OBIIASA XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O IIPEITAPATA

1. HAUMEHOBAHUE JIEKAPCTBEHHOI'O ITIPEITAPATA
Ksentnakc CP, 150 mr, TabneTkd ¢ MPOJIOHTHPOBAHHBIM BBICBOOOXKICHHEM, TOKPBITHIE
IJICHOYHON 000JI0UKOU
Ksentnakc CP, 200 mr, TabieTkd C MPOJOHTHPOBAHHBIM BBICBOOOKICHHUEM, IOKPHITHIE
TUIEHOYHOU 000JI0YKOM
Ksentnakc CP, 300 mr, TaOneTKd ¢ MPOJIOHTHPOBAHHBIM BBICBOOOXKICHHEM, TOKPBITHIE

IUIEHOYHOM 000JI0YKOMI

2. KAYECTBEHHBIN ¥ KOJIUYECTBEHHBI COCTAB
JlelicTByOIIEE BEIIECTBO: KBETHAIINH.

Keentnakc CP, 150 mr, TaOJIETKH C IIPOJIOHT'MPOBAHHBIM BBICBO60)KZ[CHI/IGM, IIOKPBITHIC

IJIEHOYHOU 000JI0UYKOM

Kaxxnas rabnerka cogepxut 150 Mr kBeTHanuHa (B BUIC KBETHAIIMHA TeMU(pyMapara).
BcenomoratenbHble BeliecTBa, HATMYKE KOTOPHIX HAZ0 YUYUTHIBATH B COCTAaBE JIEKAPCTBEHHOTO
npernapaTa: JakTo3bl MoHOruapar (cMm. pazzaenst 4.3., 4.4.), Hatpus ruapodocdara nuruapat
(cm. paznmen 4.4.).

KBentnakc CP, 200 mr, TalJIEeTKHM C IIPOJOHTHMPOBAHHBIM BBICBOOOIKIEHHEM, ITOKPBITHIE

ILJICHOYHOH 000JI0YKOM

Kaxnas Tabnerka cogepxut 200 Mr kBeTranuHa (B BUJIe KBeTHAIIMHA reMu(ymaparta).
BcenomoratenbHble BellecTBa, HATMYME KOTOPHIX HAJ0 YYUTHIBaTh B COCTAaBE JIEKAPCTBEHHOTO
npenapara: JakTo3bl MOHOTUApaT (cMm. pasnensl 4.3., 4.4.), Hatpus ruapodocdara AUruIpaT
(cm. pazmen 4.4.).

Keentnakc CP, 300 mr, TabOJIETKM C IIPOJOHTHUPOBAHHBIM BBICBOOOXKIEHUEM, IMOKDBLITHIE

IJIEHOYHOU 000JI0UYKON

Kaxnast tabnerka conepxut 300 Mr kBeTuanuHa (B BUZe KBETHATUHA TeMudymapara).
BcnomorarenbHble BEIIECTBA, HAIMYME KOTOPBIX HAJ0 YYUTHIBaTh B COCTABE JIEKAPCTBEHHOTO
mpernapara: JakTo3bl MOHOTuApaT (cM. pasnensl 4.3., 4.4.), Hatpus ruapodocdara guruapar
(cm. paznmen 4.4.).

[ToJtHEBI TepedeHpb BCITOMOTraTelIbHBIX BEIISCTB MPUBECH B passene 6.1.

3. JEKAPCTBEHHAS ®OPMA

KBeutnakc CP, 150 mr, TaOJIETKM C IIPOJOHTHPOBAHHBIM BBICBOOOKIEHUEM, ITOKDBITHIE

IUIEHOYHOM 000J0YKOMI




Kpyribie 1BOSKOBBIMYKIIbIE TaOJETKU, MOKPHITHIE MIJICHOYHONU 000JI0UKON OpaHKEBO-PO30BOTO
L[BETA.

KBentuakc CP., 200 mr, TabJIeTKM C IIPOJOHTMPOBAHHBIM BBICBOOOKIEHUEM, ITOKPHLITHIE

IUIEHOYHOM 000J0YKON

OBaybHBIE JABOSKOBBIITYKJIBIC Ta6J'ICTKI/I, IIOKPLBITEIC IUIEHOYHOH 000JI04YKOM KOpPHUYHEBO-
KEJITOro OBCTA.

Keentunakc CP, 300 mr, TablieTKHM C IIPOJOHTHPOBAHHBLIM BBICBOOOKIECHUEM, IMOKDBLITHIE

IUIEHOYHOM 000J0YKON

KaHCYJ'IOBI/II[HBIG JABOSIKOBBIITYKJIBIC Ta6J'IeTKI/I, IIOKPLBITEIC IUIEHOYHOH 000JI0YKOH CBETIIO-

KEJITOroO OBETA.

4. KIMHUYECKUE JAHHBIE
4.1. lloxa3zaHusl K NPUMEHEHUI0
[Ipenapat KBentunake CP nokasan k NpuMEHEHHIO Y B3POCIIbIX.
- Iuzodpenus, BKIrOUas:
- IPOGUIAKTUKY PELIMIUBOB Yy CTAOUIIbHBIX MAI[IEHTOB.
- bunonspHsie paccTpoiicTBa, BKIIIOYAs:

- YMEpEHHble M TsKENble MaHHWaKalbHbIE 3MH30/lbI B CTPYKTYpe OWIIONISPHOTO
paccTpoicTBa;

- TSDKEJIbIE U30/1bI IEMPECCUU B CTPYKTYpE OUIOISIPHOTO paccTpoiiCcTBa;

-  OpoQWIAKTUKY PEUUIUBOB  OWIIOJSPHBIX PACCTPOMCTB Yy  MALMEHTOB C
npenauiecTByromel 3pPpexKTUBHON Tepanuell KBETHATMHOM MaHUAKaJIbHBIX WJIM JIEPECCUBHBIX
3MU30/10B B CTPYKTYpEe OUIOJISIPHOTO paccTpoiiCcTBa.

- JlenpecCuBHBIN SMU30:

- KOMOMHMpOBaHHasi Tepamnus Npu CyOONTUMAIbHOM OTBET€ HAa MOHOTEpAIHIO
AHTUJETIPECCAHTOM.

