OBIIAA XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O ITPEITAPATA

1. HAMMEHOBAHUME JIEKAPCTBEHHOI'O IIPEITAPATA

Ksentnakc CP, 50 mr, TabsieTKH C IPOJOHTHPOBAHHBIM BBICBOOOKICHHEM, TIOKPHITHIC TUICHOYHOM
000JI0YKOM

2. KAUECTBEHHBIN 1 KOJIMYECTBEHHBII COCTAB

JlelicTByrollee BEMIECTBO: KBETUAIIKH.
Kaxxnas rabnerka cogepxut 50 Mr kBeTuanuHa (B BUJe KBeTuanuHa reMudymapara).

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

[TonHbIi IepeueHb BCIIOMOTaTENbHBIX BEIIECTB MPUBEIEH B paszene 6.1.

3. JEKAPCTBEHHAS ®OPMA

TabneTku ¢ NpoJOHTMPOBAHHBIM BBICBOOOXKIEHUEM, IIOKPBITHIE MJIEHOUYHON 0007104YKO.

KancynoBuaHoit (opmbl, crierka JTBOSKOBBIMYKIIbIE TaOJIETKH, MOKPBITHIE TUICHOYHOW 000JIOUKON
0eJoro MM MoYTH OeJI0ro 1BeTa, ¢ (hacKoi U C rpaBUPOBKOM «S50» HA OAHOI CTOpPOHE.

4. KIMHUYECKHUE JAHHBIE
4.1. IToka3aHusl K NPUMEHEHHIO

IIpenapat KBentnake CP nokasan k IpUMEHEHHIO Y B3pOCIBIX B Bo3pacTe oT 18 net:

e IS IeYEHUS MIM30(pPEHNH, BKITIOYas:
- NpOPUIAKTUKY PELMINBOB y CTAOMIIbHBIX NAI[UEHTOB;
e ISl IeYeHUs OUIOJISIPHOTO PAcCTPOMCTBA, BKIHOYAS:

- 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¢QekTuBHOM Tepanuell KBETHAMHOM MAaHMAKaJIbHBIX WIIH
JENPECCUBHBIX 3MHU30/I0B B CTPYKTYpe OUTIOISIPHOTO PacCTPOMCTBA;

e ISl IEYEHUS JEIPECCUBHOTO 3MHU30/1a!

- KOMOMHHUpOBaHHas Tepanuss NpU CyOONTUMAJILHOM OTBET€ Ha MOHOTEPAIHUIO

aHTHJIETIPECCAHTOM.

4.2. Pe:xum 103MPOBaHUS M CI0CO0 MPUMeEHEHHU s

PexxnmMbl 03uMpoBaHus, NMPEAYCMOTPEHHBIE Ui Pa3HBIX INOKa3aHWM, pasnudarorcs. [losatomy B
00513aTeIbHOM TMOPSIKE CIEAYET MPEeIOCTABIATh MaleHTaM HHPOPMALIUIO O PEeXKUME JJO3UPOBAHUS
npernapaTa npu ux 3a00JIeBaHUU.

PexxuM o3upoBaHus

Jleuenue wuzopenuu (8x1104aAsi NPOGUIAKMUKY PEYUOUBO8 Y CMAOUTbHBIX NAYUEHNOB)



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

CyTouHas 103a I MEPBBIX 2 CYTOK Tepanuu coctasisier: 1-e cytku — 300 mr, 2-e cytku — 600 mr.
Pekomenayemast cyrounas nmo3a 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 BapbHpoBath B npezenax ot 400 mr 1o 800 mr B cytku. s
MOAJIEP>KUBAIOLIEH Teparuu MpH MU30(ppeHnn He TpedyeTcss KOPPEKLUs 103l oce KyIUpOBaHUS
obocTpeHus.

Jleuenue bunonapro2o paccmpoucmea (mAxncenvlx 3MuU30006 0enpeccuu 8 CmpyKkmype OunoisspHo2o
paccmpoticmea)

[Ipenapar KBentnakc CP cinenyer npuHuMarth nepes cHom. CyToudHas J103a JJis NEpPBbIX 4 CYyTOK
Tepanuu coctaBiseT: 1-e cytku — 50 mr, 2-e cytku — 100 mr, 3-u cytku — 200 mr, 4-e cytku — 300 mr.
Pexomennyemass cyrouHas jgo3a cocrtaBiger 300 Mr. B KIMHMYECKMX — HCCIIEIOBaHMSIX
JIOTIOJIHUTENbHAS 110JIb3a MPU NPUMEHEHUHU mpenapara B 03¢ 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.

[Ipenapat Ksentuakc CP B no3zax, npesbimatomux 300 mr, [0JKEH Ha3HA4yaTbCsd BpadyaMmu,
MMEIOIIMMU OIBIT Tepanuu OUIOISPHOrO paccTpoiicTBa.

B knmmaMYecKuX HUCCICIOBAaHUAX ObliIa MOKa3aHa BO3MOKHOCTh CHIMKEHUS J03bI 10 MHHHMAaIbHON —
200 mr B CYTKHU — IIpU MI0XO0M IMEPCHOCUMOCTHU IIperiapaTa y OTACIIbHBIX IMAIIUCHTOB.

Jlewenue bunonaproeo paccmpoiicmaa (npoghuiaKkmuka peyuousos OUNOIAPHO20 PACCMPOUCMEA Y
nayuenmog ¢ npeouiecmsyrouei pgdexmusHol mepanueli K8emuanuHoM MAHUAKATbHBIX WU
0enpeccusHuIX INU30008 8 CMPYKMype OUNONISAIPHO20 paccCmpolcmea)

Jns mpodMIaKTUKK PELUMBOB MaHHAKaJIbHBIX, JIEIPECCHUBHBIX M CMEIIAHHBIX 3IMH30/0B IpU
OMUIOJISIPHOM pPacCTPOWCTBE MallEeHTaM C MOJIOKUTEIbHBIM OTBETOM Ha JICUEHHE IpenapaTrom
Ksentnakc CP cienyer npofomkaTh TEPANNIO B TAKOH K€ CYyTOYHOH /103€, KaK U B HaYajle TeparuH.
[Ipenapar Ksentuakc CP cienyer mpuHMMaTh mepes CHOM. B 3aBUCHMOCTH OT KIMHUYECKOTO
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
JOMIOJTHUTENBHON Tepanmuu (C ICHUTATIONPAMOM, IYJIOKCETHHOM, OYMpPONHOHOM, IMTATIONPaMOM,
AMUTPUIITWIMHOM, (IIYOKCETUHOM, IapOKCETMHOM, CEpPTPAaJIMHOM U BEHJIA(PAKCMHOM — CM.
paznen 5.1.) u B nmo3ze 50 Mr B CyTKM B HMCCIEIOBAaHUSAX KPaTKOCpPO4HOM MoHoTepanuu. [Ipu
MPUMEHEHUH Tperapara B BBICOKMX /033X IOBBIIIAETCS PUCK BO3HWKHOBEHHUS HEXeTaTeNbHbIX
peakuumii. [ToaToMy Bpauam cienyeT NpUMEHSITh MUHUMAJIbHYIO 3(QQEKTHBHYIO 103y, HAuWHas ¢
50 mr B cyTku. YBenmmdenue 10361 co 150 mr B cytku 10 300 M B CyTKH JTOJDKHO OCHOBBIBATHCS HA
MHIVBUAYAIbHON OLIEHKE COCTOSIHUS MAllMEHTA.

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

Jlnst ynoOcTBa mpHeMa NAanWeHTHl, B HACTOSIIMA MOMEHT IIOJy4alouiue IpOOHYIO Teparmuio
KBETHAIIMHOM B (popme TabaeTOK OBICTPOro BHICBOOOXKICHHSI, 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 BBICBOOOXACHUS. B OTHETBHBIX CIydasX MOXKET
MOHAI00UTHCSA KOPPEKLUS O3B

Oco0ble rpynisl MalueHToB

J]uua noosicus10co eo3pacma

Tax e, Kak U Jpyrue HeMpoJeNnTHUYECKUE CPEICTBA U aHTUAENpeccanThl, npenapar Ksenrtuakc CP
CllelyeT HPUMEHATh C OCTOPOYKHOCTHIO y HAIMEHTOB MOXHJIOTO BO3pacTa, OCOOCHHO B Hayaje
tepanuu. [Togbop apdexTrBHOI 10361 npenapara Keentnake CP y manueHTOB MOKUIIOT0O BO3pacTa
MOJKET ObITh MEAJICHHEE, a CyTOYHas TepaleBTUYecKas /103a HUXKE, YeM y HAalMEHTOB MOJOIO0I0
Bo3pacta. CpeqHuii miIa3MeHHBIH KIMPEHC KBETHANMHA y MAIMEHTOB MOXKUIIOro Bo3pacta Ha 30—
50 % Huxe, 4yeM y NMalUeHTOB MOJIOAOIO BO3pacTa. Y MalMeHTOB MOXHWJIOrO BO3pacTa HaydalbHas
no3a npenapara Ksentuakc CP cocrasisier 50 Mr B cyTku. Jlo3y MOKHO yBenuuuBath Ha 50 Mr B
CYTKH B 32aBUCUMOCTH OT KJIMHUYECKOT'0 OTBETa U MHANBUYaIbHOM IEPEHOCUMOCTH /10 JOCTHKEHUS
3¢ (HEeKTHBHOMN J03bI, KOTOPAsi, BEPOATHO, OyIET MCHBIIIC, YeM y MOJIOJBIX ITAIIUCHTOB.

VY nmanueHToB MOKUIIOTO BO3PACTa C JAETPECCUBHBIM 3IU30/I0M /1032 ISl IEPBBIX 3 CYTOK TEpANHU
cocraBisieT 50 Mr B cyTku ¢ yBenuueHueMm 10 100 mr B cyTku Ha 4-e cyTku u 70 150 Mr B CyTKH Ha
8-e cyTku. Crnefyer NpUMEeHATh MUHUMAIbHYIO 3G (EeKTUBHYIO 03y MpernapaTa, HauyuHasl JICYCHHE C
50 mr B cyTkH. B citydae He00X0[MMOCTH 103y Mpenapata MOXHO yBeTuIuTh 0 300 Mr B CyTKH, HO
HE paHee 22-T0 JIHS Tepamuu.

O¢ddexTuBHOCTE M 0E30MaCHOCTh Ipernapara y MalUeHTOB cTapiie 65 JeT ¢ JenpecCUBHBIMU
3MHU30/1aMH B CTPYKTYPE OUITOSIPHOTO PACCTPOUCTBA HE OIICHUBAJIKCh.

Hat;uenmw C NOYEUHOU HedOCMAamo4HOCHbIO
HJ’IH MaIlMEHTOB C ITOYEYHON HEIOCTATOYHOCTHIO KOppeKUUA NO3bI HE Tpe6yeTc51.
Hal/ﬂ/leHWlbl C NeYeHOYHOU He0OCMAamo4HOCbIO

KBeTnanuH MHTEHCHUBHO MeTabOIM3UpYyeTCs B IedeHU. BceneactBue 3Toro criemyer coOiaroaaTh
OCTOPO’KHOCTh TpU MpuMeHeHuHu npenapara Ksentuakc CP y manueHTOB ¢ IMEYEHOYHOMU
HE/I0CTaTOYHOCThI0, OCOOEHHO B Hauase Tepanuu. PekoMeHIyeTcss HauuHaTh TEpaIuio npenapaToM
Ksentnakc CP ¢ 10361 50 M B CYyTKHM M yBEIMYMBATh 03y €KEAHEBHO Ha 50 MI' 10 JOCTHIKEHHS
3¢ GEKTUBHOM 103bI C YIETOM WHAMBHUIYATbHOHN MEPEHOCUMOCTH M KIMHUYECKOTO OTBETA.

€T

be3zonacHocts u 3¢ hextuBHOCTS Npenapara KBentuakc CP y neteil M mopocTKoB B Bo3pacTe 10 18
JIET Ha JIaHHbIII MOMEHT He yCTaHOBJEHbI. MMeronuecs: Ha CeroAHAIIHUN A€Hb 1aHHbIE PUBEIEHBI
B pazzgenax 4.4. u 4.8., 0lHaKO HEBO3MOKHO JJaTh PEKOMEHAALINH 10 PEXKUMY JO3UPOBAHUS.

Crooco0 nmpuMeHeHns

BHyTpb, OIMH pa3 B CyTKH, HATOIIAK (He MeHee 4yeM 3a | wac 1m0 mpuema nwuiu). TabneTku
HEO0OXOIMMO MPOTJIATHIBATE IIETMKOM, HE JIETTUTh, HE pa3KeBhIBATh U HE Pa3IaMbIBaTh.

4.3. IIpoTuBoONOKa3aHUs

e [ 'UnepyyBCTBUTENBHOCTh K KBETHANMHY WIM K JIIOOOMY U3 BCIIOMOTAaTEIbHBIX BEIECTB,
NePEYNCIICHHBIX B pa3zaene 6.1.

e OJHOBpEMEHHOE MPUMEHEHHE C MHruouropamu 1uToxpoma P450, Ttakumm kak
NPOTHBOIPUOKOBBIE TpenapaThl TPYIHIbl a30J0B, JPUTPOMULIMH, KIAPUTPOMHUIMH U
He(da30/10H, a TAaK)KE HHTHOUTOPHI MPOTea3bl BUpyca UMMyHoaAeduinTa yeaoreka (BUY) (cm.
paznen 4.5.).

4.4. OcoOble ykazaHusl 1 MepPbl NPEI0CTOPOKHOCTH MPH NPUMEHEHUH
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[Ipenapar cnenyer Ha3HadyaTb C OCTOPOXKHOCTBIO y MALMEHTOB C CEPAECYHO-COCYAUCTBIMH M
1epeOpOBACKYIISIPHBIMU  3a00JIEBAHUSAMHU WIIM APYTUMH COCTOSHHSIMH, HPEAPACIIONaraloliuMu K
apTepuaJpbHOM THUIOTEH3UM, Yy JIMI [OXWIOrO BO3pacTa, MalMEeHTOB C  IIEYEHOYHOU
HEJ0CTaTOYHOCThIO, CYJOpOraMd B aHaMHE3€, PUCKOM DPAa3BUTHUS HHCYJIbTa M ACHUPALMOHHON
ITHEBMOHHH.

