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OBILASI XAPAKTEPUCTHKA JIEKAPCTBEHHOTO IPEHAPATA "

COOTBETCTBYET ZKCNEPTHOMY OTUETY

1. HAMMEHOBAHME JIEKAPCTBEHHOI'O IIPEITAPATA

CepButensb, 25 Mr, TabIETKH, TOKPHITHIE TNIEHOYHON 000JI0YKOM.
Cepsurenb, 100 Mr, TaGIETKH, TOKPHITHIE TUICHOYHOH 000JIOUKOM.

Cepsutenb, 200 Mr, Ta0IETKH, MOKPBITHIEC MIICHOYHONU 000JIOUKOM.

2. KAUECTBEHHBIN ¥ KOJIMYECTBEHHBII COCTAB

JlelicTByrolee BEMIECTBO: KBETHAIIHH.

CepBuTenb, 25 Mr, Ta0JETKN, HOKPBITHIE INIEHOYHON 000JI0YKOH

Kaxxnas tabierka, TOKpHITas TJICHOYHOW OOONOYKOW, COAEPKHUT 25 Mr KBeTHanuHa (B BUIC
KBeTHarnuHa pymapara).

BemecTBa, Hanmu4KMe KOTOPHIX HAJO YYUTHIBATH B COCTAaBE JIEKAPCTBEHHOrO Mpemapara: JIaKTo3a,
HaTpUH, KpacUTENb COMHEYHBIN 3aKat xkenToiid (E110) (cMm. pazgen 4.4.).

Cepsurenb, 100 Mr, TabaeTKU, TOKPBITHIE INIEHOYHOU 000JI0UYKOM

Kaxxnas tabneTka, MOKpbITas TJIEHOYHOW 000J0ukoi, comepkut 100 mMr kBeTtnanuHa (B BHIE
KBETHANMHA (hymMapara).

BemectBa, Hajnumuue KOTOPBIX HAJ0 YYUTHIBATh B COCTaBe JIEKAPCTBEHHOTO Mperapara: JIaKTo3a,
HaTpuii (cM. pasaen 4.4.).

Cepsurenb, 200 Mr, TabaeTKY, TOKPBITHIE INIEHOYHOU 000JI0UYKOM

Kaxxnas tabneTka, MOKpbITas TJICHOYHOW 000J0ukoM, comepkut 200 mMr kBeTHanuHa (B BHIC
KBETHANMHA (pymMapara).

BemectBa, Hajnumuue KOTOPBIX HAJ0 YYHTHIBATh B COCTaBe JIEKAPCTBEHHOTO Mperapara: JIaKTo3a,
HaTpuii (cM. pasaen 4.4.).

[TonHbIl TepeyeHb BCIIOMOTaTEIbHbBIX BEIIECTB IPUBEIEH B paznene 6.1.

3. JEKAPCTBEHHASA ®OPMA

TabyeTKu, TOKPHITHIE TUICHOYHOW 000JIOYKOM.

CepBuTtenb, 25 Mr, Ta0IEeTKU, HOKPBITHIE INIEHOYHOU 000JI0YKOM

JIBOSIKOBBIMTYKJIbIE KpPYTJIble TaOJETKH, MOKPBIThIE IJIEHOYHOM O00O0JIOUKOH, OpaHKEBO-PO30BOIO
L[BETA.

Cepsurenb, 100 Mr, Ta0I€TKN, TOKPBITHIE INIEHOYHOW 000JI0UYKOM

JIBOSIKOBBIITYKJIbIE KpPYTJble TaONETKH, MOKPBIThIE IUICHOYHOW O000JIOUKOH, >KeNTOro IBeTa, ¢
PHUCKOI Ha OHOU CTOPOHE TaOJIETKH.

TaGneTky MOKHO pa3ieiuTh Ha paBHBIC JI03BI.

CepBurenb, 200 Mr, Ta0I€TKN, TOKPBITHIE INIEHOYHOW 000JI0UYKOM

JIBOSIKOBBIITYKJIbIE KPYTJIbIe TAOJIETKH, IOKPBITHIE MJICHOYHOH 000JI0YKOM, Oeoro 1mBera, ¢ pucKon
Ha OJTHOU CTOPOHE TaOJIETKH.

TaGneTky MOKHO pa3ieuTh Ha paBHBIC JIO3BI.
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4. KINHUYECKHUE JJAHHBIE (MNOCNEOCBATENEHOCTE 0003)

4.1. Iloxka3aHus K NPUMEHEHUIO

IIpenapat CepBuTens noka3zaH K IPUMEHEHHUIO y B3pOCIBIX B Bo3pacTte oT 18 et auis:
e JleueHus mu3oppeHuu;
® JICYCHUS MaHHMAKAJIbHBIX SMH30/I0B B CTPYKTYpPE OUIIOIIPHOTO pacCTPONCTBA;

® JIeYEHHUs JICTIPECCHUBHBIX SIHU30/I0B OT CpPEOHEH 10 BBIPAXKEHHOM CTENEHU TSHKECTH B
CTPYKType OUIIOISIPHOTO PacCTPOICTBA.

IIpenapat He noka3aH Ui NPOQUIAKTUKNA MaHUAKAIbHBIX U IEPECCUBHBIX AMH30/I0B.
4.2. PesxuM 103MpPOBaHUS U cNIOCO0 MPHMMEHEHHUS

PexxuMbl 103UpOBaHMS, TPEAYCMOTPEHHBIC I PAa3HBIX IMOKa3aHWH, pasnuvatorcs. [loaTtomy B
00513aTEILHOM TOPSJIKE CIIEAYET MPEIOCTABIATH MallMEeHTaM HH(OPMAIIUIO O PEKUME TO3UPOBAHUS
npenapara npu ux 3a00JIeBaHHH.

PexxuM no3upoBaHusg

Jleuenue wuzogpenuu

IIpenapat CepBuTtenps Ha3HadaeTcs 2 paza B cyTku. CyTouHas 103a AJis IEPBBIX 4-X CyTOK Teparnuu
coctaBigeT: 1-e cytku — 50 mr, 2-e cytku — 100 mr, 3-u cytku — 200 mr, 4-e cytku — 300 mr.
Hauunas c 4-x cyTOK, /1032 J0JDKHA MOAOUpaThes 10 3¢ dexTuBHO, 00b1uHO B npenenax ot 300 1o
450 wmr/cyr. B 3aBucmMOCTH OT KJIMHHYECKOTO 3(dekra W HHAMBUAYATHHON MEPEHOCUMOCTH
MAIMeHTOM J03a MOXeT BapbupoBaTh B mpenenax oT 150 mo 750 mr/cyr. MakcumanbHas
PEKOMEHIOBaHHAsl CyTOYHAas 03a cocTaBisieT 750 mr.

Jleuenue maHuaxanbHbix NU30006 6 CMPYKMype OUNONAPHO20 PACCMPOUCMEa

[Ipenapat CepButenb MpUMEHsIETCS B KaUeCTBE MOHOTEpANUU UM B KOMOMHALIMY C TIperapaTamu,
001a1al0IUMU HOPMOTHUMUYECKUM JICHCTBHEM.

[Ipenapar CepButens HazHadaeTcs 2 pa3za B cyTku. CyTouHas 103a 71 NEPBBIX 4-X CYTOK Tepanuu
cocraBiseT: 1-e cytku — 100 mr, 2-e cytku — 200 mr, 3-u cytku — 300 mr, 4-e cytku — 400 mr. B
nanpHEHIeM, K 6-My JHIO Tepanuu CYyTOYHAs /103a Ipernapara MOKeT ObITh yBeaudeHa 10 800 mr.
YBenuueHue CyTouHOM 1036l He AOHKHO NpeBbimaTh 200 M B CyTKH.

B 3aBucuMocTH OT KIMHHYECKOTO 3P QeKTa U WHANBUAYATbHOW MEPEHOCHMOCTH TMAIlHEHTOM 1032
MOeT BapbupoBaTh B npeaenax ot 200 go 800 mr/cyt. O6pdHO 3¢ (deKTuBHAS 1032 COCTABISAET OT
400 no 800 mr/cyt. MakcumanbHasi peKOMEH0BaHHAsl CyTO4YHAas f03a coctapisier 800 mr.

Jleuenue denpeccusHvlx 3nU30008 0M CpeoHell 00 BbIPANHCEHHOU CIMEeNeHU MANCECMU 8 CMPYKmype
bunonapHo2o paccmpoiicmsa

IIpenapat CepBurens Ha3HauaeTcs 1 pa3 B CyTkHu Ha HO4b. CyTOuHas 103a JUIs MEPBBIX 4-X CYyTOK
Tepanuu cocrabisier: 1-e cyrku — 50 mr, 2-e cytku — 100 mr, 3-u cyrku — 200 mr, 4-e cyTkHu —
300 mr. Pexomenayemas no3a coctasnsier 300 mr/cyr. MakcuManbHas peKOMEH/I0BaHHAsL CyTOYHAs
no3a coctasiger 600 mr.

AnTHaenpeccuBHbI 3((eKkT KBeTHanuHa ObUT MOATBEpPXKIEH MpH MpuMeHeHuH B jpo3ax 300 u
600 mr/cyr. IIpu kpaTkocpouHoit Tepanuu 3¢ heKTHBHOCTH KBeTHanuHa B 103ax 300 u 600 mr/cyT.
B KIIMHUYECKUX MCCIIEIOBAHMAIX ObLIa COMOCTaBUMOM (cM. paszzen 5.1.).

Y HEKOTOPHIX MAIMEHTOB KIMHUYECKHHA A(PPEKT MOKET HAOII0AThCs TPU MpUEME Ipenaparta B
cyTtouHoit 103e 600 mr.
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IIpenapar CepBurens B fo3ax, npesbimaromux 300|{Mr B CMQ,::;[@%E}?%E:QEQE&

",

MMEIOLIUMH OIIBIT JICYEHUsI OUIOISIPHOTO PacCTPONCTBRA.

B xnnHMUeckux HUCCIICOOBAaHUAX 6]:1)13. IIOKa3aHa BO3MOKHOCTb CHUXKXECHUA AO3bI 10 MHUHHUMAaIbHOHN —
200 Mr B CyTKH — IIpH TJI0XOM MEPEHOCUMOCTH TIpenapaTa y OTIAEJIbHBIX MAIlUEHTOB.

Oco0ble rpynibl MalueHTOB

J]uua noosicus10co eo3pacma

Kak u 1pyrue aHTUIICUXOTHYECKHE cpeAcTBa, mpemapaT CepBUTENb CIEAYET HPUMEHSTH C
OCTOPOXKHOCTBIO y MAIMEHTOB IOXKUJIOIO BO3pacTa, OCOOEHHO B Hayaje JiedeHus. Moxer
notrpeboBaTbesi Ooyiee MEIJIEHHOE TUTPOBAaHME J03bI, a CYTOYHAas TepameBTUYecKas a03a Y
MAaLMEHTOB [TOXKUJIOr0 BO3PAacTa HIKE, YEM Y MOJIOABIX MTAllUEHTOB.

VY manueHTOB MOXKWJIOTO BO3pacTa HadajdbHas 1o03a mperapara CepBUTENb COCTABISET 25 MI/CYT.
Jo3y cnenyeTr yBeIuunuBaTh €KeIHEBHO HA 25-50 MI ¢ y4eTOM MHAMBUYyaIbHOW MEPEHOCUMOCTH U
KIIMHUYECKOTO OTBETa N0 JOCTIKEHUS d(PPEKTUBHON 03B, KOTOpasi, BEPOSITHO, OyleT MEHbIIE,
4eM y MOJIOJIbIX HarueHToB. CpeqHee 3HaueHue MIa3MEHHOro KIMpeHca KBeTHaNuHa y NalleHTOB
noxuinoro Bo3zpacta Ha 30-50 % HMKe MO CpaBHEHUIO ¢ MalMEeHTaMH 0oJiee MOJIOIOTO BO3pacTa.
OddekTuBHOCT, W 0€30MaCHOCTH MpernapaTa y MalMEeHTOB cTapiie 65 JeT ¢ JenpecCHBHBIMU
AMU30/1aMHU B CTPYKTYpE OUTIONSPHOTO PACCTPONCTBA HE OIEHUBAIINCH.

Tayuenmul ¢ noueyHol HeOOCMAamMouYHOCMbIO
Koppexiust 10361 He TpeOyeTcs.
Tayuenmol ¢ neueHouHoOU HEOOCMAMOYHOCMBIO

KBernanuH wWHTeHCHBHO MeTaOonusupyercs B redeHd. llosTomy cregyer cobmomarhb
OCTOPO’XKHOCTh TpU TNpuUMeHeHuH mpenapata CepBuTenb Yy NAUEHTOB C MEYEHOYHOMH
HEJ0CTAaTOYHOCTHI0, OCOOEHHO B Hauasie Tepanui. PEeKOMEeHIyeTcss HaYMHATh TePaIuio MpermapaToM
CepButenb c 10361 25 MI/CyT. W yBEIMYHMBATh /03y €KeaHEBHO Ha 25-50 mr c yderom
HHHHBHI{Y&HBHOﬁ MNEPCHOCUMOCTHU U KIIMHUYCCKOT'O OTBCTA 4O JOCTUKCHHUA Bq)(beKTHBHOﬁ JO3bI.

€TH

bezonacHocTh 1 3¢ (EeKTUBHOCTH KBETHANKHA Yy JIeTel B Bo3pacTe /10 18 et Ha JaHHBIII MOMEHT He
ycTaHoBIeHBI (cM. pazzen 4.3.). MMerommecss Ha CETOAHSNIHUN JCHb JaHHBIC TMPUBEICHBI B
paznenax 4.4. u 4.8., 0lHaKO HEBO3MOKHO J1aTh PEKOMEHIALMH 110 PEXUMY JO3UPOBAHUS.

Cnoco0 mpuMeHeHus

Buytps. [Ipenapat CepBUTENs MOKET IPUMEHSATHCS HE3ABUCUMO OT IPUEMA MUILH.
4.3. IIpoTuBONOKA3AHUSA

L4 FI/IHep‘IYBCTBI/ITGHBHOCTB K KBCTHAIIMHY WA K JIIO6OMy U3 BCIIOMOI'aTCJIbHBIX BCIICCTB,
IIEPEUUCIIEHHBIX B pa3zene 6.1.

e (CoBMecTHOE TpHUMEHEHHWE ¢ uHrHOMTOpamMu  1urToxpoma P450, Takumm  Kak
MPOTHBOTPUOKOBBIE Mpenaparsl TPYIIBl a30JI0B, ASPUTPOMHIMH, KIAPUTPOMHUIMH H
He(da3o10H, a TakyKe HHTHOUTOPHI TpoTea3bl BUY (cMm. pazgen 4.5.).

e Hecmotps Ha TO, 4TO 3 PEKTUBHOCTD M 0€30MACHOCTh KBETHAIIMHA Y ICTEH M TIOJIPOCTKOB B
Bo3pacte 10-17 ner u3yyaiuch B KIMHHUYECKUX HCCIIENOBAHUAX, IPUMEHEHME Ipernapara
CepBuTenp y NallueHTOB B Bo3pacTe 10 18 JeT He MmoKa3aHo.
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4.4. OcoOble yKa3aHusi H MepbI IPEI0CTOPOKHOCTH IIPH npadereinm- - | ETEHOCTS 0003)

COOTBETCTBYET ZKCNEPTHOMY OTUETY

[Ipemapar ciegyeT Ha3Ha4aTb C OCTOPOXKHOCTBIO B CIEHYIOIIUX CIydasx: y IAIUEHTOB C
Kap/MOBACKYJSIPHBIMU U 11epeOpPOBACKYJISIPHBIMH 3a00JCBAHUSMHU WM JAPYTUMH COCTOSHUSIMH,
IIPEIPacIoaraloluMy K apTepUAIbHOM TUIIOTEH3UH, y JIML MOKHIIOTO0 BO3PACTa, y NAILMCHTOB C
HapymeHneM (YHKIUH TE€YeHH, CYJOPOXKHBIMH TpHUMNAJKaMH B aHaMHE3€, PHCKOM pa3BHTHUS
MHCYJIbTA U aCIIUPALlMOHHON ITHEBMOHUMU.