4.2. Pexxum 103UPOBaHUS M CIIOCO0 NPUMEHEHUSA

PexxuM 103upoBaHus

Jleuenue wuzoppenuy, ymMepeHHvIX U MANCENbIX MAHUAKANbHBIX NU30008 6 CMpPYKMype
OUNONAPHO20 paccmpolicmea

[Ipenapar KBentnakc CP cienyer npruHUMAaTh HE MEHEE 4eM 3a 1 yac 10 mpuema numniy.
CyTtouHas 103a /Ui MEePBBIX 2-X CYTOK Tepanuu coctasiuseT: 1-e cytku — 300 mr, 2-e cyTku —
600 mr. PexomennoBanHasi cyTouHas o3a cocrapisier 600 Mr, oIHaKO MpU HEOOXOIUMOCTH
MOXeT ObITh yBenumueHa n0 800 mr B cyTku. B 3aBucHMMoOcTH OT KimHHYecKoro 3¢dekra u

WHIUBUyaTbHON MTEPEHOCUMOCTH MAIMEHTOM 71032 MOKET BapbUpOBaTh B npeaenax ot 400 mr
2



no 800 mr B cytku. Jns momnepkuMBaromied Tepanuu Tpu mu3oppeHuu He Tpedyercs
KOPPEKIIMH JIO3bI TIOCIIE KyMTHPOBAHUS O0OCTPCHHSI.

Jleuenue anu30008 denpeccuu 8 cmpykmype OUROIAPHO20 PACCMPOUCMEa

[Ipenapar Ksentnakc CP cinenyer npuHuMarh nepen cHoMm. CyTouHasi J03a JJisl EPBBIX 4-X
CYTOK Tepanuu coctaBisieT: 1-e¢ cytku — 50 mr, 2-¢ cytku — 100 mr, 3-u cytku — 200 mr, 4-¢
cytkn — 300 mr. PexomenmoBanHas cytouHas jo3a coctaBiser 300 mr. B 3aBucumoctu ot
KIMHUYecKoro 3ddexra ¥ MHAUBUIYATLHOW MEPEHOCHMOCTH TAIlMEHTOM /032 MOXET OBIThH
yBennueHa 10 600 mr. [IpeumymiectBa npumenenus: npenapara Ksentuake CP B cyrouHoi
no3ze 600 mr, mo cpaBHenuto ¢ 300 mr, He BbisiBIeHO. [Ipenmapar Ksentmakc CP B pgose,
npesbimaromeid 300 Mr, T0DKeH Ha3HAYaThCs BPAuOM, HMEIOIIMM OIBIT TEPATUU OHUITOJISIPHBIX
paccTpoOMCTB.

IIpopunaxmuxa peyuousos OUNONAPHLIX PACCMPOUCME Y NAYUEHMO8 C Npeoulecmsayrouiel
aghpexmuenoli mepanuell KEeMUANUHOM MAHUAKATbHLIX UIU OeNnpecCUBHbIX dNU30008 6
cmpyKmype OUunoaapHo20 paccmpoucmed

Jliis ipopUIaKTUKH PEIUIMBOB MaHUAKAIBHBIX, JCTPECCUBHBIX M CMEIIAHHBIX SMU30/0B MPH
OUIOJISIPHBIX PACCTPOMCTBAX MAllMEHTaM C MOJIOKUTEIBHBIM OTBETOM Ha JICUEHHE IpernapaToM
Ksentunakc CP crnenyer mpojomkaTth TEpanuio B TaKOM K€ CYTOYHOM /103€, Kak W B Hauaie
tepanuu. [lpenapar Ksentmakc CP cnenyer mpuHuMmaTh mepen cHoM. B 3aBucumoctu or
KIMHUYECKOro 3(hdexrta W WHAWBUIYAIBHOW NEPEHOCHMOCTH MAIlMEHTOM CYTOYHas J103a
MOXkeT BapbupoBaTh B mpegenax oT 300 mr mo 800 mr. [ns moanepKuBarolied Tepanuu
PEKOMEHIyETCsI MPUMEHSITH MUHUMAaNbHY0 2P QeKTuBHY0 103y npemnapara Ksentunakc CP.
Kombunuposannas mepanus oenpeccugnozo snuzooa npu cybonmuMaibHOM omeeme Ha
MOHOmMEPAnuI0 AHMUOEnPecCcaHmom

[Ipenapar Ksentnakc CP cnenmyer mnpuHumars nepea cHoM. ClenyeT NPUMEHSTH
MUHUMaTbHYI0 3()(PEeKTUBHYIO 103y, HauumHas Tepanuto ¢ 50 mr B cytku. CyTouHas 103a
coctaBisieT: 1-e u 2-e cytku — 50 mr, 3-u 1 4-e cytku — 150 mr. YBenuuenue no3s1 co 150 Mr B
cyTkn 110 300 Mr B CYTKH JOJDKHO OCHOBBIBATHCS HA WHIWBUAYAIBHOW OILIEHKE COCTOSTHUS
nauuenTta. [lpu nmpuMeHeHWM BBICOKMX J03 Ipenapara MOBBIIIAETCS PUCK BO3ZHUKHOBEHUS
HexenaTenbHbIX peakiuil (HP).

Ilepe6oo ¢ npuema keemuanuna 8 popme mabaemox ¢ ObICMPLIM BbICBODONCOCHUEM HA NPUEM
npenapama Keenmuaxc CP

s ynoOcTBa mpHeMa MalMeHThI, B HACTOSAIIUN MOMEHT MOJyYaroline IPOOHYIO TEparuio
KBETHAIIMHOM B (popMe TabJIETOK OBICTPOro BHICBOOOXIEHUS, MOTYT OBITh IMEpEBEICHBI Ha

npueM npenapara Ksentuakc CP oauH pas B CyTKH B /103€, IKBUBAICHTHOW OOIIEH CyTOYHOM



o3¢ KBeTHanuHa B (opme TabdJIeTOK OBICTPOro BBICBOOOXKIEHHUSA. B OTHEIBHBIX CiTydasx
MOJKET TOHAIOOUTHCS KOPPEKIIUS JO3BI.