Cyuyuo/cyuyuoanvhvie MbICAU UTU KIUHUYECKOE YXYOULeHUe

Jlenpeccust cBsi3aHa C TOBBIIIEHHBIM PUCKOM BO3HUKHOBEHHSI CYMUUAAIBHBIX MBICIEH,
CaMOTIOBPEXKICHUS U Cyullnaa (COOBITUM, CBI3aHHBIX C CYULIMIOM). JlaHHBIN PUCK COXpaHSETCs 110
MOMEHTa HACTYIUICHUs BBIPAXKEHHOW pPEMUCCUMU. BBHIy TOro, 4ro A0 yJIydlI€HUsS COCTOSHHS
MaryeHTa ¢ Hayayia JICYCHUS MOXKET MPOUTH HECKOIBKO HENEeNb WK OOJbIIe, MAIUEHTHI JOJKHBI
HAXOJUTHCS MOJ MPUCTAIBHBIM MEAMIIMHCKUM HAOMIOJEHUEM 10 HAcTyIuleHus yiyuiueHus. [lo
JAHHBIM OOMICTIPUHATOTO KIMHUYECKOTO OIBITAa PUCK CYHIIMJA MOXET IMOBBICUTHCS Ha pPaHHHUX
CTaJUsAX HACTYIUICHUS PEMUCCHH.

[To 1aHHBIM KPATKOCPOYHBIX ILIAIC00-KOHTPOIUPYEMbIX KIMHHUYSCKUX UCCIICIOBAHNI Y TAIIMEHTOB
C JIeTpeccrell Ipyu OMITOJIIPHOM PACCTPOWCTBE PUCK PA3BUTHS COOBITHH, CBS3aHHBIX C CYHIIUIIOM,
coctaui 3,0 % (7/233) mst kBetnanuua u 0 % (0/120) mis mare6o y maiueHToB B Bo3pacte 18—
24 rona, 1,8 % (19/1616) ansa xBernanuna u 1,8 % (11/622) nnia niane6o y maiueHToB B BO3pacTe
> 25 qer.

prrl/le IICUXHUYCCKUC paCCTpOﬁCTBa, A1 TCpallii KOTOPBIX IIPHUMCHACTCSA KBCTHAIIMH, TAKXKC
CBs3aHLbI C ITOBBIIICHHBIM PHUCKOM CO6I:ITI/II>1, CBS3aHHLBIX C CYULIUIOM. KpOMe TOT'0, TAKHUEC COCTOSAHUA
MOTYT OBITE KOMOp6I/I,Z[HBIMI/I C JACIHPCCCHUBHBIM  3IIUM30/10M. Takum o6pa30M, MCPBI
npeaoCTOPOKKHOCTU, IPUMEHACMBIC IIPHU TCPAIIUU MMAIUCHTOB C ACIMPECCUBHBIM 31IM30/10M, JOJI?KHBL
MMPUHUMATHCA U IPU JICHCHUU MMAIITUCHTOB C APYTUMHU IICUXUYCCKUMHA paCCTpOfICTBaMH. HpI/I PE3KOM
MNPpEKpaliCHUN TEpalnuu KBCTHAIIMHOM CJIICAYCT NPWHUMATb BO BHHMAHUC HOTGHHHaJIBHBIfI pHUCK
pPa3sBUTHA CO6BITI/II>'I, CBA3aHHBIX C CYULIUJOM.

HaIII/IGHTI)I C CyunuuJaJIbHbBIMH COOBITUSIMH B dHaAaMHEC3C, a TaKXE MallMCHTBhI, OTYCTIIMBO
BBICKA3bIBAKOIHUE CYUIUAAJIBHBIC MBICIIA TIEpEH HaAYaJIOM TEpallhui, OTHOCATCA K TPYIIIC
IMOBBIIICHHOI'O PUCKAa CYHMIIUAAJIbHBIX HaMepeHI/Iﬁ N CYUIIHUJAJBHBIX IMOMNBITOK U AOJIKHBI TIIATCIIBHO
Ha6J'IIOI[aTLC$I B IIpOLECCEC JICUCHU .

VY nmanuMeHToB ¢ MaHHEH MpH OUIOISIPHOM PACCTPOMCTBE PUCK Pa3BUTHUSL COOBITUH, CBSI3aHHBIX C
cyunugom, coctaBui 0 % (0/60) nns ketnanuna u 0 % (0/58) ans mnanedo y maiyueHToB B BO3pacTe
18-24 rona, 1,2 % (6/496) mnst kxeetnanuua u 1,2 % (6/503) s mianedo y marueHToB B BO3pacTe
> 25 ner, 1,0 % (2/193) nns kBeruanuua u 0 % (0/90) mns momane6o y manueHTOB B BO3pacTe 0
18 ner.

VY manueHToB ¢ mU30(ppeHuel pUcK pa3BUTUs COOBITHI, CBSA3aHHBIX C CYHIIUAOM, cocTaBmi 1,4 %
(3/212) mnst xBetnanuaa 1 1,6 % (1/62) nns 1uiane6o y manueHToB B Bo3pacte 18—24 rona, 0,8 %
(13/1663) nna xBernanuua u 1,1 % (5/463) nns nnane6o y manueHToB B Bo3pacte > 25 ner, 1,4 %
(2/147) nns xBetnanuHa u 1,3 % (1/75) nns nmnane6o y naiydeHToB B Bo3pacte /10 18 ner.

VY manueHToB ¢ JEMPECCHUBHBIM DJIMH30[I0M PUCK PA3BUTUS COOBITHH, CBSI3aHHBIX C CYUIIUIOM,
coctaBui 2,1 % (3/144) nyns keetuanuna u 1,3 % (1/75) pist mane6o y manueHToB B Bo3pacte 18—
24 rona, 0,6 % (11/1798) nns kBetnanuua u 0,7 % (7/1054) nns nnamnebo y NalyeHToOB B BO3pacTe
> 25 ner. Ilammentsl B BoO3pacTe 10 18 j1eT B HWCCIEAOBaHUSIX MO JAHHOMY IOKa3aHUIO HE
y4acTBOBAJIH.

B memoMm, 1Mo JaHHBIM KPaTKOCPOYHBIX ILIAIe00-KOHTPOJIUPYEMBIX HCCIICIOBAaHUN IO BCEeM
MOKA3aHUSM U BO BCEX BO3PACTHBIX IPYIINAX YACTOTA COOBITUM, CBS3aHHBIX C CYHIIHIOM, COCTaBHIIA
0,8 % kax mis kBetnanuna (76/9327), Tak u ans manedo (37/4845).

IIpoBenennslii FDA (YnpasineHue no KOHTPOJIIO 32 NMULIEBBIMU MPOAYKTAMHU U JIEKAPCTBEHHBIMU
cpenctBamu, CIIIA) meTaananu3 maane0o0-KOHTPOJIUPYEMBIX HCCIEAOBAHUN aHTHICIPECCAHTOB,
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ob6o6Omraroruii ganHeie npuMepHo 4400 meredr W moapocTkoB U 7700 B3pOCTBIX TMAIMEHTOB C
MICUXHYECKUMHU PACCTPONCTBAMH, BBISBHJI MOBBIMICHHBIA PUCK CYUIIUIATLHOTO TIOBEICHUS HAa OHE
AHTHUJICTIPECCAHTOB I10 CPAaBHEHHIO C IUIale00 y JeTel, MOJAPOCTKOB M B3POCIBbIX MAIlUCHTOB B
Bo3pacte A0 25 ner. JlaHHBIA MeTaaHadu3 HE BKJIIOYACT MCCIEIOBAaHUS, TJ€ MCIOIb30BAJICA
KBeTHanuH (cM. paszzen 5.1.).

Ixempanupamuonvie cumnmomul (II1C)

OTMeueHO yBenMYeHHE 4acToThbl BO3HMKHOBeHMs OIIC mpu npueMe KBeTHanmMHa y B3POCIBIX
MAIMEHTOB ¢ OOJBIIMM JIENPECCHUBHBIM 3MU30/I0M B CTPYKType OUIOJISPHOTO PacCTpOCTBA HIIU
00JIBIIOTO JEMPECCUBHOTO PAaCcCCTPOMCTBA MO CpaBHEHUIO ¢ Tuianebo (cM. pasaen 4.8.). Oanako npu
TEparuy KBETHANIMHOM Yy MAlMEHTOB C MM30(peHHedl W MaHWeld B CTPYKType OWIOJISPHOTO
paccTpoiicTBa He BBISIBIICHO YBEIWYEHUs YacTOThl BO3HUKHOBeHUs DIIC no cpaBHeHHIO ¢ miaiebo.

Tlo30mns5 Ouckunesus

Ha ¢one npuema HEHpOJICNTHKOB, B TOM YHCIC KBETHAIHMHA, MOXXET BO3HHKATH MO3IHSSA
AUCKHUHE3USA, KOTOpas MPOABIACTCA HACUJIbCTBCHHBIMU HCIIPOU3BOJIBHBIMU JABUKCHUAMHU U MOXKCET
HOCHTh HeoOpaTHMbIii Xapaktep. B ciyuae pa3BUTHSL CHMITOMOB [O3JHEH IHCKUHE3UH
PEKOMEHJIyEeTCSl CHU3UThH J103y Ipenapara WiH MOCTENEHHO €ro OTMEHUTh. CHUMIITOMBI IMO3IHEN
JUCKHHE3UH MOTYT YCHJIMBATHCS WU J]a)Ke BO3HUKATH [IOCIIE MPEKPAIlleHUs TpueMa rpemnapara (cM.
pasnen 4.8.).

Ha (bOHe IMprueMa KBETHAIIMHA MOKCT BO3HUKATh aKATHU3UA, KOTOPAsA XapaKTCPU3YCTCA HCIIPHUATHBIM
YyYBCTBOM  JIBUTATCIIBHOT'O OeCIIOKOMCTBA U HOTpe6HOCTI)IO ABUTAaTbCA W HPOSABIIACTCA
HECITOCOOHOCTBIO nanyueHTa CUACTH HMJIM CTOATH oe3 JABMOKCHUA. HpI/I BO3HHMKHOBCHHUH HOI[O6HLIX
CHUMIITOMOB HEC CJICAYCT YBCIIMUMUBATL 103y KBCTUAIINHA.

Connusocmo u 2OJI0OBOKpYIHCEHUE

Bo Bpems Tepanuu KBETHAIIMHOM MOKET OTMEYaThCsl COHJIMBOCTBH M CBS3aHHBIE C HEHM CHUMIITOMBI
(Hammpumep, cepanus) (cM. paszzaen 4.8.). B KIIMHUUECKUX UCCIeI0BaHUAX C Y4aCTHEM HAallMEHTOB C
Jenpeccueil B CTPYKType OMIIOJIIPHOIO PAcCTPOMCTBA M C JEMPECCUBHBIM SIU30/10M COHJIUBOCTD,
KaKk IIpaBUJIO, Pa3BUBalachb B TEUEHUE IEPBBIX TpPEX [HEU Tepanuu. BBIpaK€eHHOCTH JaHHOMN
HEeXKeNaTeJIbHOM peakllMd B OCHOBHOM Oblila HE3HAuMUTEIbHOW Wi ymepeHHOW. Ilpu pa3Butum
BBIPQ)KEHHOW COHJIMBOCTH MAallME€HTaM C JeTpeccuell B CTPYKType OHIIOJISIPHOIO paccTpOMCTBa U
ManueHTaM ¢ JENPECCUBHBIM 3MHU30/I0M MOTYT MOTpeOoBaThcsl 0ojiee yacThle BU3HUTHI K Bpady B
TE€YEHHE 2 HEJENIb C MOMEHTa BO3HMKHOBEHMSI COHJIMBOCTH WM JO YMEHBIIECHUS BBIPA)KEHHOCTH
CUMIITOMOB. B HEKOTOPBIX CiIydasx MOKET NOTPEOOBATHCS MPEKPALICHUE Tepanvy KBETHATMHOM.

Ha (¢one Tepanmuu KBEeTHAIMHOM MOKET BO3HUKATh OpPTOCTaTUYEeCKas TUIOTEH3US U
TOJIOBOKpYKeHHE (cM. pazjen 4.8.), 006I9HO BO BpeMsi T0100pa 0361 B Havasie Tepanud. [lainenTs!,
0CcOOEHHO MOXKHUJIOTO BO3pacTa, JOJHKHBI COOII0AATh OCTOPOKHOCTh, YTOOBI M30€XKaTh CIIy4aHBIX
TpaBM (TajaeHuil).

HauueHmbz C cepdewo-cocyducmbmu 3a001e6aHUAMU

CrnenyeT coONIOMATh OCTOPOXKHOCTH INMPU MPHUMEHEHWH KBETHAIIMHA Y TAIlMCHTOB C CEPJICYHO-
COCYMCTBIMH,  IepeOpOBACKYJISIPHBIMH  3a00JIeBaHUSMH W JIPYTUMH  COCTOSIHUSIMU,
MpeIpacIioaralonMMi K apTepruaIbHOW THIOTEH3UH. Y TaKHX MAI[USHTOB IOJ00p 03Bl CIEAYET
OCYIIECTBIATh MejieHHee. Ha (oHe Tepamnu KBETHMAMMHOM MOYET BO3HHMKATh OPTOCTATUYECKAs
THIIOTEH3Us, OCOOCHHO BO BpeMs Tmoj0opa J03bl B Hadajge Tepamnuu. [Ipy BO3HUKHOBEHUH
OpPTOCTATUYECKOW TUTIOTEH3UH MOXET MOTPEOOBATHCS CHIKEHHUE 03Bl WK O0Jiee MOCTETICHHBIN ee
moaoop.

Cunopom anHos 60 cHe

v ManuEHTOB, IPUHUMABIINX KBETHUAIIMH, OTMCYAJICSA CHHAPOM aIlTHO3 BO CHE. CnenyeT CO6J'IIOI[3TB
OCTOPOKHOCTDb NP HA3HAYCHNUU KBCTHAIIMHA MMALIUCHTAM, IMOJIyYarOIIUM IpCrapaThl, OKa3bIBAOIINC
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yrHeTaromiee JeiHcTBUEe Ha IeHTpaibHyro HepBHylo cucremy (IITHC), a Ttaxke mnamueHTaM c
(dakTopaMu prucKa alrHO? BO CHE (HampuMep, H30BITOUHASI Macca Tella/0KUPEHHE, MYKCKOH 10JT) HITH
C almHo? BO CHE B aHAMHE3E.

Cyoopoeu

He BbIsIBIIEHO pa3zinuuil B 4aCTOTE Pa3BUTHSI CYIOPOT Y MALIMEHTOB, IPUHUMABUINX KBETHAINH WJIH
mrane6o. OgHaKo, KaKk W MPU TEepanmuu JAPYTUMHU AHTUIICUXOTHYECKUMHU JIEKApCTBEHHBIMH
CpeICTBaMH, PEKOMEHAYETCsl COOJII0/IaTh OCTOPOKHOCTH MPHU JICYCHHH MAallMEHTOB C HAIUYUEM
CYJOPOXHBIX IPUCTYIIOB B aHamMHe3e (cM. pasnen 4.8.).

