie3, MyJIbTU()OPMHYIO SpUTEMY U
JICKapCTBEHHYIO peakHio ¢ 303uHOGmiInedl u cucteMHbiMU nposiBieHussMu (DRESS-cunapom),
SABJLSIIOTCA NOTEHIMAIBHO YIPOKAIOIIMMM JKU3HM HEXKENATCIIbHBIMA PEAKLUUAMU. Y Ka3aHHBIC
Cepbhe3HbIE HEXKENATEIbHbIE PEaKIM OOBIYHO MPOSBISAIOTCS B BUAE OJHOTO WM O0Jiee CIeAYIOIINX
CUMITOMOB: OOIIMpHasi KOXKHAs Cblllb, KOTOpAas MOXET ObITh 3yAslied WM CONPOBOXKIATHCS
0o0pa3oBaHUEM IIyCTYJI, SKC(OIMATUBHBIN AEPMATUT, JIUXOPAJIKa, TUM(DAICHONATUs U BO3MOXKHAsS
503uHOG NS Wi HelTporieHus. [Ipr BOSHUKHOBEHHUH TSDKEJBIX KOKHBIX HEeXKENATeIbHBIX PeaKIuit
IIPUEM KBETHAIMHA CIENyET IPEKPATUT.

Lononanumenvhas ungopmayus

Honrocpounass Oe3omacHocTs U 3¢¢exTtuBHOCTh npenapata Ksentumakc CP B kauecTBe
JIOTIOJIHUTENBHON Tepanuy MpU JIEYEHUHU OOJIBILIOro AETPECCUBHOTO PACCTPOMCTBA HE U3YYaNIUCh,
oJiHaKo Mpo¢miib 6e30MacHOCTU U 3()P(PEKTUBHOCTU U3yUYEeH MTPU MOHOTEPAIIHH.

BcnomMorarensHble BelIecTBa

Jlaxmo3sa

JlaHHBIN JEKapCTBEHHBIN MpenapaT He CleayeT NMPUHUMATh MAalMEeHTaM C PEAKO BCTpEYarolencs
HACJIEACTBEHHON HEMEPEHOCUMOCTBIO TallaKTO3bl, JIAKTA3HOW HENOCTATOYHOCTBIO WIIM TIIFOKO30-
raJIaKTO3HOUM MababcopOIueil.

Hampuu

JlaHHBIN JIeKapCTBEHHBIN IpenapaT conepXUT MeHee 1 MMoisib Hatpus (23 mr) Ha 1 TabneTky, TO
€CTb, 10 CYTH, «HE COACPKUT HATPUII».

CTHU

[Ipenapar Ksentnakc CP He nmoka3aH Juisi IpUMEHEHHs Y JIeTel U MOJPOCTKOB B Bo3pacTte 10 18 ner
B CBSI3M C HEJIOCTATOYHOCTHIO IAHHBIX MO MPUMEHEHHUIO B 3TOM Bo3pacTHOM rpynme. [1o pesynbpratam
KIIMHUYECKUX HCCIEIOBAaHUN HEKOTOphIE HEXeNaTeNbHbIE pPEaKIUH (MOBBIIMICHUE AalIeTHTa,
MIOBBIIICHUE KOHIIEHTPAIMHM TMPOJaKTHHA B ChIBOpoTKe KpoBu u OIIC) y nmereil m moapocTKOB
HaOmoanu ¢ OOJNbIIEH YacTOTOM, YeM y B3POCIBIX MAIMEHTOB. Takke OTMEUYEHO MOBBIIICHUE
apTepHalIbHOTO JIaBlieHUs, HE HaOJIoAaBIIeecs y B3pOCIBIX MAllMEHTOB. Y JeTell M MOAPOCTKOB
Takke HabI0Janu n3MEeHeHne (YHKITUU U TOBUIHOM JKeJIe3bl.

Biustaue Ha pocT, TOJIOBOE CO3pEBaHUE, YMCTBEHHOE PAa3BUTHE U TOBEJICHUYECKUE PEAKIMH TIPH
JUTUTETHLHOM NIpuMeHeHuu (Oosiee 26 Helenb) KBETHATTMHA HE N3Y4alloCh.

B mnare60-KoHTpOMpyEMBIX HCCIIEOBAHUAX Y JAETEH U MOJIPOCTKOB ¢ MMU30(peHnel 1 MaHUEH B
CTpYKType OumossipHoro paccrpoiictBa dactora pasButus JIIC Obuta BbIIE MpU MPUMEHEHUU
KBETHAIKMHA 10 CPABHEHHIO C I1aeoo.



4.5. BzaumojaeiictTBue ¢ JAPYIrMMH JIEKAPCTBEHHBIMH MNpenapaTamMM W Jpyrue BH/bI
B3aMMO/1eliCTBUSA

[TockonbKy KBETHANIMH OKa3bIBaeT Bo3jciicTBUEe npeumyiiectBeHHO Ha [IHC, cnexyer cobmonarh
OCTOPOKHOCTh TIPH OJHOBPEMEHHOM TnpuMeHeHuu mnpenapata Ksentnakc CP ¢ npyrumu
npemnaparamu, BoszaeicTByromumu Ha [IHC, a Takxe ¢ ainkoroyem.

CrnemyeTr coOnrOAaTh OCTOPOKHOCTh MPU OJHOBPEMEHHOM MPUMEHEHHH KBETHAIIMHA C JPYTUMHU
npenaparamu, 00JaJaroIMMU aHTUXOJMHEPTHISCKUMHU (MYCKapUHOTIOIOOHBIMU) Y derTamMmu (CM.
paznen 4.4.).

N3odepment cucrempr 1muToxpoma P450 CYP3A4 sBnsercs OCHOBHBIM H30(DEPMEHTOM,
OTBEUAIONINM 33 MeTa00JIM3M KBETHAIMHA, OCYIIECTBIIIOIIUNCS Yepe3 cuctemy nuroxpoma P450. V
3I0pPOBBIX JOOPOBOJIBIIEB OJHOBPEMEHHOE IMpPUMEHEHHE KBeTHanmuHa (B Jo03e 25 Mr) c
KeTOKOHa305i0M, HHruoutopoM m3opepmenta CYP3A4, npuBoamio K yBETUYEHHUIO TTOKA3aTEIs
wiom@aad mojJ KpuBod «koHUeHTpauus-Bpems» (AUC) kBermanuHa B 5-8 pa3. I[losromy
OJHOBPEMEHHOE  TNPUMEHEHHWE KBEeTHanmWMHa W  uHruOuTOopoB  m3opepmenta CYP3A4
npotuBonoka3ano. [Ipu Tepanmum KBETHAIMHOM HE PEKOMEHIYeTCs YHOTpeONATh B MHUILY
rpeingpyTOBBIN COK.

B (dhapmakoknHeTHYECKOM HCCIEe0BAHUN TPUMEHEHUE KBETHAIMHA B PA3IMYHOM JO3UPOBKE 0 WU
OJHOBPEMEHHO C TIpUEMOM KapOamaszenuHa (MHIYKTOpa (EpMEHTOB TI€YCHH) NPUBOIWIO K
3HAYUTEILHOMY TOBBIIICHUIO KJIMPEHCAa KBETHAllMHA W COOTBETCTBEHHO yMeHblneHHi0o AUC B
cpenHeM Ha 13 % mO CpaBHEHHMIO ¢ TIPUEMOM KBETHAamMHA Oe3 kapOamasenuHa. Y HEKOTOPBIX
nanueHToB cHmwkeHue AUC Obuto eme Oonee BbIpakeHHBIM. Takoe B3auMOJICHCTBUE
COIMPOBOKAACTCA CHMIKCHHUCM KOHLCHTPAlMM KBCTHAIIMHA B IUIA3MC KPOBU M MOKCT CHUIKATH
3¢ (HeKTUBHOCTH Tepanuu kKBeTHanuHoM. OTHOBPEMEHHOE MPUMEHEHNE KBETHAMHA C ()EHUTOMHOM,
IPYTUM HMHIYKTOPOM MMKPOCOMAJBHBIX (DEPMEHTOB II€YEHH, COMPOBOKIAIOCH elle Oosee
BbIpaXeHHBIM (mpuMepHO Ha 450 %) TOBBIIEHHEM KIWpeHca KBeTHanuHa. [IpuMeHeHue
KBETHAIIMHA TMMAallUCHTAMH, IOJYyYarOIUMHU HHIAYKTOPBI MHKPOCOMAJIBHBIX q)epMeHTOB IICYCHU,
BO3MOJKHO JIMIIIb B TOM CIIydae, €ClIM OKHJaeMas IOJb3a OT Tepanuy KBETHAIMHOM MPEBOCXOJIUT
PHUCK, CBSA3aHHBIH C OTMEHOW Ipenapara-MHAYKTOpa MHUKPOCOMAJbHBIX (EPMEHTOB IE€UYEHHU.
W3meHneHue A03bl MpenapaToB-UHAYKTOPOB MUKPOCOMATbHBIX (PEPMEHTOB MEUEHU JOKHO OBITH
nocreneHHbIM. [Ipy Heo0X0IMMOCTH BO3MOXKHO MX 3aMEIlIeHHE IIpernapaTaMy, He HHIYIUPYIOIUMU
MUKpOCOMalbHbIE (DepMEHTHl TEYeHH (HampuMep, NpernaparaMd BalbIIPOCBONH KHCIOTHI) (CM.
paznen 4.4.).

dapMaKOKMHETHKA KBETHAIIMHA CYLECTBEHHO HE M3MEHsIach IIPU OJHOBPEMEHHOM IPUMEHEHUU
aHTHIeNIpeccanTa uMunpamuHa (MHruoutop nzopepmenra CYP2D6) nnu payokcernna (MHruOuTop
nzodpepmentoB CYP3A4 u CYP2D6).

dapMaKOKMHETHKA KBETHANIMHA CYIIECTBEHHO HE U3MEHSETCS IPU OJJTHOBPEMEHHOM MPUMEHEHUH C
AHTUIICUXOTUYECKUMU JIEKAPCTBEHHBIMU CPEJICTBAMU PUCIIEPUAOHOM MU rajnonepuosiom. OgHako
OJTHOBPEMEHHBIM MpHeM KBETHAaNMHA W THOPHUJA3MHA NPUBOIWI K TOBBIIIEHUIO KIHpEHca
KBeTuanuHa npumepHo Ha 70 %.