QOco0ble rpynisl MalueHToB

Tayuenmui nodcunozo eo3pacma
Tak ’xe, Kak W JApyrue Heupojentudeckue cpencrsa, npenapat Ksentumakc CP cienyer
IIPUMEHSTH C OCTOPOKHOCTHIO Y NMALIMEHTOB MOYKWIJIOTO BO3pacTa, 0COOEHHO B Hayajle TeparuH.
[Ton6op >ddexTuBHON 10361 Tpenapata Ksentnakc CP y manueHTOB MOXHIOTO BO3pacTa
MOXKET OBbITb MEJIJICHHEe, a CyTOYHas TepaneBTHYEecKass 1032 HHUXKE, YeM Yy MaIleHTOB
MoJioforo Bo3pacTa. CpeqHHMH IUIa3MEHHBIH KIMPEHC KBETHANMHA y MAIMEHTOB IOKUJIOTO
Bo3pacta Ha 30-50 % HmKe, 4eM y TAIlMEHTOB MOJIOJOTO Bo3pacTta. Y MAI[MCHTOB MOKHIIOTO
BO3pacTa HavdayibHas no3a npenapara Keentuake CP cocrabnser 50 mr B cyTku. [03y MOXKHO
yBenuunBaTh Ha S50 Mr B CYTKM [0 JOCTM)KEHUS S(PGEKTUBHOM J03bl, 3aBUCSLIEH OT
KJIMHUYECKOI'0 OTBETA U MHAMBUIYAIbHOM IEPEHOCHMOCTH MpernapaTa HalueHTOM.
VY nanMeHToB MOXKWJIOTO BO3pacTa C JEHPECCUBHBIM 3IM30J0M J03a JJIS MEPBbIX 3-X CYTOK
Tepanuu coctaBisieT 50 Mr B cyTku ¢ yBenudeHueM a0 100 mMr B CyTku Ha 4-€ CYTKH M JI0
150 mr B cytku Ha 8-e¢ cyTku. CienyerT NPUMEHATh MUHUMAIBHYIO 3(PQEKTHBHYIO 103y
npemnapara, HauMHas JiedeHue ¢ 50 Mr B cyTku. B ciydae HeoOXxoaumocTH 103y Hpernapara
MO>KHO YBEeNTU4UTH 710 300 Mr B CyTKH, HO HE paHee 22-T0 JHs TeparuH.
llayuenmul ¢ napywenuem Qynkyuu novex
JUJ1sl TaliMeHTOB C MOYE€YHOM HEeJJ0CTAaTOYHOCTBIO KOPPEKIIMU JI03bI HE TpedyeTcs.
Iayuenmvi ¢ napywenuem hyHKkyuu nevyeu
KBetnanun uHTeHCHBHO MeTabonu3upyeTcs B nedyeHu. BeneacTsue 3Toro cieayeTr coOmoaaTh
OCTOPOXKHOCTh TNpu TnpuMeHeHuH npenapata Ksentnakc CP y manueHTOB C INMEYEHOYHOMU
HE/I0CTaTOYHOCThIO, OCOOEHHO B Haudaie Tepanuu. PekoMeHayeTcss HauuHaTh Teparuio
npenapatoM Keentnakc CP ¢ 1o3b1 50 Mr B CyTKM M yBEJIMUYUBATh 103y €XKeIHEBHO Ha 50 Mr
10 JoCTUXKEeHUS 3(PPEKTUBHON O3B

eTH
IIpumenenue npenaparta Ksentnake CP y mauneHnToB B Bo3pacte 10 18 jieT He nmokas3aHo.

Cnoco0 nmpuMeHeHus

BuyTpb, 011H pa3 B CyTKH, HATOIIAK (HE MeHee yeM 3a | yac /10 nmpuema Muiiu).
TabneTkn He0OXOIMMO WPOINIATHIBaTh LEJIUKOM, HE JI€IHTh, HE pa3KeBbIBaTb U HE
pa3nambIBaTh.
4.3. [IporuBonoOKa3aHus
e [ UIep4YyBCTBUTEIHFHOCTh K KBETHANMHY M (WIH) K JIOOOMY W3 BCHOMOTaTEIbHBIX

BEIIECTB, IEPEUUCIICHHBIX B pa3nene 6.1.



e Penxo BcTpedaromascs HacleNCTBEHHAs HEMEPEHOCUMOCTb TalaKTO3bl, JEQUIMT
JIaKTa3bl WIN TIFOKO30-TaJaKTO3Has MajlbabcopOLus.

e OpaHOBpEeMEHHOE NpPHUMEHEHHE C MHrHOuTOpaMu mmroxpoma P450, Takumu Kak
IIPOTUBOI'PUOKOBBIE MpenapaTbl I'PYMINbl A30JI0B, SPUTPOMMLUH, KIAPUTPOMULIUH U
Heda30/I0H, a TAKXKE ¢ HHrHOUTOpamu mpoteas (cM. pazzaen 4.5.).

4.4. OcoOble yka3aHMsl M Mepbl PeJ0CTOPOKHOCTH NPH NPUMEHEHUH

C 0CTOPOKHOCTBLIO

[IpumeneHnne y TMalUMEHTOB C  CEPACYHO-COCYAUCTBIMH M LEpeOpOBACKYJISIPHBIMU
3a00J€BaHUAMU WJIM JPYTHMH COCTOSHHSIMH, TIPEAPACIONaralolUMH K apTepHaIbHON
THIIOTCH3HUH, NIPUMEHEHHE Y TMalMeHTOB MOXKUJIOr0 BO3pAacTa, MEYCHOYHAs! HEAOCTaTOYHOCTH,
CYJIOpOTY B aHAMHe3€, PUCK Pa3BUTHUS UHCYJIbTA U ACHUPALMOHHON THEBMOHHUU.
Cyuyuo/cyuyuoanbHvle MblCAU UlU KIUHUYECKOe YXYOuleHUue

Jlempeccust cBsi3aHa C TIOBBIIICHHBIM PHUCKOM BO3HHKHOBECHHS CYHUIIUJAIBHBIX MBICIICH,
CaMOTIOBPEXKACHUS U CYUIIH 1A (COOBITHH, CBA3aHHBIX C CyHIIUIOM). JIaHHBINA PUCK COXPAHAETCS
0O MOMEHTa HACTYIUJICHUS BBIPAKEHHOW peMuccuu. BBuay TOro, 4ro 10 YIy4lIeHUS
COCTOSIHMSI TAIlMeHTa C Hayalla JICUeHUS MOXKET MPOWTH HECKOJBbKO HENeNb WU OOJbIIe,
MAIUEHTHl JIOJDKHBI HaXOJMUTBHCS TOJ MPUCTAIBHBIM MEIUIIMHCKAM HAOIIOJEHUEM [0
HACTYIUICHUS yiydrienus. [1o JaHHBIM OOIICPUHATOrO0 KIMHHYECKOTO OIBITa PUCK CYUITUIA
MOJKET OBBICUTHCS HA PAHHUX CTAJAMSIX HACTYIUICHUS] PEMHUCCHH.

[Io maHHBIM KPaTKOCPOUHBIX IMJAe00-KOHTPOIUPYEMBIX KIMHUYECKHX HCCIEIOBaHUN Y
MAalMEeHTOB C JeNpeccueil mnpu OWIOISIPHOM pAacCTPOMCTBE PHCK pa3BUTHSA COOBITUH,
CBSI3aHHBIX ¢ cyuumom, coctaBuia 3,0 % (7/233) nns ksetnanuna u 0 % (0/120) nns mnanebo
y manueHToB B Bo3pacte 18—24 rona, 1,8 % (19/1616) ans kBeruanuna u 1,8 % (11/622) nns
1anedo y malueHToB B Bo3pacTe > 25 JieT.