3noxauecmeerHulll HelpOIenMUYECKULL CUHOPOM

Ha ¢one nmpuema aHTUICHXOTHYECKUX MPETAPATOB, B TOM YHCIIE KBETHAITMHA, MOXKET Pa3BUBATHCS
3JIOKAUYECTBEHHBIA HEHponenTHYecKuid cuHaApoM (cMm. pasznen 4.8.). KinuHuueckuwe MTposSBICHHS
CHUHIpPOMA BKJIOYAIOT B Ce€Osl THUNEPTEPMUIO, M3MEHEHHBIM MEHTAJbHBIM CTaTyC, MBIIICYHYIO
PUTUIHOCTb, JaOWJIBHOCTh BEreTaTUBHON HEPBHOM CHCTEMbI, IMOBBIIICHHE AKTUBHOCTH
kpeatuHpochokmaazsl (KDK) B urazme kpoBu. B Takux ciaydasx HEOOXOAMMO OTMCHHTH TPUEM
KBETHAIIMHA U TPOBECTH COOTBETCTBYIOILIEE JICUCHHE.

Taoicenas neumponenus u azpanyioyumos

B kpaTKoCpOYHBIX IUIALE00-KOHTPOIUPYEMBIX KIMHHYECKUX HCCIEJOBAHUSIX MOHOTEpANUU
KBETHAIIMHOM HEYACTO OTMEYAJHCh CIIydau TSKEIOW HEHTporeHuH (KOJUYECTBO HEUTPO(UIOB
< 0,5 x 10%n) 6e3 nadexuun. CoodIIanoch o pa3sBUTHH arpaHyIONNTO3a (THKENOH HEHTpONeHnH,
aCCOIMHMPOBABIIEHCS ¢ MH(PEKIUSIMH) Y TAIIMEHTOB, OTYYaBIINX KBETHAITUH B PAMKAX KIIMHUYECKHX
UCCIEeIOBaHUM (peaKo), a Takke MPU MOCTPETHCTPAIIMOHHOM NpPHUMEHEHUH (B TOM 4YHCIE C
JeTaJbHBIM HCXOJIOM). BONBIIMHCTBO ATHX CIIydaeB TSDKEIOW HEWTPONEHHHM BO3HUKAJIO Yepes
HECKOJIbKO MECSIIEB TOC/Ie Hayajla Tepaluy KBeTHanuHOM. He ObLIO BBISBIEHO J0303aBUCHUMOIO
spdekra. JlelikoneHus u (WIM) HEUTPONEHUS paspeliasach IMOCIEe MPEKPaLIeHUs Tepanuu
KBETHANMHOM. Bo03MOXHBIMU (pakTOpamMu pHCKa I8 BO3HUKHOBEHMS HEUTPONEHHM SBISIOTCS
MPE/IIECTBYIONIEE CHUKEHHOE KOJIMYECTBO JICHKOIIMTOB M CIIy4ad JICKapCTBEHHO WHIYIIMPOBAHHON
HEeHTpoIeHNH B aHaMHE3e.

Pa3BuTHe arpanysonMTO3a OTMEYAIN U Y NAIMEHTOB 0e3 pakTopoB pucka. Heo6xoauMo yunuThIBaTh
BO3MOKHOCTh Pa3BUTHS HEUTPOIEHUH y MAllUEHTOB ¢ UH(pEK1nel, 0cOOEHHO B Cllyyae OTCYTCTBUS
OUYEBUHBIX TPEAPACHOIAralomuX (PAKTOPOB, WIM y TMALUEHTOB C HEOOBSCHUMOM JMXOPAIKOI;
JaHHBIE CJIy4an JOJDKHBI BECTHCh B COOTBETCTBUU C KIMHUYECKUMU PEKOMEHJAIUSAMMU.

V MaluenToB ¢ KoaudecTBoM HerTpoduaos < 1,0 x 10%1 nmpuem kBeTHANMHA clexyeT IPEKPaTUTh.
[TanmenTa HeoOXoaUMO HAOMIOAATH Ul BBIABIEHUS BO3MOXHBIX CHMOTOMOB HH(pEKIMH U
KOHTPOIMPOBATH KOMMYECTBO HEHTPO(HIOB (0 MOBBIMIEHHS NX KoamdecTsa 10 1,5 x 10%m).

Bzaumooeiicmeue ¢ Opyeumu nexapcmeenHviMu Cpeocmeamu
Taxxe cM. paznen 4.5.

OZHOBpEMEHHOE TNPUMEHEHUE KBETHAMHA C MOIIHBIMH MHIYKTOpaMH MHKPOCOMAIbHBIX
(bepMEeHTOB TMeyYeHH, TaKUMU Kak KapOamazenuH M (EHUTOUH, CHOCOOCTBYET CHUKEHHIO
KOHIIGHTPALlMM KBETHAllMHA B IUIa3ME€ KPOBM M MOXXET YMEHbIIATh 3((EKTUBHOCTh Tepanuu
npenaparoM Keentnakc CP.

IIpumenenue npenapara Ksenrnakc CP y manueHToB, MOMyYaroluX HHAYKTOPbl MUKPOCOMAJIbHBIX
(epMEeHTOB MEYEeHH, BO3MOXKHO JHIIb B TOM Cllydae, €CIM OXHJaeMas I0Jib3a OT Teparuu
npenapatoM  Ksentnakc CP mpeBOCXOIWT pPHCK, CBSI3aHHBIM € OTMEHOM HMHAYKTOPOB
MHUKPOCOMAIbHBIX  ()EPMEHTOB  TeueHH.  VI3MeHeHume  1103bl  MpenapaToB-HHAYKTOPOB
MHUKPOCOMAJIBbHBIX (EPMEHTOB TI€UEHH JOJDKHO OBITh TOCTeneHHbIM. [Ipu HeoOXxoauMocTu
BO3MOJKHO UX 3aMeIlleHHE IpenapaTaMy, He HHAYLMPYIOMUMH MUKPOCOMaJIbHbIE (DEPMEHTHI IEYEHN
(Hampumep, mpenapaTsl BaIbIPOEBOU KUCIOTHI).



Macca mena

Ha ¢one npuema KkBeTHanmuHa OTMEUEHO YBEJIWYEHHE MACCHI Tesla. PeKOMEHIyeTcsl KIMHUYECKOe
HAOJTI0/ICHNE MAI[MEHTOB B COOTBETCTBHUHU C MIPUHATHIMU CTaHIapTaMu Tepanuu (cM. paszaen 4.8.).

Tunepanuxemus

Ha ¢one npuema kBeTnanuHa BO3SMOKHO Pa3BUTHE TUIICPTIIUKEMIH U (MJIH) pa3BUTHE U 000CTPEHHE
caxapHoro aua0eTa, MHOTZIa COMPOBOXKAAIOIIETOCS KETOAM030M HIM KOMOH. Pexomenmyercs
PETyJISIPHBIA KOHTPOJIb MAacChl TeJlda M CHMITOMOB THICPIIMKEMHH, TaKHUX KakK MOJHIUTICHS,
NOJUYpHs, monaudarus U crabocTh, y MAlMEHTOB, MPUHUMAIONIMX HEHPOJIENTHKH, B TOM YHUCIIE
KBETHANMH. PEKOMEHyeTcsl KIMHUYECKOe HAONIOJICHUE 3a MAalMEHTaMU C CaxapHbIM JHa0eToM,
narreHTamMu ¢ paKTopamMu pHCKa pa3BUTHs caxapHoro auabeta (cm. paszzaen 4.8.).

Konueﬂmpauuﬂ JUNUOO0E 8 NIazMe Kpoesu

Ha ¢one mpuema kBeTHamuHa BO3MOKHO TIOBBIIICHHE KOHLEHTPAIMH TPHUTIHIIEPHIOB, OOIIEro
XOJIECTEpUHA U XOJIECTepUHa JIMNoNpoTen10B HU3KoM miuotHocty (JIITHII), a Taxxke cHuxeHue
KOHIICHTPALIMH JIMIIONPOTEH10B Bbicoko ruioTHoctH (JITIBIT) B mma3zme kpoBu (cM. pasnen 4.8.).
VKka3aHHblE H3MEHEHHsA CIEQYeT KOPPEKTUPOBaTh B COOTBETCTBUUM C JCHCTBYIOIIUMMU
PEKOMEHIallUsIMHU.

Memabonuueckue Hapyuienus

VBenuueHue Macchl TCJIa, MOBBIICHUC KOHUCHTPAIWMW TJIIOKO3bI U JIUIIMAOB B IIJIa3ME KPOBHU Y
HCKOTOPBIX MMAaUCHTOB MOJXKCET IMPUBCCTH K YXYAUICHHUIO META0O0INYECKOI0 HpO(i)I/IJ'IH, qTo Tpe6yeT
COOTBCTCTBYIOIIICTO Ha6JHOI[eHI/I$I.

Yonunenue unmepsana QT

He BBIABIIEHO B3aMMOCBSI3M MEXIy MPHUEMOM KBETHAIMHA W CTOWKHM ITOBBIIIEHHEM a0COIIOTHON
BennunHbl uHTEepBasa QT. Opnako yanmuHeHue uHTepBasa QT oTMmeuanoch Hpu MPUMEHEHUU
KBETHAIIMHA B TEPANEBTHYCCKUX JI03aX W IpPU MEepelo3upoBKe KBeTwamuHa (cM. pasnen 4.9.).
Crnenyer coOmojaTb OCTOPOKHOCTh TNpPH TNPUMEHEHUM KBETHANMHA, Kak M JIPYTUx
AHTUTICUXOTUYECKUX MPenapaToB, MAIMEHTaM C CEpACYHO-COCYIUCTHIMH 3a00JIEBaHUSIMH W C
ymHenueM uHTepBaia QT B aHamHe3e. Takke HEOOXOJMMO COOJIIOJATh OCTOPOXKHOCTH MpPHU
MPUMEHEHUY KBETHAITMHA OJHOBPEMEHHO C TpernapaTaMu, yamuHsomuMy uatepsai QTc, npyrumu
HelpoenTUKaMu, 0COOEHHO Y JIMII MOXKMIIOTO BO3pacTa, y NAllMeHTOB C CHHIPOMOM BPOXKAEHHOTO
yanuHeHus uatepsana QT, XpoHHUUECKOH cep/IeYHON HEeJJ0CTaTOYHOCThIO, TUIIEpTpOoHei MHUOKapa,
THITOKATMEMHEN MK rumoMaruuemueii (cm. pasaen 4.5.).

Ocmpbze peakyuu, CesA3aHHble C OMMEHOU npenapama

IIpu pe3koil oTMeHe KBETHANMHAa MOTYT HAONIONAThCS CIEAYIOIIME OCTpPble PEeaKkIHH (CHHAPOM
«OTMEHBI»): TOIIHOTA, PBOTa, OECCOHHUIIA, TOJIOBHAs 00JIb, TOJIOBOKPYKEHHE U Pa3ApakUTEIbHOCTb.
IToaTromy otmeny npenapata Ksentnakc CP pekoMeHyeTcss NpoBOANTE OCTENEHHO B TEUEHHE, KaK
MUHUMYM, OJIHOH WU ABYX HEJENb.

Henpasunvroe npumenenue u 310ynompeobnenue npenapamom

beimu oTMeueHbI citydan HEMpPaBWJIBHOTO MPUMEHEHHS U 3J70ynoTpediaeHus: npenaparom. Cruemayer
COOIOaTh OCTOPOKHOCTh NP HAa3HAUYEHWW KBETHANHMHA MAIlMeHTaM MPU HAJIWMYUU B aHAMHE3e
37I0YNOTPEOJICHNUS AIKOTOJIEM HIIN JIEKApPCTBEHHBIMHU NpenapaTaMu.

ﬂuua noosicu0co sospacma ¢ demem;ueﬁ

[Ipenapar Kentnakc CP He nmokasaH s JIe4eHHUs ICUX030B, CBA3aHHBIX C 1eMeHnuei. Hekotopeie
aTUIWYHbIE HEUPOJENTUKU B PaHIOMU3MPOBAHHBIX IUIALEO0-KOHTPOIUPYEMBIX HCCIEHOBAHHIX
IPUMEPHO B 3 pa3a yBEJIMYMBAIM PUCK Pa3BUTHUS LIEpeOPOBACKYIAPHBIX OCI0KHEHUH y MAallUEHTOB
¢ AeMeHLueld. MexaHn3M 1aHHOTO yBEJIMYEHMsI pUCKA HE U3yUeH. AHAJIOTHYHBIN PUCK yBEINUYEHUS
YacTOThl 11epeOpPOBACKYJIAPHBIX ~OCJIO)KHEHHMM HE MOXKET OBbITh MCKJIIOUEH M JApPYrux
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AQHTUIICUXOTHYECKUX JIEKapCTBEHHBIX CpPEICTB WM Jpyrux TIpynn mnanueHtos. IIpemapar
Ksentnakc CP gomxkeH mpuMeHSThCS ¢ OCTOPOKHOCTHIO Y MAIUEHTOB C PUCKOM Pa3BUTHS UHCYJIbTA.

AHanu3 NpuMeHEeHHUs aTUITUYHBIX HEUPOJICNTUKOB JIJISl JICYSHHUSI ICUX030B, CBA3aHHBIX C JeMEHIIUEN
y MaLKEHTOB MOKUJIOT0 BO3pacTa, BHISIBIII IOBBILIEHHE YPOBHS CMEPTHOCTH B IPYIIIE MAallUEHTOB,
MOJIy4aBIIUX IpernapaThl 3TON TPYIIIbI, [0 CPaBHEHHUIO ¢ rpynmnoi ruianebo. J[Ba 10-HemenbHbIX
1ae00-KOHTPOIMPYEMBIX ~ MCCIIEJIOBAHUSI KBETHAIMHA Yy AHAJIOTUYHOW TpPYNIBl MAalUEHTOB
(n =710, cpemuuii Bo3pact: 83 roaa, BO3pacTHOM aAnana3zon: 56—99 jer) mokaszaiu, 4TO CMEPTHOCTh
B TPYIIE MAlHeHTOB, NPUHUMABIINX KBETHANMH, coctaBuwia 5,5 %, u 3,2 % B rpynmne miameo.
[IpyurHBI JeTaNbHBIX HCXO/I0B, OTMEUEHHBIX Y 3THX MAllU€HTOB, COOTBETCTBOBAIM OKUAEMBIM JIJIsI
JaHHOU nonyJsiuuy. He BIABIEHO IPUYMHHO-CIICICTBEHHON CBSA3H MEXAY JIEUEHUEM KBETHAIIMHOM
Y PUCKOM MOBBILICHUS] CMEPTHOCTH Y MAIIUEHTOB MOKUJIOT0 BO3pacTa ¢ AEMEHIIUEH.