(DapMaKOKI/IHeTI/IKa KBE€THAIIMHA CYHMIECTBCHHO HE M3MCHACTCA NMPH OJHOBPEMCHHOM IMPHUMCEHCHUU
OUMCETHUAWHA.

[Ipu oHOKpaTHOM IpHEMe 2 MT JiopazenaMa Ha oHe NpruemMa KBeTuanuHa B 1o3e 250 mr 1Ba paza
B CYTKHU KJIMPEHC Jopa3ernamMa cHuxaercst mpumepHo Ha 20 %.

(DapMaKOKI/IHeTI/IKa npenaparoB JIMTUA HE MH3MCHACTCA IIPpU OJHOBPEMCHHOM TMPUMCHCHHUUN
KBCTHAIINHA.

B 6-HenenbHOM paHIOMU3NPOBAHHOM HCCIICAOBAHUH COBMECTHOTO MPHUMEHEHHSI TIperapaTa JIUTUS U
KBETHAIIMHA 11O CPABHCHUIO C IMPUMCHCHUCM Hnaue60 C KBCTHAIIMHOM Y B3POCJBIX MAIMCHTOB C
OCTPBIM MaHHWaKaJIbHBIM JMH3040M OoJsiee BbicOokass 4dactota pa3Butus OIIC (B ocobeHHOCTH,
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TpeMopa), COHJIMBOCTH M YBEIMYEHHUS Macchl Tena Oblla OTMEYeHa B TPYMIE MalHueHTOB,
MOJTyYaBIIUX TpermapaT JUTHS [0 CPABHEHHUIO C MOJyYaBIIUMU IUIaneb0 B KauecTBe T0OaBICHUS K
Tepanuu KBETHAITUHOM.

He oTMedeHO KIMHMYECKH 3HAYMMBIX H3MEHEHHMH (apMaKOKHMHETUKM BajlblpoaTa HATpUS U
KBETHAIIMHA IIPU UX OJHOBPEMEHHOM IPUMEHEHUU. B peTpOCIEKTUBHOM MCCIIENOBAaHUU Y JIeTEN U
MOJIPOCTKOB, MOJyYaBIIMX IpenapaT BaIbIIPOEBON KUCIOTHI, KBETUANMH WK 00a mpemnapara, Oblia
oTMedeHa OoJiee BBICOKAs 4acTOTa HEUTPONEHUU M JICHKONEHHMM B IpyIlle KOMOMHUPOBaHHOM
TepaIuu 110 CPAaBHEHUIO C TPyIIIaMUA MOHOTEPAIIHH.

HCCJ’IGI{OBaHI/IH 10 U3YYCHUIO B3aHMOHeﬁCTBHH KBETHAIIMHaA C Ipf€raparaMu, NPUMEHACMBIMHA IIPpU
CCPACUYHO-COCY AUCTBIX 3a6OHeBaHI/IHX, HC MPOBOJUIIUCE.

Cnenyet coOoaaTh OCTOPOKHOCTD NP OJJTHOBPEMEHHOM ITPUMEHEHHH KBETHAIIMHA U TIPETIapaToB,
CTIIOCOOHBIX BBI3BIBATH HAPYIICHHUE HJIEKTPOIMTHOTO Oananca U yanuHeHue uarepsaia QTc.

KBeTraniuH He BBI3bIBAT HHIYKIHH MHKPOCOMAIbHBIX ()EPMEHTOB TI€YEHH, YYacCTBYIOIIHX B
MeTtabonu3me GpeHa3zoHa.

VY manuveHToB, MPUHUMABIIUX KBETHUAIWH, ObUTM OTMEUYEHBI JIOXKHOIOJIOXKHUTEIbHbBIE PE3YyJIbTaThl
CKPUHUHT-TECTOB Ha BBISBJICHHE METAJOHA W TPUIMKINYECKUX AaHTHACTPECCAHTOB METOJO0M
UMMyHO(EepMEHTHOTO aHanu3a. JlJis moATBEp)KIEHUS pPe3ybTaTOB CKPHUHHHIA PEKOMEHIYeTCs
IIPOBEJICHUE XPOMATOrpauuecKoro UCCIeI0BaHUs.

4.6. ®epTHIBLHOCTD, 0€PEMEHHOCTDb U JIAKTALHS

bepemeHHOCTD

Ilepsviti mpumecmp

[Ipu ananuze HeOOIBIIOTO 00BEMA OMYOJIMKOBAHHBIX JAHHBIX O CIIydasX 0€peMEHHOCTEN Y KEHIIINH,
nonydaBmux kBetuanuH (T. €. oT 300 mo 1000 mcxomoB OepeMEHHOCTH), BKIIOYasi OMHUCAHUS
OTJENbHBIX CIIy4aeB U HEKOTOpble HaOJI0/IaTeNIbHbIE HCCIIEI0BaHMs, HE OBbLIO BBISBICHO
MIOBBIIIEHHOTO PUCKAa NOPOKOB DPAa3BUTHS, CBA3aHHBIX C Tepanueld. OJHAKO HA OCHOBAHHMM BCEX
MMEIOLIUXCS TAaHHBIX HENb3s CZeNlaTh 0OJIHO3HAYHbIN BbIBOJ. B HMccinenoBaHnAX Ha )KUBOTHBIX OBLIN
IIPOJEMOHCTPUPOBAHBI IPU3HAKU PENPOYKTUBHOW TOKCUYHOCTH.

besonacHocTh U 3 PEKTUBHOCTh KBETHANNMHA Y OEPEMEHHBIX JKEHUIMH HE ycTaHOBJIEHBI. [loaTomy
BO BpeMsi O€peMEHHOCTH KBETHAlMH MO>KHO HPUMEHSTH TOJIBKO B TOM ClIydae, €Clid OKUAaeMas
10J1b3a JUIsSl MAaTEPH ONPABABIBAET MOTEHIIUAIBHBIN PUCK IS IIJI01A.

Tpemuti mpumecmp

[Tpu npUMEeHEHNN aHTUTICHXOTHYECKHX MTPEIapaToB, B TOM YHCIIC KBETHAITMHA, B TPETHEM TPUMECTPE
OEpEeMEHHOCTH Y HOBOPOXKIACHHBIX MOSBISIETCS PUCK Pa3BUTHS HEXENATEIbHBIX PEaKIUi pasHOi
CTETNIEHHU BBIPAXEHHOCTH U NTUTEIHHOCTH, BKiFoUast DI1C u (umm) cuHapoM «oTMeHb». Coo01manoch
0 BO30YyXXJIEHUH, TUIEPTOHYCE, TUIOTOHYCE, TPEMOpPE, COHIUBOCTH, PECHUPATOPHOM IUCTpECC-
CHUHJIPOME WJIM HApYMICHUSX KOPMIJICHHSA. B CBS3M ¢ 3TUM clieAyeT TINATeIbHO HAOIIOIaTh 3a
COCTOSTHUEM HOBOPOXK/ICHHBIX.

JlakTarmms

JlaHHbIe 00 SKCKpElUH KBETHAIMHA C TPYAHBIM MOJIOKOM IIpH NpHEME B T€PaNeBTUUYECKUX J103aX,
OCHOBaHHBIE Ha OYE€Hb OTPAHMUYEHHBIX CBEJICHUSAX U3 OIMYOJMKOBAHHBIX COOOIIEHUHN 00 SKCKpenuu
KBETHAIIMHA C IPYIHBIM MOJIOKOM, IIPOTUBOPEUNBBI. BBUY OTCYTCTBHS HAJEKHBIX JAHHBIX CIECLYET
MIPUHATH pelIeHre 00 0 MPeKpaIleHuy IPyIHOTO BCKapMIIMBaHUs, JTM0O0 O MPEKPaIIeHUH Teparuu
IpernapaToM € y4eTOM MOJIb3bl IPYJAHOTO BCKapMIIMBAaHUS IJIsi peOCHKA M IOJIb3BI TEparnuu JJis
JKEHIIUHBI.

DepTHIbHOCTD
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BnusiHue kBeTnanuHa Ha (QEpTUIBLHOCTH Yy YEJIOBEKa HE OLIEHUBAJIOCh. D(PQEKThl, CBA3aHHBIE C
MOBBIIICHHBIM YPOBHEM IMPOJAKTHHA, HAOMIOJAUCh y KPBIC, XOTS OHH HE HMMEIOT TMPSIMOTO
OTHOIICHHUS K YEJIOBEKY.