CVHUHH/CVHUHH&HBHBIG MBICJIM WJIN KIMHUYCCKOC VXVAIIICHUC

Jlenpeccust mpu OUIOJIIPHOM PACCTPOICTBE CBSI3aHA C TOBBIIIEHHBIM PHUCKOM BO3HMKHOBEHHS
CYUIIMJIATBHBIX MBICIEH, CaMOINOBPEXAEHUS M cyuuuaa (COOBITHH, CBS3aHHBIX C CYHUIHJIOM).
JIaHHBIA PUCK COXpaHSIETCA A0 MOMEHTA HACTYIUJICHHUS BBIP@KEHHOW pemuccuu. Buamy toro, 4to
A0 YJIYUYHICHUA COCTOSAHUS MAIMCHTA C Haydajla JICHCHHUA MOXKCT HpOfITH HECKOJIBKO HCIACIb HIIN
0oJbIlle, MAalUEHThl JOJKHBI HAXOIUTHCS MOJ MPUCTAIBHBIM MEIUIMHCKUM HaOIOJIEHUEM 10
HAaCTYIUICHUA YJIIYULICHUA. I1o JaHHBIM OGH.IGHpI/IH}ITOFO KIIMHUYCCKOI'0 OIbITa PUCK CyULIUIa
MOKET TOBBICUTHCSI Ha PAaHHUX CTaAusaX HACTyIuleHus pemuccud. Crenyer mNpenynpexaarhb
MAIMEeHTOB (0COOEHHO OTHOCSIIMXCS K TPYIIIE MOBBIIICHHOTO PUCKA CYHIIM/IA) U UX MOMEUYUTENEH O
HEO0OXOIMMOCTH KOHTPOJI KJIMHUYECKOTO YXYIIICHHS], CYULIUJAIBHOTO MOBEICHUS WM MBICIIEH,
HGOGBI‘IHOFO HU3MCHCHHUA B IIOBCACHHUU U O HGOGXO,Z[I/IMOCTI/I HEMECAJICHHO 06paTI/ITbC}I K Bpady B
cllydae uX MOSBICHUS.

[Io naHHBIM KJIMHUYECKUX WCCIEAOBAHUN Yy TMAIMEHTOB C JEMpeccHeld Mpu OUIOISIPHOM
paccTpoiicTBe PHUCK Pa3BUTHs COOBITHI, CBA3aHHBIX ¢ cyuuuaoM, coctaBui 3,0 % (7/233) nns
kBeruanuHa u 0 % (0/120) ans mmane6o y nauueHToB B Bo3pacte 18-24 net; 1,8 % (19/1616) ans
kBetranuHa u 1,8 % (11/622) nns nnane6o y naiueHToB crapiie 25 Jer.

Jlpyrue ICUXMYECKHE pacCTpOiCTBa, Uil TEpallMd KOTOPBIX HA3HAYaeTCsl KBETHUANWH, TAKXKe
CBSI3aHbl C IOBBIIIEHHBIM PUCKOM COOBITHH, CBA3aHHBIX C cyuuuaomM. Kpome Ttoro, Ttakue
COCTOSIHUSI MOTYT OBITh KOMOpPOMIHBIMH C JETPECCUBHBIM 3MU30A0M. TakuMm 00pazoMm, Mepbl
IIPEIOCTOPOKHOCTH, MPUMEHSIEMBIE IIPU TEPAIIUU MTALUEHTOB C JCTPECCUBHBIM 3MHM30I0M, JTOJIKHBI
IIPUHUMATHCA U IIPU JICUEHUH NALlMEHTOB C IPYTUMH IICUXUYECKUMH PacCTPOICTBaMH.

[Ipy pe3koM MpeKpaleHuH Tepanuu KBETHAIMHOM ClieyeT NpPUHUMaTh BO BHHMAaHHE
MOTEHIIUATBHBIA PUCK Pa3BUTHSI COOBITHH, CBSI3aHHBIX C CYHIIHIOM.

[larueHThl € CyMUUJANBHBIMH COOBITHSIMM B aHaMHE3€, a TaKXKe MalueHThl, OTYETIHBO
BBICKA3bIBAIOIIME CYUIUJAIbHBIE MBICIH TMEpe]] HayajloM Tepamnuu, OTHOCATCA K TpYIIe
MTOBBIIIEHHOTO PUCKa CYUIIMIAJIbHBIX HAMEPEHUN U CYMIUIAIBHBIX OMBITOK U JOJIKHBI TIIATEIBHO
HaOmonatecss B Tmporecce JjedeHus. l[IpoemeHublii FDA (AaMuHuCTpanuedl MO MHIEBBIM
MpOAyKTaM | JIeKapcTBeHHbIM cpeacTtBaMm, CIIA) wMeraananus 1u1ane00-KOHTPOIUPYEMBIX
MCCIIEIOBAaHUM aHTHUETPECCAHTOB, 0000matonmii 1anHble npuMepHo 4400 nereil U MOAPOCTKOB U
7700 B3pOCIBIX MAIMEHTOB C MCUXWYECKHUMHU PACCTPOMCTBAMH, BBISIBHJI TOBBIIMICHHBIN PHUCK
CYUILIMJAIBHOTO TOBEJCHUS Ha (JOHE AHTHIICMIPECCAHTOB IO CPABHEHUIO C IuTanebo y JAeTei,
MOJPOCTKOB M B3POCJIBIX MAIIMEHTOB B Bo3pacTe A0 25 ner. J[aHHBIM MeTaaHalIW3 HE BKJIIOYAET
HCCIeA0BaHUs, TJI€ TPUMEHSJICS KBETHAIUH.

[To maHHBIM KPATKOCPOYHBIX IIAIIE00-KOHTPOIUPYEMBIX UCCIICAOBAHHI 110 BCEM MOKA3aHHSIM U BO
BCEX BO3PACTHBIX TPYIIMaxX 4acTOTa COOBITUH, CBA3aHHBIX C cyuIuaoM, coctaBmia 0,8 % kak s
kBetuanuua (76/9327), tak u s manedo (37/4845).

B »TuX uccleqoBaHMSX Yy MAIMEHTOB C MHM30(pEHUEH PUCK Pa3BUTHUS COOBITHH, CBSI3aHHBIX C
cyuuuaom, cocrasui 1,4 % (3/212) nns kBernanuna u 1,6 % (1/62) nns nnane6o y manueHToB B
Bospacte 18-24 net; 0,8 % (13/1663) nns xBeruanuua u 1,1 % (5/463) ans mnane6o y manueHTOB
crapuie 25 ner; 1,4 % (2/147) nns xksetnanuna u 1,3 % (1/75) nna nnanebo y manueHTOB B
Bo3pacte 10 18 ser.
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cyuraoM, coctaBui 0% (0/60) nns kBetmanuua u 0 % (0/58) mns muanebo y ManueHTOB B
Bo3pacte 18-24 met; 1,2 % (6/496) nnsa xBernanuua u 1,2 % (6/503) mns nnamnebo y marueHTOB
ctapuie 25 net; 1,0 % (2/193) nns kBetnanuna u 0 % (0/90) ans nnanedo y maueHToB B Bo3pacTe
1o 18 ner.

COHJIMBOCTE

Bo Bpemst Tepanuy KBETHAIIMHOM MOXET OTMEYAThCs COHJIMBOCTb U CBS3aHHBIE C HEH CHUMIITOMBI,
Hampumep, cepauus (cM. paszgen 4.8.). B KIMHUYECKUX HCCIEIOBAaHUSAX C yYaCTHEM MAlleHTOB C
Jerpeccueil B CTpyKType OMIIONIIPHOTO PAaCCTPOMCTBA, COHIMBOCTD, KaK MPAaBUJIO, Pa3BUBAIACH B
TEUEHHE MEPBBIX TPEX JAHEHN Tepanuu. BeIpa)keHHOCTh 3TOW HEXENIaTEIbHON PEAKIIMH, B OCHOBHOM,
Obula HE3HAYUTENbHOU WM yMepeHHOW. Ilpu pa3BUTHUU BBIPAKEHHON COHJIMBOCTH MAlMEHTaM C
JIETIPECCUEH B CTPYKTYpE OMIOJIIPHOTO PaCCTPOHCTBA MOTYT OTPeOOBATHCs 00JIee YacThie BU3UTHI
K Bpauy B TE€Y€HHE 2 HEAEIb C MOMEHTa BO3HUKHOBEHHUS COHJIMBOCTU WM J0 YMEHBIICHHUS
BBIPKEHHOCTU CHUMIITOMOB. B HEKOTOPBIX Ciydasx MOKET MOTpeOoBaThCs MPEeKpallleHUe Teparnuu
KBETHAIIMHOM.

IlamueHTH ¢ CepACYHO-COCYAUCTRIMH 3a00JICBAHUSIMHU

Crnenyer cobmofaTh OCTOPOXKHOCTh TNPH HAa3HAYEHWM KBETHANMHA TMAIUEHTaM C CepIeYHO-
COCYAMCTBIMM W  1IepeOpOBACKyJISPHbIMU  3a00JI€BAaHUSIMH, U  JPYTUMH  COCTOSIHUSMU,
npepacnojaraloliiMyd K TUNoTeH3ud. Ha ¢oHe Tepanuy KBETHAIMHOM MOKET BO3HUKATh
opTocTaTH4ecKas: THIOTEH3Us, OCOOEHHO BO BpeMsl THUTPOBAaHUS 103bl B Hayajle TEpalruu.
OprtocTatuueckas TMIOTEH3MsI M CBSI3aHHOE C HEW TOJIOBOKPY)KEHHE MOTYT IOBBIIIATH PHUCK
CIIy4aifHOHM TpaBMbI (M1aJieHus1), OCOOEHHO y MAllMeHTOB MOXUJIoro Bo3pacTa. [lanmentam cremgyer
cOOJII0IaTh OCTOPOXKHOCTH JI0 TE€X IOp, MOKAa OHU HE AAANTUPYIOTCS K JAHHBIM MOTEHIHATBHBIM
HEXenaTelbHbIM  peakuusMm. [Ipy  BO3HMKHOBEHMHM OpPTOCTATHYECKOM THUIIOTEH3UH MOXKET
noTpeOoBaThCsl CHIKEHHE J03bI UM 0oJiee MEAJICHHOE €€ TUTPOBAaHUE.

CUHIPOM amHO? BO CHE

Y ManueHTOB, MPUHUMABIINX KBCTHUAIIUH, 651)'[ OTMCUYCH CHUHAPOM arHO3 BO CHC. CHGI[YGT
COOII0IaTh OCTOPO’KHOCTh TIPU HA3HAUCHWHM KBETHANMHA TMAIEHTaM, MOJy4YarolliuM MpenapaTsl,
OKa3bIBAIOIIHE yTHETAIOIIee NEeHCTBUE HA IIEHTPAIbHYI0 HEPBHYIO CHCTEMY, a TaKKe MaIlMeHTaM C
(dhakTOpaMu pHICKa artHO® BO CHE (Hampumep, M30bITOYHAS Macca Tella/0OXUPEHUE, MYKCKON T0J)
WJIM C alTHO BO CHE B aHAMHE3e.

Cynopo’KHbIE IPUITAIKH

He BrISIBIIEHO paBJ’II/I‘II/Iﬁ B HaCTOTC PAa3BUTHUA CyJOpPOr Y MAlIUCHTOB, MIPUHUMABIINX KBECTHUAIIUH HUJIN
wrane6o. OJHAKO, KaK M TpPH Tepanmud APYTUMH AHTHIICUXOTHYECKHMMH JIEKapCTBEHHBIMU
cpeacrBaMu, pCKOMCHAYCTCA COGHIO,Z[aTB OCTOPOKHOCTh IpHU JICHCHUU MNAOUCHTOB C HAJIUYHUCM
CYJIOPOXXHBIX MPUCTYIOB B aHaMHeE3€e (CM. pa3zen 4.8.).

Okcrpanupamuaibie cuMiToMsl (DI1C)

OTMedeHO yBeJIMYEeHUE 4acTOThl BO3HMKHOBeHUs OIIC y MaimueHToB ¢ Jenpeccuell B CTPYKType
OUIIONIIPHOTO pacCTPOMCTBAa MpHU NMpHEMe KBETHANMHA IO MOBOAY JEHPECCHBHBIX 3MU300B IO
CpaBHEHUIO ¢ maredo (cM. pazzaen 4.8.).

Ha ¢one npuema kBeTHanuHa MOKET BOSHUKATh aKaTH3Us, KOTOpasi XapaKTepU3yeTcst HEMPUATHBIM
YyBCTBOM JBMIaTE€IbHOIO OECHOKOWCTBA M NOTPEOHOCTBIO JBHUIaThCs, M IPOSBISAETCA
HECIIOCOOHOCTBIO TMAaIlMeHTa CUJACTh WM CTOSATh Oe3 IBMXKeHHA. [IpM BOZHUKHOBEHHMH MOIOOHBIX
CUMIITOMOB HE CJIENYET YBEIMYNUBATH 103y KBETHAIIUHA.
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Tlo3aHsis nTUCKUHE3NA

COOTBETCTBYET ZKCNEPTHOMY OTUETY

B ciayuyae pa3BUTHS CUMITOMOB MO3JHEH AMCKHUHE3UH PEKOMEHAYETCS CHU3UTh /03y IMpernapara
WIM TIOCTENEHHO ero OTMEeHHTh (cM. pazaen 4.8.). CHUMNOTOMBI TMO3MHEH AMCKUHE3UH MOTYT
YCUJIMBAThCA WM JlaXKe BOSHUKATh MOCJE MPEeKpallleHus: IprueMa npernapara.

3noKaYeCcTBEHHBIH HEHPOIENTHYECKUI CUHAPOM

Ha ¢one npuema aHTUIICUXOTUYECKUX IIPENApaToB, B TOM YHCIIE KBETHAMHA, MOKET Pa3BUBATHCS
37I0KQYECTBEHHBIA HEWposienTuyeckuid cuuapoMm (cM. pasgen 4.8.). KinunHudeckue mnposiBIeHUS
CHUHJpOMa BKJIIOYAIOT B ce0sl TMIEPTEPMHUIO, U3MEHEHHbBI MEHTAJIbHBIA CTaTyC, MBIILICYHYIO
PUTHUAHOCTD, JIAOMJIBHOCTH BETETATUBHOW HEPBHOW CHCTEMBI, YBEIMYCHHE aKTHBHOCTH
KkpeatnuH(pochoknHazpl. B Takux ciaydasx HEOOXOOMMO OTMEHHUTh KBETHAllMH M IPOBECTU
COOTBETCTBYIOLIEE JICUCHHE.

CepOoTOHNHOBLIA CHHAPOM

OnHOBpEeMEHHOE MPUMEHEHHE KBETHANUHA U JPYTUX CEPOTOHMHEPTHYECKHX CPEICTB, TAKUX KaK
WHTUOUTOPHl MOHOaMHHOKcHAa3bl (MAQO), ceneKkTHBHBIE HMHTHOUTOPHI OOpaTHOTO 3axBaTa
ceporounHa (CHMO3C), wuHruOuTopsl o0OpaTHOro 3axBaTra CEpPOTOHMHA M HOpaJpeHaJIMHA
(CMO3CH) wnm  TpUIUMKIMYECKHE AHTHUACTPECCAHTHI, MOXET TPUBECTH K  Pa3BUTHUIO
CEpOTOHUHOBOTO CHHIPOMA, IIOTEHITUAIBHO OMACHOTO ISl )KU3HH COCTOSIHUSA (cM. pazzaen 4.5.).

Ecnu comyrcTByrolee JedeHHe APYrUMH CEPOTOHMHEPIHUECKUMM IIpernaparaMyd KIMHUYECKH
OTIPaBJaHO, PEKOMEHIyEeTCs TIIATEIIbHOE HAOIIOIEHUE 32 MAIIMEHTOM, OCOOEHHO B HavaJle JeUeHUs
U MpU yBENWYEHHUH J103bl. CUMOTOMBI CEPOTOHHHOBOTO CHHAPOMA MOTYT BKJIIOYAaTh HW3MEHEHUS
MICUXHYECKOTO CTaTyca, BEreTaTUBHYIO HECTAOMIHHOCTh, HEPBHO-MBIIICYHbIC HAPYIICHUS W/WIH
KEITyT0YHO-KUIICUYHbIE CUMITTOMBI.