Aumuxonunepeuuecxue (MycKapuHonoooouwvie) sgpexmol

HopkBeTnanus, akTUBHBIM MeTabOONMUT KBETHUAIIMHA, 00JIaJaeT CPOJACTBOM (OT YMEPEHHOU CTEIEeHH
70 BBIPAXXEHHON) K HECKOJbKUM TMOATHUIIAM MYCKAapHUHOBBIX perentopoB. C 3THM CBS3aHBI
HeKelaTeNbHbBIE PeaKlliu, 00YCIOBICHHbIC AHTUXOJIMHEPTUYECKUM JIEHCTBUEM KBETHAIMHA IIPH €r0
MPUMEHEHUU B PEKOMEHJOBAHHBIX J103aX WJIM TMPU OJHOBPEMEHHOM IPUMEHEHHHU C JPYyTUMH
npernapaTamMy, OKa3bIBAIOIIUMHU AaHTUXOJMHEpruueckue >PQeKThl, a Takke NpU Nepeo3UPOBKE.
Cnemyer coOmoaTh  OCTOPOKHOCTH TPH  NMPUMCHCHHHM KBETHAlMHA  OJHOBPEMEHHO C
JIEKapCTBEHHBIMU CPEICTBAMHU, OKAa3bIBAIOIIMMHU aHTUXOJIHMHEPrHUecKue (MyCKapUHOMOIOOHEIE)
s dektrl. Cremyer coOII0aaTh OCTOPOKHOCTD MTPH HA3HAYCHUH MMAIIMCHTAM C 33JICPKKOW MOYHN WA
C 3aJIep>)KKOH MOYM B aHAMHE3€, KIIMHUYECKH 3HAaYMMOW TUIEpIIa3ued MpeicTaTeIbHON Kele3bl,
KHUIIIEYHON HEMTPOXOAMMOCTBIO UITU POJICTBEHHBIMU COCTOSTHUSIMH, TIPU MOBBIIIICHUU BHYTPHUTIIA3HOTO
JABJICHUS WJIM 3aKPBITOYTOJILHOM Tiiaykome (cM. pasznenst 4.5.,4.8.,4.9., 5.1.).

Hapywenus co cmoponwl neuenu

B CJIydac pa3sBUTUA KCITYyXH IPUEM KBECTHAIIMHA CIICAYCT IPCKPATUTD.

Jucgaeus

Hucdarus (cMm. pasnen 4.8.) U acnupanus HaOIIOAATUCh NPU Tepanuy KBeTHAnUHOM. [IpuunHHO-
CIIE/ICTBEHHAs! CBSI3b BO3HMKHOBEHHS AaCHUPALMOHHOW IHEBMOHUM C NIPHEMOM KBETHAllMHA HE
ycraHoBiieHa. OJHako ciexyeT coOJIoAaTh OCTOPOXKHOCTh IpH  IPUMEHEHHWH IIperapara
Ksentnakc CP y manueHToB ¢ pUCKOM pa3BUTHUS aCIUPALMOHHON THEBMOHHUHU.

Benosnas mpombosmbonus

Ha ¢one nmprema HeliposienTHKOB OTMEUEHBI ClTydyan BOSHUKHOBEHUS BEHO3HOU TpoMO03MOouu. 1o
Hayaja U BO BpPEMs TEPANMM AHTUIICUXOTUYECKHUMH IIpernapaTamMH, B TOM YHCIIE KBETHAIIMHOM,
CJIeyeT OLIEHUTDH (PAKTOPHI pUCKa U MPHUHSITH NPOPUIAKTUYECKUE MEPHI.

Ilankpeamum

Bo BpeMsi KIIMHUYECKUX HCCIIEOBAHUNA U MOCTPETMCTPALMOHHOIO MPUMEHEHHS! ObUIM OTMEYEHbI
CJly4yau pa3BUTHUs NTAHKPEATUTa, OJTHAKO IIPUYMHHAS CB3b C IIPUEMOM IIpenapara He yCTaHOBIIeHa. B
MOCTPETUCTPALIMOHHBIX COOOIIEHUAX YKa3aHO, YTO Y MHOTHUX MallMEHTOB MPUCYTCTBOBAIU (DAKTOPHI
pUCKa Pa3BUTHUS NMAHKPEATUTA, TAKUE KAK MOBBIIIEHUE KOHLEHTPALMHU TPUIJIMLIEPUIOB B IUIa3Me
KpoBH (cM. myHKT «KoOHILIEeHTpauus JUMNHIOB B IJIa3M€ KPOBHY»), XOJEJIUTHA3 U YNOTpediieHue
AJIKOTOJIS1.

3an0p u Henpoxodwwocmb KUle4yHuKka

3amop sBnseTcs PaKTOPOM PHCKA HETIPOXOIUMOCTH KullleuHrnka. Ha ¢oHe npumMeHeHus KBeTHAIMHA
OTMEYaJlid Pa3BUTHUE 3al0pa M HEMPOXOJMMOCTH KHILEYHHKA (CM. paszen 4.8.), BKIIoyas ciiydyau ¢
JIETATbHBIM UCXOJIOM y MAIlMEHTOB IPYIIbI BHICOKOTO PUCKA HEMPOXOJUMOCTH KHUIIEYHHKA, B TOM
Yyclie TOMYYalolMX MHOXKECTBEHHbIE COMYTCTBYIOIINE Mpenaparhbl, KOTOPhIE CHUXKAIOT MOTOPUKY
KHIIIEYHHKA, TAXKe TIPU OTCYTCTBUHU KaJl00 Ha 3ariop.
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Kapouomuonamus u muoxapoum

B Xxome KIMHMYECKMX HCCICHOBAHUI U NMOCTPETUCTPATUOHHOTO TIPUMCHCHUA OBLIM OTMCYCHBI
ClIydyad pasBUTUA KapAUOMHUOIIATUH U MUOKapAXUTa, OJHAKO ITPUYKMHHAA CBA3b C IPUEMOM IIpeIiapara
HC YCTaHOBJICHA. CHCI[}’GT OLICHUTDH I_ICHCCOO6pa3HOCTB TCpaliuyu KBCTHAIIMHOM Yy ITAlIUCHTOB C
IMOAO3PCHUEM Ha KapJUOMHUOIIaTUIO UJIKM MUOKapAHUT.

Tsoicenvie KoOdICHbLE HedcenamelbHble peakyuu

[Ipy mpuMeHeHMHM KBETHAllMHA OYEeHb PEIKO COOOLIANIOCh O Pa3BUTUM TSDKENBIX KOXKHBIX
HEeXeaTelbHbIX peakiui, BKitovas cuaapoM CTtuBeHca-/>KOHCOHA, TOKCUYECKUM MU IepMaTbHbIMI
HEKPOJIU3, OCTPBIM reHepaTu30BaHHBINA SK3aHTEMATO3HBIN MyCTyJie3, MyJIbTU()OPMHYIO SPUTEMY U
JICKApCTBEHHYIO PEaKkIUio ¢ 303uHOGmIMell u cucteMHbiMu nposiBieHusiMu (DRESS-cunapom),
SBJSIFOTCA TOTEHIMAIBHO YIPOKAIOIIMMM KU3HM HEXKENAaTeIbHbIMA PEAKUUAMU. Y Ka3aHHBIC
Cephe3HbIC HEXKENATEIbHbIE PEAKIIH OOBIYHO MPOSBISIOTCS B BUAE OJHOTO WM O0Jiee CIEAYIOMIHNX
CUMITOMOB: OOIIMpHAs KOXKHAsl ChIIlb, KOTOpas MOXET OBITh 3YASIIEeHd HINM COMPOBOXKIATHCS
o0pa3oBaHUEM ITyCTYJI, SKC(HOIMATHBHBIN JAEPMATHUT, JIUXOPAIKa, JUM(DAICHONATUS U BO3MOXKHAS
s03uHO(pUIUS 1K HelTporeHus. [Ipu BOBHUKHOBEHUH TSXKENBIX KOXKHBIX HEXKENATEIbHBIX PEaKIuit
IIpUEM KBETHAIIMHA CJIEYET IIPEKPATUTD.

Lononnumenvhasn ungopmayus

Honrocpouynass Ge3omacHocTs W d¢¢exkTuBHOCTH Tnpenapata Ksentmakc CP B kauectBe
JOTOJHUTEIBHOW TEpaluy MPU JEYCHUH OOJBIIOrO JETPECCHBHOTO PAcCTPOWCTBA HE M3yYallUCh,
oJHaKo Mpod b 6e30macHOCTH U 3()P(PEKTUBHOCTH M3yUYEeH MTPH MOHOTEPAIIHH.

BcnomMorarenbHbI€ BENIECTBA

Jlakmosa

JlaHHBIN J€KapCTBEHHBIN MpenapaT HE CleayeT NMPUHUMATh MalMeHTaM C PEAKO BCTpevarolencs
HACJIEICTBEHHOW HENEPEeHOCUMOCTBIO TaJIaKTO3bl, JJAKTa3HOM HEIOCTATOYHOCTHIO WIIM TIIIOKO30-
rajlakTO3HOHM MalibabcopOLneH.

Hampuu

JlaHHBIN JIeKapCTBEHHBIN Mpenapar colepKUT MeHee | MMousib Hatpus (23 mr) Ha 1 Tabnerky, To
€CTb, [10 CYTH, «HE COAECPKUT HATPUII».

CTH

[Ipenapat KBentnake CP He nmoka3aH AJisi IpUMEHEHUs y IeTell U MOJIPOCTKOB B Bo3pacTte 10 18 et
B CBSA3U C HEJJOCTATOYHOCTBIO JAHHBIX 110 IPUMEHEHUIO B 3TOM BO3pacTHOU rpyne. [1o pesyinbraram
KIIMHUYECKHUX I/ICCJ'IG)IOBaHI/Iﬁ HEKOTOPBIC HEKCIATCIBHBIC PCAKIUU (HOBI)IH_IGHI/IC aIreTura,
MOBBIIIEHUE KOHIIEHTpALUU TMpOJakTHHA B cbiBOpoTke KpoBu u JIIC) y nereil m moapocTKoB
HaOmoanu ¢ OoJblIe 4acTOTOW, YeM y B3pOCIBIX MAlUMEHTOB. Takke OTMEYEHO MOBBIIICHHE
apTepUaAIbHOTO JaBJICHUS, HEe HaONIo/aBIIeecs y B3POCIBIX MAlMEHTOB. Y JeTedl M MOJPOCTKOB
TaKk)xe HabJ0Jany n3MeHeHne (QYHKIUYU U TOBUIHOM JKeJIe3bl.

BinustHue Ha pocT, MOJIOBOE CO3pEeBaHUE, YMCTBEHHOE PA3BUTHE U IMOBEJIECHUYECKHUE PEAKIMH MpU
JUTHTEIIbHOM TIpuMeHeHuu (O6omee 26 HeeNb) KBETHANIMHA HE N3YYaJIOCh.

B mnane60-KOHTpOIHpyEeMbIX UCCICIOBAHMX Y eTel U TOJPOCTKOB ¢ MM30(peHueit U MaHuel B
CTPYKType OumomsipHOoro pacctpoiictBa ydactota pa3Butus OIIC Obplna BeIe TpH NPUMEHEHHUH
KBETHAIHMHA TI0 CPABHEHUIO C IIAIeoo.

4.5. BzaumojaeiicTBue ¢ JAPYIrMMH JIeKAPCTBEHHBIMH IHpenapaTamMM W Jpyrue BH/bI
B3aNMO/IeHCTBUA



[TockonbKy KBETHANIMH OKa3bIBaeT Bo3zciicTBUe nmpeumyiiectBeHHO Ha [IHC, cnexyer cobmonars
OCTOPOKHOCTh TIPH  OJHOBPEMEHHOM TnpuMeHeHuu mnpenapata Ksentnakc CP ¢ npyrumu
npemnaparamu, BozaeicTByromumu Ha [ITHC, a Takxe ¢ ainkoroyem.

CrnenyeTr coOnroAaTh OCTOPOKHOCTHh MPU OJHOBPEMEHHOM MPHUMEHCHHH KBETHAIMHA C JPYTUMU
npenaparamu, 00JaJar0IMMU aHTUXOJIMHEPTHIECKUMHU (MYCKapHHOTIOIOOHBIMU) S derTamMmu (CM.
paznen 4.4.).

N3odepment cucrempl 1muroxpoma P450 CYP3A4 sBnsercs OCHOBHBIM HM30(hEPMEHTOM,
OTBEUAIONINM 332 MeTa00JIM3M KBETHAIMHA, OCYIICCTBIIIOIIUNCS Yepe3 cuctemy nuroxpoma P450. V
3I0pPOBBIX JOOPOBOJIBIIEB OJHOBpEMEHHOE IMpPUMEHEHHE KBeTHanmuHa (B Jo03e 25 Mr) c
KEeTOKOHa305I0M, HHruoutopom m3opepmenta CYP3A4, npuBoamio K yBETUYEHHUIO ITOKA3aTels
IJIOMAaM 1o KpuBOoM «koHIeHTpamus-Bpems» (AUC) kBernanmana B 5-8 pa3. Ilostomy
OJHOBPEMEHHOE TNPUMEHEHHWE KBETHAnmMHAa W  HUHruOuMTOpoB  mM3opepmenta CYP3A4
npoTuBonoka3aHo. Ilpu Tepanuu KBETHAIMHOM HE PEKOMEHIYeTCs YHOTpeOsiATh B IHIILY
rpeingpyTOBBIN COK.