4.7. BiusiHHe Ha CHOCOOHOCTH YNPABJATH TPAHCHOPTHBIMH CpeACTBAMHM M padoTath ¢
MeXaHM3MaMH

Bcenencreue npeumymectseHHoro Bo3zaeiictBusa Ha [IHC npenapar Ksentuakc CP MoxkeT BbI3bIBATH
COHJIMBOCTb M BIIMATH HA CKOPOCTh IICUXOMOTOPHBIX pEaKIHi, MMO3TOMY B IEPHOJ JICUYECHHUS
MarueHTaM He peKOMEHIYeTCs yIPaBIIsATh TPAHCIIOPTHBIMU CPECTBAMH U paboTaTh C MEXaHU3MAMH,
MoKa He Oy/IeT yCTaHOBJIEHA MHAUBHIyalIbHAs IEPEHOCUMOCTh TepaIlnu.

4.8. HexkesaTeJibHbIE peaKINU

Pesrome mpoduiist 0e3onacHOCTH

Haubonee yacTeie HexenaTeabHble peakiiui kBetuanuaa (> 10 %): COHITUBOCTE, TOJIOBOKPYKEHHE,
roJOBHAsE 0OJb, CYXOCTb CIIM3HCTON OOOJOYKH IMOJOCTH PTa, CHHIPOM «OTMEHBD», TOBBIIICHHE
KOHIIGHTPAllUU TPUTIUIEPUIOB B CHIBOPOTKE KPOBH, IIOBBIINICHHE KOHIICHTPALIMU OOIIETOo
xonecrepuHa (raBHbIM oOpa3zom xonectepuna JIITHII) B ChIBOpOTKE KpOBH, CHUKCHHE
CBIBOPOTOYHOM KOHIeHTpauuu xosectepuHa JIIIBII, yBenuueHue ™accel Tejla, CHUKECHUE
KOHIIeHTpanuu remorioduna u DIIC.

TabnuaHoe PE3IOME HEXKEIIATSIbHBIX PeaKIIHi

YacToTa BCTPeYaeMOCTH ONpe/Ie/ieHa CIIeIYIONIIM 00pa3oM:

oueHb yacto (> 1/10);

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

Hedacto (> 1/1 000, wo < 1/100);

pexnxo (> 1/10 000, wo < 1/1 000);

oueHb peako (< 1/10 000);

94acTOTa Hen3BecTHA (Ha OCHOBAaHMH UMEIOIINXCS TAHHBIX OICHUTh HEBO3MOKHO).

HesxenarenbHble peakiiiu CrpyNIMPOBAaHbI B COOTBETCTBHU C MOPSAKOM Ha OCHOBAHUU CHCTEMHO-
oprannbix kinaccos (COK).

Tab6auna 1. HexkesnatenbHble peakiiuy NPH Tepanuu KBeTHANIMHOM

COK He:xxenarenbHasi peakuus

Hapywenus co cmoponul kposu u aumghamuyeckoii cucmemol

OdeHb 9acTo CHuXeHME KOHIIEHTPALUU FeMOrJI00uHa?

Yacro Jleiikonenus'?, cHIKEHME KOMYECTBA HEUTPODUIIOB, TOBBILIEHHE

KOJIMYECTBA 503UHO(UIOB?

Heuwacro HeliTponenus’®, TpOMOOIUTONEHHS, AHEMHSI, CHIKEHHE KOJMYECTBA
TpomboruToB
Penko Arpanynonuros?®

Hapywenus co cmopoHvl uMMyHHOU cucmemsl

Heuacto Peakuny runepuyBCTBUTEIBHOCTH (BKITIOUAS aJUIEPTUIECKIE KOXKHBIE
peaxium)
Odens penko AHaduIakTHIECKHE PEaKIUK®

Dnooxpunnvie HapyuieHus.
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Yacto [UneprnpoIaKTUHEMHA Y, CHIKEHUE KOHIIEHTpanuy obmiero T4,
CHIKEHHE KOHLIEHTpAIMK cBoO0IHOro T4%4, cHUKeHNE KOHLIEHTPAMH
o6mero T3%*, noseimenne konnenTpamuu TTI? B mnasme kposu

Heuacro CHuKeHHe KOHIIEHTpanuu cBoboaHoro T3%4, runorupeos?

OdyeHs penko

CuHIpOM HEaeKBaTHOW CEKPENY aHTHIUYPETHIECKOTO TOPMOHA

Hapywenus memaboauzma u numanus

OueHb yacTo

IToBbImeHME 10,30

CHIBOPOTOYHBIX  KOHIIGHTpAIlMil  TPUTIIHUIIEPUIOB
o0mero xonecrtepuHa (TIaBHbIM 00paszoM, xonectepuna JITTHIT) %0,
CHIKEHHE CBHIBOPOTOYHON KOHILEHTpamuu xonectepuna JIIIBITH

yBenuueHue Macchl Tena®’

Yacro [TOBBIIEHNE ATIIIETHTA, TIOBBIIIEHHE KOHIIEHTPAIIMH TIIFOKO3bI JI0
YPOBHS THIIEPrIMKeMUn® >

Heuacto CaxapHblii quabeT™®, yXy/IIIeHHEe TEUEHHs yKE UMEIONIET0Cs CaXapHOTo
nuabeTa, TMIOHATPHEMHS ™

Penko MeraGonuueckuii cunapom?’

Tcuxuueckue napywenus

Yacrto HeoObIuHbIE ¥ KOLMIMAPHBIE CHOBHJICHHUS, CYUIMIAIbHBIE MBICITH
cyuuuanbHoe noseaeHne’’
Penxo CoMHaMOYJIM3M U CBSI3aHHBIE C HUM SIBJICHHSI, TAKHE KaK PeYb BO CHE U

paccTpoiicTBO MUIIEBOTO MOBEIEHUS BO CHE

Hapywenus co cmoponul nepgnoti cucmemsl

OueHp 4acTo Tonosokpyxkenue*®, conmisocts?!®, ronosnas 60w, DIICH?
Yacto Huzaptpus
Heuwacro Cynoporu?, cHHAPOM «O€CIIOKOMHBIX HOI», MO3HSIS JUCKMHE3US >,

06Mopok*!8, criyTaHHOCTH CO3HAHUS

Hapywenus co cmoponwi opeana 3penus

Yacto

HeueTkocTs 3peHus

Hapywenus co cmoponul cepoya

Yacto

Taxukapaus®, onrymenue cepaueoueHus>

Heuacto

Vuunenue untepsana QT 1218 Gpanukapua

YacToTa HEeU3BECTHA

Kap,I[I/IOMI/IOHaTI/ISI, MHOKaApAUT

Hapywenus co cmopoHul cocyoos

Yacto

Oprocrarudeckas runorensus ™o

Penxo

Benosznas TpomM60MGomst

YacToTa HEU3BECTHA

Uncynsr®

Hapywenus co cmoponul ObixamenvHoll cucmembvl, 0pearos 2pyOHOl KIemKu U cpedocmenus

Yacto

Onpimka®
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Heuacto Punut

Hapymenuﬂ CO CMOPOHbL ofceﬂydquO—Kumeqﬂoeo mpaxkma

OdeHp 9acTo CyXOCTh CTU3UCTON 000JIOYKH TIOJIOCTH pTa
Yacro Jucrnencus, 3anop, ppoTa®

Heuyacro Hucharus’

Peaxo [TankpeaTut!, KMIIEYHAS HEMPOXOIUMOCTB/HIIEYC

Hapywenus co cmoponul neuenu u scenyegvigo0suux nymeu

Yacto [ToBbIIIEHNE aKTUBHOCTH anaHuHaMuHOTpaHc(epassl (AJIT)3, ramma-

rayramuntparcnentuaassl (ITT)? B muasme kposu

Hewacto T[ToBBINIEHNE aKTUBHOCTH acniapraramuHotpancdepassl (ACT)® B

IU1a3Me KPOBH

Penko XKenryxa®, renatur

HapyweHuﬂ CO CNMOPOHbL KOJMCU U NOOKOMCHBIX MKAHEL

OueHsb penko AHTHOHEBPOTUYECKUIMA oTex>, CHUHJIpOM CruseHnca-J[xoncona’®

YacTtoTa HEU3BeCTHA Tokcnvecknit SMuIepManbHBIH HEKPOJIH3, MHOTO(OPMHAs 3pUTEMa,
OCTPBII T€HEPAIM30BaHHBIN HK3aHTEMATO3HBIN ITyCTYJIES,
JIeKapCTBEHHAs PEaKIUs C S03MHO(PHINEH U CUCTEMHBIMA CUMIITOMaMH

(DRESS-cuHIpoMm), KOXKHbINA BACKYJIUT

Hapywenusi co cmoporvl mbluieutotl, KOCMHOU U COeOUHUMENbHOU MKAHU

Ouensb penko Pabnomuonus

Hapywenus co cmoponwl nouex u mouesbigo0siuyux nymeti

Hewacto 3anepkka MOUH

EepeMeﬁuocmb, nowzepodoeblﬁ nepuod Uu nepunamailbHvle COCMOosIHUA

YacToTa HEU3BECTHA CHHIPOM «OTMEHBD» Y HOBOPOIKIEHHBIX !