Jlpyrue MCUXUYeCKHe PacCTPOMCTBa, NI TEpallid KOTOPBIX MPUMEHSICTCS KBETHAIUH, TAKXKe
CBSI3aHBI C TOBBINICHHBIM PUCKOM COOBITHH, CBSI3aHHBIX C CyHIIHIOM. Kpome TOro, Takue
COCTOSTHUSI MOTYT OBITh KOMOPOUIHBIMH C JIETPECCHBHBIM 31N300M. TakuM 00pa3oM, Mephl
MPEIOCTOPOKHOCTH, MPUMEHSIEMbIE MPH TEPaluy MalMeHTOB C JEMPECCUBHBIM DJIIH30]I0M,
JNOJKHBl TPUHAMATBCA W TPU  JICUSHUH TMAIMEHTOB C JPYTUMH  T[CUXHUYECKHUMH
paccTporCTBaMU.

[Ip pe3koM TpeKpameHud Teparuyd KBETHANTMHOM CJIEAyeT TNPHHUMATh BO BHUMAaHHE
MOTEHIIUATBHBIA PUCK Pa3BUTHUS COOBITHH, CBSI3aHHBIX C CYHITHIOM.

[larueHTBl ¢ CYMIUAANBHBIMH COOBITUSIMH B aHaMHE3€, a TaKKe IAlUeHThI, OTYETINBO

BBICKA3bIBAKOIMHUE CYUIHUAAJIBHBIC MBICIIM IIE€PEA HaA4dYaJIOM TEpalnuHu, OTHOCATCA K TIpPYIIIC



MOBBIIIEHHOTO PHUCKAa CYMIMIAIbHBIX HAMEPEHUH M CYUIUAAIBHBIX MOMBITOK M JIOJKHBI
TIIATEILHO HAOIIOAATHCS B MPOLIECCE JICUCHHS.

VY manueHToB ¢ MaHUEH pU OUITOJIIPHOM PACCTPOMCTBE PUCK Pa3BUTHS COOBITUMN, CBSI3aHHBIX C
cyuraom, coctaBui 0 % (0/60) nns xkBernanmaa u 0 % (0/58) nns miuanebo y marueHToB B
Bozpacte 1824 roma, 1,2 % (6/496) nnsa ksBernanunHa u 1,2 % (6/503) mana mnanebo y
nmarueHToB B Bo3pacte > 25 net, 1,0 % (2/193) mnsa ksetnanunaa u 0 % (0/90) mns rurane6o y
MalUeHTOB B Bo3pacte 10 18 rer.

VY nauueHtoB ¢ mm3oppeHueld pUcK pa3BUTHSA COOBITHIA, CBA3aHHBIX C CYHUIUIOM, COCTaBHUII
1,4 % (3/212) nns kBetnanuHa u 1,6 % (1/62) nns mmanebo y manueHToB B Bo3pacTte 18-
24 toma, 0,8 % (13/1663) mnst kBetmanumHa u 1,1 % (5/463) mnst mnanebo y MalMeHTOB B
Bospacte > 25 net, 1,4 % (2/147) nns xkernanuaa u 1,3 % (1/75) nns mnane6o y manueHToB B
Bo3pacte 10 18 jer.

VY manueHToB ¢ JENPECCUBHBIM 3MH30/I0M PUCK PA3BUTHSI COOBITUH, CBSI3aHHBIX C CYHIIMJIOM,
cocraBun 2,1 % (3/144) nns xBernanuna u 1,3 % (1/75) mist utane0o y marueHToB B BO3pacTe
18-24 ropga, 0,6 % (11/1798) nns xBernanuua u 0,7 % (7/1054) mis nnarnebo y mareHToB B
Bo3pacte > 25 net. [lanmenTs! B Bo3pacTe 10 18 5ieT B uccieqoBaHusIX M0 TaHHOMY [TOKa3aHUIO
HE Y4aCTBOBAJIH.

B menoM, mo maHHBIM KPAaTKOCPOYHBIX ILTAIE00-KOHTPOJIUPYEMBIX HCCIICIOBAHUI IO BCEM
MOKa3aHUsSM W BO BCEX BO3PACTHBIX TIPYIAaX YacTOTa COOBITHH, CBS3aHHBIX C CYHIIHJIOM,
cocraBuna 0,8 % kak nns kBeruanuHa (76/9327), Tak u ans mianedo (37/4845).

[IpoBenennsnii FDA (YmpaBieHwe 1O KOHTPOJI 3a TMHIIEBHIMH MPOAYKTAMH H
nekapcTBeHHbIMU cpeacTBamu, CIIIA) mertaananus mianedo-KOHTPOIMPYEMBIX HCCIIEI0BaHUN
AHTHUJIETIPECCAHTOB, 00oOmarmuii ganHeie npuMmepHo 4400 nererd um moapoctkoB u 7700
B3POCJIBIX TMAaIlMEHTOB C TICUXHYECKUMH pPACCTPOMCTBAMM, BBISBUJ TOBBIIMICHHBIN PHUCK
CYUILIUJANBHOTO MOBEJCHHUS Ha (OHE aHTHUJIENIPECCAHTOB MO CPaBHEHUIO C IUIaledo y JeTei,
MTOAPOCTKOB M B3POCIBIX MAI[MEHTOB B Bo3pacTe 10 25 nerT. J[aHHBIA MeTaaHaJIN3 HE BKIKOYAECT
WCCIIIOBAHMSI, T]I€ MCIIOJIb30BAJICS KBETHAITHH.

DxcmpanupamuoHvle CUMNMOMbL

OTMedeHO YBENTUYEHHE YAaCTOThI BOSHUKHOBEHHS IKCTPAMPAMHIHBIX CHMIITOMOB TIPU TIpUeMe
KBETHAIIMHA Y B3POCIBIX TAIMEHTOB C OOJBIIMM JCTIPECCUBHBIM JIH30JI0M B CTPYKTYpE
OWITONIIPHOTO PACCTPOMCTBA HIIM OOJIBIIOTO JCMPECCHBHOTO PACCTPONMCTBA TO CPABHEHUIO C
miane6o (cm. pazzaen 4.8.). OgHako mpH Teparuu KBETHATMHOM Y MAIUEHTOB ¢ MU30(peHUeH
U MaHUEeH B CTPYKType OHUIOISIPHOTO PACCTPOMCTBA HE BBISIBICHO YBEIUYCHHS YaCTOTHI
BO3HUKHOBEHHUS SKCTPANUPAMHUIHBIX CUMIITOMOB IO CPaBHEHUIO C I1aneoo.