IIpu nono3peHNH Ha CEPOTOHMHOBBIM CHHIPOM CIEAYET PACCMOTPETH BOIPOC O CHUIKEHUU O3Bl
WM IPEKpaIeHNH TePaluy B 3aBUCUMOCTH OT TSXKECTU CUMIITOMOB.

Tsoxenas HEUTPONIEHUS U arpaHVJIIOLIUTO3

B KkpaTKoCpOYHBIX IUIalE00-KOHTPOIIMPYEMBIX KIMHUYECKUX HCCIEIOBAHUSAX MOHOTEpanuu
KBETUAIIMHOM HEYACTO OTMEYAJHMCh CIIydau TSDKEJIOM HEHTpONneHuH (KOJIMYECTBO HEHTpoQHIIOB
<0,5 x 10°/nm) 6e3 urdeknun. CoobIWANoch 0 PasBHTHH arpaHylIOLNUTo3a (TAKEIOH HeHTpOICHHH,
acCcOIlMMPOBAaBIICHCcA ¢ MHPEKIUSIMHU) Yy TAIMEeHTOB, MOJIYYaBIIMX KBETHAIMH B paMKax
KJIMHUYECKUX HCCIENI0BaHUN (pEeAKo), a TAaKKe MPHU MOCTPETUCTPALMOHHOM IPUMEHEHUHU (B TOM
4lClIe, C JETAIbHBIM HUCXOJ0M). BOJBIIMHCTBO ATHX CIIy4aeB TSKEIOH HEUTPONEHMH BO3HUKAJIO
yepe3 HECKOJIbKO MECSLEeB I0CJE€ Hauyala Tepanuu KBeTHanuHOM. He ObII0  BBISBIEHO
n0303aBUCUMOTro >(dexra. JlelikoneHns W/mim HEUTPONEHUS pa3pelIaich MOCe MPEeKpaIeHus
Tepanuy KBeTHanMHOM. Bo3MoHBIMU (pakTOpaMu prcka BO3ZHUKHOBEHUS! HEUTPOIIEHUH SBIISIOTCS
IIPENUIECTBYIOLIEE  IOHMKEHHOE  KOJMYECTBO  JIEMKOLMTOB U Cily4dau  JIEKApCTBEHHO-
WHAYLIUPOBAHHON HEUTPONIEHUH B aHAMHE3E.

PazButue arpanyinonuro3a OTMEYaJM W Yy THanueHToB Oe3 ¢akTopoB pucka. Heobxomumo
YUUTBIBaTh BO3MOKHOCTb Pa3BUTUSI HEUTPOIEHUH Y MAIMEHTOB ¢ MH(EKIKEH, 0COOEHHO B ciydae
OTCYTCTBHSI OUYEBUAHBIX IPEAPACIONAralomuX (aKTOPOB, WM y TMAlUEHTOB C HEOOBICHUMOU
JUXOPAJKOM; NaHHBIX [AlMEHTOB CJIEAYyeT BECTH B COOTBETCTBHM C KIMHUYECKMMH
PEKOMEHIALIUSIMHU.

VY manueHToB ¢ KoaudecTBoM HernTpodmio < 1,0 x 10°/n MIPUEM KBETHAIMHA CIEAYET MPEKPATUTD.
HaHI/IeHTa HGOGXOI[I/IMO HaGHIO,Z[aTB IJIs1  BBIABIICHUA BO3MOXHBIX CHMIITOMOB HH(bGKHHH )41
KOHTPOIIMPOBATH YPOBEHb HEHTPO(HIIOB (10 MpeBbImeHus ypoBHs 1,5 x 10°/1).
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B3aumoaelicTBrUE ¢ APYTUMH JIEKAPCTBEHHBIMU CpEACTBAMU

Taxxe cM. paznen 4.5.

HpI/IMeHeHI/Ie KBC€THAIIMHA B KOM6I/IHaI_[I/II/I C MOMIIHBIMH HHAYKTOpaMU MHUKPOCOMAJIbHBIX
(hepMEeHTOB TICYCHHM, TaKMMH Kak KapOama3enuH W (PEHUTOMH, CIOCOOCTBYEeT CHHIKEHHUIO
KOHIICHTPALMU KBETHANMHA B IUIa3ME€ KPOBH M MOXKET YyMEHbIIATh 3(()EKTUBHOCTH Teparnuu
KBETHAITHHOM.

HasnaueHne kBeTManmuHa MAMEHTaM, MOTYYAIOUIUM HHIYKTOPHI MHKPOCOMAIBHBIX (HDEPMEHTOB
MEYEHU, BO3MOXKHO JIMIIb B TOM CiIydae, €ClIu OXKHJaemas IoJib3a OT TEepamuu KBETHAITHHOM
MPEBOCXOJIUT PUCK, CBS3aHHBIA C OTMEHOW MpemnapaTa-uHIYKTOpa MHUKPOCOMAIBHBIX (DepMEHTOB
neueHu. Vi3aMeHeHue 10361 MpenapaToB-HHIYKTOPOB MUKPOCOMATBHBIX (DEPMEHTOB MEYEHU JOJIKHO
ObITh TOCTENEHHBIM. [IpM HEOOXOAMMOCTH, BO3MOXHO UX 3aMeIIeHHE IMpernapaTaMu, He
WHIYIUPYIOMUMA MHKPOCOMaJbHBIE (EPMEHTHI TeUeHU (Hampumep, IMpenaparbl BaJbIIPOCBOM
KHUCJIOTHI).

I'unepronkemMusa

Ha ¢one npueMa xBeTHanmuHa BO3MOXXHO Pa3BUTHE THUIEPTIIMKEMHH WM OOOCTPEHHUS CaxapHOTO
nuabera (B pse CiiydaeB — C Pa3BUTHUEM KETOAIM103a WM KOMBI, B TOM YHCJE C JIETAJIbHBIM
HCXOJIOM) y TAIlMEHTOB C CaxapHbIM auabeToM B aHaMHe3e. Pexomenmyercs HabmoaeHue 3a
ManueHTaMy, MONTYYaloIIUMU KBETHANUH U JIPYrue HEMpOJIENTUKU, IS BBISIBICHUS BO3MOXKHBIX
CUMITOMOB THIIEPTIIMKEMHUH, TAKUX KaK MOINYpHs (YBEIMYECHHE KOJIMYECTBA BBIICISEMOW MOYH),
nomuauIcHus  (MaTOJIOTHYECKU YCUJICHHAs JKakna), moiudarus (MOBBIIICHHBIN alleTuT) |
cmabocth. Takke pekoMeHayeTcs HAOMIOJEHHE 3a MAMeHTaMH C CaxapHbIM JuabeToM u
nanueHTamMu ¢ (akTopaMH pUCKa Pa3BUTHS caxapHOro auadeTra JJis BBISBICHUS BO3MOXKHOIO
YXYIIIEHUs KOHTpoJis riukeMuu (cMm. paszzaen 4.8.). Crnenyer peryiasipHO KOHTPOJIMPOBATH Maccy
Tena.

ConeprxaHie JUINI0B

Ha ¢one mpuema kBeTManmmHa BO3MOXKHO IOBBIIIEHHWE KOHIIEHTPAIMHM TPUTIIMIIEPUAOB, OOIIEro
XOJIECTEpUHA U XOJIECTEpUHA JunonporenoB Hu3zkod muotHoctu (JIIIHII), a Takxke cHuxeHue
KOHIICHTPAIIUU XO0JIECTEPUHA JIMITONIPOTEHI0B BhIcCOKOH TuioTHOCTH (JITIBIT) (cM. paznen 4.8.).

Mertabonnueckue HapyIieHus

VBenuueHne Macchl Teja, MOBBIIIEHNE KOHIICHTPAUH TIIOKO3bI U JIMITUIOB B KPOBH Y HEKOTOPBIX
NAIllMeHTOB MOTYT TPHUBECTH K YXYAUICHHIO MeTabonudeckoro mpoduis, dYro Tpedyer
COOTBETCTBYIOIIETO HAOIIOJCHNUSI.

Y nuaenue narepsanga QT

He BbIsiBJIEHO B3aMMOCBSI3M MEXIy MPUEMOM KBETHAIMHA U CTOMKHUM IOBBIIIEHHEM a0COIIOTHOM
BenuuuHbl uHTepBaia QT. OnnHako ynnuHeHue umHTepBana QT oTmedanock Mpu Nepeno3upoBKE
npenapara (cM. pazaen 4.9.). Ciaexyer coO01aTh OCTOPOKHOCTh MPH Ha3HAYEHWW KBETHAIWHA,
Kak M JpYrMX aHTUICUXOTHYECKHMX TMpEernapaToB, MNalHUEHTaM C CEpPACUYHO-COCYIUCTHIMU
3a00J€BaHUSAMH M paHee OTMeuaBIIMMCcs yaiuHeHueM uHTepBaia QT. Taxke HeoOXoauMo
COONIOaTh OCTOPOXKHOCTh IpH Ha3HAUYCHHM KBETHAIMHA OJHOBPEMEHHO C TpernapaTamu,
yanuHsomuMu uHTepBan QTc, npyrumu HelpojaenTUKaMu, 0COOEHHO Y JIUI] MOXKHJIOTO BO3pPAacTa,
y THalMEHTOB C CUHAPOMOM BpOXKIEHHOrO yaJvHeHus uHTepBana QT, XpoHHueckoil cepaeuHOU
HEJ0CTaTOYHOCTHIO, TUNIepTpoHelt MUOKapaa, TUITOKAaIMEeMHEN WM THIIOMarHueMuen (cM. pasaen
4.5.).

KapanomuonaTus 1 MHOKAPIUT

B Xxome KIMHUYECKUX WCCIEAOBAHUNA M IMOCTPETHCTPAIMOHHOTO MPUMEHEHUS OBbUIM OTMEUCHBI
Cllydad pa3BUTHsI KapIMOMHOIIATUU U MUOKapauTa (cM. paznen 4.8.). Y manueHToB ¢ MoJ03peHrneM
Ha KapJMOMHUONATHIO WIH MUOKAPAUT CIEAYET PACCMOTPETh BO3MOKHOCTh OTMEHBI KBETHAIIUHA.
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Tskenple KOKHBIC HeXKeJIaTeIbHBIE PeaKIINU

COOTBETCTBYET ZKCNEPTHOMY OTUETY

[Ipy npUMeHEHHMH KBETHAaNMHA COOOLIANIOCh O PAa3BUTHHM TSKEIBIX KOMXKHBIX HEXKelaTelIbHbBIX
peakuuii, Bkiaouyas cuHApoM CrTHBeHca-/[>KOHCOHA, TOKCHYECKHH SNUepMalbHBIA HEKPOIU3,
OCTpBIIi TE€HEpPAIM30BAaHHBIA JK3aHTEMATO3HBIA IMYCTyJe3, MYJIbTHHOPMHYIO DJPUTEMY H
JIEKapCTBEHHYIO PEaKIUio ¢ 303uHOGmIHei u cuctreMHbiMU cumntomMamu (DRESS-cunmpom),
KOTOpPBIE SIBISIOTCS NOTEHIUAIBHO YTPOKAIOIIMMM KU3HH HEXKENATEIbHBIMU JIEKAPCTBEHHBIMU
peakiusMu. TsoKenble KOXKHBIE HEXKEIATeNbHBIE PEaKIUU OOBIYHO TMPOSBISIOTCS OJHUM WIIH
HECKOJIbKUMHU U3 CJIEQYIOIIUX CHUMIITOMOB: OOIIMpHAsi KOXKHAsi ChbIlb, KOTOpass MOXET ObITh
3yAsIIed WU COMPOBOXKAATHCS IMOSBICHUEM MYCTYJ, AKC(HOIMATUBHBIN JEPMATHT, JTUXOPAJKa,
nuMbaZeHonaTuss U BO3MXKHAS 303MHOGUINS Uiau HeWTpoduaus. [Ipu BO3HUKHOBEHUH TSDKEIBIX
KOKHBIX HEXKEJIATEeIbHBIX PEAKIUN IPUEM KBETHAMHA CIIEIYET MPEKPATUTD.

OcTpble peakIiy, CBSI3aHHbIE C OTMEHOH IIpenapara

[Ipu pe3koit oTMEHE KBETHANMHA MOTYT HAOJIONAThCS CIEAYIONIUE OCTPhIE PEaKIuHu (CHHAPOM
OTMEHBI) — TOIIIHOTA, PBOTA, OECCOHHUIIA, TOJOBHAS 0O0JIb, TOJIOBOKPYKCHHE U PA3APAKUTEILHOCTD.
[TosTOoMy OTMEHY mpenapara peKOMEHIYETCsl MPOBOAUTH MOCTEIEHHO B TEUYEHHE, KaK MUHUMYM,
OJIHOU WJIM IBYX HEJNEIIb.

HenpasuiabHoe IpUMEHEHUE U 3HOVHOTD€6JI€HI/IG npénaparom

bbuin oTMeueHsl ciyyan HENpaBUIILHOTO MPUMEHEHUS U 3710ynoTpebieHus npemnaparom. Crienyer
COOTIOATh OCTOPO’KHOCTh MPH HA3HAYCHWM KBETHANMHA MAIMEHTaM NpPU HAMYMHM B aHAMHE3e
37I0yNOTPEeOICHUS AIKOTOJIEM HIIN JIEKApCTBEHHBIMHU MpenapaTaMu.

IToxuple MAIMEHTRI ¢ IEMEHITMEH

KBermanuu He moka3an JJIs JICUCHU S IICUXO030B, CBA3aHHBIX C HCMGHHHCﬁ.

Hekortopeie arunuyHbie HEUPOJENTHKH B PaHAOMU3HPOBAHHBIX IUIANE00-KOHTPOIHPYEMBIX
UCCIIEIOBAaHUSAX TPUMEPHO B 3 pa3za YBEIMYMBAJIM PHUCK Pa3BUTHS LEepeOpPOBACKYIISPHBIX
OCJIO)KHEHUN Y MAIMEHTOB C JeMEHIMeW. MexaHu3M [aHHOTO YBEJIMYECHHUS PUCKAa HE H3YYEH.
AHaJOTHYHBIM PUCK YBEIMYEHHS YacTOThl LIepeOPOBACKYNISAPHBIX OCIOXKHEHHI HE MOXKET OBITh
WCKJIIOYEH JUISl JPYTUX AHTUIICUXOTHYECKHUX JIEKAPCTBEHHBIX CPEACTB WM JPYTHX TPYIIII
nmanueHToB. KBeTHanuH 10mKeH NPUMEHATHCS C OCTOPOKHOCTBIO Y ALIUEHTOB C PUCKOM Pa3BUTHS
HWHCYJIbTA.

AHanu3 TpPUMEHEHMsI AaTUIHWYHBIX HEWPOJIEITUKOB [JIs JIEYEHHs IICHXO030B, CBS3aHHBIX C
HGMGHHHeﬁ Y HOXWIBIX MAalMMCHTOB, BbIABHUJI TMOBBIIICHUC YPOBHA CMCPTHOCTU B TPYIIIC
MaIMEHTOB, TMOJYYaBIINX IMperapaThl 3TON TPYMIBI, 10 CpaBHEHUIO ¢ rpymnmoi mramne6o. Kpome
Toro, aABa 10-HeneNbHBIX MIAe00-KOHTPOIUPYEMbIX HCCIEIOBaHUA KBETHANIMHA y AaHAJOTHYHOM
rpynmbel nanueHToB (n=710; cpegHuit Bo3pact: 83 roma; BO3pAacTHOM muara3oH: 56-99 ner)
IoKasajih, 4YTO YpOBCHb CMCPTHOCTHU B I'pynic MaguCHTOB, NPUHUMABIINX KBCTHUAIIMH, COCTAaBUJII
5,5 % u 3,2 % B rpynne miane6o. [IpuunHbI JeTaabHBIX UCXOA0B, OTMEUEHHBIX Y 3TUX MAI[UEHTOB,
COOTBETCTBOBAJIN OXHNAACMBIM HJIA ,Z[aHHOI\/'I MOITYJIAINH. He BrIBIICHO HpI/I‘-II/IHHO-C.HGI[CTBeHHOI\/'I
CBA3U MEX]y JICUCHUEM KBETHAIIMHOM M PUCKOM IMOBBIIIEHUS CMEPTHOCTH y MOXKHWIIBIX IMALIIEHTOB
C JEMEHIIUEN.