Hapywenus co cmoponul penpooykmueHoli cucmemsl i MOJIOYHBIX Jicele3

Hewacrto CekcyanbHas AUCHYHKLIUSL

Peaxo [Tpuanusm, rajgakropes, HabyxaHHe MOJIOYHBIX JKeJle3. paccTpoiicTBa

MCHCTPYAJIbHOT'O ITUKJIA

Obwue HapywieHus u peakyuu 8 Mmecme 68e0eHUs

Ouenb 4acTo Cunapom «oTMeHb»

Yacro Jlerkast actenms, mnepudepuUecKue OTEKH, pPa3ApPaXKUTEIHHOCTH,
JMXOopajKa

Penko 3J10Ka4€eCTBEHHBIN HEMPOJIENTUYECKHIT CUHIPOM?, THIIOTEPMHSI

JlabopamopHuie u uncmpymenmanvhvie OanHble

Penxo Ioebiuenune akrusHocTH KOK B miasme kposu'

1. Cwm. pasnen4.4.
2. CoHIHMBOCTh OOBIYHO BO3HHMKAET B TEUYCHHE MEPBHIX 2 HENENb IOCIE HAadala TEpamud W, Kak IMPaBHIIO,
paspemiaercst Ha (POHE MPOJOIDKAIOIIETOCS IPUEMa KBETHAIIHHA.
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10.

11.

12.
13.
14.
15.

16.
17.

18.

19.

20.

21.
22.

23.

24,

25.
26.

217.

28.

29.

Y HEKOTOPBIX MAIUCHTOB, MOJIyYABIIMX KBETHAMUH, OTMEYAJIOCh OECCHMIITOMHOE MOBBIIICHUE (> 3 paza oT
BEpXHEH IpaHuIIbI HOPMBI TIpH onpenesieHnu B moooe Bpemst) aktuBHOCcTH ACT, AJIT u I'T'T B chiBOpOoTKE KpOBH,
KaK MPaBHJIO, 00paTHMOE Ha (POHE MPOJIODKAIOIIETOCs MPUEMa KBETHAIIMHA.

Kak u jpyrue aHTUIICHMXOTHYECKHE TMPEmaparhl C 01-aJpCHOOJOKUPYIOIUM JCHCTBHEM, KBETHAIUH YacTO
BBI3BIBACT OPTOCTATUYECKYIO THUIIOTCH3HMIO, KOTOpas COMPOBOXKIACTCS TOJOBOKDPYKCHHEM, TaXWKapaueH, B
HEKOTOPHIX CIIydasx — 00MOpPOKOM, OCOOCHHO B Hayalle Teparuy IpH TUTPOBAHUH O3B (M. pa3znen 4.4.).
Yacrora JMaHHBIX HEXENATEIbHBIX PEaKIHW{ NMpHBEACHA Ha OCHOBAHUH PE3yJBTATOB IOCTPETUCTPAIIIOHHOTO
HaOJIOAECHUS.

KonmeHTpamus TIoKo3bl B IDIa3Me€ KPOBH Hatomak > 126 mr/mn (> 7,0 MMONB/T) WM TOCTIpaHIHAIBHON
KOHIIEHTpau# riroko3bl > 200 mr/m (> 11,1 MMoire/i1) XOTA OBI IPH OTHOKPATHO.

Bonee Bricokas gacTora aucdarud Ha (oHE KBETHAIIMHA [0 CPABHEHHIO ¢ IUIare6o Obl1a OTMEYeHA TOIBKO B
KIMHHYECKHUX MCCIICIOBAHUAX Y MAIIMEHTOB C ICIPECCHEN B CTPYKType OUTIOISIPHOTO PACCTPOUCTRA.
[NoBbIlIeHUe UCXOTHOM MacChl Tena > 7 %. B 0CHOBHOM BO3HHMKAET B TIEPBBIC HEJICNIN TEPAIUU Y B3POCIIBIX.
I[lpy w3yYeHHHM CHHApPOMA «OTMECHBD» B KpPAaTKOCPOYHBIX IUIANCOO-KOHTPOJIMPYEMBIX KIMHHYSCKUX
HCCIICIOBAHUAX KBETHANMHA B PEKMME MOHOTEpANHUU OBUIM OTMEYCHBI CIICIYIOIIUE CHMIITOMBIL: OSCCOHHHMIIA,
TOIHOTA, TOJIOBHAas 0O0Nb, IUapesi, PBOTA, TOJOBOKPYXKCHHE W Pa3IpakUTENBHOCTh. YacToTa CHHIpOMaA
«OTMEHBI» CYIIECTBCHHO CHIDKANIACh uepe3 1 HeJelto ocie MpeKpaiieH s IprueMa mpenapara.

[NoBrImenne KoOHUEHTpanuu Tpuriaunepuao > 200 mr/mn (> 2,258 mMones/m) y mamueHTtoB > 18 et wim
> 150 mr/mn (> 1,694 mMois/i) y manmeHToB < 18 net, X0t ObI TP 0THOKPATHO.

[NoBrIIeHNe KOHIIEHTpAHK 001Iero xonectepuHa > 240 mr/mi (> 6,2064 Mmmoip/m) y mamuerToB > 18 et wim
> 200 mr/m (> 5,172 mmons/i) y manueHToB < 18 Jer, xots Obl pu ogHOKpaTHO. OYEeHb YacTO HaOIIOAAIOCh
MOBBIIIeHUE KOHIeHTpanuu xonectepuHa JIITHIT > 30 mr/mn (= 0,769 mmons/im). CpenHee 3HaUeHHE TaHHOTO
HU3MEHCHHUS Y 3THX MAIUeHTOB cocTaBmwio 41,7 mr/mn (> 1,07 mMous/7).

CM. BbIIIIE.

KomuuectBo Tpom6omToB < 100 X 10%/1 X0Ts 651 0HOKPATHO B TI000€ BPEMH.

ITo maHHBIM COOOIICHUI O HEKENIATSIBHBIX SIBJICHUSAX MOBBIIICHUS akTUBHOCTH KDK, He acconuupoBaHHOTO €O
3JI0KaYECTBEHHBIM HEUPOJICTITUUCCKAM CHHAPOMOM, B KJIMHUYECKUX UCCIICAOBAHMSIX.

[oBbIlIeHNEe KOHIEHTpALUK IMPOJIAKTHHA Yy marueHToB > 18 ner: > 20 mkr/n (> 869,56 nmMonb/n) y MyX4uH,
> 30 mxr/n (> 1304,34 Moute/i) y )KEHIIUH TPH ONPEACTICHUH B TI0O0H MOMEHT.

MoskeT mpHUBOIUTH K MAJACHUIO.

CHmxkenue koHreHTpanun xonectepuHa JIIIBIT <40 mr/mn (< 1,025 mvone/m) 'y myxumH u < 50 mr/mn
(< 1,282 mMomb/1) Y )KEHIIWH TIPH OMPEACICHUH B JIF000I MOMEHT.

Yacrora nameHenus: uHTepBana QTc ot < 450 mcek mo > 450 mcek ¢ ymmuaeHnem > 30 mcek. B mmame6o-
KOHTPOJHMPYEMBIX HCCIICIOBaHUAX KBETHANMHA cpeHee n3MeHeHne naTepBaia QTc 1o KIMHIYECKH 3HAYNMOTO
YPOBHSI M 4aCTOTA 3TOT0 M3MEHEHHS B IPYIIINE KBETHANMHA U TPYIIIE Mane00 He pa3indarch.

N3menenwne ot > 132 Mmmounb/i1 10 < 132 MMOJIB/T XOTs ObI OTHOKPATHO.

Ciy4an CyWIUAaiIbHBIX HAMEPEHHH W CYUIHIAILHOTO MMOBEACHHS OBLIM OTMEUYCHBI BO BpeMsl TEparuu
KBETHAIMHOM HIIM BCKOPE TOCIIe ee mpeKkpaieHus (cM. paszaen 4.4.).

Cwm. pazgen 5.1.

CHmwkeHue KoHIeHTpanuu remorinoouna < 13 r/mn (8,07 mmons/n) y myxuun u < 12 r/mgn (7,45 Mmone/n) y
JKCHITMH XOTsA OBl OMHOKpAaTHO OTMedanock y 11 % mnammeHTOB Ha ()OHE INpHeMa KBETHAIIMHA BO BCEX
KIMHAYECKUX HCCICIOBAHUAX, BKIIOYAs UIUTEIBHYIO TEPAIHI0 B OTKPBITOM IepHoje. Y STHX ITallUCHTOB
cpeqHee MaKCHMATbHOE CHIDKCHHE KOHIICHTPAIWK TeMOTIIO0NHA B JTF000W MOMEHT HCCIIEIOBAHUS COCTABUIIO -
1,50 r/m.

JlaHHBIC SBIICHHS YacTO OTMEYald Ha (DOHE TaXWKApAWH, TOJOBOKPYIKCHHS, OPTOCTATUICCKON TUMIOTCH3UU U
(WUIH) COIYTCTBYIOIICH MATOJIOTUH CEPACYHO-COCYAMCTON HITH IBIXATEIBHON CHCTEMBI.