B dapMakoKMHETHYECKOM HCCIICIOBAHUY PUMEHEHUE KBETHAIIMHA B PA3JIMYHOMN JIO3UPOBKE /10 WIN
OJHOBPEMEHHO C TIpUEMOM KapOamaszenuHa (MHIYKTOpa (EpMEHTOB TI€YCHH) NPUBOIWIO K
3HAYUTEILHOMY TOBBIIICHUIO KJIMpPEHCa KBETHAllMHA W COOTBETCTBEHHO ymeHblieHuio AUC B
cpennem Ha 13 % Mo cpaBHEHHIO C NMPUEMOM KBeTHamnuHa Oe3 KapOamaszenuHa. Y HEKOTOPBIX
nanueHToB cHmwkeHue AUC Obuto eme Oonee BbIpakeHHBIM. Takoe B3auMOJICHCTBUE
COIMPOBOKAACTCA CHMIKXCHHUCM KOHLCHTPAIMK KBCTHAIIMHA B IUIA3MC KPOBU M MOKCT CHUIKATH
3¢ (dheKTUBHOCTH Tepanuu kBeTHanuHoM. OTHOBPEMEHHOE IPUMEHEHHE KBETHANNHA C PEHUTOMHOM,
JIPYTMM HMHIYKTOPOM MMKPOCOMAJIBHBIX (DEPMEHTOB II€YEHM, CONPOBOXKIAIOCH elle Oosee
BbIpaXeHHBIM (mpumepHOo Ha 450 %) mToBBIIIEHHEM KIWpeHca KBeTHanuHa. [IpumeHeHue
KBCTHAIIMHA IMAallMCHTAMH, IOJYy4HYaromMMHU HWHIAYKTOPbBI MHUKPOCOMAJIbBHBIX (bCpMCHTOB IICYCHU,
BO3MOXKHO JIMIIIb B TOM CJy4ae, eClH OXHaaeMas IMOoJib3a OT Tepanuu KBETHAITUHOM MPEBOCXOIUT
PHUCK, CBSA3aHHBIH C OTMEHOW Ipenapara-uHAYKTOpa MHUKPOCOMAJbHBIX (EPMEHTOB IE€UYEHHU.
W3meHeHne 1036l MpenapaToB-UHAYKTOPOB MUKPOCOMANbHBIX (PEPMEHTOB MEUYEHHU JIOJDKHO OBITH
nocreneHHbIM. [Ipr HeoO0X0IMMOCTH BO3MOXKHO MX 3aMEIlIeHNE TIpernapaTaMy, He HHIYIUPYIOIUMU

MHUKpOCOMaJIbHbIE (PepPMEHTHI IIeUEHU (HanpumMep, IpenapaTaMy BaJIbIIPOEBON KUCIOTHI) (CM. pa3ael
4.4).

dapMaKOKMHETHKA KBETHANIMHA CYIECTBEHHO HE M3MEHSJIAch IIPU OJHOBPEMEHHOM IPUMEHEHUU
aHTHIeTIpeccanTa uMunpamuHa (MHruoutop nzopepmenta CYP2D6) nnm payokcernna (MHruOuTop
uzopepmentoB CYP3A4 u CYP2D6).

dapMaKOKMHETHKA KBETHANIMHA CYIIECTBEHHO HE U3MEHSETCS IPU OJJHOBPEMEHHOM NMPUMEHEHUH C
AHTUIICUXOTUUYECKUMU JIEKAPCTBEHHBIMH CPEICTBAMHU PUCIIEPUAOHOM MU TrajnomnepuonoM. O1HaKko
OJTHOBPEMEHHBIM MpHeM KBETHAaMHA W THOPHUJA3MHA NPUBOIWI K TOBBIIIEHUIO KIHpEHca
KBeTuanuHa npumepHo Ha 70 %.

(DapMaKOKI/IHeTI/IKa KBE€THAIIMHA CYIMIECTBECHHO HE M3MCHACTCA IMPHU OJHOBPEMCHHOM INMPHMEHCHUHN
OUMCETHUAWHA.

[Ipu omHOKpaTHOM IpHeMe 2 MT JiopazenaMa Ha oHe NpuemMa KBeTuanuHa B 1o3e 250 mr 1Ba paza
B CYTKHU KJIMPEHC Jopa3ernamMa cHuxaercst mpumepHo Ha 20 %.

(DapMaKOKI/IHeTI/IKa npemnapaTroB JIMTUA HE MH3MCHACTCA IIPpU OJHOBPEMCHHOM MPUMCHCHHUU
KBCTHAIINHA.

B 6-HenenbHOM paHI0MU3HPOBAHHOM HCCIICIOBAHUU COBMECTHOT'O TIPUMEHEHUS Iperapara JIUTUS 1
KBETHANKMHA TI0 CPAaBHEHUIO C MPUMEHEHHUEM IIanebo ¢ KBeTHANMHOM Yy B3POCHBIX MAI[UEHTOB C
OCTPBIM MaHHWaKaJbHBIM JMH3040M OoJsiee BbicOokass 4dactota pa3Butus OIIC (B ocobeHHOCTH,
TpeMopa), COHJIMBOCTU W YBCIWYCHHUA MACCBI TCJIa 61:1.]13_ OTMCYCHA B TIpYyHOIiC MalMCHTOB,
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IMOoJIydyaBHUIMX IIpErapar JUTHUA 10 CPAaBHCHUIO C ITOJYyYaBIIMMU nnaue60 B Ka4CCTBEC ,I[O63BJ'ICHI/IH K
TCpallii KBECTUAIIMHOM.

He oTMeueHO KIMHMYECKM 3HAYMMBIX H3MEHEHMH (apMaKOKMHETHUKU BailblipoaTa HATpUs U
KBETHAIIMHA IIPU UX OJHOBPEMEHHOM IIPUMEHEHUU. B peTpOCIEKTUBHOM UCCIIEIOBAHUHU Y JETEN U
[IOJIPOCTKOB, MOJIyYaBIIUX IpenapaT BaJIbIIPOEBOM KUCIOTHI, KBETHAIIMH WK 00a Ipenapara, Obuia
oTMedeHa OoJiee BBICOKAs 4acTOTa HEUTPONEHWH M JICHKONEHWH B TpyMHIe KOMOMHUPOBAHHOMN
Tepanuy 10 CPaBHEHUIO C TPYNIIaAMUA MOHOTEPAIIHH.

HccenenoBanus 10 M3y4EHUIO B3aMMOJCHUCTBUS KBETHAIIMHA C IPENapaTaMy, PUMEHIEMBbIMU IIPH
CEepAECYHO-COCYTUCTHIX 3a00JI€BAHUAX, HE IPOBOANIHCE.

Crenyer co0uo1aTh OCTOPOKHOCTD MPH OJHOBPEMEHHOM IIPUMEHEHUN KBETHAIMHA U PErapaToB,
CIIOCOOHBIX BBI3bIBATH HAPYILIECHHUE 3JIEKTPOJIMTHOIO OanaHca U yanuHeHue uarepsaia QTc.

KBeTnanuH HE BBI3BIBAI WHIYKIIMH MHUKPOCOMAIBHBIX (EPMEHTOB IICYCHH, YYACTBYIOIIUX B
MeTtabosm3me eHa3oHa.

VY nanueHToB, MPUHUMABIIMX KBETHANHWH, ObUIM OTMEUEHBI JIOKHOIOJIOKUTEIbHBIE PE3YIbTaThl
CKpPUHUHI-TECTOB HA BBIABICHUE METAJ0HA U TPULMKIMYECKUX AaHTUIACIPECCAHTOB METOAO0M
UMMyHO(EepMEHTHOTO aHayim3a. JlJis TOATBEpKICHUS Pe3yIbTaTOB CKPHUHHHTA PEKOMEHIYETCS
MIPOBEJICHUE XPOMATOrpauIecKOro UCCIeIOBAHMUS.

4.6. ®epTUIBLHOCTD, 0EPEMEHHOCTD M JTAKTALUSA

bepemeHHOCTB

Ilepeswviit mpumecmp

ITpu ananu3e HEOOIBIIOTO 0ObEeMa OMyOIMKOBAHHBIX JAHHBIX O CIIy4yasX OepeMEHHOCTE! y XKEHIIHH,
nosiydyaBmiux kBeruanuH (1. €. or 300 mo 1000 mcxonoB OGepeMeHHOCTH), BKIIIOYas OMHCAHUS
OTIENbHBIX CIIy4aeB M HEKOTOpble HAOMI0aTeIbHbIe HCCIIEA0BaHMs, HE ObUIO BBIABICHO
MOBBIIEHHOTO PUCKAa MOPOKOB Pa3BUTHS, CBA3aHHBIX C Tepanued. OJHaKO HAa OCHOBAHUU BCEX
MMEIOIINXCS TAaHHBIX HENb3sl ClleNaTh OJTHO3HAYHBIN BBIBOJ. B MccieoBaHUAX Ha dKUBOTHBIX ObLTH
MIPOJIEMOHCTPUPOBAHBI IPU3HAKU PETIPOTYKTUBHOW TOKCUYHOCTH.

beszomacHocTh 1 B(I)q)CKTI/IBHOCTB KBETHAIIMHA Y 6CpeMCHHBIX JKCHIIWH HE YCTAHOBJICHBI. HO3TOMy
BO BpEMsA 6ep€MeHHOCTI/I KBETHAIIMH MOYXHO HNPHUMCHATH TOJIBKO B TOM ClIydac, €CJIM OKHuJacMas
IoJIb3a AJid MaTCPU OIIPaBABIBACT MOTEeHIIHATIbHBIN pHUCK UIA TJ10J4.

Tpemuu mpumecmp

IIpy npuMeHeHnH aHTUTNICUXOTUYECKUX MPENapaToB, B TOM YHCIIE KBETHAIINHA, B TPETHEM TPUMECTPE
OepeMEHHOCTH Y HOBOPOXKIACHHBIX MOSBISETCS PUCK Pa3BUTHSI HEXENATENbHBIX pPeakluil pa3Hoi
CTETEeHH BBIPAXKEHHOCTH U JUTuTeNnbHOCTH, BKItouas DIIC u (uam) cunapom «otmeHs». Cooliianochk
0 BO30YXXJIEHUH, TUIEPTOHYCE, TUIIOTOHYCE, TPEMOpPE, COHJIMBOCTH, PECIHPATOPHOM JUCTPECC-
CHHJpPOME WJIM HapyIIEHUsX KOpMiIeHUs. B cBA3M ¢ 3TuUM clenyeT TIIATeNbHO HAOIIOAATh 3a
COCTOSIHHEM HOBOPOKJICHHBIX.

JlakTaus

JlanHble 00 3KCKpelMH KBETHANHMHA C TPYJIHBIM MOJIOKOM IIpU MPHEME B TEPANEBTUYECKUX J03aX,
OCHOBAHHBIE Ha OYEHb OTPAHUYEHHBIX CBEACHUSAX U3 OMYOIMKOBAHHBIX COOOIIEHUH 00 KCKpELuH
KBETHAIHMHA C TPYAHBIM MOJIOKOM, IPOTUBOPEUMBHI. BBUAY OTCYTCTBHSI Ha[I€)KHBIX TaHHBIX CIIEIyEeT
MPUHATH pelieHue J100 0 MPEeKpaIleHny TPYAHOTO BCKapMIIMBaHUs, THOO0 O MPEKpaLeHUH Teparnuu
MpernapaToM € y4e€TOM IOJIb3bl TPYJHOTO BCKapMIIMBaHMS A peOEeHKAa M IMOJb3bl Tepanmuu s
KECHILMHBI.

DepTUILHOCTE
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BnusiHue kBeTnanuHa Ha (QEpTUIBLHOCTH Yy YEJIOBEKa HE OLIEHUBAJIOCh. D(PQEKThl, CBA3aHHBIE C
MOBBIIICHHBIM YPOBHEM IMPOJAKTHHA, HAOMIOJAINCh Yy KPBIC, XOTS OHH HE HUMEIOT MHPSIMOTO
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 U BIHUATh HA CKOPOCTh IICUXOMOTOPHBIX pEAKIHi, MMO3TOMY B MEPHOJ JICYCHUS
MarueHTaM He peKOMEHIYeTCs yIPaBIIsATh TPAHCIIOPTHBIMU CPECTBAMH U paboTaTh C MEXaHU3MAMH,
MoKa He Oy/IeT yCTaHOBJIEHA MHAUBHIyalIbHAs IEPEHOCUMOCTh TepaIlnu.

4.8. HexkesaTeJibHbIE peaKINU

Pesrome nmpoduist 0e301acHOCTH

Haubonee yacTpie HexenaTeabHble peakiiui kBetuanuna (> 10 %): COHITUBOCTE, TOJIOBOKPYKEHHE,
roJOBHAsE 0OJb, CYXOCTb CIIM3HCTON OOOJOYKH IMOJOCTH PTa, CHHIPOM «OTMEHBD», TOBBIIICHHE
KOHIIGHTPAllUU TPUTIUIEPUIOB B CHIBOPOTKE KPOBH, IIOBBIINICHHE KOHIICHTPALIMU OOIIETOo
xonecrepuHa (rmaBHbIM oOpa3om xonectepuna JIIIHII) B ChIBOpOTKE KpOBH, CHUXKCHHE
CBIBOPOTOYHOM KOHIeHTpauuu xosectepuHa JIIIBII, yBenuueHue ™accel Tejla, CHUKECHUE
KOHIIeHTpanuu remorioduna u DIIC.

TabnuaHoe PE3IOME HEXKEIIATSIbHBIX PeaKIIHi

YacrtoTa BCTPCHYACMOCTHU OIIPEACIICHA CICAYIOIIUM O6p3.30MZ

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).

HexenaTenbHBIE peakuy CTPYIMITUPOBAHBI B COOTBETCTBUU C TIOPSIKOM HAa OCHOBAaHUHM CHCTEMHO-
oprannbix kinaccos (COK).

Tab6auna 1. HexkesnatenbHble peakiiuy NPH Tepanuu KBeTHANIMHOM

COK HexenatenbHasi peakuus

Hapywenus co cmoponul kposu u aumghamuyeckoii cucmemol

OdeHb 9acTo CHuXeHME KOHIIEHTPALUU FeMOrJI00uHa?

Yacro Jleiikonenus'?, cHIKEHME KOMYECTBA HEUTPOPUIIOB, TOBBILIEHHE

KOJIMYECTBA 503UHO(UIOB?

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

Hapywenus co cmopoHvl uMMyHHOU cucmemsl

Heuacto Peakuny runepuyBCTBUTEIBHOCTH (BKITIOUAS aJUIEPTUIECKIE KOXKHBIE
peaKIIum)
Odens penko AHaduIakTHIECKHE PeaKIuK®
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OHooxkpunnble HapyueHus

Yacto [UneprnpoNaKTUHEMHA Y, CHIKEHUE KOHIIEHTpanuy obmiero T4
CHWKEHHE KOHLIEHTpAIMK cBoO00IHOro T4%4, cHUKEeHNE KOHLIEHTPAMH
o6mero T3%*, noseimenne konnenTpamuu TTI? B mnasme kposu

Heuacro CHuKeHHe KOHIIEHTpanuu cBoboaHoro T3%4, runorupeos?

Ouensb penko

CI/IH):[pOM HeaI[eKBaTHOﬁ CCKPCLMUN aHTUAUYPECTUUCCKOI'O rOpMOHa

Hapywenus memaboauzma u numanus

OueHb yacTo

IToBbImeHMEe 10,30

CBIBOPOTOYHBIX ~ KOHLEHTPAMH  TPUIJIMLEPHIOB
o0mero xonecrtepuHa (TIaBHbIM 00paszoM, xonectepuna JITTHIT) %0,
CHIDKEHHE CBHIBOPOTOYHON KOHIEHTpamun xonectepuna JIIIBITH®,

yBeJuueHne Macchl Teaa®’

Yacro [TOBBIIIEHNE ATIETUTA, TIOBBIIEHHE KOHLEHTPAIIUH TIIFOKO3BI JI0
YPOBHS THIIEPrIMKeMUn® >

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

Penxo Mera6onuueckuii cunapom?’