IloxniTble TTAITUEHTHI C 00JIE3HEIO HaDKI/IHCOHa/HaDKI/IHCOHI/ISMOM

PerpocniekTuBHOE TOMYJISLMOHHOE HCCICAOBAaHUE MPUMEHEHUS KBETUANMHA [UIsl JICUCHUS
MAIMEHTOB ¢ OOJIBIIUM JIETIPECCUBHBIM PACCTPONCTBOM IMOKA3aJ0 MOBBIIIEHHBIH PUCK CMEPTH MPH
MPUMEHEHUH KBETHAIMHA y MAlUEHTOB cTapiie 65 net. He ObLJIO YCTAaHOBICHO CBS3H C MIPEMapaToM
MpU UCKJIIOYEHUH M3 UCCIEAOBAaHUS MalMeHTOB ¢ Oone3Hbpto Ilapkuncona. Crenyer cobmoaarhb
OCTOPOXKHOCTH TIPY HA3HAYCHUH KBETHAIMHA MOKUJIBIM MAlueHTaM ¢ 6ose3Hbto [TapkuHcoHa.
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AHTHUXOIMHEprudeckue (MyckapuHononoousie) 3hdheKThI

HopkBeTnanus, akTUBHBIM MeTabOIUT KBETHANNUHA, 00JIaJaeT CPOJACTBOM (OT yMEPEHHOU CTETEeHU
70 BBIPAKEHHOM) K HECKOJBKMM IIOATUIIAM MYCKApUHOBBIX peuentopoB. C 3THM CBSI3aHBI
He)KeJlaTeJIbHbIE JIEKAPCTBEHHBIE PEAKIMH, OOYCIOBIECHHbIE AHTHUXOJIMHEPTUYECKUM JACHCTBHEM
KBCTHAIlMHA MpU €ro NPpUMCHCHUU B PCKOMCHAOBAHHBLIX J03aX WM B COYCTAHUU C APYTUMH
npernapaTamMy, OKa3bIBAIOUIUMHU AaHTUXOJMHEpruueckue >PQeKThl, a TakKe NpU NEepeqo3UPOBKE.
Crnenmyet cobm0aTh OCTOPOKHOCTD MIPH MPUMEHEHUN KBETHAITMHA COBMECTHO C JIEKAPCTBEHHBIMU
CpelICTBaMH, OKa3bIBAIOIIMMH aHTUXOJUHEPTrUueckue (MyckKapuHOmomoOHbIe) dddektol. Crnemqyer
COGHIO,Z[B.TB OCTOPOKHOCTh MPH HA3HAYCHHWUN KBCTHUAIIMHA NAHUCHTaM C 3a;[ep>1<1<0171 MOYH HJIA C
3aJ€p>)KKOM MOYM B aHaAMHE3€, KJIMHUYECKH 3HAYMMOM THUNEPIUIa3ueil MpelCTaTeIbHON >KeJe3bl,
KHUIIESYHON HCMIPOXOAUMOCTBIO WM POACTBCHHBIMU COCTOAHUAMM, IMOBBINICHHBIM BHYTPUIJIA3HBIM
JABJICHUEM WJIM Y3KOYTOJIbHOU riaykoMon (cM. pa3aenst 4.5.,4.8.,4.9. u 5.1.).

HapyleHus co CTOpOHbBI IEUYEHU

B ciyuae pa3BuTHs )KeNTyXu MpUeM KBETHAMHA CIeAYET NPEKPATUTD.

ﬂHCSl]aI‘I/IH

Hucdarus (cMm. pasnen 4.8.) u acnupaiuss HaOIIOJATNCH IPH TEpauu KBeTHAmUHOM. [IpuanHHO-
CJICACTBCHHAasA CBsJA3b BO3HUKHOBCHMUSA aCHHpaHHOHHOﬁ IMHCBMOHWU C MPHUCMOM KBCTHAIIMHA HC
ycraHoiieHa. OJTHAKO CIIeAyeT COOI0IaTh OCTOPOKHOCTh TIPY HA3HAYCHUH TpernapaTa HarreHTaM
C PUCKOM BO3HUKHOBCHHA aCHHpaHHOHHOﬁ IITHCBMOHHNU.

Benosnaas tpoM003MO0IHA

Ha ¢one npuema HeWpoJeNTUKOB OTMEUEHBI CIy4ad BO3HUKHOBEHMS BEHO3HOW TPOMOOIMOOIHH.
[TockonbKy y ManMEeHTOB, MPUHUMAIONIMX HEHPOIENTHKH, 4acTO BCTpedaroTcs (pakTopsl pHCKa
BEHO3HOH TpoM003MO0IMH, A0 HaYala ¥ BO BpeMs Tepaliyi aHTUIICUXOTHYECKUMH IpenapaTamMiu, B
TOM YHCIIe, KBETHAITMHOM, CIICAYET OLCHNUTH (PAaKTOPBI pHCKA U IPUHATH MPOPHUIAKTUIECKUEC MEPHI.

3211'[01) U HCTIPOXOJUMOCTh KHIIICYHHUKA

3amop sBiseTcss (AKTOPOM pHUCKA HENPOXOAMMOCTH KumleyHuka. Ha ¢one mnpumeHeHus
KBETHAlIMHA OTMEYalM pa3BUTHE 3allopa U HENPOXOJMMOCTH KuIlleyHuKa (cM. paszen 4.8.),
BKJIIOYAsl CIIydau C JETalbHBIM UCXOAOM Y MallMEHTOB IPYMIbI BHICOKOIO PUCKA HEMPOXOAUMOCTH
KMILIEYHHKA, B TOM YHCJIE MOJy4arolIMX MHOYKECTBEHHBIE COIYTCTBYIOLUE MpPENaparbl, KOTOpPbIE
CHMJKAIOT MOTOPUKY KHUILIIEYHHKA, AaXKe IIPH OTCYTCTBUU >Kano0 Ha 3arop.

[Tankpeatur

B xone KIMHWYECKHX WCCICIOBAHUN W TIOCTPETHCTPAIMOHHOTO MPHMEHEHHS] OBUTH OTMEYCHBI
ClIydau pa3BUTHA MAHKPCATUTA, OJHAKO IIPpUYNHHAA CBA3b C IPUEMOM KBCTHAIIMHA HC YCTAHOBJICHA.
B mocrperucTpaniMoOHHBIX COOOIICHHSX YKa3aHO, YTO y MHOTHX MAIlMeHTOB IPHCYTCTBOBAIN
(baKTOpBI PUCKa PA3BUTHUA IMMAHKPCATUTA, TAKUC KaK IMOBBINICHUC KOHUOCHTPALUW TPHUITITULICPUIOB
(cm. mompasnmen «CopaepikaHuwe JHMIUAOBY J@HHOTO pasjenia), XOJEIUTHA3 M yIoTpeOJieHHne
QJIKOTOJIS.

JlononHUTEIbHAS I/IHd)ODMaHI/ISI

JlaHHBIE O COBMECTHOM NPHUMEHEHHMM KBETHAlMHA C IUBAIBIIPOATOM MIIHM JHUTHEM IPH OCTPHIX
MaHHAKIBHBIX JMH30/1aX JIETKOH WM CpeIHEeH CTENeHM TSDKECTH OrpaHudeHbl. OTMEdeHBI
XOpOIIasi IEPEHOCUMOCTb 3TOW KOMOMHUPOBAHHOW TEparuy U aJIUTHBHBIN 2P ekt Ha 3-il Henene
TEpaTHH.
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BcrnomorarennHEIC BEIIECTBA

COOTBETCTBYET ZKCNEPTHOMY OTUETY

Jlakmosa

[Ipenapar Cepsurens, 25 mr, 100 mr, 200 mr, comepxuT nakto3y. JlaHHBIM JeKapCTBEHHBIN
mpernapaT He ClelyeT NpPUHUMATh MalUeHTaM C PEOKO BCTPEYalolleicsi HacleICTBEHHOM
HEMEePEHOCUMOCTBIO TaJlaKTO3bl, JIAKTA3HOW HEJOCTATOYHOCTHIO WM TJIFOKO30-TalaKTO3HOMN
MajbabcopOITneH.

Hampuu

JlaHHBIN JIEKapCTBEHHBIN Tpemapar coAepKUT MeHee 1 Mmomab Hatpus (23 mr) Ha 1 Tabrmerky, TO
€CTh, 110 CYTH, «HE COACPKUT HATPUI».

Kpacumenw conneunwiii 3axam scenmuoiti (E110)

[Tpenapar CepBurens, 25 Mr, TabIeTKH, MOKPBITHIE TNICHOYHONH 000JI0UYKON, COACPKUT KPACUTEIb
cosHeuHbIH 3aKat kenThiid (E110), KOTOPBI MOXKET BBI3BIBATH AJUIEPTUUYECKHE PEAKIIUH.

CTHU

KBetnanuu He mokaszaH i IPUMEHEHUS y I€TeH W MOJPOCTKOB B BO3pacTe 10 18 JeT B CBA3MU C
HEJIOCTAaTOYHOCTBIO JAHHBIX II0 INPUMEHEHHMIO B H3TOW Bo3pacTHOM rpymme. Ilo pesyinbraram
KIIMHUYECKUX HCCIIEIOBAHUM KBETHAlMHA HEKOTOpPhIE HEXKeNaTelabHble peakuuH (TIOBBIIICHHE
anmeTuTa, IOBBIIIEHWE KOHLEHTPALUU MPOJAKTHHA B CBIBOPOTKE KPOBH, pPBOTA, HACMOPK U
00MOpOK) y JIeTel 1 MOAPOCTKOB HaOMI0Mamu ¢ OOJbIIEH YacTOTON, YeM Y B3POCIBIX MAIlMEHTOB.
Hekortopeie HexenarenpHble peakuuu (OIIC) y nerel M MOAPOCTKOB MOTYT HMETh pa3HbIE
MOCJIE/ICTBUSL TI0 CPAaBHEHUIO CO B3POCIABIMM MAUHUEHTaMH. Takke OTMEUYEHO IOBBIIIEHUE
apTepUaANbHOTO JABJICHUS, He HaOJIOAaBIIeecs y B3POCIBIX MAMEHTOB. Y NeTeld U MOAPOCTKOB
Tak)xe HaboJanu n3MeHeHne (QYHKIUY U TOBUIHOMN JKeJe3bl.

BrnusiHue Ha pocT, MOJIOBOE CO3pEBaHHE, YMCTBEHHOE Pa3BUTHE U TOBEICHYECKHE PEAKIUU pU
JUTUTEIIbHOM TIpuMeHeHuu (Oosee 26 Heelb) KBETHANTMHA HE N3Y4YaJloCh.

B nnane00-KOHTpOTUpPYEMbIX HCCIEOBAHUAX Y IETEH U MOJPOCTKOB ¢ MM30(peHnet 1 MaHueil B
CTPYKType OumomsipHoro paccrpoiictBa yactota pasButus OIIC Oblna BhIe TpH NMPUMEHEHHH
KBETHAIHMHA 110 CPaBHEHHIO C TU1aneoo.

4.5. B3aumopgeiicTBHMe ¢ [APYrMMH JIEKAPCTBEHHbIMH IMpenaparaMu M JApyrue BHJbI
B3aMMOAeHCTBUSA

[TockonbKy KBETHANMH OKa3blBa€T BO3/CHCTBHE MPEUMYLIECTBEHHO Ha ILIEHTPAJIbHYI0 HEPBHYIO
CUCTEMY, CIIEAyeT COONIOAATh OCTOPOXKHOCTh MPU KOMOMHUPOBAHHOM MPUMEHEHHH KBETHAIMHA C
IpYTUMHU TpernapaTamMH, BO3JEHCTBYIOIIMMU Ha IIEHTPAIbHYIO HEPBHYIO CHUCTEMY, a TaKXke C
AJIIKOTOJIEM.

KBetnanun crnegyer ¢ OCTOPOKHOCTBHIO MPUMEHSATh B KOMOWHAIMU C CEPOTOHMHEPTHYECKHUMHU
JICKapCTBEHHBIMH CPEJICTBAMH, TaKUMU Kak MHTHOUTOpsl MAQ, celleKTUBHBIE WHTHOHTOPEI
oOpatHoro 3axBara ceporoHnHa (CHO3C), uHrHOUTOpPH OOpPAaTHOTO 3axBaTa CEPOTOHMHA H
HopaapeHannHa (CMO3CH) wiau TPUIMKINYECKHE aHTHACIPECCAHTHI, MOCKOJbKY IOBBIIIACTCS
PUCK pPa3BUTUSL CEPOTOHUHOBOTO CHHIPOMA, MOTEHIMAIBHO OMACHOTO IJs >KU3HU COCTOSIHUSA
(cm. paznen 4.4).

Cnenyer coOmoaTh OCTOPOXKHOCTH IPH COBMECTHOM TPHUMEHEHHH KBETHAIIMHA C JPYTHMH
npernaparamu, 00JaJaloMy aHTUXOJIMHEPTUYECKUMH (MyCKapuHOMO100HBIMHI) 3 dexTamu (cMm.
pasznen 4.4.).

Nzodepment nuroxpoma P450 (CYP) 3A4 sBnsieTcss OCHOBHBIM H30()epPMEHTOM, OTBEUAIOIIUM 32
MeTa0oJIM3M KBETHAIIMHA, OCYIIECTBISIOMMUNICS 4Yepe3 cuctemy nuroxpoma P450. ¥V 3mopoBbIix
JOOpOBOJIBIIEB COBMECTHOE TMPHUMEHEHHME KBeTHAanmuHa (B 03¢ 25 M) € KETOKOHA30II0M,
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uaruburopom wu3odepmenta CYP3A4, mpuBomuip K W'&EQEEQ':EEJMH ';i'o)I :'quﬂlﬁtl)ﬁ

«koHneHtpanusa-spems» (AUC) kBermanmHa B 5-8 pas. [loaToMy cOBMECTHOE TPUMEHEHHE
KBeTHANMHA U MHrHOuTOpoB n3odepmenta CYP3A4 npotuBonokasaHo.

[Tpu Tepanuu KBETUAMTMHOM HE PEKOMEHYETCs YITOTPEOIATh IrPernppyTOBBIi COK.

B (dapmakoknHETHYECKOM UCCIICJOBAHMM MHOTOKPATHOE TPUMEHEHUE KBETHANMHA 10 WIH
OJTHOBPEMEHHO C TMpUEeMOM KapOamaszenuHa (MHAYKTOpa (EPMEHTOB II€UEHU) MPUBOIAWIO K
3HAQUYUTEJIbHOMY TOBBIIICHUIO KJIMPEHCAa KBETHUANMHA M, COOTBETCTBEHHO, yMeHblnennio AUC, B
cpenHem, Ha 13 % mo cpaBHEHHIO C MPUEMOM KBeTHanuHa 0e3 kapOamazenuHa. Y HEKOTOPBIX
naiueHToB  cHmkeHne AUC Obuto eme 0Oojee BBIpaXCHHBIM. Takoe B3aWMOJIEWCTBHE
COMPOBOXAAETCA CHIDKEHHMEM KOHIEHTPAalMKW KBETHANMHA B IUJIa3M€ W MOXKET CHMXKATh
3¢ (HEeKTHBHOCTH TEPANTUU KBETUATTHHOM.