Ha ocHOBaHWMM MOTCHIUAIBHO KIMHWYCCKH 3HAYUMBIX OTKJIIOHEHHI OT HOPMAaJIbHOTO MCXOMHOTO COICPIKAHUS,
OTMEUYEHHBIX BO BCEX KIMHMYECKHX HCCIEOBaHUAX. MI3meHeHus koHneHTpanuu obmero T4, ceobomnoro T4,
obmero T3, cBobomnoro T3 mo 3HaueHmid < 0,8 OT HIHKHEH TPaHMIBI HOPMBI (TIMOJIB/JI) M TOBBILIICHHE
koHneHtparuu TTT > 5 MMEn/n npu onpenenenun B 1r060e Bpems.

Ha ocHOBaHWY MOBBINIEHHOHN YaCTOTHI BOSHUKHOBEHHS PBOTHI Y MAIMEHTOB MOXKMIIOTO Bo3pacTa (> 65 mer).

Ha ocHOBaHWHM M3MEHEHHs KOJIUYECTBA HEWTpopuioB or > 1,5 x 10% ot ncxoaubix 3Havenui 1o < 0,5 x 10%/n
B JIF000I MOMEHT BO BpeMs TEpAIUU M MALMEHTOB ¢ TSHKENOH Helitponenuei (< 0,5 x 10%n) u undexnueit Bo
BCEX KIIMHMYECCKHUX MCCIICJOBAHUSIX KBETHANKHA (CM. pas3jien 4.4.).

Ha ocHOBaHWMM TOTCHIMATPHO KIMHUYECKH 3HAYMMBIX OTKJIOHEHWH OT HCXOJHO HOPMAIBHOTO YPOBHS,
OTMEYEHHEIX BO BCEX KIMHMYECKHMX HCCIENOBaHMAX. M3MeHeHHe kojudecTBa >03uHOGMIOB > 1 X 10%1 mpu
OTIPE/ICIICHUH B JTFO00E BpEeMsl.

Ha ocHOBaHHMM MOTEHIHAIBHO KIMHMYCCKH 3HAYUMBIX OTKIIOHEHHH OT HMCXOMHO HOPMAaIbHBIX 3HAYCHHU,
OTMEUEHHBIX BO BCEX KJIMHHYECKUX HCCIENOBaHUAX. M3MeHeHHe KonuuecTsa JelikomuToB < 3 x 10%1 mpu
OTIpEJICIICHNH B JIFO00E BpEeMS.

Ha ocHOBaHWM COOOIIEHM O HEXENATEeIbHBIX SBICHUAX «META0OIMYESCKH CHHIPOM» BO BCEX KIMHHYECKHX
HCCIICIOBAaHHUAX KBETHAIIHHA.
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30. YV HeKoTOpBIX NAalMEHTOB B KIMHMYECKUX HCCIENOBAHMAX OTMEYAIOCh YXyHIIEHHE Oojiee 4eM OIHOTO
METabOJIMYECKOT0 MOKa3aTelsl, TaKUX KaK Macca Tela, KOHLEHTPAlMs IJIOKO3bl B KPOBH M IIOKa3aTeNu
JUIHTHOTO OOMeHa (cM. paszaen 4.4.).

31. Cwm. paznen 4.6.

32. MoxeT pa3BUTbCS B MOMEHT MJIM BCKOpE IIOCJIE Hayaja Tepalud U COMPOBOXKIATHCS T'MIIOTEH3HMEH n (W)
obMopokoM. YacTtora yKa3zaHa Ha OCHOBAaHWH COOOMICHHH O pa3BUTHH OpamgukapaIudl ¥ CBS3aHHBIX
HeXeJaTeIbHbIX SIBJICHHI BO BCEX KIMHUISCKHUX HCCIIEIOBAHUIX KBETHAIIMHA.

33. Ha ocHOBaHMH pe3yJIbTAaTOB OJHOTO DPETPOCIICKTUBHOI'O HEPAHAOMH3HPOBAHHOIO SHHIAEMHOJIOTHYECKOTO
HCCIICIOBAHHSL.

VYanunenue unrepBana QT, xeilyaodkoBash apuTMus, BHE3allHasi CMEpPTh, OCTAaHOBKAa cepiala U
JBYHAIIpaBJICHHAs JKEIYIOYKOBas TaXWKapaHus CUYMTAIOTCA HEXKEIATEIbHBIMU  PEaKLMAMU,
IIPUCYIIMMH HEUPOJIEITUKAM.

Tspkenple  KOXKHBIE  HEKeNaTelbHblE peakuuu, Bkioudas cuHapoMm CrubeHca-/[koHcoHa,
TOKCHYECKUH 3muepManbHbiii Hekponns, DRESS-cunnpom Obutn 3apeructpupoBaHbl Ha (OHE
Tepanuu KBETHATMHOM.

€T

VY nereit M MOAPOCTKOB BO3MOXHO Pa3BUTHE TEX K€ HEXKENaTEIbHBIX PEaKIUi, UTO U y B3POCIbIX
nanueHToB. B Tabnuiie 2 npuBeieHbI HEXKENATENIbHBIC PEAaKIIUH, KOTOPbhIE BOSHUKAIOT Yallle y JAeTel
U noapocTkoB (B Bo3pacte 10-17 ;er), yem y B3pOCHBIX MAIIMEHTOB, a TAK)KE HEXKeIaTelbHbIe
peaKkIy, KOTOPhIE HE OBLIN BBISBIICHBI Yy B3POCIIBIX MMAIIMEHTOB.

Ta6auna 2. He:xkenatenbHble peakuuu NPH Tepanuy KBeTHANHHOM, KOTOPbIe 0TMeYaluch y
JeTeil M MOAPOCTKOB Yallle, YeM Y B3POCJIbIX, a TAK)Ke HeKellaTe/IbHble PpeaKlui, KOTOPbIe He
ObLJIM BbISIBJIEHBI Y B3POCJIbIX NALIMEHTOB

COK

HexenaTenbHas peakums

Onooxpunnvie HapyuieHus.

OueHnp yacTo [ToBbIIEHNE KOHIIEHTPAIIMK MPOJIAKTHHA®

Hapymesz Memaboausma u nUmaHus

OueHsp yacTo IloBbIIeHNE anIIeTUTA

Hapywenus co cmoponw nepenoti cucmemol

OueHb yacTo AIIC?

Hapywenus co cmoponwl cocydos

OueHb yacTo IloBEIICHNE apTCpUAIBHOT'O ,[[aBJ'IeHI/IFI2

Hapywenus co cmoponul ObixamenvHol cucmembvl, 0pearos 2pyoHOl KIemKu i cpedocmenus

Yacto Punur

Hapywel-tu;z CO CMOPOHbL OfceﬂyOOHHO'KZ/lmeltHOZO mpaxkma

OueHb yacTo PBota

Obwue HapyuwieHus u peakyuu 8 Mmecme 68e0eHUs

Yacro Pa3ipauTenbHOCTD

1. TloBbllIeHHE KOHLIEHTPALMH ITPOJIAKTHHA Y nanueHToB < 18 met: > 20 mxr/n (= 869,56 nMonb/n) y MyxuuH, > 26
MKI/1 (= 1130,43 nMomb/T) y JKEHIMH TPH ONpeJeieHUuH B 11000 MoMmeHT. Menee yeM y 1 % marnmeHTos
otMmeuanoch [loBblmeHne KoHIEHTpay npoiaktuHa > 100 Mkr/n oTMedanock y MeHee 4eM 1 % nanneHTos.

2. Ha ocHoBaHWMM W3MEHEHHMH BbINIe KJIMHWYECKH 3HAYUMBIX TIpaHUL (AJANTHPOBAHO IO KPHUTEPHAM
Hanmonanssoro Mucturyra 3n0posest, CIIIA — National Health Institute) wiu moBbIIEHHE CHCTONHYECKOTO
apTepuanbHOro HapieHus > 20 MM PT. CT. WM AWACTOIMYECKOT0 apTepHaNbHOro AaBieHus > 10 MM prt. cT. ipn
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M3MEPEHUH B JII000€ BpeMs B JIBYX KpaTKOCpO4HBIX (3—6 Henelb) miane00-KOHTPOIUPYEMBIX HCCIEIOBAHUN Y
JIETEeH U MOIPOCTKOB.

3. UYacrora COOTBETCTBYET YacTOTE, HAOJIOJAEMOW Yy B3pOCIBIX MAIMEHTOB, HO MOXET HMETbh pa3iUyYHbIC
KIIMHUYECKUE MOCIEACTBUA Y JETEH U IOJPOCTKOB 10 CPABHEHUIO CO B3POCIIBIMU MTALUEHTAMMU.

Coobu1ieHne 0 10/103pEBAEMbIX HEXEIATEAbHbIX PEAKIUAX

BaxHo coo0mare O TOA03PEBAaCMbIX HEKENATENbHBIX pEaKUHUAX II0CIE PErucTpaluu
JIEKapCTBEHHOI'0 IIpernapara ¢ LeJbl0 00eCHeueHUs] HeNpPepbIBHOIO MOHMTOPUHIA COOTHOLIEHMS
«I0JIb3a — PHCK» JIEKAPCTBEHHOTO Tpemnapara. MeAWIUWHCKUM pPaOOTHUKAM pPEKOMEHIYeTCs
coo01IATh O JHOOBIX M10103PEBAEMBIX HEKEJIATEIIbHBIX PEAKIMAX JEKAapCTBEHHOrO IpenapaTa yepes
HAIlMOHAJIBHBIE CHUCTEMBI COOOIIEHHS O HEXKENATeNbHbIX pPEAKIUAX TOCYAapCTB — WICHOB
EBpa3uiickoro 5KOHOMHUYECKOT0 COH3a.