Tlo30nsa ouckunesus



Ha ¢one mpuema HelposieNTHKOB, B TOM 4YMCJIE€ KBETHAIIMHA, MOXET BO3HUKATh IO3HSI
JTMCKUHE3Us, KOTOpasi HPOSIBISETCS HACUIBCTBEHHBIMU HEMPOU3BOJBHBIMU JBIDKCHUSMH U
MO>KET HOCUTh HEOOpaTUMBIi Xapaktep. B ciiyuae pa3BUTHS CUMIITOMOB MO3/IHEH AMCKUHE3UU
PEKOMEHAYETCS CHU3UTh /103y Npenapara Win HOCTENEHHO ero OTMEHUThb. CHMITOMBI TO3AHEH
JUCKMHE3UH MOTYT YCHUJIMBAThCS WU J1aXKe BO3HUKATh [10CIIE IPEKpalleHHs [IpreMa npenapara
(cMm. pasnen 4.8.).

Ha ¢one mnpuema KBeTHamuHa MOXET BO3HHUKATh aKaTU3USA, KOTOpas XapakTepU3yeTcs
HEeNPUATHBIM YyBCTBOM JIBUI'aTEJIBHOTO OECHOKONHCTBA M NOTPEOHOCTHIO JBUTaThCs U
IPOSIBJISIETCS. HECHOCOOHOCThIO MAIMEHTa CHUAETh WM CTOSATh Oe3 jaBwkeHud. [lpu
BO3HUKHOBEHHUH MOI00HBIX CHMIITOMOB HE CIIEAYEeT YBEIUYUBATh J03Y KBETHAITMHA.
Connusocmob u 20710860KpyiceHUe

Bo BpeMs Tepamuu KBETHAMHOM MOXET OTMEYAaTbCs COHJIMBOCTb U CBSA3aHHBIE C HeH
CUMIITOMBI (Hampumep, cenanusi) (cM. pasgen 4.8.). B KIMHMYECKMX MCCIIEOBAHUSAX C
y4acTUEM TAalMEeHTOB C JIElIpECCUed B CTPYKType OHUIOJSPHOIO pPACcCTPOMCTBA U C
JETIPECCUBHBIM 3TH30/I0M COHJIMBOCTH, KaK MPABWIJIO, Pa3BUBANACH B TCUCHHE IMEPBBIX TPEX
nHe Ttepanuu. BeipaxkeHHocTs naHHOM HP B ocHOBHOM Oblla HE3HAUMTENBHOM WM
ymepeHHo. [Ipu pa3BUTHN BbIpa)k€HHON COHJIMBOCTH HAllMEHTaM C JAEIPECCUEH B CTPYKType
OWITIONIIPHOTO PACCTPOWCTBA M TMALMEHTAM C JCTIPECCUBHBIM SIH30/I0M MOTYT MOTPEOOBATHCS
OoJiee yacThie BU3UTHI K Bpady B TeUEHHE 2-X HEJelNb C MOMEHTAa BO3HUKHOBEHUS COHJIMBOCTH
WIM [0 YMEHBUICHUS BBIPQXEHHOCTH CHMIITOMOB. B HEKOTOpBIX cly4asXx MOXeT
noTpeOoBaThCs MPEeKpalleHUE Tepai KBETHATTHOM.

Ha ¢one Tepanmnu KBETHANIMHOM MOJXET BO3HHKATh OPTOCTATHYECKAs THIIOTCH3HUS W
roJIOBOKpYykeHne (cM. pasnmen 4.8.), oObI9HO BO BpeMs 1MOa0O0pa JI03bI B Havaje TEparivH.
[TanieHThl, 0COOEHHO MOXHJIOTO BO3pacTa, JOJDKHBI COOJIOAATh OCTOPOXKHOCTb, YTOOBI
n30exaTh CIy4alHbIX TpaBM (IajeHuil).

Tayuenmvi ¢ cepoeuno-cocyoucmulmu 3a0071€6aHUAMU

Crnenyet co0ut01aTh OCTOPOKHOCTh IPU NMPUMEHEHUH KBETHAINMHA y MAllMEHTOB C CEpPAEYHO-
COCYIUCTBIMH, 11epeOpOBacCKyJISIPHBIMM ~ 3a00JIEBaHUSIMH U JPYTUMH  COCTOSIHUSIMH,
IpeapacnojaraloliiMid K apTepHalbHOW TUMOTEH3WH. Y TaKUX IalUeHTOB MOAOOp 03Bl
CIIEyeT OCYNIECTBIATh MemieHHee. Ha QoHe Tepanmuy KBETHAIMHOM MOXXET BO3HUKAThH
opTocTaTuyeckas TUIIOTEH3Usl, 0OCOOEHHO BO BpeMs mojbopa 103kl B Hauyajie Tepanuu. llpu
BO3HUKHOBEHUU OPTOCTATUYECKON TUIIOTEH3UM MOXET MOTpeOOBaThCs CHUKEHHE J03bl WU
0o0JIee MOCTETeHHBIHN ee ToI100p.

Cunopom annos 6o cHe



VY nanueHToB, MPUHMMABIIMX KBETHUANWMH, OTMEYAJCs CHUHAPOM amHo? Bo cHe. Cremyer
COONIOAATh OCTOPOKHOCTh TPH HA3HAYCHWHM KBETHANMHA TMAI[MCHTaM, IOJYYaroIlIuM
npemapaTsl, OKasbIBarolue yraeraromiee neicteue Ha [THC, a taxke manuentam ¢ pakropamu
pHUCKa amHO® BO CHE (HampuMep, U30bITOYHAS Macca Telna/OXHpPEeHHe, MYKCKOM MOJd) WU C
artHOd BO CHE B aHaAMHe3e.

Cyoopoeu

He BBIsSIBICHO pa3iuuuii B 4aCTOTE Pa3BUTHUS CYAOPOT y MAIMEHTOB, TPUHUMABIINX KBETHATHH
win miane6o. OgHaKo, Kak U MpH Tepanuy IPYyrMMH aHTUIICUXOTHYECKUMU JIEKapCTBEHHBIMU
CpeICTBaMH, PEKOMEHyeTCs COOJII0IaTh OCTOPOKHOCTD IIPU JICYCHUH MAIIMEHTOB ¢ HATMYHEM
CYJOPOXHBIX IPUCTYITOB B aHaMHe3e (cM. pasien 4.8.).