CoBMecTHOE TIPUMEHEHHE KBeTHanmuHa ¢ (DEHUTOWHOM, IPYTUM HHIYKTOPOM MHUKPOCOMATBHBIX
(epMEeHTOB T€YEHH, COMPOBOXKIAIOCH emle Oonee BBIpaXEHHbIM (mpuMepHo Ha 450 %)
MOBBINICHUEM KJIMPEHCa KBEeTHANWHA. [IprMeHeHHWe KBEeTHanmMHa MalUeHTaMH, ITOTYyYaloluMU
MHAYKTOPBl MHUKPOCOMAJIbHBIX (PEPMEHTOB I€UEHH, BO3MOXKHO JIMIIb B TOM CJydae, €cCld
OXHJaeMasl TOJb3a OT TEepalmui KBETHAIIMHOM IPEBOCXOAUT PHUCK, CBS3aHHBIA C OTMEHOU
npernapara-uHIYKTopa MHUKPOCOMAJbHBIX (EpMEHTOB IeueHH. M3MeHeHue 03Bl MpernaparoB-
WHIYKTOPOB MHKPOCOMAIBHBIX (EPMEHTOB II€YCHHW JOJDKHO OBITh TOCTENeHHBbIM. [lpu
HE00XO0AMMOCTH BO3MOXKHO HX 3aMEIICHUE MpernapaTaMu, He HHAYIUPYIOIIMMHA MHUKPOCOMAJIbHBIE
(dhepMeHTHI edueHn (HarpuMep, mpernapaTaMy BaJbIIPOSBON KUCIOTHI) (cM. pasaen 4.4.).

dapMaKOKMHETHKA KBETHANMHA CYIIECTBEHHO HE M3MEHSJIACh MPH OJHOBPEMEHHOM MPUMEHEHUHU
AHTUJETIPECCAHTOB HMMHUNpamuHa (umHruOuTOp wm3odepmenta CYP2D6) wmm  dayokcernna
(uarudutop nzopepmentoB CYP3A4 u CYP2D6).

dapMakOKMHETHKA KBETHANMHA CYIIECTBEHHO HE M3MEHSETCS IPU OJJHOBPEMEHHOM IMPUMEHEHHH C
AHTUTICUXOTUYECKHMH JIEKAPCTBEHHBIMU CPEACTBAMHU PUCIIEPUAOHOM WM Tranonepuaonom. OaHako
OJTHOBPEMEHHBII IpHEM KBETHANIMHA W THOPHIA3WHA TPHBOAWI K IOBBIMICHUIO KIMPEHCA
KBETHaNuHa npuMepHo Ha 70 %.

cDapMaKOKI/IHeTI/IKa KBETHAIIMHA CYHICCTBCHHO HC HU3MCHACTCA IMPH OJHOBPEMCHHOM NPHUMCHCHUU
OTUMCTHUIUHA.

[Ipu ogHOKpaTHOM TIpHieMe 2 MT Jopa3ernama Ha ¢oHe IpueMa KBeThanuHa B 103¢ 250 mr 2 pasa B
CYTKH KJIMPEHC JIOpa3ernamMa CHIKaeTcss npuMepHo Ha 20 %.

dapMaKkOKMHETHKA TIpernaparoB JIUTUS HE W3MEHSETCS MNpU OJHOBPEMEHHOM MPUMEHEHUU
KBETHAITHHA.

B 6-HenenbHOM paHIOMU3HPOBAHHOM HCCIICIOBAaHUHA COBMECTHOTO NMPUMEHEHHS Ipernapara JTUTHS
1 KBCTHAIIMHA TTIO0 CPABHCHUIO C NPUMCHCHHCM HJ'IaI_[eGO M KBCTHUAIIMHA Y B3POCIIbIX MAIlUCHTOB C
OCTPBIM MaHHMAaKaJbHBIM 3MU30/I0M Ooisiee Bhicokas yactora JIIC (B ocoOeHHOCTH, Tpemopa),
COHJIMBOCTHU M YBCIIMUCHUSA MACCBhI TCJia 651.]121 OTMCYCHA B TIPYIIIC MAl[MCHTOB, IMOJYy4YaBIIUX
npernapar JUTHS 10 CPaBHEHHWIO C IMOJIyYaBIIMMH IJIaed0 B KadecTBE MOOABJICHUS K Teparuu
KBCTHUAIIMHOM.

He oTMedeHO KIMHMYECKM 3HAYMMBIX W3MEHEHMH (apMakOKMHETUKU BajblIpoaTa HaTpus H
KBETHAIIMHA TP UX COBMECTHOM IIPUMEHEHUHU. B PETPOCIEKTHMBHOM HCCIEAOBAaHUU Y JETEU U
MOJIPOCTKOB, MOJIy4aBIINX IpenapaT BalblIPOEBOM KUCIIOTHI, KBETHANUH WIK 00a npenapara, Obuia
oTMedeHa OoJiee BBICOKAs YacCTOTa HEUTPONECHMU U JICHKONEHWH B TPYIIE KOMOMHMPOBAHHOU
TEpanuy 110 CPaBHEHUIO C TPYIIIaMU MOHOTEPAIIHH.

dopManbpHbIE HCCIAEAOBaHUS MO M3YYCHHUIO B3aMMOJIEUCTBHUS KBETHAlIMHA C IpenapaTramy,
MPUMEHSIEMBIMU TIPU CEPJIEYHO-COCYAUCTHIX 3a00JIEBaHUAX, HE TPOBOIMIIUCE.
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MpernapaToB, CIIOCOOHBIX BBI3BIBATh HAPYIIEHHUE 3JIEKTPOJUTHOrO OajaHca U yUIMHEHHWE UHTepBalla

QTec.

KBeTranuu He BbI3bIBA HHIYKIHH MHKPOCOMAIBHBIX (PEPMEHTOB ICYCHH, YYACTBYIOIIUX B
MeTtabonu3me GpeHa3zoHa.

VY nmanueHToB, MPUHMMABIIUX KBETHANHMH, ObUIM OTMEYEHBI JIOKHOMOJOKUTENbHBIE PE3YNIbTaTh
CKPUHUHT-TECTOB Ha BBIABICHHE METAJ0HA U TPULMKINYECKUX AaHTHACTIPECCAHTOB METOJ0M
UMMYyHO(EpMEHTHOTO aHanu3a. [lis moATBep:KIeHUs pe3yiabTaToB CKPUHUHTA PEKOMEHIYeTCs
MPOBEJICHUE XPOMATOTPaPUIECKOTO UCCIICTOBAHUS.

4.6. PepTHIBHOCTD, 0€PEMEHHOCTb U JAKTANUS

bepemeHHOCTD

Ilepswviit mpumecmp

[Ipu ananmze HeOombIIOTO 00BEMa OMYOJUMKOBAHHBIX JaHHBIX O CIy4asx OepeMeHHOCTeH Y
KEHIIWH, mojydaBmux kBetwanmuH (T.e. oT 300 mo 1000 wmcxomoB OEpeMEHHOCTH), BKIIOYAs
OIMCAHMS OTIENBHBIX CIIy4aeB U HEKOTOPHIE HAOIIOAaTeIbHbIC UCCIEIOBaHMS, HE ObLIIO BBIABICHO
MOBBIIIIEHHOTO PHUCKA MOPOKOB Pa3BUTHSI, CBSI3aHHBIX ¢ Tepamueil. OIHaKO Ha OCHOBaHWUHU BCEX
UMEIOIINXCS TAaHHBIX HENb3s CIeNaTh OJHO3HAYHBIN BBIBOA. B McciaenoBaHuAX Ha )KUBOTHBIX ObUIH
MIPOJIEMOHCTPHUPOBAHBI TPU3HAKH PETPOTYKTUBHOW TOKCHYHOCTH.

bezonacHocTh U 3()()EeKTUBHOCTH KBETHANIMHA Y OEPEMEHHBIX JKEHIMH HE YCTaHOBIIEHBL. [loaTomy
BO BpeMsl OE€peMEHHOCTH KBETHAIIMH MOXHO IMPHUMEHATh, TOJBKO €CIM OXHJAaeMmasl Iojb3a Ui
JKEHIIUHBI OIIPaBAbIBACT IOTCHIIMAIBHBINA PUCK UL ILUIOAA.

Tpemuu mpumecmp

IIpy mnpuUMEHEHMHM AaHTUIICUXOTHYECKUX IIPENaparoB, B TOM 4YHUCJIE KBETHAIIMHA, B TPETHEM
TpuUMecTpe OEpeMEHHOCTH Yy HOBOPOXKACHHBIX MOSIBIAETCS PHUCK Pa3BUTUS HEXeIaTeIbHBIX
peakiuii pa3HOW CTEMEHM BBIPAKEHHOCTH W AnuTenbHocTH, BKmouas JOIIC w/mnm cunapom
orMeHbl. CooOmanock O BO30YKIEHHWH, TUIEPTOHYCE, THUIOTOHYCE, TPEMOpPE, COHJIMBOCTH,
pECIIUPAaTOPHOM JIUCTPECC-CUHAPOME WM HapyLICHUSX KOPMIIEHUA. B CBSA3M € 3TUM cCieayer
TIIATENIbHO HA0JII0JaTh 32 COCTOSHUEM HOBOPOKAECHHBIX.

JlakTaius

JlanHble 00 3KCKpelH KBETHAMHA C TPYIHBIM MOJIOKOM MpU MPHUEME B TEPareBTUYECKUX J103aX,
OCHOBAHHBIC Ha OYEHb OTPAHUYCHHBIX CBEJCHUAX U3 OMYOIMKOBAHHBIX COOOLIECHHH 00 SKCKpEIHUU
KBETHAIIMHA C TPYJHBIM MOJIOKOM, INPOTUBOPEUYMBBI. BBHIY OTCYTCTBHSA HAIEKHBIX JAHHBIX
CIIEAYET MPHUHATH PEeLIeHHE 00 O MPEKPALICHUN TPYJHOTO BCKapMITUBaHUsL, TM00 O MpeKpalieHun
Tepanuy KBETaIMHOM C Y4€TOM MOJIb3bI TPYIHOT0 BCKapMIIMBAHUS 1711 peOEHKA U MOJIb3bl TEPaIiu
U1 KEHILMHBI.

DepTUILHOCTD

Bnusiaue kBeTHanuHa Ha (EPTHIBHOCTH Y YEIOBEKAa HE OICHHUBATOCH. D(P(EKThI, CBA3aHHBIC C
MOBBIIICHHBIM YPOBHEM IMPOJAKTHHA, HAOMIOJAINMCh Yy KpPBIC, XOTS OHH HE HUMEIOT MPsIMOro
OTHOIIEHHUS K YEJIOBEKY.

4.7. BausiHMe Ha CHOCOOHOCTH YNPABJSATH TPAHCIHOPTHBIMH CpeACTBAMH H padoraTrh C
MeXaHN3MaMu

BcenenctBue npenMyiecTBEHHOTO BO3ICHCTBHS Ha IIEHTPAIbHYIO HEPBHYIO CHUCTEMY KBETHAIHH
MOXET BIJIUATh Ha CKOPOCTb INCHXOMOTOPHBIX PEAKLUHMil M BbI3BIBaTH COHJIUBOCTH. [lo3TOMYy B
Mepuoj] JICYEHUs KBETHAlIMHOM TMAalMeHTaM He peKoMeHAyeTcs paboTaTh C MeEXaHHU3MaMH,
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TpeOYIOIIMMY TOBBIICHHOW KOHIICHTPAIlMM BHHUMAaHUS, faﬂ TOF/IIEQME'G'TEQI:SL‘K eﬁzﬂy'e'rc'ﬂ
yOpaBJICHUE TPAHCIOPTHBIMUA CpPEJICTBAMH, IOKa He OyAeT yCTaHOBJICHA WHIWBHUIyaJIbHAS
IEePECHOCUMOCTD Tepaluu.

4.8. HexxenaTesibHbIE peakmum

Pesrome mpoduiist 6e300acHOCTH

Haubonee uyacteie HexxkenaTenbHble peakiny kBetuanuHa (> 10 %): COHIMBOCTb, TOJIOBOKPYKEHHE,
TOJIOBHAsI 0OJIb, CYXOCTh BO PTY, CHHAPOM OTMEHBI, MOBBIIICHNE KOHIICHTPAINH TPUTIUICPUIOB B
CHIBOPOTKE KpOBH, IIOBBIIIEHWE KOHILIEHTpAallMU OOIIero XojecTepuHa (TJIaBHBIM 00pa3oM,
xonecrepuna JIITHII), camxenne xonuentpauuu xonectepuna JIIIBII, yBennuenue maccel Tena,
CHWKEHHUE KOHIIeHTparuu remorioonna u JOIIC.

Tabauunoe pe3roMe HeXKeNIaTelIbHbIX PeaKIMi

YacToTa HeKenaTeIbHbIX PEaKIuii IPUBEACHA B BUE CICAYIONIEH Ipalaluu:
oueHb yacto (> 1/10);

gacto (> 1/100, Ho < 1/10);
HeuacTo (> 1/1000, Ho < 1/100);
penko (= 1/10000, Ho < 1/1000);
oueHb peako (< 1/10000);
4acTOTa HeU3BECTHA (HA OCHOBAHMHM UMEIOIINXCS JAHHBIX OIICHUTh HEBO3MOXHO).

Tabnuua 1. HexxenatenpHble peakliuy MpU TePAuy KBETHATMHOM.