Poccuiickas @enepanus

denepanbHas ciry:x0a 1Mo Haa30py B cdepe 3ApaBOOXPAHCHUS

109012, r. Mocksa, CraBsiHCKasl IiIomanp, 1. 4, ctp. 1

Tenedon: +7 800 550 99 03

Anpec 3NIeKTPOHHOM 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

Coo0mianoch 0 JeTalbHOM UCXOA€ Mpu nprueme 13,6 I KBeTuanuHa y nalMeHTa, yyacTBOBABILIETO B
KJIMHUYECKOM HCCIICIOBAaHUM, a TaKXKe O JICTAIBHOM HMCXOJE IOCie MpuemMa 6 I' KBeTHAIIMHA TIPH
MOCTPErUCTPALMOHHOM M3Yy4YEHUH TIpernapara. B To ke BpeMs onucaH ciay4dail npuemMa KBETUanuHa B
no3e, npessimaromnieit 30 r, 6e3 JTeTaabHOro UCX0/1a.

CuMITOMBI, OTMEYEHHBIE TIPH MTEPEI03UPOBKE, B OCHOBHOM OBLIH CJIEICTBHEM YCHUIICHUS H3BECTHBIX
bapmakosnornueckux >(QQeKToB KBETHANMHA, TAKUX KaK COHJIMBOCTh W CeAalus, TaXUKapIus,
CHIDKEHHE apTepUANbHOTO JaBJICHHUSI W aHTUXOJIMHepruueckue ¢ ¢dektrl. [lepeno3npoBka MoxeT
NPUBOAUTH K yBenuueHuto untepBasia QT, cynoporam, snuIeNTHYECKOMY CTaTyCy, padaoMHUOIN3Y,
YTHETEHUIO JIbIXaHUS, 3a/IEPKKE MOYH, CITyTAHHOCTHU CO3HAHUS, Openy U (W) BO30YyXACHUIO, KOME
U CMEpTH. Y MalMeHTOB C TSDKEIBIMU CepAEYHO-COCYIUCTHIMHU 3a00JIEBaHUSMHU B aHAMHE3€ PUCK
Pa3BUTHS HEXENATEIbHBIX PEaKUil MpU NePeI03UPOBKE MOXKET YBEIMUUBATHCS (CM. paszzen 4.4.).

Jleuenue

CHGHI/I(l)I/I‘IeCKI/IX AHTUAOTOB K KBETHAIIMHY HCT. B clrydasax TSIKEIIOM HHTOKCHKAIUN CJICAYCT
IIOMHUTB O BO3MOXHOCTH TICPECHAO3ZHPOBKU HCCKOJBKHMHU JICKAPCTBCHHBIMU IIPCIIapaTaMU.
PGKOMeHJIyeTCH MIPOBOAWUTE MECPOIPUATHUA, HAIIPABJICHHBIC HA MOAJACPKAHHNC q)YHKI_II/II/I JAbIXaHUA 1
CCp,Z[C‘-IHO-COCYI[HCTOﬁ CUCTCMBI, obecrneueHue aﬂeKBaTHOﬁ OKCUI'CHAIlMH U BCHTUJIAIINH.

OnyOnukoBaHbl ~ COOOIIEHUS O  pas3pelleHHH  Jenupus, BO30YXXIACHHS U SIBHOTO
AHTUXOJMHEPTUIECKOTO CHHIPOMA ITOCIIe BHYTPUBEHHOTO BBeIeHUS (pr3ocTUTMIHA (B 03¢ 1-2 MT)
IO/l TIOCTOSIHHBIM KOHTpoJieM 3nekTpokapanorpammel (OKI'). Takoil moaxon HE peKOMEHOBaH B
KayecTBE CTAHJAPTHOTO JICYEHUS M3-3a MOTEHIMAIbHOTO HEraTUBHOIO BIMSHUS (PU30CTUTMUHA HA
BHYTPHUCEPACUYHYIO TPOBOAUMOCTE. PDU30CTUTMUH MOKHO IIPUMEHATH IIPU OTCYTCTBUU OTKJIIOHEHUN
Ha DKI'. He cinemyer mpuMeHATh (U3OCTUTMUH TIPU apUTMUAX, OJOKamax JIFOOOW CTETEeHH WA
pacimpenuu komiiekca QRS.

[TpoMbIBaHME *KeyIKa B TedeHUE | gaca mociie mepeIo3upoBKH (ITOCIIe HHTYOAINY, eCITH TaI[HeHT
0e3 Cco3HaHWsI) U TPUMEHEHHE aKTHUBHUPOBAHHOTO YINi W CIHAOUTENBHBIX CPEACTB MOXKET
CIOCOOCTBOBAThH BBHIBEICHUIO HEAOCOPOUPOBAHHOTO KBETHAIIMHA, OTHAKO Y(P(HEKTUBHOCTH ATUX MEP
HE U3y4YeHa.
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B cnyuae BO3HUKHOBEHHS pedpakTepHON apTepuaTbHONW THUIOTEH3UW TPHU TIEPEIO3UPOBKE
KBETHAIMHA JICUCHUE CIIEAYET OCYIIECTBISATh ITyTeM BHYTPUBEHHOTO BBEICHUS KHIKOCTH H (W)
CHUMITATOMUMETHUYECKUX TIperapaToB (HE clelyeT Ha3zHauaTh SMHHEOPHH M JONAMHH, TOCKOJBKY
CTUMYJISIUS 3-aIpEHOPEIIETITOPOB MOKET BBI3BIBATH YCUIICHUE CHIDKECHUS apTEPUATBLHOTO JABJICHUS
Ha (hoHe OJIOKAIBI (-aIPEHOPEIIETITOPOB KBETHATTHOM ).

[IpucranpHOC MEAWIIMHCKOE HAOMIOJCHUE CIEeIyeT MPOAOJDKATh 1O YIYUYIICHHS COCTOSHUS
ManueHTa.

B cnyuae mepeno3WpoOBKHM KBETHAIMHOM TPOJIOHTUPOBAHHOTO JCUCTBHUS MOXET HAOIFOIAThCS
OTCPOYEHHBbIE MHK YTHETEHUS CO3HAHUS W MUK TaxXWKapIuh, a Takxke Oojee IIUTEIbHOEe
BOCCTAHOBJICHHE 10 CPABHEHUIO C TIEPEIO3UPOBKOI KBETHATMHA HEMEJICHHOTO BHICBOOOKICHHSI.

[Tepeno3upoBKa KBETHAITMHOM NPOJIOHTHPOBAHHOTO ACHCTBUS MOKET IPUBECTH K (POPMUPOBAHUIO
0e30apa xenyaKa; Ui JaTbHeHIIeH TaKTUKY BeICHHS MAIIMeHTa PEKOMEHAYETCS COOTBETCTBYIOIIAs
JIMarHOCTUYECKas BU3yanu3auus. PyTHHHOE MpOMbIBaHUE XKeTyaKa Uil yJajdeHus 0e30apa MOXKeT
ObITh HEd()(HEKTUBHO BBUAY KaMHEMOAOOHOH JIMIKOW KOHCHUCTEHIIMH MAacChl. DHJIOCKOITUYECKOEe
ynanenue gpapmakode3zoapa ObUIO yCIIEITHO BHIIOJIHEHO BO MHOTUX CITyYasX.

5. PAPMAKOJIOTMYECKUE CBOMCTBA
5.1. @apmakoauHamMHYecKHe CBOiiCTBa

dDapMaKOTepaneBTquCKaa rpynma: MCHUXOJICOTUKH, AHTUIICUXOTHUYCCKUC CPCACTBA, AWA3CIIMHBI,
OKCa3€CIINHbI, THA3CIIMHBI U OKCCIINHBI.

Kox ATX: NOSAHO04.