Tcuxuueckue napywenus

Yacto HeoObIuHbIC U KOIIMApHbIC CHOBHJICHUS, CYUIIMIATbHBIC MBICITH U
CYULIUJIAJIBHOE nosenerne’
Penxo CoMHaMOyJIHM3M U CBSI3aHHBIC C HUM SIBIIEHUS, TAKHE KaK PeYb BO CHE H

paCCTpOﬁCTBO IUICBOIo MOBCACHHUA BO CHE

Hapywenus co cmoponul nepgnoti cucmemsl

OueHp 4acTo Tonosokpyxkenue*®, conmisocts?!®, ronosnas 6omp, DIICH?
Yacto Huzaprpus
Heuwacro Cynoporu?, cCHHAPOM «OG€CIIOKOMHBIX HOI», MO3IHSIS JUCKMHE3US >,

06Mopok*!8, criyTaHHOCTH CO3HAHUS

Hapywenus co cmopoHul opeana 3penust

Yacto

HeueTkocTh 3PpCHU

Hapywenus co cmoponul cepoya

Yacto

Taxukapaus®, onrymenue cepaueouenus>®

Heuacto

Vuunenue untepsana QT 1218 Gpanukapua

YacToTa HEU3BECTHA

Kapauomuonarus, MUOKapAUT

Hapywenus co cmopoHul cocyoos

Yacto

Oprocrarudeckas runorensus ™o

Penxo

Benosnas TpoM60sMOomst

YacToTa HEH3BECTHA

Uucynpr®

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

Heuacto Punut

Hapymenuﬂ CO CMOPOHbL ofceﬂy()quO—Kumeqﬂoeo mpaxkma

Ouens yacto CyX0CTh CITU3UCTOM 00OJIOUKH MOJIOCTH

pTa

Yacro Jucrnencus, 3anop, ppoTa®
Heuyacro Hucharus’
Penko [Tankpearut!, KuIIeYHast HEMPOXOAUMOCTh/HIIEYC

Hapymeﬂuﬂ CO CMOpPOHbL neveru u cheﬂq€6b160()}lu/;ux nymeﬁ

Yacto [ToBbIIEHNE aKTUBHOCTH anaHuHaMuHOTpaHc(epassl (AJIT)3, ramma-
rayramuntparcnentuaassl ([TT)? B muasme kposu

Hewacto T[ToBBINIEHNE aKTUBHOCTH acniapraramuHotpancdepassl (ACT)® B
1a3mMe KpoBH

Penko XKenryxa®, remarur

Hapywesz CO CNMOPOHbL KOJMCU U NOOKOMCHBIX MKAHEL

OueHsb penko

AHruoneBpoTuueckuii otek®, cunapoM Crusenca-/IKoHCOHa®

YacToTa HEM3BECTHA Toxcruyeckuid snuAepMaIbHbIN HEKPOIHU

(DRESS-cunIpoM), KOXKHbINA BACKYJIUT

3, MHOTOOPMHAS SPUTEMA,

OCTpBII T€HEPANTN30BaHHBINA AK3aHTEMATO3HBIN MTyCTYJIE3,

JICKApCTBEHHAas pe€aKuus C 303HHO(1)HHHCﬁ U CUCTCMHBIMH CHUMIITOMaMH

Hapywenus co cmoporwvl mblueyoll, KOCMHOU U COeOUHUMENbHOU MKAHU

Ouensb penko Pabnomuonus

Hapywenus co cmoponul nouex u mouesbig00suyux nymet

Hewacto 3anepkka MOUH

E@peMeHHOCWlb, nowzepodoeblﬁ nepuod Uu nepuHamalbHovle COCMOosHUA

YacToTa HEeU3BECTHA CI/IHI[pOM «OTMCHBD» Y HOBOPOIKICHHBIX

31

Hapywenus co cmoponul penpooykmueHoii cucmemsl 4 MOJIOYHBIX Jiceie3

Heuwacto CekcyanbHast AUCHYHKLIUSL

Penxo [Tpuanusm, ranakropesi, HaOyxaHue MOJI

MCHCTPYAJIbHOT'O ITUKJIA

OYHBIX KCJIC3, pac CTpOﬁCTBa

Obwue Hapyuienus u peakyuu 8 mecme 68e0eHus

OueHb 4acTo Cunapom «oTMeHb»

Yacro Jlerkast acrtenms, mnepudepuUecKue OTEKH, pPa3ApPaKUTEIHHOCTH,
JMXOopajKa
Penxo 3J10KaueCTBEHHBI HEHPOJIENTUIECKHUI CUHIPOM, THIIOTEpMHST

JlabopamopHnuie u uncmpymenmanvhvie OanHble

Penxo

Toebiuenune aktusHocTH KOK B miasme kposu'

1. Cwm. pasnen4.4.
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10.

11.

12.
13.
14.
15.

16.
17.

18.

19.

20.

21.
22.

23.

24,

25.
26.

217.

28.

CoHnMBOCTh OOBIYHO BO3HMKAET B TEYEHHE IEPBBIX 2 HEJENb I0CJIE Hadala Tepaluu M, Kak IpaBHIIo,
pasperaercst Ha GOHE MPOIOIDKAIOIIETOCS TPHeMa KBETHAITHHA.

VY HEKOTOpBIX MAallMeHTOB, MOJYyYaBIIMX KBETHANUH, OTMEYAJIOCh OECCHMITOMHOE MOBBILEHHE (= 3 pa3a oT
BEpXHEH rpaHuIlsl HOpMBI ITpu onpezaeneHun B mo6oe BpeMs) akTHBHOCTH ACT, AJIT uI'T'T B ceIBopoTKe KpOBH,
Kak IpaBujIo, oOpaTiMoe Ha ()OHE MPOJOIDKAIOUIErOCs MpUeMa KBEeTHAIMHA.

Kak m npyrme aHTHICHXOTHYECKHE TPENaparbl C 01-aJpEeHOONOKHUPYIOMNM ACHCTBHEM, KBETHAIIUH YacTO
BEI3BIBAET OPTOCTATHYECKYIO THIIOTCH3HMIO, KOTOpas COMPOBOXKIAETCS TOJOBOKPYKCHHEM, TaXWKapIueH, B
HEKOTOPBIX CITydasx — 0OMOPOKOM, OCOOEHHO B Havaye Teparuu IPU THTPOBAHUHK 0361 (cM. paszen 4.4.).
YacroTa MaHHBIX HEXeNATEIbHBIX PEaKIWH MPHUBEICHA HAa OCHOBAHUH PE3yNBTATOB IOCTPETHUCTPAIIOHHOTO
HaOJIIONECHUS.

KonmeHTpamus TIOKo36l B IDIa3Me€ KPOBH Hatomak > 126 mr/mn (> 7,0 MMONB/T) WM TOCTIpaHIHAIEHON
KOHLEHTpALHH T1F0K03bl > 200 Mr/mt (> 11,1 MMounb/i1) XOTs OBI TP OZHOKPATHO.

Bonee Bricokas yacrora gucaruu Ha (OHEe KBETHAIIMHA TI0 CPABHEHUIO C IUTanebo Obula OTMEYeHa TOJNBKO B
KJIMHUYECKHUX UCCIIEIOBAHUAX Y MALMEHTOB C JETIPECCHEH B CTPYKTYpE OUIONISIPHOTO PacCTPOHCTBA.
[NoBeimenue ucxoaHoM Macchl Tena > 7 %. B 0cHOBHOM BO3HHUKAET B NEPBbIC HEAEIH TEPAITUH Y B3POCIIBIX.
[lpn w3y4eHUM CHHAPOMAa «OTMEHBD» B KPaTKOCPOYHBIX IUIANE00-KOHTPOJIMPYEMBIX —KIMHHYECKHX
HCCJIEJOBAaHMSAX KBETHAIIMHA B PEXKMME MOHOTEpANHMU ObLTH OTMEYEHBI CIEIYIOIINE CUMITOMBL: OSCCOHHHMIIA,
TOIHOTA, TOJIOBHAs 0ONb, OWapes, pPBOTA, TOJIOBOKPYXCHHE W pa3apakKHTEIbHOCTh. YacToTa CHHApOMA
«OTMEHBI» CYIIECTBCHHO CHIDKAIACH uepe3 | HeJelto ociie IpeKpaieHns IprueMa mpernapara.

[NoBrIenne KoOHUEHTpanuu TpuriaunepuaoB > 200 mr/mn (> 2,258 mMons/m) y mamueHtoB > 18 et wim
> 150 mr/mn (> 1,694 mMois/i) y manmeHToB < 18 net, X0t ObI TP 0THOKPATHO.

[NoBrIIeHNe KOHIIEHTpaHK 00mIero xonectepuHa > 240 mr/mi (> 6,2064 Mmmoip/m) y mamuesTos > 18 et wim
> 200 mr/m1 (> 5,172 mmonb/n) y nauuenToB < 18 jer, XoTa Obl pu ogHOKpaTHO. OYeHb 4acTo HAaOMII0AAIOCh
MOBBIIICHUE KOHIeHTpanuu xonectepuna JIITHIT > 30 mr/mn (> 0,769 mmonns/i). CpeaHee 3HaYCHHE AaHHOTO
HU3MEHCHHUS Y ATHX MAIUeHTOB cocTaBmio 41,7 mr/mn (> 1,07 mMoub/7).

CwM. BhIIIIE.

KomuiuecTBo TpoMm6oimToB < 100 X 10%/1 X0Ts 651 OMHOKPATHO B TF000€ BPEMS.

ITo naHHBIM COOOIIEHMIT O HEXKENATENbHBIX SBICHHUAX MOBbINICHUs akTHBHOCTH KDK, He acconmmupoBaHHOTO €O
37I0KaYeCTBEHHBIM HEUPOICTITHUECKAM CHHAPOMOM, B KIIMHUIECKUX HUCCIICTOBAHMAX.

[oBrIlIeHNe KOHIEHTPAIMH TMPOJAKTHHA y ManueHToB > 18 met: > 20 Mkr/m (> 869,56 nmMone/n) y MyX4uH,
> 30 mkr/n (> 1304,34 mMoute/i) Y )KEHIIUH TPU ONPEACTICHUH B TI0O0H MOMEHT.

MoskeT IpHUBOAUTH K MAJACHUIO.

CHmwxkenue 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 m3meHenust untepBasia QTc oT < 450 mcex g0 > 450 mcek ¢ ymmmHeHueMm > 30 mcex. B miame6o-
KOHTPOJIUPYEMBIX HCCIIEIOBAHUIX KBETHAIIMHA cpeiHee n3MeHeHue uurepBasia QTc 10 KIMHUYECKH 3HAYMMOTO
YPOBHSI M 4aCTOTa 3TOT0 U3MEHEHHUs B TPYIINe KBETHANNHA U IPYIIIe Mianedo He pa3indajuch.

W3menenwue ot > 132 mmoub/a 10 < 132 MMOJIB/1T XOTS OBl OHOKPATHO.

Ciyyan CyuIMIalNbHBIX HAaMEPEHWH W CYHMLIWAAIBHOTO IIOBEJCHUS ObUIM OTMEYEHBI BO BpeMs Tepaluu
KBETHAIMHHOM HJIA BCKOPE TI0CTIE ee mpeKpanieHus (cM. pasaen 4.4.).

Cwm. pazgen 5.1.

CHmwkeHHe KOHIeHTpanuu remorinodmHa < 13 r/mr (8,07 mMons/i) y myxunH U < 12 v/mn (7,45 Mmmons/in) y
KCHITMH XOTA OBl OJHOKpaTHO oTMedanock y 11 % mamuentoB Ha ()OHE TpHeMa KBETHAllMHA BO BCEX
KIMHAYECKUX HCCICIOBAHUAX, BKIIOYAs ITUTEIBHYIO TEPANri0 B OTKPHITOM Iepuone. Y STHX IAaleHTOB
CpefiHee MaKCHMaJIbHOE CHM)KEHHE KOHLECHTPAIMHM I'eMOIJIOOMHA B JII000H MOMEHT HMCCIICIOBAHUSI COCTaBHIIO
1,50 r/mn.

JlaHHbIe SIBJICHUSI 4acTO OTMEYalid Ha ()OHE TaxXWKapJHH, T'OJIOBOKPYIKEHUs, OPTOCTATHYECKOW THIOTEH3HU
U (WJIK) COMYTCTBYIOLICH MAaTOJIOTHH CEPICUHO-COCYANCTON UITH JIBIXaTeIbHON CHCTEMBI.

Ha ocHOBaHHMHM MOTEHIMAIBHO KIMHUYECKH 3HAYMMBIX OTKJIOHEHHH OT HOPMAJbHOTO HCXOJHOTO COJCPIKAHUS,
OTMEUYEHHBIX BO BCEX KIMHMYECKHX HCCIEOBaHUAX. MI3mMeHeHus koHneHTpanuu obmero T4, ceobomnoro T4,
obmero T3, cBobomnoro T3 mo 3HaueHmid < 0,8 OT HWKHEH TpPaHWIBEI HOPMBI (IIMOJB/MI) M TIOBBILIICHHE
koHueHrpauuu TTI > 5 MMEx/n npu onpenenenun B 1060 BpeMs.

Ha ocHOBaHMY TOBBIIIEHHOW YaCTOTHI BOSHUKHOBEHHMS PBOTHI Y IIALMEHTOB ITO>KHIIOTO Bo3pacTa (> 65 yer).

Ha ocHOBaHWHM M3MEHEHHs KOJIMYECTBA HEWTpopuios or > 1,5 x 10%1 oT ncxoaubix 3Havenuii 1o < 0,5 x 10%/n
B JIF00O MOMEHT BO BpeMs TEpAIMU M MALMEHTOB ¢ TSHKENOH Helitponenuei (< 0,5 x 10%n) u undexnueit Bo
BCEX KIIMHMYECKUX HCCIIEOBAHUIX KBeTHanuHa (cM. paszen 4.4.).

Ha ocHoBaHMM NOTEHIMANbHO KIMHUYECKH 3HAYUMBIX OTKJIOHEHHH OT HCXOJHO HOPMAJBHOTO YPOBHS,
OTMEUYEHHBIX BO BCEX KJIMHHYECKHX HCCIIEIOBAHMAX. M3MeHeHHe KoaudecTa 303uHOPUIOB > 1 x 10%n mpu
OTIpEJICIICHNH B JIFO00E BpEeMS.