CucremHo- Ou4ensb yacro Yacro Heuacro Peaxo Ouens penko Yacrora
OpPraHHbIi KJacc HEeN3BECTHA
Hapymenust co CHIDKCHHE neiikonenus ~, |HeiiTporenus', |arpamyio-
CTOPOHBI KPOBU M | KOHIICHTPALUU | CHUKCHUE TpomGommTo- | 1MT03”
nuMdaTHIecKoi | reMormoGuHa® | KonMdecTBa TICHUS, aHEMUS,
CHUCTEMBI HEHUTPO(UIOB, |CHIKCHHE
MTOBBIIIICHHUE KOJINYECTBA
KOJIMYECTBA TpOM6OI_II/ITOB13
303uHO(HIOB’
Hapymenus co peaxmn aHa(UITaKTH-
CTOPOHBI THIIEPYyBCTBHU- YecKue
HMMYHHOH TETBHOCTU peakimn’
CHCTEMBI (BKITIO9AST
aJIIeprIYecKue
KOXKHBIC
peakuumn)
DHIOKPUHHEIC TUIICPIIPOTIAKTH- | CHHYKCHHE HapyIICHUE
HapYIICHUS Hemus ", KOHIICHTPAIUH CeKpenuu
CHIDKCHHE CcBOOOTHOTO aHTHIUYPE-
koHuenTpamun | T2, THYECKOTO
o6mero T, THIOTHPE03”! TOpMOHA
CHIDKEHHE
KOHIICHTPAIIHI
CcBOOOIHOTO
T,
CHIDKEHHE
KOHIICHTPAIUH
o6mero T,
MTOBBIIIICHHUE
KOHIICHTPAIIUH
TTr*
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CHCTEMHO- O4YeHb 4aCTO Yacro Heua¢To T Pejixo' = '©4ens pearo] - - Yacrora-
OpraHHbIii Kj1acc HEU3BECTHA
Hapymenust MOBBILIICHUE MOBBILIICHUE THIIOHATpHE- MeTaboIu-
MeTaboJIu3Ma U | KOHIIGHTpAIMU | alleTHTa, Mus, YeCKui
MUTAHHS TPUTIHLIEPUIOB | HOBBIICHHE caxapHbIit cunapom”’
B ceiBopotke' ', | konmentpamy | mmaber'”,
MOBBILIICHUE TJIFOKO3BI JI0 yXy/IIlIeHne
KOHLIEHTPAILMK | YPOBHS THIEP- |TEUeHHs yxKe
o0rrero rnkeMun®’ HMEIOIIETOCs
XOJIeCTepUHA CaxapHOTo
(TIaBHBIM nabera
o0pazoM,
XOJIeCTepUHA
J—[HHH)UJO’
CHIKCHUE
KOHIIEHTPALHH
XOJIeCTeprHa
JIIBIT ™,
yBeJHYCHNE
Macchl Tea’ "
[Ncuxudeckue HEOOBbIYHbIC U COMHaM-
HapyIICHUS KOIIIMapHbIE Oynu3M u
CHOBH/JICHHS, CBSI3aHHBIC C
CyHUIH/IaIbHbIE HUM SIBJICHUS,
HAMEPEHHsI U TaKue KaKk
CyHIUAATIBHOC peyb BO CHE U
noBeneHue”’ paccTpoicTBO
MTUIIEBOTO
MOBEICHUSI BO
CHE
Hapytuenus co TOJIOBOKPY- U3apTpHs cynoporn’,
CTOPOHBI HEPBHOIH | xkerne™'S, CHUHIPOM
CHUCTEMBI connmBocTs ' ®, 0eCIOKONHBIX
roJjoBHas 00JIb, HOT, ITO3/THSS
ArIcH?! )11/101(1/1}16331/19{1’5,
o6mopok™'®,
CITyTaHHOCTH
CO3HAHUS
Hapymenust co HEYETKOCTh
CTOPOHBI OpraHa 3peHus
3peHust
Hapytuenus co TaXUKapIus YIJIMHEHUE KapIuo-
CTOPOHBI CepLa cepauebuenne™ |mHTEpBaNa MHUOMATHUS U
QT8 MHOKapIUT
6paz[141<apz[m13 2
Hapytuenus co OpTOCTaTH- BEHO3Has MHCYJIBT
CTOPOHBI COCYA0B yeckast TpoM6o-
runotensus sMG0THs’
Hapymenust co OJIBIIIKa ™ PHUHUT
CTOPOHBI
IBIXaTeIbHOM
CUCTEMBI,
OpPTraHOB IPYIHOM
KJIETKU U
CpefoCTeHuUs!
Hapytuenus co CyXOCTh BO pTY |3arop, mucdarus’ aHKPEaTHT,
CTOPOHBI JICIIETICHSI, KHIICYHAS
KeJTyI09HO- pBoTta’ HETPOXO/IU-
KHIIIEYHOTO MOCTB/HIIEYC
TpakTa
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CucremHo- OueHb 4acTo Yacro Heua¢To T Pejixo' = 'O4enn penr
OpraHHbIH Kjaace HeHU3BeCTHA
Hapymenus co TIOBEIIIICHHE TTOBEIIIICHHE KeITyxa®,
CTOPOHBI TICUYEHN aKTUBHOCTH aKTUBHOCTH TeTaTUT
u aTaHWHAMHHO- | acTiapTaTaMHUHO-
YKEITUEBBIBOISTITUX TpaHchepasbl Tpachepassl
myTei (AJIT) B (ACT) B
CBIBOPOTKE CBIBOPOTKE
KPOBH®, KPOBH®
MOBEIIIICHHUE
aKTUBHOCTH
raMMariiyTaMuli-
TpaHcdepasbl
(ITT)’
Hapymenust co aHTHUOHE- TOKCHYCCKUI
CTOPOHBI KOXKHU U BPOTHYECKHUH | 3MUAEPMATbHBIN
TTOJTKOKHBIX oTex’, HEKPOJIH3,
TKaHei CHHZIPOM MHoTo(opMHas
CruBeHca- apuTeMa,
JIxoHCOHA® | OCTpBIit
TeHepaJi-
30BaHHBII
9K3aHTEMATO3-
HBIN IIyCTYJE3,
KOYKHAsl ChIMb C
903MHOpUIHEH
U CHCTEMHBIMH
CUMIITOMaMHU
(DRESS-
CHHIIPOM),
KOKHBIN
BacCKyJIUT
Hapymenus co pabmomMuoan3
CTOPOHBI
MBIIIEYHOM,
KOCTHOM U
COEIMHUTENBHON
TKaHU
Hapymenust co 3aJIepKKa MOUH
CTOPOHBI TIOYCK U
MOYEBBIBOSIITIX
nyTen
bepemennocTs, CHUHJIPOM
MOCJIEPOIOBBIHI OTMEHBI Y
MIEPUOJT 1 HOBOPOXK/ICH-
MIepUHATaJIbHEIC HBIX|
COCTOSIHHUS
Hapymenust co CeKCyasbHas MIPHAIU3M,
CTOPOHBI JTUCHYHKIUS rajakropes,
PENPOTYKTUBHOM HaOyxaHue
CUCTEMBI U MOJIOYHBIX
MOJIOYHBIX XKeJie3 Kenes,
HapyIICHHE
MEHCTpYaib-
HOTO ITUKJIA
Ob6mrue CHUMIITOMEBI JIeTKast aCTeHUS, 3JI0Ka4eCT-
HapyIICHUS U OTMEHBI nepugepu- BEHHBIH
peakiuu B Mecte | (abeucrenumn) ' | deckne oTek, HEHWpOJIeNTH-
BBEJICHHSA pa3apakuTeINh- YEeCKHH
HOCTB, cunapom’,
JUXOpaJIKa THIIOTEPMHS
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e

e
CHCTEMHO- O4YeHb 4aCTO Yacro Heua¢To T Pejixo' = '©4ens pearo] - - Yacrora-
OpraHHbIii Kj1acc HEU3BECTHA
JlaGopatopHbie 1 MTOBBINIICHHE
HHCTPYMEHTAIb- AKTHUBHOCTH
HBIE TAHHBIE KpeaTHH-

(hochoxruHa3EI

(K®K) B

kposn'*

1. Cm. pazpgen 4.4.

2. CoHIMBOCTh OOBIYHO MOXKET BO3HHMKATh B T€UEHHE MEPBBIX 2 HEJENb I0C/IE Hayalla Tepanui u,
KaK [PaBUJIO, pa3pelaeTcs Ha (oHe MPOJODKAIOLIErocs MpreMa KBEeTHAIIMHA.

3. YV HEKOTOpBIX MALMEHTOB, MOJYYaBIIUX KBETHANHMH, OTMEYAJIOCh OECCUMIITOMHOE MOBBIILICHHUE
(>3 pasza or BepxHEH TpaHMLBI HOPMBI TpPHU ONpEAEICHUHM B JI000E BpeMs) aKTUBHOCTHU
tpancamuna3 (ACT, AJIT) u I'TT B ChIBOpOTKE KpOBH, Kak MpaBWio, oOparumoe Ha (oHe
MIPOIOJDKAIOIIETOCs MPUeMa KBETHAITHHA.

4. Kak w papyrue aHTUIICUXOTHYECKHE TIpermapaThl C 0-aJIpECHOOJOKUPYIONIMM JICHCTBHEM,
KBETHAIIMH MOXXET YacTO BbI3BIBATh OPTOCTATUYECKYIO THUIIOTEH3UIO, KOTOpas COINPOBOXKAACTCA
TOJIOBOKPY)KEHUEM, TaxuKapAHeW, B HEKOTOPBIX Cly4asX — OOMOPOKOM, OCOOEHHO B Hayaie
Tepanuu pu TUTPOBAHUHU 1036l (CM. pazzaen 4.4.).

5. UYactoTra [aHHBIX HEXKEJIATEIbHBIX pEaKUUNd IPUBEJCHA Ha OCHOBAaHUU PE3YJILTATOB
MOCTPErUCTPALIMOHHOTO HAOJIIOICHHUSL.

6. KoHnieHTpalius riitoko3sl B KPOBH HATOMIAK > 126 mr/mi (> 7,0 MMOJIB/JT) WM MOCTIpaHIHaTbHAS
KOHIIEHTpalus riroko3sl > 200 mr/mr (> 11,1 MMoIb/i1) XOTs ObI OJHOKPATHO.

7. bonee BbIcOKas yacToTa aucdaruu Ha (oHe KBETHANmUHA IO CpPaBHEHHIO ¢ Iuianedo Obuia
OTMEYECHa TOJNBKO B KIMHMYECKHX HCCIECJOBAHHMIX Y MAlMEHTOB C JIENpPEecCHed B CTPYKType
OUIIONIIPHOTO pacCTPOMCTBA.

8. IloBbIIeHNE UCXOAHOM Macchl Tena > 7 %. B 0CHOBHOM, BO3HMKAET B MIEPBBIC HEJEIH TEPAIIUH Y
B3POCIBIX.

9. Ilpu u3yyeHUH CHUHAPOMA OTMEHBI B KPATKOCPOYHBIX IIAIE00-KOHTPOIUPYEMBIX KIMHUYECKHX
WCCIICIOBAaHMSIX KBETHANIMHA B PEKMME MOHOTEpANHH ObUIHM OTMEYEHBI CIIEAYIOIINE CHUMIITOMBIL:
OeccoHHMIIa, TOLIHOTA, rOJIOBHAsI O0Jb, AMapesi, pBOTA, TOJIOBOKPYKEHUE U Pa3IpakUTEIbHOCTb.
YacTtoTra CHHIpOMa OTMEHBI CYIIECTBEHHO CHWXKajdach 4depe3 1 HeAento mociie MpeKpanieHus
npuema npemnapara.

10. IToBblieHNEe KOHIEHTPALUMU TpUrIUUEepuaoB > 200 mr/na (= 2,258 MMOJIb/T) y MalUEHTOB
> 18 et wim > 150 mr/mn (> 1,694 mmone/i) y manueHToB < 18 j1eT, XoTs ObI OJJHOKPATHO.

11. TloBblmieHHWE KOHIIEHTpalMu oOmero xonectepuna > 240 mr/an (> 6,2064 mmonb/in) 'y
nanueHToB > 18 mer wim > 200 mr/mn (> 5,172 mmonws/n) y manueHtoB < 18 yer, XOoTs ObI
oqHokpaTHO. OueHb 4YacTo HaONIONATIOCh MOBBINIEHHE KOHIEHTpauuu xosecrepuna JIITHIT
> 30 mr/mn (> 0,769 mmonw/n). CpegHee 3HAYCHHME MAHHOTO HW3MEHEHHUS Y OTHUX IMAllMCHTOB
cocraBuio 41,7 mr/an (> 1,07 Mmmons/n).

12. CM. ganee mo TEKCTy pasjena.
13. KonmnyectBo TpomboruToB < 100 x 10°/1, X015t GBI OJIHOKPATHO B JIFOO0E BpeMH.

14. Ilo paHHBEIM COOOIIEHHMH O HEXKEJAaTEIbHBIX SBJICHUAX MOBEINICHHUS akTUBHOCTH K@K, He
ACCOLIMMPOBAHHOTO CO 3JIOKAYECTBEHHBIM HEUPOJIENTHYECKUM CHHJIPOMOM, B KIMHHYECKHUX
HACCIIEIOBAHUSIX.
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(> 869,56 mmounp/i) y myxuuH; > 30 Mxr/n (> 1304,34 mMoJIb/T) y KEHITUH TIPH OTNPEICIICHUH B
000 MOMEHT.

16. MoxeTt npuBOAUTH K MaJACHUSM.

17. Camxenne xoHueHtpauuu xojecrepuna JIIIBIT <40 mr/mn (< 1,025 MMOB/11) y MYyXYHH U
<50 mr/mn (< 1,282 MMOIB/1) y )KSHIIUH MPU ONPEICTICHUH B JTI000 MOMEHT.

18. Hactora uzmenenus unreppaina QTc ot < 450 mcek. 10 > 450 mcek. ¢ ynnuaenuem > 30 Mcek.
B nmname60-KoHTpOIMpyeMbIX UCCIICOBaHUSIX KBETHAIIMHA CpeiHee n3MeHeHune narepsaina QTc mo
KIIMHUYECKH 3HAYMMOTO YPOBHS M YacTOTa 3TOTO M3MEHEHHsI B TPYIIE KBETHANMHA W TPYIIE
mIanedo He pa3IuvdaliucCh.

19. 3menenue ot > 132 Mmoutb/1 10 < 132 MMOJIB/TT XOTSI OBI OJTHOKPATHO.

20. Cnoyyan cyuInuaadbHBIX HAMEPEHHH W CYHITUIAIBHOTO TOBEACHUSI ObUIM OTMEUEHBI BO BPEMsI
Tepanuu KBETHAITMHOM WJIM BCKOPE MOCJE €€ MpeKpaileHus (cM. pazaen 4.4.).

21. Cm. paznen S.1.

22. CHmwxeHue KoHIeHTparuu remoriaoouHa < 13 r/mn (8,07 mmons/n) y MyxkuuH u < 12 1/m1
(7,45 MMoOmB/1) y KEHILKH, XOTs Obl OJHOKpaTHO, oTMeuanock y 11 % manuentoB Ha (hoHe mpueMa
KBETHAIMHA BO BCEX KIMHUYECKUX HCCICIOBAHUSAK, BKIIOYAS JIUTEIBHYIO TEPAMUIO B OTKPHITOM
nepuosie. Y 3THX IMallMEHTOB CpPEeJHee MAKCHMalbHOE CHMIKCHHE KOHIIEHTPAIMH T'eMOTJIOOMHA B
11000 MOMEHT HcciIenoBanusa coctaBmwiio — 1,50 /1.

23. JlaHHbIC SBJICHUS YaCTO OTMEUYaIW Ha (OHE TaXUKaAPAUH, TOJIOBOKPYKEHHUS, OPTOCTATHICCKOM
TMIIOTEH3UM W/WIM COMYTCTBYIOIIEH TMATOJOTHMHM CEPAECYHO-COCYAMCTOM WM JbIXaTelbHOU
CUCTEMBI.

24. Ha ocHoBanuu IIOTCHIUAJIbHO KIMHUYCCKU 3HAYNMBIX OTKJIOHEHHH OT HOPMAJIbHBIX UCXOIOHBIX
3HAYCHUH, OTMEUCHHBIX BO BCEX KIIMHUYECKUX MCCIIEAOBAHMIX. MI3MEHEHUST KOHIIEHTPAIH 00IIEeTo
T4, cBobomnoro T4, obmero T3, ceoboanoro T3 mo 3naueHuit < 0,8 OT HMIKHEH TPAHUIIBI HOPMBI
(mmonb/1m) u moBkIeHue kKonnentpanuu TTI > 5 MMEn/n npu onpenenenuu B mo00e Bpems.

25. Ha ocHOBaHMM MOBBIIIEHHOW YacTOTHI BO3HUKHOBEHUS PBOTBL Y MOXWJIBIX MHTaIUCHTOB
(B BO3pacte > 65 ner).

26. Ha ocHOBaHMM M3MEHEHHUsI KOJIMUYECTBA HEUTPO(MIoB oT > 1,5 x 10°/7 MCXOMHBIX 3HAYCHHH 10
<0,5x 10°/1 B 7060 MOMEHT BO BpeMsl TEpanuh M TAlUEHTOB C TSKEJIOW HEUTpONeHUen
(<0,5x 10°/m) u nH(pEeKIHel BO BCeX KIMHUYECKUX UCCIIeIOBAaHMIX KBeTHANUHA (cM. pazzaen 4.4.).

27. Ha oCHOBaHMH MOTEHIHUAIBHO KIMHUYECKA 3HAYUMBIX OTKJIOHEHUU OT MCXOJHO HOPMAaJIbHBIX

3HaquHﬁ, OTMCUCHHBIX BO BCEX KIMHHUYCCKUX HUCCICIOBAHUIX. I/IBMGHGHI/IG KOJIN4YECTBa
9

s03uHOGUIOB > 1 X 10°/71 mpu onpeenieHnu B 1000€ Bpemsl.

28. Ha ocHOBaHMU MOTCHIMAIBHO KIMHHYECKUA 3HAYMMBIX OTKJIOHEHUH OT MCXOJHO HOPMAIBbHBIX

3HaYCHWH, OTMEUEHHBIX BO BCEX KIWHUYECKUX HCCICIOBaHUAX. VI3MEHEHHEe KOJIMYecTBa
. 9

neiikoruToB < 3 x 107/ ipu omnpeeNieHnu B II000€ BpeMsl.

29. Ha ocHOBaHWHU COOOIICHHUI O HEKEIATENBHBIX SIBJICHUSAX «META0OTUYECKUA CHHIPOMY» BO BCEX
KIIMHNYCCKHUX HUCCIICAOBAHUAX KBCTHAIIMHA.

30. Y HEKOTOPHIX MAIMEHTOB B KJIMHUYCCKUX HCCICIOBAHUSAX OTMEYAJIOCh YXY/IIEHHE Oosee 4eM
OJTHOTO METa0OJIMYECKOTr0 MOoKa3aTelsl, TAKUX KaK Macca Tella, KOHIIEHTPAIHsl TJIFOKO3bI B KPOBH U
MOKAa3aTeNH JIMIUIHOTO oOMeHa (cM. pa3zaen 4.4.).

31. Cwm. paznen 4.6.
32. Moxer pa3BUThCA B MOMEHT WM BCKOpE IMOCIE Hayaja Tepanuud U COMPOBOXKAATHCA

TUNOTeH3Ued u/uiaum oOMopokoM. YacTora yKa3aHa Ha OCHOBAHUM COOOIIEHUH O pa3BUTHU
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i W i ._, . BT = EETHES
OpaguKapIuyd W CBSI3aHHBIX HEXKENATEIbHBIX SBICHUN BO '-EEE%"EMEMEE&JTGEO HIBIX

KBETHAIIHA.