MexaHHn3M AelCTBUS

KBernanun gBnsieTcs aTUIMAYHBIM aHTHUIICUXOTUYECKUM TpenapaToM. KBeTHanuH U ero akTUBHBIN
MeTabomut N-Je3aaKuIKBeTHANUH (HOPKBETHUANMH) B3aMMOICHCTBYIOT C IIMPOKHM CIHEKTPOM
HEUPOTPAHCMUTTEPHBIX PELENTOPOB TOJOoBHOro Mo3ra. Keetmanun u N-me3ankuiakBeTHANUH
MPOSIBJISIFOT BBICOKOE CPOJACTBO K SHT2-CEpOTOHMHOBBIM peLenTopam u

Di-, D2-nodamMrHOBBIM perienTopaM rojOBHOIO MO3Ta. AHTAaroHM3M K YKa3aHHBIM pelenTopam B
co4yeTaHuM ¢ Oojiee BBICOKOM CceneKTUBHOCThIO K SHT2-cepoTOHMHOBBIM perentopam, 4em K Do-
no(aMHHOBBIM  perientopaM, oOOyCIIaBIMBAaeT OCHOBHbIE KIMHUYECKHE aAHTHUIICUXOTHYECKHE
CBOMCTBA KBETHANIMHA U HU3KYIO YaCTOTY Pa3BUTHUS SKCTPANMPAMUIHBIX HEKEIATEIbHBIX PEaKIUi.
KBerunanus He 00aiaeT CpoACTBOM K IEPEHOCUYUKY HOpaJpeHaINHa U 00J1a1aeT HU3KUM CPOJICTBOM
K SHTA-CepOTOHMHOBBIM peLenTopaM, B TO BpeMs Kak N-Ie3aIKMUIKBETHANUH MPOSBISLET K HUM
BBICOKOE CpoACTBO. VHrubupoBaHue NepeHOCUMKAa HOpPaIpEeHaIMHAa M YacCTHUYHBIM aroHU3M B
otHomeHNH SHT1A-CEpOTOHMHOBBIX PELENTOPOB, MposiBiisieMble N-1e3aJKUIKBETHATHHOM, MOTYT
oOycaBiIuBaTh AHTHACTIPECCUBHOE JeicTBUE mpemnapata. KBertmanun u N-Ie3alIKUIKBETHAHH
00J1aZ]aloT BBICOKMM CpPOJICTBOM K T'HCTAMHHOBBIM M  (1-3/IpEHOPELENTOpaM M YMEPEHHBIM
CPOJACTBOM IO OTHOUIEHMIO K O2-aApeHopenenTopaMm. Kpome Toro, kBeTnanuH He oOianaeT WId
o0J1ajjaeT HU3KUM CPOJICTBOM K MyCKapHUHOBBIM PELENTOPaM, B TO BpeMst Kak N-Je3aIKHIKBETHATMH
MPOSBIIIET YMEPEHHOE WM BBICOKOE CPOJCTBO K HECKOJBKHM TMOJTHUIIAM MYCKapHUHOBBIX
pELenTopOB, C KOTOPHIM MOTYT OBITh CBSI3aHBl AHTUXOJMHEPTrHYECKUe (MYCKapHHOMOIOOHBIE)
3G (DeKThI.

dapmakonnHamuueckue 3hGEKTHI

B CTaHAAPTHEBIX TECTAaX Y )KUBOTHBIX KBETHAITMH MPOABIISICT AaHTUIICUXOTUYCCKYIO aKTUBHOCTD.

VYnaensHbIl Bkiang wmerabosnnTta N-Ie3aJKMIKBETHANWHA B (PapMaKOJOTHUECKYI0 AaKTHBHOCTB
KBCTHAIIMHA HE YCTaHOBJICH.
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PesynbraTel u3yuenust OI1C y )KHBOTHBIX BBISIBHIIH, YTO KBETHAIWH BBI3BIBACT CITA0YIO KaTaJICTICUIO
B Jn03ax, 3(dextuBHO Onokupyomux Do-penentopsl. KBeTwanmuH BBI3BIBAET CEICKTHBHOE
YMEHBIIIEHUE aKTUBHOCTH Me3onmumondeckux AlO-podamuHepruuecknx HEHPOHOB B CPaBHEHUU C
A9-HUTpPOCTPUATHBIMU HEWPOHAMH, BOBJIICYCHHBIMU B MOTOPHYIO (DYHKIIHIO.

Kimanueckas 3bdheKTUBHOCTD

B kpaTtkocpodHoM (9-HenenbHOM) UCCIICIOBAaHUH Y TIAIIMEHTOB 0€3 JEMEHIIUU B BO3pacTe oT 66 1o
89 net (19 % mauuenToB ObLIM cTapiie 75 JeT) ¢ OOJIBIINM JACTIPECCUBHBIM PACCTPOICTBOM MpUeEM
KBETHAIMHA C MPOJOHIMPOBAHHBIM BBICBOOOXKIeHHEM B 103ax oT 50 mr g0 300 mr B cyTku (103y
MOJIOMPAITH C YYETOM MEPEHOCUMOCTH U KIIMHHYECKOTO OTBETA, CPEIHSS CyTOUHAs /1032 Mperapara
cocraBuia 160 Mr) ymeHslIan BBIPAKEHHOCTh CHUMIOTOMOB Jenpeccun no 1mkaie MADRS
(Montgomery-Asberg Depression Rating Scale, mkasa ouenku aenpeccun MoHTroMepu-Acoepra)
(cpemHexkBanpaTuyHOe W3MeHeHHe — 7,54 O6aiia) 1Mo cpaBHEHHIO ¢ TUIane0o0. 3a MCKIFOYCHUEM
yacToThl pa3putus DIIC, mIepeHOCMMOCTh KBETHAITMHA C IIPOJIOHTMPOBAHHBIM BHICBOOOXKICHUEM TIPU
IpHUeMe OJIMH pa3 B CyTKH Y MAllMEHTOB TOXHIIIOTO BO3pacTa ObLIA COMOCTaBUMA C TIEPEHOCUMOCTHIO
y MalueHToB B Bo3pacTte 18—65 mer.

Yacrora pazsutust IIIC u yBennueHne Macchl Tena y CTa0MIbHBIX MAIMEHTOB ¢ MHU30(peHnen He
BO3pAacTaeT IpU AJIUTEIbHON Tepanuy KBEeTHAIMHOM C IPOJOHIMPOBAHHBIM BBICBOOOXKICHHEM.

B ucciemoBanusx O0JIBIIONO IEHPECCHBHOIO paccTpoiicTsa mo kputepusm DSM-1V (Diagnostic and
Statistical Manual of Mental Disorders (4th ed.) — CnpaBo4HHK 1O JTHATHOCTHKE M CTATHCTHUKE
NCUXWYECKUX PACCTPOMCTB, 4-¢ W3/1aHMe) He HaOJoJaad IOBBIIIEHUS PHCKA CYHMIIUIAIBHOTO
MOBEJCHUS M CYUIUJATGHOTO MBIIUIEHHS TPH NPUEME KBETHAIIMHA C IPOJOHTHPOBAHHBIM
BBICBOOOIK/ICHHEM T10 CPABHEHUIO C I11a1e00.

B nmByx KpaTKOCpodHBIX (6-HENENBHBIX) HCCIENOBAHUSAX KOMOMHHMPOBAHHOW  Tepamuu
ACHOPECCUBHOIO 3MMN304a KBETHUAIIMHOM C IMPOJOHTHPOBAHHBIM BBICBO60)K)I€HI/IGM B 103€ 150 mMr B
cyTku U 300 Mr B CYTKH C aMUTPUIITHIMHOM, OyNpONHUOHOM, LUTAIONPAMOM, IYJIOKCETHHOM,
ACHUTATIONPAMOM, (ITyOKCETHHOM, HAPOKCETHHOM, CEPTPAIIMHOM WM BeHIa(haKCHHOM Y TaIIEHTOB
C CcyOONTHMaJbHBIM OTBETOM Ha MOHOTEPAIUIO0 AHTHUJCIPECCAHTOM IIOKa3aHO YIydllIeHHe
cuMnToMoB nenpeccun no mkane MADRS (cpemHexBagparnyHoe m3meHenue 2-3,3 6amna) 1o
CPaBHEHMIO C MOHOTEpANuel aHTUACTIPECCAHTOM.

5.2. apmakoKUHeTHYECKHE CBOHCTBA

AOGcopbrms

Kpernamun XOpomo BCACBIBACTCA M3 KEJIYAOYHO-KHUIIICYHOI'O TPAKTA.

Pacnpenenenue

MakcumanbHble KOHUEHTpanuu B maasMe KpoBH (Cmax) KBeTHamuHa M N-JIe3alKWIKBETHAIMHA
JOCTUTAIOTCSL NPUMEPHO dYepe3 6 yacoB Iociae IpUeMa KBETHANIMHA C IPOJIOHIMPOBAaHHBIM
BBICBOOOXKJIeHHEM. PaBHOBecHass MoOJsIpHas KOHLEHTpalMs aKTHMBHOro Merabonuta N-
J€3aIKUIKBETHAIMHA cOCTaBIIsAET 35 % OT TaKOBOM KBETHAIMHA.

dapMaKOKMHETHKA KBETHANMHA U N-Ie3aIKWJIKBETUANWHA JIMHEHHAs W HOCUT J10303aBUCHUMBbIN
XapakTep MpH MpueMe KBETHAIMHA C POJIOHTHPOBAHHBIM BHICBOOOKIeHHEM B 103¢e 10 800 MT oauH
pa3 B CyTKH.

[Ipy mpueme KBeTHANWHA C MPOJOHTHPOBAHHBIM BBICBOOOXKICHHEM OJIMH pa3 B CYTKH B JO03€,
SKBUBAJICHTHON CYTOYHOW /103€ KBETHAIIMHA C OBICTPHIM BHICBOOOXKICHUEM, TPUHUMAEMON 3a JIBa
npuema, HaOmroaanu cxogabie mokazarenu AUC, HO Cmax Obia Ha 13 % mensbmie. Benmnunna AUC
MeTtabonuTa N-ne3ankuiKkBeTHanuya opuia Ha 18 % MeHbiIme.