3noxavecmeerHblll HEUPONENMUYECKULL CUHOPOM

Ha ¢one mpuema aHTUNCUXOTHMYECKHX MPENaparoB, B TOM YHCIE KBETHANMHA, MOXET
pa3BUBATHCS 3JI0KAYECTBEHHBIN HeWpolenTHueckuii cuHapoMm (cM. pazzaen 4.8.). Knunuueckue
MIPOSIBIICHUST CHHJIPOMA BKJIIOYAIOT B Ce0sl TUIIEPTEPMHIO, M3MCHCHHBI MEHTAIbHBIA CTATYC,
MBIIICYHYI0 PHUTHUIHOCTh, JIAOWJIBHOCTh BETETATHMBHOW HEPBHOW CHCTEMBI, YBEIMYCHHE
aktuBHocTH KO®OK B mmasme kpoBu. B Takux ciydasx HEOOXOAMMO OTMEHHUTH IPHEM
KBETHAIHMHA U TIPOBECTH COOTBETCTBYIOIIEE JICUCHHUE.

Taoicenas nelumponenus u azpanyioyumos

B kpaTkocpoyHBIX TIAE00-KOHTPOIUPYEMBIX KIMHHYECKUX HCCIICOBAHMSIX MOHOTEPAITHH
KBETHAIMMHOM HEYaCTO OTMEYAINCh CIydau TSHKENON HeUTporeHnu (KOIMYeCTBO HEHTPO(hUIIOB
<0,5x10%n1) 6e3 wundexknun. CooOmAanoch O PAa3BUTHH AarpaHyJNONHTO3a  (TSKETOMH
HEHTPOTICHUH, aCCOIMUPOBABIICHCS ¢ HHPEKIIUAMHI) Y IMAIIMCHTOB, IMOJYYaBIINX KBETHAIIMH B
pamMKax KJIMHHYECKUX HCCICNOBaHUN (pPelKo), a Takke TMPH IOCTPETHUCTPAIMOHHOM
MPUMEHEHUH (B TOM YHCIE C JIETaIbHBIM HUCXOJ0M). BONBIIMHCTBO 3THX CIIy4aeB TsDKETOM
HEHUTPONEHNHN BO3HUKAJIO Yepe3 HECKOJIbKO MECAIEB MOCie Havajaa Tepanuu KBetuanuHoMm. He
OBLIIO BBISBIIEHO J0303aBUCHMOrO 3¢ dexra. JlelikoneHus w/miarm HEHTPOIICHHs pa3peniaiach
Moclie  TPEKpaIleHHUs] Tepanii KBETHAIIMHOM. BO3MOXHBIMH — (akTopaMu puCKa JUIS
BO3HUKHOBEHUS HEWUTPOIIEHWH SBISIOTCS MPEAIIECTBYIONIEE CHUKEHHOE KOJHYECTBO
TIEHKOIMTOB U CIIy4au JEKAPCTBEHHO HHAYIIUPOBAHHOW HEUTPOIICHUH B aHAMHE3E.

Pa3Butne arpanynonuro3za oTMEUal M W Yy MalMeHTOB 0e3 ¢akTopoB pucka. Heobxommmo
VYHUTBIBATH BO3MOXXHOCTh Pa3BHUTHS HEUTPOIICHWU y TAIUCHTOB ¢ WH(EKIMEH, 0COOCHHO B
cllydae OTCYTCTBHUS OYEBHIHBIX IMpelapacrmoiaramimux (akTopoB, WIH Yy TMAalUEHTOB C
HEOOBSCHUMOW JHMXOpPAAKON; J[JaHHBIE CIy4al [OJDKHBI BECTHUCh B COOTBETCTBUU C

KIMHUYCCKUMHU PEKOMCHAAIIUAMUA.



YV mamueHTOB ¢ KonmmuectBoM Heiftpodmino < 1,0 x 10%1 npmem KBeTManmHa ClemyeT
npekpatuth. [lanmenta HEoOXoaMMO HAOMIOAATH VIS BBIBICHUS BO3MOXHBIX CHMITOMOB
MHOPEKIUH U KOHTPOJIUPOBATH KOJIMYECTBO HEUTPO(MIIOB (10 MOBBIIICHUS HX KOJIMYECTBA
mo 1,5 x 109/11).

Bzaumooeiicmeue ¢ Opyeumu nexapcmeenHviMu cpeocmeamu

Taxoke cMm. pazzgen 4.5.

OnHoBpeMEHHOE MPUMEHEHHWE KBETHAMHA C MOIIHBIMH MHJIYKTOPaMH MHKPOCOMAaIbHBIX
(epMeHTOB TMEYeHH, TAaKUMHU Kak KapOamazenuH H (PEHUTOUH, CHOCOOCTBYET CHMKEHUIO
KOHIEHTPAllMM KBETHANMHA B IJIJa3M€ KPOBH U MOXKET yMEHbIIATh 3PGEKTUBHOCTH TEparuu
npenapatoMm Ksentuakc CP.

[Ipumenenne npenapara Ksentnakc CP 'y mnanuMeHToB, NOJyYalOUMX HHIAYKTOPHI
MHUKPOCOMAIbHBIX (EPMEHTOB IEYEHH, BO3MOXHO JIMIIbL B TOM Clly4ae, €CiH OXKujaemas
nosib3a OT Tepanuu npenapatom Keentuakc CP mpeBOCXOIUT PUCK, CBSI3aHHBIA C OTMEHOM
WHAYKTOPOB MHKPOCOMAIBHBIX (EPMEHTOB TieueHH. VI3MeHeHue 03Bl IpernapaToB-
WHIYKTOPOB MHUKPOCOMAJIBHBIX (DEPMEHTOB TICUYCHU JIOJDKHO OBITh TOCTeNeHHBIM. [lpu
HEOOXOMUMOCTH  BO3MOKHO HX  3aMelleHHe IMpernapaTtaMd, HE HHIYHUPYIOIIMMHU
MUKpOCOMasibHbIe (PEPMEHTHI eUeHU (HallpuUMep, MpenapaThl BAILIIPOSBON KUCIOTHI).

Macca mena

Ha ¢one mnpuema kBeTManmuHa OTMEYEHO YBEJIWYEHHE Macchl Tena. PexomeHnyercs
KIIMHUYEeCKOe HAOMI0JCHNUE MAllMeHTOB B COOTBETCTBHU C MPUHATHIMU CTaHIApTaMU TEparuu
(cM. paznen 4.8.).