33. Ha ocHOBaHMM pe€3yJbTaTOB OJHOIO  PETPOCIEKTHMBHOIO  HEPaHIOMHU3UPOBAHHOIO
SMHIEMHOJIOTHYECKOTO UCCIIEI0BAHMSL.

VYanunenue unrepBana QT, >kenmygoukoBasi apuTMHs, BHE3allHas CMEpPTh, OCTAHOBKA cepAla U
JBYHAIIpaBJICHHAs JKEIYJOYKOBas TaXWUKapAHUs CUHMTAIOTCA HEXeJNaTeIbHbIMU  PEaKLUsIMHU,
MPUCYIIMMH HEHPOJEITHKAM.

Tsokenble KOXHBIE HEXeNaTeldbHble peakuuu, Bkiodas cuHjapoMm CruBeHca-/[>koHCOHA,
TOKCHYECKUH »muaepMaibHblii Hekpoau3, DRESS-cuanpom Oblmm 3apeructpupoBanHbl Ha (oHE
TCpalli KBCTUAITMHOM.

€TH

VY nereil 1 NOAPOCTKOB BO3MOXHBI T€ XK€ HEXKEJATENbHbIE PEAKIIUU, YTO U Yy B3POCIbIX NALIMEHTOB
(onmcansl Bblle). B Tabnuie 2 npuBeneHb! HEKENaTeNIbHbIE PEAKIIMU, KOTOPbIe BO3ZHUKAIOT Yalle y
JeTed ¥ MoApOoCTKOB B Bo3pacte 10-17 ser, ueM y B3pOCibIX MALUEHTOB, & TAK)KE HEKEIaTeIbHbIE
peaKIMK, KOTOpble He ObLIN BBISBIECHBI Y B3POCIBIX MALUEHTOB.

YacToTa HexenaTelbHbIX PEAKLUN IPUBEICHA B BUJIE CICAYIOLIEH IPalallvu:
odeHb yacto (> 1/10);

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

Heyacto (> 1/1000, o < 1/100);

penko (> 1/10000, Ho < 1/1000);

oudeHb peako (< 1/10000).

Tabnuua 2. HexxenarenbHble peakiiy MPH TeParuy KBETHAIMHOM, KOTOPbIE OTMEUANINCh y JeTeH U
MOJPOCTKOB Yallle, Ye€M Y B3pPOCIBIX, a TaKKe HEXelaTeJIbHbIe PEAKIMH, KOTOpble HE ObUIN
BBISIBJICHBI Y B3POCIIBIX ITALIUEHTOB.

CuHCTeMHO-OpPTraHHbI| KjIace OueHb YacTo Yacrto

IoBbllIeHNE KOHIIEHTPALUU
DOHIOKPUHHBIE HAPYIICHHS

pOoNaKTHHA'
Hapymenus merabosi3Ma 1 IHTaHUS IToBblIEHUE anneTnTa
Hapymienust co cTOpoHbI HEPBHOM CUCTEMBI 31c’ ObMopoK

IToBbllIeHNE apTEPHATIBEHOTO
Hapymenust co cTOpOHBI COCYyIOB

JTABJICHUS
Hapymenwus co cUTopOHLI JIbIXaTEeIbHOW CUCTEMBI, Purt

OpPTaHOB IPYAHOM KIJIETKH U CPETOCTEHUS

Hapymenust co cTOPOHBI KeTyJOYHO-KUIIIETHOTO Prora

TpaKTa

OO0mie HapyIIeHNs ¥ peakKIiU B MECTE BBEICHUS Pa3/pakHTENEHOCTD

1. IloBbIlIeHHE KOHIIEHTPAIMH MTPOJIAKTHHA y TareHToB < 18 met: > 20 Mkr/n (> 869,56 nMoms/m)
y MyxuuH; > 26 Mxr/n (= 1130,428 nMoinb/i) y KEHIIMH IpPU OINpEIeIeHUH B 000 MOMEHT.
[ToBbIIEHNE KOHIIEHTpAIMK MpoiakTiHa > 100 MKT/11 0TMedasioch MeHee 4eM y 1 % marueHToB.

2. Ha ocHOBaHMM W3MEHEHHMH BBIIIE KIMHUYECKHM 3HAYUMBIX TpaHUI (HA OCHOBaHHUHU
aJanTUPOBaHHBIX KpuTepueB HanwmonansHoro Wuctutyra 3apaBooxpanenus, NIH) wm
MOBBIIIEHUE CHUCTOJIMYECKOIO apTEpUAIBHOIO AaBieHus > 20 MM pT. CT. M JAHACTOJIUYECKOTO
apTepHalbHOTO JaBieHust > 10 MM pT. CT. IpU U3MEPEHUHU B JH000€ BpeMs B JIBYX KPaTKOCPOUHBIX
(3-6 Henenp) muane0o-KOHTPOIUPYEMBIX UCCIEIOBAHUAX Y IETeH U MOAPOCTKOB.
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MOXCT UMCETH PA3JIMYHBIC KIMHUYCCKHUE ITOCJICACTBHUA Y ,I[CTCfI " MOAPOCTKOB IO CPaBHCHHUIO CO
B3POCJIBIMU MMALIUCHTAMMU.

COO6I.H€HI/IG 0 TOA03PEBACMBIX HEXKCIIATCIIbHBIX PCAKIINAX

BaxxHo coo0mare O TMOJ03pEBAaEMBIX HEKENATEIbHBIX PEAKIUAX TIOCIEe PETUCTPALUU
JIEKapCTBEHHOI'0 Tperapara C Ledblo O0ecreueHus: HEeMpepbIBHOIO MOHUTOPHHIA COOTHOIICHUS
«oNib3a — PHCK» JIEKAPCTBEHHOTO Tpernapata. MEIUIIMHCKUM pa0OTHUKAM pPEeKOMEHIYeTCs
CO00IIaTh O JIOOBIX MOI03PEBAEMbBIX HEXKENATEIbHBIX PEaKIHUIX JIEKAPCTBEHHOTO Mpernapara uepes
HallUOHAJIbHYIO CUCTCMY COO6H_IGHI/I$I 0 HCKCIATCIBbHBIX PCAKIUAX TOCyAapCTB — YJICHOB
EBpa3uniickoro 3kOHOMHUYECKOTO COI03a.

Poccuiickas @enepanus

109012, r. Mockga, CinaBsHCKas Tuiomaip, 1. 4, ctp. 1.

denepanbHas ciyx0a 1o Haa30py B cdepe 3apaBooxpanenus (PoczapaBuanzop).
Tenedon: +7(800)550-99-03

Email: pharm@roszdravnadzor.gov.ru unu npr@roszdravnadzor.gov.ru
www.roszdravnadzor.gov.ru

4.9. Ilepeno3upoBka

CUMIOTOMBI

Coobmanoch 0 JeTatbHOM HcXoJie Tipu npueMe 13,6 T KBeTHanuHa y NalueHTa, y4acTBOBABILETO B
KJIMHUYECKOM MCCJIEJOBAHNH, @ TAKXKE O JIETAJIbHOM HCXOJle Iocie Mpuema 6 I KBeTHaluHa Ipu
IIOCTPETUCTPALIMOHHOM M3YyY€HUU Ipenapara. B To ke BpeMsl, onucaH ciydail npueMa KBeTHaluHa
B 1103¢, ipeBbimaroniei 30 r, 6e3 JeTaTbHOT0 HUCX01a.

CuMOTOMBI, OTMEUYEHHbIE NpU MEPEelO3UPOBKE, B OCHOBHOM, OBUIM CJIEICTBHEM YCUJICHUS
M3BECTHBIX (apMakosioruueckux 3¢(eKkToB mnpemnapara, TakKuX Kak COHJIMBOCTh U ceAalus,
TaXUKapAus, CHKCHHUE apTEePUAIbHOTO JaBJICHUS U aHTUXOJIMHEPTUYecKue 3P PeKThl.

[lepeno3upoBka MOKET MPUBOIUTH K yBeNn4eHUI0 nHTepBasia QT, cymoporaM, sMHUIenTHYECKOMY
cTarycy, pabJOMUONU3Y, YTHETCHUIO JBIXaHMA, 3aJepKKe MOYM, CIYTAaHHOCTH CO3HaHMA, Opemy
u/uni  BO3OYXICHUIO, KOME M CMEpTH. Y TAIHUEHTOB C TSDKEJIBIMH CEPICYHO-COCYAMCTHIMU
3a00JIeBaHUSMU B aHAMHE3€ PUCK PA3BUTHS HEXKENATEIbHBIX PEAKIUN MPU MEPETO3UPOBKE MOXKET
yBeIU4YuBaThes (cM. pasnen 4.4.).

Jleuenue

Cnenuduyeckux aHTHUIOTOB KBETHAlIMHA HET. B cioydasx TsOKeTol HWHTOKCHUKAIMHM CIICTYeT
MIOMHUTBH O BO3MOKHOCTH MEPEJ03UPOBKU HECKOJIBKUX JIEKAPCTBEHHBIX MPENapaToB.

PexkoMeHnyercss mpoBOANTh MHTEHCHUBHYIO TEpaIlvio, HAIMPABICHHYIO Ha MOJJepXaHUe (YHKIINH
IOBIXaHUST W CEPIACYHO-COCYIUCTOM CHCTEMBI, OOecCleueHUue aJCKBATHOW OKCHUTEHAIMH W
BEHTHWISALIVH.

OnyOnuKOBaHbI COOOLICHUS O Pa3pelIeHUH TSDKETBIX HEXKeNaTeNbHBIX A(P(PEKTOB CO CTOPOHBI
LEHTPAJIbHOW HEPBHOI CHUCTEMBI, B TOM YHCII€ KOMBI, IEIHPUS U SIBHOTO aHTHXOJIUHEPTUYECKOTO
CHUH/IpOMA, TIOCIiEé BHYTPUBEHHOTO BBeACHUs (uzocturmuHa (B J03€¢ 1-2 MI') MOJ TOCTOSHHBIM
koHTposieM OKI'. Takoil moaxom HE PEKOMEHJIOBAH B KAauyeCTBE CTAHIAAPTHOTO JICUCHHS H3-3a
MOTEHIMAJILHOTO HETaTMBHOTO BIUSHHUS (DU3OCTUIMHHA Ha BHYTPHCEPACUYHYIO MPOBOIAMMOCTb.
®U30CTUTMUH MOKHO MPUMEHATH NpU OTCyTcTBUU OTKiIOHeHUH Ha DKI'. He cnenyer nmpuMmeHsTh
(U30CTUTMUH NPU apUTMHUAX, OJIOKAAaX 000 CTENeHH WK paciupeHun komriekca QRS.

B ciyyae BO3HUKHOBEHUS pepaKTepHOM T'MIIOTEH3UHU MPU MEepeOo3UpOBKE KBETHUAIIMHA JIEYCHHE
ClIeIyeT TPOBOAUTH MYTEM BHYTPHUBEHHOT'O BBEICHUS JKUIAKOCTH W/WIA CHMIIATOMUMETHYECKHX
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B-ampeHOpEnenTopoB  MOXKET  BbI3BaTh  YCWJICHHWE  THUINOTEH3WM Ha  (QoHEe  OJIOKasbI
0-aJIpEHOPELIETITOPOB KBETHATTTHOM).

[TpombIBaHME XenyaKa B Te4eHUE | Yaca mocie nmepeno3upoBKy (TIOCIe HHTYOAIUY, €CIIU MaIlieHT
0e3 Co3HaHUS) M Ha3HAUCHHE AaKTHUBHPOBAHHOTO YINSi U CIHAOUTENBHBIX CPEACTB MOXKET
CIOCOOCTBOBATH BBHIBEJICHUIO HEAOCOPOUPOBAHHOTO KBETHAIIMHA, OAHAKO 3((HEKTUBHOCTH ITUX MEP
HE U3y4YeHa.

[IpuctanpHOE METUIIMHCKOE HAOIIOJCHHE JOJKHO TPOJOJDKATHCS 1O YIYUIIEHUS COCTOSHHS
[aruenTa.

5. PAPMAKOJIOTMYECKHUE CBOMCTBA

5.1. ®apmakoanHaMH4YecKHe CBOICTBA

dapMakoTepaneBTUYECKasl Ipymmna: INCUXOJECNTUKH; aHTUIICUXOTHYECKUE CPEICTBA; JUA3CIUHBL,
OKCa3€NUHBbI, THA3ECIIUHBI U OKCEIIMHBI.
Kog ATX: NOSAHO4.

MexaHu3M AelCcTBUSA

KBeTnanuH sBIs€TCS aTUIWYHBIM aHTUIICUXOTHYECKHUM IpernapaToM. KBeTHanvH U €ro aKkTUBHBIN
MeTabonuT N-Ae3aJKUIKBETHANUH (HOPKBETHANMH) B3aUMOICHUCTBYIOT C LIMPOKHUM CIIEKTPOM
HEHPOTPAHCMUTTEPHBIX PELENTOPOB TOJIOBHOrO Mo3ra. KeermanmnH n  N-A€3aIKUIKBETHAINH
NPOSIBIISIIOT BhICOKOE cpoicTBO K SHTr-ceporonnHoBbIM penentopam U Di- Di-godamMuHOBEIM
peuenTopaM rojJOBHOTO MO3ra. AHTAaroHM3M K YKa3aHHBIM peELENTOpaM B COUYETaHUU C Oojee
BBICOKOM celneKTHBHOCThIO K SHT,-cepoTOHMHOBBIM perentopam, 4eM K Ds-10haMHHOBBIM
peuentopaM, 0O0yclIaBIMBAET KIMHUYECKUE aHTUIICUXOTUYECKHE CBOMCTBAa KBETHANIMHA U HU3KYIO
YacTOTy Pa3BUTUSI SKCTPAMPAMUIHBIX HEXeNaTelIbHBIX peakiuil. KBermanun He oOmamaer
CPOJCTBOM K TIIEPEHOCUMKY HOpaJpeHaluHa U  o0lajaeT HU3KUM  CPOACTBOM K
SHTA-CEepOTOHMHOBBIM peLenTopam, B TO BpeMs Kak N-Ie3alKUIKBETHANIUH IIPOSIBIISIET BBICOKOE
CpoaCcTBO K oOouM. MHrubupoBaHHE NEPEeHOCUMKA HOPAIpEHAIMHA M YaCTHUYHBIH aroHW3M B
orHowmeHUN SHTA-CEpOTOHMHOBBIX PELENTOPOB, NPOSBIsieMble N-Ie3aIKWIKBETUAIIMHOM, MOTYT
o0ycnaBnuBaTh aHTUJENPECCUBHOE JeiicTBUe KBeTHanuHa. KBetnanuH u N-ae3aKUIKBETHAIMH
00JIaZlaloT BBICOKMM CpPOJCTBOM K THCTaMHHOBBIM M 0-3IpEHOpELENnTOpaM M YMEPEHHBIM
CPOJICTBOM IO OTHOLIEHMIO K Op-afpeHopenentopaM. Kpome Toro, kBetuanuH He oOJagaeT WiIu
obnagaer HU3KUM CpPOJCTBOM K MYCKapMHOBBIM  pelenrtopamM, B TO BpeMs  Kak
N-Ae3aIKUIKBETHAIIMH NPOSIBIIIET YMEPEHHOE MIIM BBICOKOE CPOJACTBO K HECKOJIBKUM IOATHIIAM
MYCKApHUHOBBIX PELENTOPOB, C KOTOPHIM MOTYT OBITh CBSI3aHBl AHTHXOJMHEPTUYECKHE
(MmyckapuHOMO100HBIC) 2P (HEKTHI Mpernapara.

dapmarkognHamMuyeckue 3O HEKTHI

B CTaHOJAPTHBIX TECTAX KBETHAIIMH IPOABIIACT AHTUIICUXOTHYCCKYIO aKTUBHOCTD.

VYnaensHbIl BkIany wmerabosnTta N-Ae3alKUIKBETHANWHA B (DAapMaKOJOTHUECKYI0 aKTHBHOCTH
KBCTHAIIMHA HE YCTAHOBIJICH.