I/ICCHC,Z[OBaHI/ISI BJIMAHUSA TpUCMaA IMUIIHU Ha 6I/IOI[OCTyHHOCTI> KBCTHAIIMHA I10Ka3aJik, YTO MMPUCM IMUIIN
C BBICOKHMM COJIEP’KaHUEM KUPOB MPUBOJUT K CTATUCTUYECKU 3HAUUMOMY YBEIIMUECHUIO Cmax 1 AUC
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JUIs KBETHANMHA C MPOJIOHTHMPOBAaHHBIM BBICBOOOXKAEeHHEM — mnpumepHo Ha 50% u 20 %
COOTBETCTBEHHO. [Ipriem nuiiiy ¢ HU3KUM COJIEP>KaHUEM KUPOB HE OKA3bIBAJ 3HAUMMOTO BIIMSIHUS Ha
Cmax 1 AUC kBetnanuna. Pekomenmayercs npuauMath npenapat Kseatunake CP oguH pa3 B cyTku
OTJIETILHO OT MIpUEMa MUIIIH.

[TpubnuzurensHo 83 % KBeTHANMHA CBS3bIBACTCS ¢ OEJIKaMHU IJ1a3Mbl KPOBHU.

Buorpancdhopmars

VYcranosneno, uro uzopepmenT CYP3A4 sBisercss KioueBBIM H30(PEPMEHTOM MeTaboIu3Ma
KBETHAIIMHA, OMIOCPEIOBAaHHOTO cucTeMoi nmuroxpoma P450. N-me3ankuikBeTHanuH oopaszyercs ¢
yuactrem uzopepmenta CYP3A4.

KBeTtnanuH u HEKOTOpBIE €ro MeTa0OoIHUThI (BKIO4as N-Ie3alKHIKBETHANNH) 00NagaroT ciabon
WHTUOMPYIOIIEH aKTUBHOCTBIO MO OTHOIICHHUIO K M30epMeHTaM CUCTeMBI IuToxpoma P450 1A2,
2C9, 2C19, 2D6 u 3A4, HO TONBKO MPH KOHIEHTpanuu, B 5—50 pa3 npeBblmaronell KOHIEHTPAIUH,
Habmo1aeMble pu 00BIYHO mpuMeHsieMoit 3@ dextuBHoil g03e 300-800 mr B cyTku. OCHOBBIBAsCH
Ha pe3ysibTaTax MCCIIEJOBaHUE IN VItro, He ciieyeT 0XKUAATh, YTO OJHOBPEMEHHOE MPUMEHECHUEC
KBETHANMHA C JPYTHMMH MpernaparaMyd MPUBEAET K KIMHUYECKH BBIPRXKEHHOMY HHTHOMPOBAHUIO
MeTabonM3Ma IpYrux JEKapCTBEHHbBIX CPENICTB, ONIOCPEIOBAHHOIO CUCTEMON 1uToXpoMma P450.

ONIMMUHALIMSA

Ilepuon mnonyseiBenenus: (T)2) kBetnmanuHa W N-Ae3aJIKMIIKBETHAMHA COCTABIISIET OKOJIO 7 H
12 yacoB cootBercTBeHHO. B cpenHem wmenee 5 % MonsipHOR 103bl (pakiuu CcBOOOAHOTO
KB€THAIIMHA H N-I[€33,JIKI/IJIKBCTI/IaHI/IHa IJ1a3MBbI BBIBOOATCA ITOYKaMHM. HpI/I6J'II/ISI/IT€JH)HO 73 %
KBETHANlMHAa BbIBOAUTCS moukaMu u 21 % — wuepe3 kumeyHuk. KBeTumanuH akTUBHO
MeTa0OIM3UpPYyeTCs B IEUCHU, MeHee 5 % KBETHANrHA HE MOJIBEPraeTcss MeTab0IN3My U BHIBOAUTCS
B HEM3MEHEHHOM BHUJI€ TOYKAaMH MJIH Yepe3 KUIIEYHHK.

Oco0BIe TPYIIIHI ITAIMEHTOB

Ilon

Pa3znuunii papMakoKHMHETHYECKUX MTOKA3aTeled y My KUMH U )KEHIIUH He Ha0Jto1aeTcsl.
Jluya nooicunozo éozpacma

CpenHuii KIMPEHC KBETHANMHA y TAIMEHTOB MOXMIOTo Bo3pacta Ha 30-50 % MeHsbIe, ueM y
MalKUeHTOB B Bo3pacte oT 18 10 65 ner.

Toueunas neoocmamounocme

CpenHuii TIIa3MEeHHBIN KIMPEHC KBETUANMHA CHIKAEeTCS MPUOIH3UTENBHO Ha 25 % y MalKueHToB ¢
II0YEYHOH HEJTOCTATOYHOCTBIO TSIKENIOH CTereHH (KIMpeHe KpeaTHHHHA MeHee 30 mu/mun/1,73 M2
IJIOIIA M TTOBEPXHOCTHU Teja), HO MHAMBUIAYAJIbHBIE TIOKA3aTeNd KIUPEHCA HAXOATCA B Mpejeax
3HAYEHHM, BBISBICHHBIX Y 3JI0POBBIX JOOPOBOJIBIIEB.

Ileuenounas neoocmamounocms

VY nanMeHToB C MEYEHOYHOW HEIOCTaTOYHOCThIO (KOMIIEHCHPOBAHHBIN aJKOTOJbHBINA LHPPO3)
CpeAHMH TUIa3MEHHBIH KJIMPEHC KBETHAllMHA CHWXKEH MNpubimsutensHo Ha 25 %. Ilockonbky
KBETHAllMH MHTEHCUBHO MeTaboNM3upyeTcss B IE€YEHH, Yy TMalUeHTOB C MEYEHOYHOMH
HE/I0CTaTOYHOCTHIO BO3MOKHO MOBBIIIIEHHE TUIa3MEHHONW KOHLIEHTPAIMHM KBETHAIMHA, YTO TpeOyeT
KOPPEKIIUHU J03BI.

6. PAPMAIIEBTUYECKHE CBOMCTBA

6.1. Ilepeyenb BcoMoraTe/ibHbIX BelIeCTB
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I'umpomennosa (4000 mPas/Tum 2208)
I'unipomernosa (100 mPas/tun 2208)

Jlakto3sr MoHOTHIpaT (THI 200)

Hemnronosza mukpokpuctawimueckas (turn PH101)
Hatpus nurpara auruapar

Maruus creapat

Obonouka nieHoyHas

[TnenkooOpasyromias cMech:
- runpomeriosa ScP
- turtada quokeun (E171)
- makporo/I131" 400

6.2. HecoBMeCTUMOCTH

Henmpumennmo.

6.3. Cpok roaHocTH (CpOK XpaHeHHs)

3 roza.

6.4. OcoOble MepbI MPEI0CTOPOKHOCTH MPH XPAHEHUH

XpaHUTh MpU TeMIepaType He Bbilie 25 °C, B OpUrHHAILHON yIIaKOBKe (OymcTep).
6.5. XapakTep u cogep:kaHue YNAKOBKHU

ITo 10 Tabnerox B Onuctepe u3 komOumHHMpoBaHHoro wmarepuana OITA/An/IIBX u ¢onsru
AIFOMUHHEBOM.

ITo 1, 3,5, 6,9 nmm 10 6:1ucTepoB MOMENIAIOT B TAYKy KAPTOHHYIO BMECTE C JIMCTKOM-BKJIQ/IbIILIEM.

He Bce pa3mepsl ynakoBOK MOTYT OBITh JOCTYIIHBI ISl peain3aliu.

6.6. Oco0ble Mepbl MPEIOCTOPOKHOCTH NMPH YTWIM3ALUH MCIO0Jb30BAHHOIO JIEKAPCTBEHHOIO

npenapara MM OTXO0J0B, NOJYYeHHbIX IOCJie IPUMEHEHHUs JIeKAPCTBEHHOr0 mpenapara, u
Apyrue MAaHUMYJISIKHU € IPenapaTom

Het 0co0bix TpeOoBaHU K yTUIN3ALUH.

7. IEPKATEJIb PETUCTPAIIMOHHOI'O YOCTOBEPEHU A

CrnoBeHus

AO «KPKA, a.1., HoBo mecTo»
[IImapsemka necta 6, 8501 Hoo mecto
Tenedon: +386 7 331 21 11

daxc: +386 7 332 15 37

Anpec snexTponHoi moutsl: info@krka.biz

7.1. IlpeacraBuTeJIb AeprKaTe/isi pETHCTPALMOHHOTO YA0CTOBEPEHUs!

[Iperen3uu noTpeduTeneil HaPaBIATH 110 aPECy:

Poccuiickas @enepanust
000 «KPKA-PYC»

21


mailto:info@krka.biz

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

daxc: +7 (495) 994 70 78

Anpec snekrponHoi nmouthl: krka-rus@krka.biz

8. HOMEP PETUCTPAIIMOHHOI'O YIOCTOBEPEHUS

JITI-Ne(003247)-(PT-RU)

9. KATEI'OPUs OTITYCKA JIEKAPCTBEHHOI'O ITPEITAPATA

JlexapcTBeHHBIH IpenapaT OTHOCUTCS K KATErOPUM OTIYCKa «IIO PELIETITY».

OO0mas xapakTepucTHKa JeKkapcTBeHHoro npenapata Ksentuakc CP moctynmHa B equHOM peecTpe
3apErUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB EBpa3uiicKOro 3KOHOMHYECKOTO COK3a M Ha
oduIaILHOM caiite YIOJIHOMOYEHHOTO oprasa (3KcriepTHOM OpraHU3AIIHNH )
https://Ik.regmed.ru/Register/EAEU_SmPC.
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