T'unepenuxemus

Ha ¢one mpuema kBeTHanuHa BO3MOXHO pa3BUTHE THIEPIIMKEMUU W/WINW pa3BUTHE H
o0ocTpeHue caxapHoro aualera, MHOTJa COMPOBOKIAIONIETOCs KETOALUI030M WIH KOMOIA.
Pexomenayercs perynisipHblii KOHTPOJIb MAacChl T€JIa U CUMITOMOB TMIEPIIMKEMHH, TAKUX KaK
MOJIMJUIICHS, TONuypus, mnonudarus U ciabocTh, y MalMEHTOB, MPUHUMAIOLINX
HEHPOJIENTUKH, B TOM YHCJIE KBETHANuH. PexomMeHayeTcs KIMHHUYEeCKoe HalOIlo/leHue 3a
MalMeHTaMH C CaXapHbIM JMa0eTOM, MalMeHTaMu ¢ (akTopaMu pUCKa Pa3BUTUS CaXapHOTO
nuabera (cm. pasznen 4.8.).

Konyenmpayus nunuoos

Ha ¢one npuema kBeTHanuHa BO3MOKHO MOBBIIIEHNE KOHIIEHTPAIMH TPUTIIULIEPHI0B, O0LIET0o
XOJIECTEpUHA M XOJIECTEPHHA JTUIONPOTen10B HU3Koi tiotHoctu (JITTHIT), a Takxke cHUXEeHUE
KOHIICHTPAILIMU JIMIIONPOTEHI0B BbicOKOM miotHoctu (JITIBIT) B mia3me KpoBHW (CM. paszien
4.8.). YKazaHHble W3MEHEHHUS CIEIyeT KOPPEKTUPOBATH B COOTBETCTBUM C JIEHCTBYIOIIMMH

PEKOMEHTAlTUSIMH.



Memabonuueckue napyuienus

YBenuueHue Macchl Tella, MOBBIIEHNE KOHLIEHTPALUU TII0KO03bI U JIMIUOB B IJIa3M€ KPOBU Y
HEKOTOPBIX MAI[IEHTOB MOXET MPHUBECTH K YXYIIIEHUIO METa0OJMYECKOro MPOQHIIs, 4TO
TpeOyeT COOTBETCTBYIOLIETO HAOIIOACHHUS.

Yonunenue unmepsana QT

He BbIsIBIEHO B3aMMOCBA3M MEXJAy IPUEMOM KBETHAllMHA M CTOMKMM IOBBILIEHHEM
abcomoTHoN BennuuHbl MHTEpBasa QT. Oxnako ymmuenue uarepBana QT oTmeuanoch mpu
IIPUMEHEHUH KBETHAllMHA B TE€PANEBTUYECKUX J103aX U MPH MEpPEeO3UPOBKE KBETHAIMHA (CM.
pazznen 4.9.). Crnenyet coba0AaTh OCTOPOKHOCTD IIPU IPUMEHEHUN KBETUAIMHA, KaK U APYTHX
AHTUIICUXOTUYECKUX IPENapaToB, MALUEHTAaM C CEpAEUHO-COCYIUCThIMU 3a00JE€BAaHUSIMU U C
yanuHenneM uaTepBaia QT B anamuese. Takke HEOOXOIUMO COOJIIOATh OCTOPOKHOCTh TPH
IIPUMEHEHUN KBETHAIlMHA OJHOBPEMEHHO C IpemnaparaMmu, yanuHsommmu uHtepsan QTc,
JIPYTUMH HEHpOJeNTUKAMU, OCOOCHHO Yy JIMI MOKUIIOI0 BO3pacTa, y MalMEeHTOB ¢ CUHAPOMOM
BpOKJEHHOro yanuHeHuss uHTepBana QT, XpoHudeckol cepieyHOW HEJOCTaTOYHOCTHIO,
runeptpodueii MuoKapa, THIIOKaIHEMHUeH T ruoMarauemueii (em. pasaen 4.5.).

Ocmpryle peaxkyuu, césa3anHble C OMMEHOU npenapama

IIpu pe3koil oTMEHe KBETHANIMHA MOT'YT HaOJI01aThCs CIEAYIOLINE OCTPbIe peakiu (CHHAPOM
«OTMEHBI»): TOIIHOTA, pBOTa, OECCOHHUIIA, TOJIOBHAasS OOJb, TOJIOBOKPYXKEHUE U
pazapaxutenbHocTh. [loaToMy oTMeny mpenapara Ksentuakc CP pexomeHiyeTcst mpoBOIUTh
IIOCTENIEHHO B TEYEHHUE, KAK MMHUMYM, OJJHOW WJIM JBYX HENEIb.

Henpasunvroe npumenenue u 310ynompeonenue npenapamom

bbun oTMedeHbl cilydad HENpaBWJIBHOIO MPUMEHEHHUS U 3JI0YNOTPeOJIeHUs IpenapaToM.
Crnenyet cobm01aTh OCTOPOKHOCTD ITPU HA3HAYEHHM KBETHAIMHA MallMeHTaM MpU HAJMYMU B
aHaMHe3e 3J10yNOoTpeOIeHHsI aTKOroJIeM WM JIEKAPCTBEHHBIMHU IpenapaTaMH.

Tayuenmsr nodtcunozo 6o3pacma ¢ oemeHyuetl

[Ipenapar KBentmakc CP He moka3zaH nais JIeYEHUS IICMX030B, CBSI3AHHBIX C JIEMEHIIUEH.
HekoTopele aTtunuyHble HEWPOJENTHUKU B PaHIOMHU3HPOBAHHBIX ILIAII€00-KOHTPOIUPYEMBIX
UCCIIEIOBAaHUSIX TNPUMEPHO B 3 pa3a yBEIMYMBAIM PUCK Pa3BUTUS LEPeOpOBACKYISPHBIX
OCJIO)KHEHHUH y MAllUEHTOB C JeMeHIMeld. MeXaHu3M JaHHOTO YBEIMYEHUS PUCKA HE M3Y4EH.
AHaJOTMYHBIN PUCK YBETMYEHHUS YaCTOTHI LIepeOPOBACKYIAPHBIX OCIOKHEHUH HE MOXKET OBITh
UCKIIIOYEH JUIsl JPYTMX AHTUIICUXOTUYECKUX JIEKApCTBEHHBIX CPEICTB WM JPYTUX TPy
nanueHToB. [Ipenapar Ksentnakc CP 1omkeH NPpUMEHSTHCS ¢ OCTOPOKHOCTBIO Y MAIMEHTOB C
PUCKOM pa3BUTHSI HHCYJIbTA.