Ha ocHOBaHWM MOTEHIMAIBHO KIMHWYECKH 3HAYUMBIX OTKIOHEHHH OT WCXOJHO HOPMAJBHBIX 3HAYCHHH,
OTMEUEHHBIX BO BCEX KJIMHHYECKUX HCCIEN0BaHUAX. M3MeHeHHe KonuuecTsa JelikomuToB < 3 x 10%1 mpu
OTIpEJICIICHNH B JIFO00E BpEeMS.
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29. Ha ocHOBaHMM COOOLICHUI O HEXENATEIbHBIX SBJICHUAX «META0OIMUECKUH CHHAPOM» BO BCEX KIMHUYECKUX
HCCIIEJOBAaHUAX KBETHAIIMHA.

30. VYV HeKoTOpBIX NAalMeHTOB B KIWHMYECKUX HCCIEIOBAaHMAX OTMEYAIOCh YXyHIIEHHE Oojiee 4eM OJHOTO
METabOJIMYECKOT0 MOKa3aTelsl, TaKUX KaK Macca Tela, KOHLEHTPAlMs IJIOKO3bl B KPOBH M IIOKa3aTesu
IUIHIHOTO oOMeHa (cM. paszen 4.4.).

31. Cwm. paznmen 4.6.

32. MoxeT pa3BUThCSI B MOMEHT WJIM BCKOpE IOCJE Hadaja TEpamiHd W COMPOBOXKAATHCS TUIOTCH3MEH W (WLITH)
obMopokoM. YacTtora yKa3zaHa Ha OCHOBAaHWH COOOMICHHH O pa3BUTHH OpamgukapIudl ¥ CBS3aHHBIX
HEXeJaTeIbHbIX SIBJICHHI BO BCEX KIMHUISCKHUX HCCIIEIOBAHUIX KBETHAIIMHA.

33. Ha ocHOBaHMH pe3yJIbTaTOB OJHOTO DPETPOCIICKTUBHOI'O HEPaHAOMH3HPOBAHHOIO SHHIEMHOJIOTHYECKOTO
HCCIICIOBAHHSL.

VYanunenue unrepBana QT, xeinyaodkoBash apuTMus, BHE3allHasi CMEpPTh, OCTAaHOBKAa cepiala U
JBYyHAIIpaBICHHAs JKEIYIOYKOBas TaXWKapaHus CUYMTAKOTCA HEXKEIATEIbHBIMU  PEaKLMAMU,
IIPUCYIIUMH HEUPOJIEITUKAM.

Tsokenble KOXHBIE HEXeNaTelIbHble peakluuH, BKiIoYas cuHapoM CruBeHca-/[)KOHCOHa,
TOKCHYECKUH 3muepManbHbiii Hekposm3, DRESS-cunapom Obutn 3apeructpupoBaHbl Ha (OHE
Tepanuy KBETHATMHOM.

€T

VY nereil M MOAPOCTKOB BO3MOXHO Pa3BUTHUE TEX K€ HEXKEIATENbHBIX PEAKIMM, YTO U Y B3pPOCIIbIX
nanueHToB. B tabnuie 2 npuBeeHbl HeXKeNaTeNIbHbIE PEaKlUU, KOTOPble BO3HUKAIOT Yallle y JeTel
u noapocTkoB (B Bo3pacte 10-17 jer), yem y B3pOCIHBIX MAllMEHTOB, a TAKXKE HEXKEJIaTeJbHbIE
peaKIMy, KOTOpble He OB BBISBIEHBI y B3POCIBIX MMAIUEHTOB.

Taﬁ.lmua 2. HexxenaTeabHbIe P€aKIUM IIPU TEPAlNIMU KBETHAIIMHOM, KOTOPbIC 0TMEYAJIUCDH Y
HETeﬁ 1 IMMOAPOCTKOB Yalie, 4€M Yy B3pPOC/IbIX, 4 TAKIKE HEKETATECJIbHbIC PEAKIIUH, KOTOPbIC HE
ObLJIM BBISIBJIEHDI Y B3pPOCJIBLIX NTAIIUEHTOB

COK

HexenaTenbHas peakums

Onooxpunnvie HapyuieHus.

OueHp yacTo IloBeimIcHNE KOHOCHTpauu l'IpOJ'IaKTI/IHa1

Hapywenus memabonusma u numanus

OueHsp yacTo IloBbIIeHNE amnTIeTUTA

Hapywenus co cmoponw nepenoti cucmembl

OueHb 4acTo AIIC3

Hapywenus co cmoponul cocydos

OueHb YacTo IloBEIICHME apTCpUAIIBHOIO Z[a,B.]'IeHI/ISI2

Hapywenus co cmoponul ObixamenvHol cucmembvi, 0pearos 2pyOHOU KIemKu U cpedocmenus

Yacto Punut

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

OueHb yacTo PBota

Obwue napyuienus u peakyuu 8 mecme 66e0eHusl

Yacro Pa3ipauTenbHOCTD

1. TloBbllIeHHE KOHLEHTPALMH ITPOJIAKTHHA Y nanueHToB < 18 net: > 20 mxr/n (= 869,56 nMonb/n) y MyxuuH, > 26
MKr/a (> 1130,43 nMonb/i) y JKEHIUH TPU ONpeJeieHUu: B 00oit Moment. Menee yem y 1 % marueHTOB
oTtMmeuanoch [loBbllieHrne KOHIEHTpaluK npojaktuHa > 100 Mkr/n oTMedanock y MeHee 4eMm 1 % nannmeHTos.

2. Ha ocHOBaHMM W3MCHEHHMH BBIIC KIMHUYECKH 3HAYUMBIX TpaHull (aJanTUPOBAHO IO KPUTEPHUIM
Hanmonanssoro Mucturyra 3n0posest, CIIIA — National Health Institute) wiu moBbIIEHHE CHCTONHYECKOTO
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apTepHaIbHOrO AaBieHus > 20 MM pT. CT. WM AMACTOIMYECKOTO apTepualibHOro napieHus > 10 MM pr. cT. mpu
M3MEPEHUH B JII000€ BpeMs B JIBYX KpaTKOCpO4HBIX (3—6 Henelb) miane00-KOHTPOIUPYEMBIX HCCIIEIOBaHUN Y
JIeTEeH U MOIPOCTKOB.

3. UYacrora COOTBETCTBYET 4acTOTE, HAOIIOJAEMOW Yy B3POCIHBIX MAIMEHTOB, HO MOXXET HMMEThb pa3IH4HbIC
KIIMHUYECKUE MOCIEACTBUA Y JETEH U IOJPOCTKOB 10 CPABHEHUIO CO B3POCIIBIMY MAIUEHTAMMU.

COO6I.HCHI/I€ 0 IMOA03PEBACMBIX HEXKECIATCIIbHBIX PCAKIINAX

BaxxHo coobmare O TOA03PEBAaCMBbIX HEKENATENbHBIX pEaKUHUAX II0CIE PErucTpaluu
JIEKapCTBEHHOI'0 IIpernapara ¢ LeJbl0 00eCHeueHUs] HeNpPepbIBHOIO MOHMTOPUHIA COOTHOLIEHHS
«I0JIb3a — PHUCK» JIEKApCTBEHHOTO TpenapaTta. MeAMIMHCKUM pPa0OTHUKAM PEKOMEHIyeTCs
coo01IATh O JIOOBIX M0103PEBAEMBIX HEKEJIATEIIbHBIX PEAKIMAX JEKAapCTBEHHOr0 IpenapaTa yepes
HAllMOHAJIbHBIE CHUCTEMBbl COOOILIEHUS O HEXKEIATENbHbIX pEeakUusiX TOCYJapcTB — UJIEHOB
EBpa3uiickoro 3KOHOMHYECKOT0 COH3a.

Poccuiickas ®@enepanns

denepanbHas ciryx0a 1Mo Haa30py B chepe 3ApaBOOXpaHCHUS

109012, r. Mocksa, CraBsiHCKast Iiiomanp, 1. 4, ctp. 1

Tenedon: +7 800 550 99 03

Anpec 37eKTpoHHO# mouThl: pharm@roszdravnadzor.gov.ru wiu npr@roszdravnadzor.gov.ru

Caiit B MH(pOpPMAIIMOHHO-TEICKOMMYHHKAMOHHOM cetn «HTepHe™: https://roszdravnadzor.gov.ru

4.9. Ilepeno3upoBKa

CHUMIITOMBI

Coo0m1anoch 0 JeTalbHOM UCXO/€ Mpu mpueme 13,6 T KBeTHanuHa y MalueHTa, y4acTBOBABIIETO B
KIIMHUYECKOM HCCIICJIOBAHUH, a TaKXKE O JICTAIBHOM HCXOJIE IMOCie pueMa 6 I' KBEeTHAIMHA TIPH
MOCTPETUCTPAIIMIOHHOM U3YYeHHH TIpenapaTa. B To e BpeMs omucaH ciydaii mpremMa KBeTHanuHa B
no3e, npessimatotieii 30 r, 6€3 JIeTaTbHOT0 UCXO0/a.

CUMIITOMBI, OTMEUEHHBIE TTPU TIEPEI03UPOBKE, B OCHOBHOM OBLIN CIIEACTBHEM yCUIICHUS N3BECTHBIX
(dapmakonornueckux 3>(P(HEeKTOB KBETHAINMHA, TAaKWX KaK COHJIMBOCTh M CeJaIvs, TaXWUKapIus,
CHIDKEHUE apTepHallbHOTO JaBJieHHs U aHTHXonuHeprudeckue 3¢dextsl. [lepeno3npoBka MoxkeT
MIPUBOIUTH K yBenuueHuto uHTepBasia QT, cygoporam, snmuiienTuuecKoMy CTaTycy, pabIoMUOIH3Y,
YTHETEHUIO JABbIXaHUS, 33/IeP>KKe MOUH, CIIyTAHHOCTH CO3HAHUs, Opeay u (1) BO30YKIECHUIO, KOME
U CMEpTU. Y TAIMEHTOB C TSHKEJIBIMU CePJIeYHO-COCYANCTHIMU 3a00JICBAaHUSIMU B aHAMHE3€ PUCK
Pa3BHUTHS HEKENATSIbHBIX PEAKIM TPH MEPET03UPOBKE MOKET YBEIUUUBATHCA (CM. pasaen 4.4.).

Jleuenue

Crenunpuyeckux aHTHIOTOB K KBETHANWHY HET. B ciayyasx TspkeloW HMHTOKCHUKALUU CIEAyeT
MOMHUTh O BO3MOXKHOCTH TIE€PEAO3UPOBKM HECKOJBKMMH JIEKAPCTBEHHBIMH MpernapaTaMu.
PexoMeHnyeTcss MpOBOANTh MEPOTPHUSATHS, HAPABICHHBIE HAa TOJACpXKaHUe (PYHKIMH JIbIXaHUS U
CEPJIEYHO-COCYANCTON CUCTEMBI, OOeCIIeueHNe aJIeKBaTHOW OKCUTEHAIIMN U BEHTUJISALIUHN.

OnyOnukoBaHBl ~ COOOIIEHUS O  paspelieHuH  JCNUpusi, BO3OYXKAEHUS U SBHOTO
AHTUXOJIMHEPTUYECKOT0 CHHAPOMA I10CIe BHYTPUBEHHOTO BBEJIEHUSI (PU30CTUTMUHA (B 03€ 12 MT)
M0JT TOCTOSIHHBIM KOHTpoJieM sJiekTpokapauorpammsl (OKI). Takol moaxoa He peKOMEHAO0BaH B
KauecTBE CTAHJAPTHOTO JICYEHUS M3-3a MOTEHIIMAJIbHOTO HEraTUBHOIO BIMSHUS (PU30CTUTMHHA Ha
BHYTPHUCEPACUYHYIO TPOBOAUMOCTE. PDU30CTUTMUH MOKHO IIPUMEHATH IIPU OTCYTCTBUU OTKJIIOHEHUH
Ha DKI'. He cinemyer mpuMeHATh (PU3OCTUTMUH TP apUTMUAX, OJIOKaIax JFOOOW CTETICHU WIIH
pacimpenun komiiekca QRS.

[TpoMbIBaHME KeyIKa B TedeHUE | gaca mociie mepeIo3upoBKH (ITOCIIe HHTYOAINH, eCITH TaIlHeHT
663 C03HaHI/I$I) U TPUMCHCHUC AKTUBHUPOBAHHOTO YIJIA H CJIa6I/ITC.HI>HI:IX CpCACTB MOXKCT
CIOCOOCTBOBAThH BBHIBEJICHUIO HEAOCOPOUPOBAHHOTO KBETHAIIMHA, OTHAKO YP(HEKTUBHOCTH ATUX MEP
HE U3y4YeHa.
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B cnyuae BO3HUKHOBEHHS pedpakTepHON apTepUaTbHONW THUIMOTEH3WHM TPU 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 CHIDKEHUS apTePUaIbHOTO TaBICHUS
Ha (hoHe OJIOKAIBI (-aIPEHOPEIIETITOPOB KBETHATTHOM ).

[TpucranpHO€ METUIIMHCKOE HAOIMIOACHHUE CJEeNyeT MPOJODKATh 10 YIYYIIEHHS COCTOSHHUS
ManueHTa.

B cnyuae mepeno3WpoOBKHM KBETHAIMHOM TPOJIOHTUPOBAHHOTO JCUCTBHUS MOXET HAOIFOIAThCS
OTCPOYEHHBbIE MHK YTHETEHHUS CO3HAHUS W MUK TaXWKapIuHh, a Takxke Oojee IIUTENIbHOE
BOCCTAHOBJICHHE 110 CPABHEHUIO C TIEPEIO3UPOBKON KBETHAIIMHA HEMEIJICHHOT'O BEICBOOOKICHUSI.

[Tepeno3upoBKa KBETHAITMHOM NPOJIOHTHPOBAHHOTO ACHCTBUS MOKET IPUBECTH K (POPMUPOBAHUIO
0e30apa JxenyaKa; Ui JaTbHeHIIeH TaKTHKY BECHHS MAIllMeHTa PEKOMEHAYETCS COOTBETCTBYIOIIAs
JIMarHOCTUYECKas BU3yainu3anus. PyTHHHOE MpOMbIBaHUE KTy IKa JUI yIalleHus 0e30apa MOXKET
ObITh HEd()(HEKTUBHO BBUAY KaMHEMOAOOHOH JIMIKOW KOHCHUCTEHIIMH MAacChl. DHJIOCKOITUYECKOEe
ynanenue gpapmakode3oapa ObUIO yCIEITHO BHIIIOIHEHO BO MHOTUX CITyYasX.