Pesynbrarsl u3ydenus DIIC y )KUBOTHBIX BBISIBHIIN, YTO KBETHAIMH BBI3BIBACT CIa0yIO KaTaJeICUIo
B J03ax, 3(dexTtuBHO Onokupyomux D,-penientopsl. KBeTnanuH BbI3BIBAET CEIEKTUBHOE
YMEHBUICHUE aKTUBHOCTH Me3onmmonyecknx Al0-modamuHepruyeckinx HEMPOHOB B CPABHEHUH C
A9-HUTPOCTPHATHBIMA HEHPOHAMH, BOBJICUCHHBIMU B MOTOPHYIO (DYHKITHIO.
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Kimmanueckas 3dbdhekTUBHOCTE ¥ 0€30I1aCHOCTD

KBernanua >¢¢dexTHBeH B OTHONMICHWM KaK MO3WTHUBHBIX, TaK M HETaTHBHBIX CHMIITOMOB
30 peHnu.

KBetnanus 3¢ pexTrBeH B kauecTBe MOHOTEPANUH NTPU MaHUAKAIBHBIX SMU30/4aX OT YMEPEHHOMH 110
BBIDOXCHHOW CTENEHU TsKECTH. JlaHHBIE O [UIMTEIbHOM INPUMEHEHUM KBETHAIIMHA JUId
Mpo(UIAKTUKY TOCIEIYIOINX MaHUAKaIbHBIX U JIEPECCUBHBIX 3IN3070B OTCYTCTBYIOT. JlaHHBIE
0 IPUMEHEHUIO KBETHANMHA B KOMOWHAIIMM C BaJbIIPOATOM CEMUHATPHS WU MpenapaTaMy JTUTUS
[IPY MaHUAKAJIBHBIX SIM30/1aX OT YMEPEHHOW A0 BBIPAKEHHOW CTENEHU TSKECTH OrPaHUYEHBI,
OJHAKO JaHHAs KOMOMHHMpOBAHHAs Tepamus, B LEJIOM, XOpoIIo mepeHocwiack. Kpome Toro,
kBetuanuH B 103¢ 300 mr u 600 mr 3 deKkTrBEH y ManueHToB ¢ OUMOIApHBIM paccTpoicTBoM [ u 11
TUIA OT YMEPEHHOW /10 BBIPAKECHHOM cTerneHu TsokecTu. IIpu 3ToM 3¢ (eKTUBHOCTh KBETHANTUHA
nipu npueme B 1o3e 300 mr u 600 Mr B CYyTKH CONOCTaBUMA.

KBernanun 3¢ppexTrBeH y nanueHToB ¢ mu3oppeHueii 1 MaHuel NpH IpueMe mnpenapara 2 pasa B
CYTKH HECMOTpPsI Ha TO, YTO HEPUOJ IOJYBBIBEJCHHs KBETHAIMHA COCTABISET OKOJO 7 YacoB.
BozneiictBue kBernanuna Ha SHT>- u Dj-penenTtopsl nponoskaercs 10 12 yacoB mocie npuemMa
npernapara.

[Ipy npueme KBeTHANMHA C TUTPOBaHMEM J03bl Npu mu3odppennn uactora OIIIC u
COITYTCTBYIOIIETO MPUMEHEHHSI M-XOJIMHOOJIOKATOPOB ObllIa COMOCTaBUMa C TaKOBOM IpU Mpueme
wiane6o. [lpu HazHaueHMM KBeTHMAnmMHAa B (DUKCHPOBAaHHBIX J03aXx OT 75 mr go 750 mr/cyr.
ManueHTaM ¢ mu3opeHneit yacrora Bo3HUKHOBeHUs DIIC m HEOOXOIUMOCTH COMYTCTBYIOIIETO
MPUMEHEHHSI M-XOJIMHOOIOKATOPOB HE YBETUYNBAJIHCh.

[Ipn mpumeHeHun kBeTHanuHa B g03ax 10 800 MI/CyT. s JIeYeHUs MaHWAKaJIbHBIX 3MHU30/I0B OT
YMEPEHHOH /10 BBIPAKCHHOW CTETMCHH TSHKECTH KakK B BHJIE MOHOTEpAIHMH, TaK U B KOMOWHAITUU C
npenaparaMu  JIUTHS WKW BajblipoaToM cemuHatpus, uactora OIIIC u comyTcTByrOmero
MPUMEHEHHS M-XOJIMHOOIOKAaTOPOB ObllIa CONOCTaBMMa C TAKOBOM MpH MpHUeMe Ianedo.

5.2. ®apmMakoKHHEeTHYECKHE CBOMCTBA

AOGcopOrms

[Ipn mepopaJibHOM HNPUMEHEHWH KBETHANIMH XOPOIIO BCACBIBAETCS W3 KEIYAOYHO-KHUIIEYHOTO
TPaKTa U aKTUBHO META00IMU3UPYETCs B IIEUCHHU.

HpI/IeM MUY CYINECTBECHHO HE BIIUACT HA 6I/IO,I[OCTy1'IHOCTI) KBETHAIIMHA.

Pacnpenenenue

[TpubnuzurensHo 83 % KBeTHANMHA CBSI3bIBACTCS ¢ OEJIKaMHU IJIa3Mbl KPOBHU.

Buorpanchopmariust

VYcranosneno, uro CYP3A4 sBnsercs kioueBbIM H30(EPMEHTOM MeTaboJM3Ma KBETHAIWHA,
OrocpeioBaHHOTO  nuTtoxpomMoM  P450. N-ge3ankuikBeTHanuH o0pa3yercss ¢ y4yacTHEM
m3odepmenta CYP3A4.

PaBHOBeCHaH MOHHpHa}I KOHHGHTpaHI/IH AKTHUBHOT'O MeTaGOHI/ITa N-,Z[QSa.HKI/IJIKBeTI/IaHI/IHa
cocTaBiisIeT 35 % OT TaKOBOM KBETHAIIMHA.

KBeTnanuH u HEKOTOpBIE €ro METa0OJUTHI (BKIOYas N-Je3alKHIKBETHANNH) 00IagaroT ciabon
WHTUOMPYIONIEH aKTUBHOCTHIO MO OTHOIIEHWI0 K M3odepMmeHTam nuroxpoma P450 1A2, 2C9,
2C19, 2D6 u 3A4, HO TONBKO IpH KOHLEHTpauuu, B 5-50 pa3 mpeBbllIalONIEH KOHLEHTpALUH,
Ha0II0JaeMbIe PU 00BIYHO HCTIONB3YeMOoH 3¢ dhexTuBHOM n03upoBKe 300-800 mr/cyT.
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KBeTHAlMHA C IPYTMMH TpernaparaMy NMPUBENET K KIMHUYECKH BBIPAXEHHOMY HWHTMOWPOBAHUIO
MeTaboIM3Ma IPYTUX JIEKaPCTBEHHBIX CPEJICTB, OMIOCPEAOBAHHOTO IIUTOXpoMoM P450.

OIMMUHALIMS

[lepuon nonyBbIBeACHUSI KBETUANIMHA U N-I€3IKUIKBETHAIMHA COCTABIISIET OKOJIO 7 U 12 yacos,
COOTBETCTBeHHO. B cpemnem Menee 5 % MOISpHOM 70361 (Dpakmuu CBOOOJHOTO KBETHANIMHA H
N-ne3ankuiaKkBeTHANUHA TJ1a3Mbl  BBIBOIUTCS ¢ Mouoi. [lpubmmsurensHo 73 % KBeTnamuHa
BBIBOJUTCS ¢ Mouoil 1 21 % ¢ pexanusmu. Menee 5 % KBeTHanuHa He MOJBEPraeTcsi MeTadoIn3My
Y BBIBOJIUTCS] B HEM3MEHHOM BHU/IE TIOYKAMU WU C PEKATHSIMH.

JIn"eHOCTh (HEINHEHHOCTS)

PapMaKOKUHETUKA KBETHANIMHA U N-I€3aJIKUIKBETUAIIMHA JTUHEHHAS.
Oco0ble IpynIIbl IAIMEHTOB

Ilon

Paznuunii papMakokMHETHYECKUX MTOKa3aTesIe y MyX4YHH U KEHIIWH He HaOII0AaeTcs.
Jluya noowcunozo éozpacma

Cpennuii KIMpEeHC KBETUAIIMHA Y MOXKWIbIX NanueHToB Ha 30-50 % MeHblle, yeM y NaluueHTOB B
BO3pacTte oT 18 1o 65 ner.

Toueunas neoocmamoynocme

CpenHuil 1a3MeHHBIN KIIMPEHC KBETHANTMHA CHIKAETCS MPUOIM3UTENBHO Ha 25 % y MarMeHToB ¢
TSDKEION TMOYEYHOH HEJOCTATOYHOCTBIO (KIMPEHC KpeaTwHHHA Menee 30 mu/mun/l1,73Mm%), HO
HUHAUBUAYAJIBHBIC IIOKA3aTC/IM KIMPCHCA HAXOAATCI B MHIpcAciax 3Ha‘{€HHI>'I, BBISIBJICHHBIX Y
3I0POBBIX JOOPOBOJIBIIEB.

Ileuenounas nedocmamounocms

VY manuMeHToB ¢ TMEYCHOYHOM HEIOCTATOYHOCTHIO (KOMIICHCHPOBAHHBIA aAJKOTOJBHBIN IHPPO3)
CpeAHMH TUTa3MEHHBIA KIMPEHC KBETHAllMHA CHIDKEH mnpuOiam3urenbHo Ha 25 %. Ilockonbky
KBETHAllMH HMHTEHCHBHO METa0OJM3UpYyeTCs B I€YEHH, Y TMalHUEeHTOB C IEeYECHOYHOU
HE/I0CTaTOYHOCTHIO BO3MOKHO MOBBIIIEHUE TUIa3MEHHOW KOHLIEHTPAIlMKM KBETHAIMHA, YTO TpeOyeT
KOPPEKTUPOBKHU JT03bI.

6. PAPMAIIEBTUYECKHUE CBOMCTBA
6.1. [lepeyenb BcnoMorareJibHbIX BellleCTB

CepButenb, 25 Mr, Ta0IE€TKU, HOKPBITHIE INIEHOYHOU 000JI0YKOM

['unpomennosa

Kanerus runpodocdara nuruapar
JlakT03BI MOHOTHAPAT

Kpaxman kykypy3Hblii
KapOokcumerriikpaxmain HaTpHs
Maruus creapar

[emron03a MUKpOKpPUCTATUTMYECKAS
Tanbk

KpemHuust nnokcu1 KOJTOUIHbBIN
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Kpacurens xene3a oxcun kpacHsiii (E172)
Kpacurens xene3a oxcup sxentoiit (E172)
I'mmpomennoza-2910 (E464)

Turana quokcun (E171)

Makporoxn 400

Kpacurens conneunsiii 3akat sxentoiii (E110)

CepBurenb, 100 Mr, Ta0I€TKN, TOKPBITHIE INIEHOYHOW 000JI0UYKOM

I'mnpomeriosa

Kanpmus runpodocdara nuruapar
JIakT03BI MOHOTHAPAT

Kpaxman kykypy3Hblid
KapOokcumerninkpaxmai HaTpus
Maruus creapat

Hennrono3a MUKpOKpUCTATIIMYECKAsT
Tanbk

Kpemuus nuokcua KoJIouIHbIN

Obonouxka mabnemxu:

Kpacurens xene3a oxcup sxentoiit (E172)
I'mmpomennoza-2910 (E464)

Turana quokcun (E171)

Makporoxn 400

Cepsurenb, 200 Mr, TabaeTKY, TOKPBITHIE INIEHOYHOU 000JI0UYKOM

['unpomennosa

Kanerus runpodocdara nuruapar
JlakT03bI MOHOTHAPAT

Kpaxman kykypy3Hblii
KapOokcumerriikpaxmain HaTpHs
Maruus creapar

[enmnron03a MUKpOKpPUCTAITMYECKAs
Tanbk

KpemHuust nnokcu1 KOJTOUIHBIN

Obonouka mabnemxu:
I'umpomnosa (E463)
I'umpomennoza-2910 (E464)
Turana quokcuna (E171)
Tanbk

6.2. HecoBmMecTHMOCTH

He nmpumenumo.

6.3. Cpok rogHocTH (CPOK XpaHeHHs )

3 rona.

6.4. OcoOble MepbI MPEAOCTOPOKHOCTH NMPHU XPAHEHUU

XpaHuThb Npu TEMIiepaType He Bbiie 25 °C.
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6.5. Xapakrep u cofep:kaHue YIaKOBKHU

CepBuTenb, 25 Mr, Ta0JETKN, HOKPBITHIE INIEHOYHOW 000JI0YKOH

ITo 30 TabneTok, MOKPHITHIX TUIEHOYHOU o0onoukoi, B [IBX/An 6muctepe. JIBa 6muctepa BMecTe ¢
WHCTPYKIIMEH TI0 TPUMEHEHUIO (JITMCTKOM-BKJIJIBIIIEM ) TOMEIIAIOT B KAPTOHHYIO TAYKYy.

Cepsurenb, 100 Mr, TabaeTKU, TOKPBITHIE INIEHOYHOU 000JI0UYKOM

[To 15 Tabierok, MOKPHITHIX TUICHOYHOW oOosoukoii, B [IBX/An Gmuctepe. Yerpipe Omucrepa
BMECTE C UHCTPYKIUEU 110 TPUMEHEHUIO (JTMCTKOM-BKJIQIBIIIEM ) TIOMENIAIOT B KAPTOHHYIO MAUKY.

CepBurenb, 200 Mr, Ta0IE€TKN, TOKPBITHIE INIEHOYHOW 000JI0UYKOM

ITo 15 TabneTok, MOKPBITHIX IJIEHOYHOH oOosoukoii, B [IBX/An Omucrepe. Yerbipe Ommcrepa
BMECTE ¢ MHCTPYKIHEH 10 MPUMEHEHUIO (JINCTKOM-BKJIA/IBIIIEM ) TOMEINAIOT B KAPTOHHYIO MAUKYy.

6.6. OcoOble Mepbl MPEAOCTOPOKHOCTH NMPH YTHIH3AIUHN HCIO0Jb30BAHHOIO JIEKAPCTBEHHOI 0
npenapara WIH OTXOA0B, IOJY4YeHHBIX IIOcje NpPUMEHEHHMsl mpemapaTra, W Jpyrue
MAaHUITYJISIIMH C MIPenapaTom

Oco0plie TpeOOBaHMS OTCYTCTBYIOT.

7. AEPXKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHMUSA

Pecryonmnka Xopatusi.
BEJIVIIO, nexapcTBa 1 KOCMETHKA 1.1.,
48000, r. Konpusnuna, yi. Jlanuia, 5.

7.1. IIpeacTraBuTeNb AEPKATE/S] PETHCTPALMOHHOIO YI0CTOBEPEeHHUS

[IpeTen3un moTpeduUTENEH HAPABIIATH MO aAPECY:
Poccuiickas @enepanus

[IpeacraButenscTBo Kommanuu BEJIYTIO, nekapctBa um kocmeTuka n.1., PecnmyOinuka XopBaTus B
r. Mockse.

Mockaa, 119330, JlIomoHOCOBCKUIA nipocrt., 1. 38, kB. 71-72

Tenedon: +7(495)933-72-13

OnektpoHHas moura: belupo@belupo.su

8. HOMEP (HOMEPA) PETUCTPALIMOHHOI'O YIOCTOBEPEHUA

JITI-Ne(007030)-(PT-RU)

9. KATEI'OPUSA OTITYCKA JIEKAPCTBEHHOTI O ITPEITAPATA
JlexapCTBEHHBIH MpermapaT OTHOCUTCS K KATETOPHH OTITYCKA IO PEIICTITY.
OOmrast XapakTepHCTHUKa JICKapCTBEHHOTO TNpenapata CepBUTENb TOCTYIHA B €IUHOM pPEecTpe
3apErHCTPUPOBAHHBIX JIGKAPCTBEHHBIX CPEACTB EBpa3miickoro SKOHOMHYECKOTO COK03a M Ha

ouIaILHOM caire YIOJTHOMOYEHHOTO opraHa (3KCTIepTHOM OpTaHU3AIIHH )
(https://Ik.regmed.ru/Register/EAEU_SmPC).
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