5. PAPMAKOJIOTMYECKUE CBOMCTBA
5.1. @apmakoauHamMHYecKHe CBOiiCTBa

q)apMaKOTepaHGBTI/I‘ICCKaSI 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-Je3aaKuIKBeTHANWH (HOPKBETHAINMH) B3aMMOJCHCTBYIOT C IIUPOKHUM CHEKTPOM
HEUPOTPAHCMUTTEPHBIX PELENTOPOB TOJOBHOTO Mo3ra. KBermanuH u N-ae3alKkWIKBETHAINIUH
MPOSBISIIOT BhICOKOe cpoAcTBO K SHT2-ceporoHmHOBEIM penentopam u Di-, D2-nodamMuHoBEIM
penenTopaM TroJIOBHOTO MO3Tra. AHTaroHMW3M K yKa3aHHBIM pEIEeNnTopaM B COYETaHHH C Oojee
BBICOKOW ceneKTUBHOCThIO K SHT,-ceporoHmHOBBIM perentopam, deM K Dz-godamMuHOBEIM
penentopam, 00ycIaBIuBaeT OCHOBHBIC KIIMHUYECKHNE aHTUTICHXOTHYECKUE CBOMCTBA KBETHATMHA U
HU3KYIO YaCTOTY pa3BUTHsI SKCTPATUPAMHUIHBIX HEKeTIaTeNbHBIX peakiuii. KBeTnanun He obnagaer
CPOJCTBOM K TIEPEHOCUMKY HOpaJpeHaJiMHa © oOnagaeT HU3KUM cpoacTBoM K SHTa-
CEpOTOHMHOBBIM pEIeNTOpaM, B TO BpeMsi Kak N-Ie3aiKkuaKBeTHANUH MPOSBISET K HUM BBICOKOE
cpoactBo. HrubmupoBanue mepeHocurMKa HOpaJApeHaInHA W YaCTUYHBIA aroHW3M B OTHOIICHHUH
SHT1A-CEpOTOHMHOBBIX peLenTopos, MPOSIBIIIEMBIE N-1e3aIKMIKBETHAIIMHOM, MOTYT
oOycaBiIuBaTh AHTHACTIPECCUBHOE JEUCTBUE mpemnapaTta. KBetmanuH u N-Ie3alIKUIKBETHATNH
007aaloT BBICOKUM CpPOJCTBOM K THUCTAMHHOBBIM U 01-aAPEHOpEIENTOopaM U YMEPEHHBIM
CPOJICTBOM TIO OTHOIICHHIO K O2-aApeHoperienTopaM. Kpome Toro, kBeTHanuH HE 00JagaeT WIH
o01a1aeT HU3KUM CPOJICTBOM K MYCKapHHOBBIM pPEIENTOpaM, B TO BpeMs Kak N-/1e3aKIIKBETHAINH
MPOSIBISIET YMEPEHHOE WJIM BBICOKOE CpPOJCTBO K HECKOJIBKHUM MOJITHIAM MYCKApPUHOBBIX
PEIenTOpOB, C KOTOPBHIM MOTYT OBITh CBsI3aHBl AHTHXOJHUHEPTUYECKUE (MYyCKapUHOMOIOOHEIE)
3G (DeKThI.

dapmakonmaamudeckue 3O GEKTHI

B CTaHAAPTHLBIX TECTaX Yy )KUBOTHBIX KBETHAIIWH NPOABIISICT AHTUIICUXOTUYCCKYIO aKTUBHOCTD.

VYnaensHblil Bkian Merabonuta N-Ie€3aJKUIKBETHANMHA B (PApMaKOJOTHUECKYIO AaKTHBHOCTH
KBCTHAIIMHA HE YCTaHOBJICH.

18



PesynbraTel n3yuennst DI1C y )KHBOTHBIX BBISIBHJIH, YTO KBETHAIIWH BBI3BIBACT CIIA0YIO KATAICTICHIO
B Jn03ax, 3(dextuBHO Onokupyomux Do-penentopsl. KBeTwanmuH BBI3BIBAET CEICKTHBHOE
YMEHBIIIEHUE aKTUBHOCTH Me3onmumondeckux AlO-godamuHepruuecknx 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) ¢ OOJIBIIUM JACTIPECCUBHBIM PACCTPOICTBOM MpUEM
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 BBIPAXKEHHOCTb CUMITOMOB Jenpeccun no mkaie MADRS
(Montgomery-Asberg Depression Rating Scale, mkasa ouenku aenpeccun MoHTroMepu-Acoepra)
(cpenHekBagpaTUYHOE M3MeHeHue — 7,54 6aymia) mo cpaBHEHHIO C Tuiane0o. 3a HCKIIOUYEHUEM
yacToThl pa3putus DIIC, mIepeHOCMMOCTh KBETHAIIMHA C IIPOJIOHTMPOBAHHBIM BRICBOOOXICHUEM 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
BO3pACTaeT IpU AJIUTEIbHON Tepanuy KBETHAIMHOM C IPOJOHIMPOBAHHBIM BEICBOOOXKICHHEM.

B ucciemoBanusx O0JIBIIONO IEHPECCHBHOIO paccTpoiicTsa mo kputepusim 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 KBETHAIMHA C IPOJOHTHPOBAHHBIM
BBICBOOOIK/ICHHEM T10 CPABHEHUIO C I11a1e00.

B nmByx KpaTKOCpouHBIX (6-HENENBHBIX) HCCIENOBAHUSAX KOMOMHHPOBAHHOH — 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, (IIyOKCETHHOM, TAPOKCETHHOM, CEPTPAINHOM WM BeHIa(haKCHHOM y AlleHTOB
C CcyOONTHMaJbHBIM OTBETOM Ha MOHOTEPAINUIO AHTHUJICIPECCAHTOM II0KA3aHO YIIy4IlIeHUe
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 KOHIEHTpauuu B IasMe KpoBH (Cmax) KBeTHanmuHa M N-Ie3alKWIKBETHAIMHA
JOCTHTAlOTCSl TPUMEPHO uepe3 6 4yacoB IMOcie MpHeMa KBETHANMHA C IPOJOHTMPOBAHHBIM
BBICBOOOXK/IeHHEM. PaBHOBecHass MOJISIpHAas  KOHIIGHTpAalnWs AaKTHBHOTO Merabonurta N-
Je3aJIKUIIKBETHANIHA cOCcTaBisieT 35 % OT TakOBOM KBETHAIMHA.

dapMaKOKMHETHKA KBETHANMHA U N-Ie3aIKWIKBETUANWHA JIMHEHHAs W HOCHUT J0303aBUCHUMBIN
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€,
SKBUBAJICHTHOW CYTOYHOW /103€ KBETHAIIMHA C OBICTPBIM BBICBOOOKIEHHWEM, TPUHUMAEMOM 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 ITOKa3aJik, YTO IMPHUECM ITUIIH
C BBICOKHMM COJIEP’KaHUEM KUPOB MPUBOJUT K CTATUCTUYECKH 3HAUUMOMY YBEIUUECHHUIO Cmax 1 AUC
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JUIs KBETHANMHA C MPOJIOHTHMPOBAaHHBIM BBICBOOOXKAEeHHEM — mnpumepHo Ha 50% u 20 %
COOTBETCTBEHHO. [Ipriem nuiiy ¢ HU3KUM CoJIep >KaHUEM KUPOB HE OKA3bIBAJI 3HAUMMOTO BIIUSHUS HA
Cmax 1 AUC kBetnanuna. Pekomenayercs npuaumarh npemnapat Ksentunake CP oguH pas3 B cyTku
OTJIETILHO OT MIpUEMa MUIIIH.

[TpubnuzurensHo 83 % KBeTHANMHA CBS3bIBACTCS ¢ OEJIKaMHU IJ1a3Mbl KPOBHU.

Buorpancdhopmars

VYcranosneno, uro uzopepmentr CYP3A4 sBisercss kitoueBbIM H30(PEPMEHTOM MeTador3Ma
KBETHAIMHA, OIMIOCPEIOBAHHOTO cucTeMoi nmuroxpoma P450. N-me3ankuikBeTHanuH oopaszyeTcs ¢
yuactrem uzopepmenta CYP3A4.

KBeTtnanuH u HEKOTOpBIE €ro MeTa0OoIHUThI (BKIO4as N-Ie3alKHIKBETHANNH) 00NagaroT ciabon
WHTUOMPYIOIIEH aKTUBHOCTBIO 1O OTHOIICHHIO K M30(epMeHTaM cHCTeMbl uToxpoma 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 MCCIEJOBaHUil IN VItro, He clielyeT 0KUAaTh, YTO OAHOBPEMEHHOE MPUMCHCHHE
KBETHANMHA C JPYTHMMH MpernaparaMyd MPUBEAET K KIMHUYECKH BBIPRXKEHHOMY HHTHOMPOBAHUIO
MeTabonM3Ma IpYrux JEKapCTBEHHbBIX CPENICTB, ONIOCPEIOBAHHOIO CUCTEMON 1uToXpoMma P450.

ONIMMUHALIMSA

Ilepuon mnonyseiBeneHusi (T)2) kBetnmanuHa U N-A€3aJIKWIIKBETHAIMHA 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 %
KBETHANMHAa BbIBOAUTCA moukaMu u 21 % — wuepe3 kumeyHuk. KBeTwmanuH aKkTUBHO
MeTa0OIM3UpPYyeTCs B IEUCHU, MeHee 5 % KBETHANrHA HE MOJIBEPraeTcss MeTab0IN3My U BHIBOAUTCS
B HEM3MEHEHHOM BHUJI€ TOYKAaMH MJIH Yepe3 KUIIEYHHK.

Oco0BIe TPYIIIHI ITAIMEHTOB

Ilon

Paznuunii papMakokMHETHYECKUX MTOKA3aTeNel y My 4HH U )KEHILUH He Ha0Jt01aeTcsl.
Jluya noowcunozo 6ospacma

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 MalueHToB ¢
II0YEYHON HETOCTATOYHOCTBIO TSKEJIOH CTeleHH (KIMpeHe KpeaTHHnHA 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 MEYEHOYHOM HEIOCTAaTOYHOCThIO (KOMIIEHCHPOBAHHBIM aJKOTOJIBHBINA LHUPPO3)
CpeAHMH TUIa3MEHHBIH KJIMPEHC KBETHAllMHA CHWXKEH MNpubimsutensHo Ha 25 %. Ilockonbky
KBETHAllMH MHTEHCUBHO MeTaboNM3upyeTcss B IE€YEHH, Yy TMalUeHTOB C MEYEHOYHOMH
HE/I0CTaTOYHOCTHIO BO3MOKHO IMOBBIIIEHUE TIa3MEHHONW KOHIIEHTPAIlMK KBETHAIMHA, YTO TpeOyeT
KOPPEKIIUHU J03BI.

6. PAPMAIIEBTUYECKHE CBOMCTBA

6.1. Ilepeyenb BcoMoraTe/ibHbIX BelIeCTB
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I'unipomeriosa (4000 mPas/Tum 2208)
I'unpomernosa (100 mPas/tum 2208)

JlakTo3b1 MOHOTHAPAT

[emrono3a mukpokpuctaunyeckast (turn PH 101)
Lemtrono3a mukpokpuctaummyeckas (tun PH 102)
Hatpust nutpara quruapar

Maruus creapat

0060J104Ka TUIEHOYHAs

Omnanpaii OembIii:
- runpomesuiosa 5 cP
- TuraHa auokcua (E171)
- Makporox/II2I" 400

6.2. HecoBMecTUMOCTH

Henpumennmo.

6.3. Cpok roaHocTu (CpoOK XpaHeHHs)

3 roxa.

6.4. OcoOble MepbI NPEI0CTOPOKHOCTH MPH XPAHEHUH

XpaHuThb 1pu Teminepatype He Bblie 25 °C, B OpUrHHaIbHOM YIIaKOBKeE.
6.5. XapakTep U cojep:KaHHe YIAKOBKH

ITo 10 Tabnerok B Onucrepe u3 komOuHMpoBaHHOro Mmarepuana OITA/An/TIBX u donbru
AJIFOMUHHUEBOM.

ITo 2, 3, 6, 9 nnu 10 GiucTepoB MOMEIIAIOT B AYKY KAPTOHHYIO BMECTE C JINCTKOM-BKJIABIIIIEM.
He Bce pa3mepsl yI1akoBOK MOTYT OBITh IOCTYIHBI JUIs peaTu3altu.

6.6. Ocodble MepbI MPEIOCTOPOKHOCTH MPH YTHIM3AIUH MCIOJIH30BAHHOIO JIeKAPCTBEHHOTIO

npenapara MM OTXOJ0B, IOJYYCHHBIX IOC/J€ NMPUMEHEHHs JEKAPCTBEHHOr0 mpenapara, u
Apyrue MAHMIYJISILMY € IPenapaTom

Het oco6bIx TpeGoBaHUil K yTHIIN3AIUH.

7. AEPKATEJIb PETUCTPAIIMUOHHOI'O YAOCTOBEPEHUSA

CnoBenus

AO «KPKA, n.1., HoBo mecTo»
[IImapsemka necra 6, 8501 Hoo mecTo
Tenedon: +386 7331 21 11

@axc: +386 7 332 15 37

Anpec snexkrponHoit moutsr: info@krka.biz

7.1. IlpeacTaBuTe b AEprKATEJIs] PErHCTPALMOHHOIO YI0CTOBEPEHHUS

[IpeTen3un moTpedUTENEH HAPABIIATH 1O aAPECy:

Poccuiickas @enepanns
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000 «KPKA-PYC»

143500, MockoBckast 00u1., r. Mctpa, yin. MockoBckasi, 1. 50
Tenedon: +7 (495) 994 70 70

daxc: +7 (495) 994 70 78

Anpec snekrponnoii moutsl: Krka-rus@krka.biz

8. HOMEP PETUCTPALIMOHHOI'O YIOCTOBEPEHUS

JITI-Ne(001648)-(PT-RU)

9. KATEI'OPHUs OTIIYCKA JIEKAPCTBEHHOI'O ITIPEITAPATA

.]ICKapCTBCHHHﬁ npemnapat OTHOCUTCA K KaTCTrOPUH OTITyCKa «I10 PECLCIITY».

OOmmas xapakTepucTHKa JeKapcTBeHHOro npenapata Keearuakc CP moctynHa B equHOM peecTpe
3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX CpeACTB EBpa3zuiickoro »KOHOMHUYECKOTO C€OI03a U Ha
ounmansHOM caunre YHOJIHOMOYEHHOI'O oprasa (3xcnepTHOM OpraHu3alim)
https://Ik.regmed.ru/Register/EAEU_SmPC.
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