AHanu3 NPUMEHEHUs AaTUIUYHBIX HEWPOJENTHKOB I JICUYEHUS IICUX030B, CBA3AHHBIX C

I[GMCHI_[I/IGI\/'I Y HDaguCHTOB ITOXKHUIJIOTO BO3pacCTa, BBISABUII ITOBBIIICHHWEC YPOBHA CMCPTHOCTH B
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rpynmne ManueHTOB, MOJYYaBIIMX Mpenaparbl 3TOW TPYMIbI, MO CPaBHEHUIO C TPYIIIOH
wrane6o. J[Ba 10-HenenpHBIX TMIANe00-KOHTPOIUPYEMbIX HCCIEIOBAaHMs KBETHAllMHA Y
aHAJIOTMYHOM TpymIbl nanuentoB (N = 710, cpenuuii Bo3pact: 83 roga, BO3paCTHOM JIHAIa30H:
5699 neT) mokazanM, YTO CMEPTHOCTh B TPYIIE MAalMCHTOB, NMPUHUMABIIUX KBETHUAIIHH,
cocraBuia 5,5 %, u 3,2 % B rpynne miane6o. [I[puduHbl JeTadbHBIX UCXOJ0B, OTMEUEHHBIX Y
ATUX MAalMEHTOB, COOTBETCTBOBAIM OXHIACMbIM I JTaHHOW MOMyJsiuu. He BBIABICHO
MIPUYUHHO-CJICJICTBEHHON CBSI3W MEXIYy JICUCHHEM KBETHAIMHOM W PHUCKOM TIOBBIIICHHS
CMEPTHOCTH y MAlIMEHTOB MOXHUIJIOTO BO3pacTa C IeMEHIUEH.

Anmuxonunepeuueckue (Myckapunonooobmwie) s¢ghghexmoi

HopkBetnanuH, akTUBHBIH METaOOIUT KBETHANHMHA, O0JaJaeT CPOJICTBOM (OT YMEPEHHOM
CTCTICHH JI0 BBIPKEHHOW) K HECKOJIBKMM IOATHIIAM MYCKapHHOBBIX perentopoB. C 3Tum
cBsi3anbl HP, 00ycioBneHHbIE aHTUXOJMHEPrHUYECKUM JEWCTBHEM KBETHANHMHA TPU €ro
MPUMEHEHUH B PEKOMEHJOBAHHBIX /103aX WM MPHU OJHOBPEMEHHOM MPUMEHEHUH C JPYTHMHU
mpermapaTamMy,  OKa3bIBAIOIIMMH  aHTHXOJWHEprudeckue dAGGeKTsl, a TakkKe MpH
nepeao3upoBke. Crnemyer coOmonaTh OCTOPOXKHOCTh TP TNPUMEHEHHH KBETHUAIMHA
OJTHOBPEMEHHO C JIEKAPCTBEHHBIMH CpEJICTBAMHU, OKa3bIBAIOIIMMHU aHTUXOJIMHEPIHUECKUE
(myckapunonono6Hbie) addektl. CremyeT coOI0IaTh OCTOPOXKHOCTh MpPH Ha3HAYECHUU
MAIMEHTaM C 33JIEPKKOM MOYM WJIM C 3aJ€PKKOM MOYM B aHAMHE3€, KIMHUYECKHA 3HAYMMOU
TUTIePIUIa3ueil MpeACcTaTeIbHON JKeJe3bl, KUIIEYHOW HEMPOXOIUMOCTRI0O MM POJICTBEHHBIMH
COCTOSIHUSIMU, TIPU TIOBBIIIEHUU BHYTPUIIJIA3HOTO JABJICHHS WM 3aKPBITOYTOJBHOM TIayKoMe
(cMm. pasmensr 4.5., 4.8.,4.9.,5.1)).

Hapywenus co cmoponul neuenu

B ciyuae pa3BuTHS XKENTYXH MPUEM KBETHAIIMHA CIICIYET MPEKPATHTD.

Hucghacus

Hucharus (cm. pasgen 4.8.) u acnupauus HaOMOAAIMCh NPU TEpamUuM KBETHAIIMHOM.
[IpuduHHO-CIICICTBEHHAS CBSI3b BO3HHKHOBCHHS ACIHPAI[MOHHON TTHEBMOHHH C IPUEMOM
KBETHAIMHA HE ycTaHOBJeHa. OJHAKO CIIEAyeT COONI0JaTh OCTOPOKHOCTH MPH MPUMEHEHUH
npernapata Ksentnake CP y manneHToOB ¢ pUCKOM pa3BUTHSI ACTIUPAIIMOHHON THEBMOHUH.
Benosnas mpombosmbonus

Ha ¢one mnpuema HEHPONENTUKOB OTMEYECHBI CIydad BO3HUKHOBEHHUS BEHO3HOM
TpoMO03MOoMH. [0 Havama U BO BpeMs Tepariyl aHTUIICUXOTHYSCKUMH TIperiapaTaMu, B TOM
YHClie KBETUAMTMHOM, CJIEeIyeT OIEHUTh (PaKTOPBI PHCKA U MPUHATH MPOPUIAKTUUECKHUE MEPHI.
Ilanxpeamum

Bo Bpemsi KIMHUYECKMX HCCIENOBAaHUN U MOCTPETUCTPALMOHHOTO TPUMEHEHHUS ObUIH

OTMEYEHBI CIy4yau pa3BUTHS NaHKpPEaTUTa, OJHAKO MPUYMHHAS CBA3b C IPUEMOM IIperapara He
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yCTaHOBJIEHA. B NOCTperucTpallMOHHBIX COOOLIEHHMAX YKa3aHO, YTO Y MHOTMX MalMeHTOB
NPUCYTCTBOBAM  (AaKTOPHl pPUCKA pA3BUTUS MAHKPEaTHTa, TaKue Kak I[OBBIIICHUE
KOHIICHTPALMU TPUTIUIEPUAOB (cM. moapa3aen «KoHUeHTpanus JTUIHI0BY»), XOJEIUTHA3 U
yHOTpeOJIeHUE aIKOTOJIsL.

3anop u nenpoxooumocms KuueyHuKa

3amop sBiseTcss (aKTOpPOM pHUCKA HEMPOXOAMMOCTH KuineuHuka. Ha Qone mpumeHeHus
KBETHAIIMHA OTMEYAlld Pa3BUTHE 3allopa M HEMPOXOAMMOCTH KuIlIeyHuKa (cM. paszmen 4.8.),
BKJIIOYAsl CJlydad C JIETAIbHBIM HCXOJOM Yy HAlMEHTOB TIPYIIbl BBICOKOIO pHUCKA
HEeMPOXOJUMOCTH KUIIEYHHUKA, B TOM YHCJIE MOJTYYalOLUX MHOKECTBEHHbIE COIYTCTBYIOLIHUE
MpernapaThl, KOTOPhIE CHIDKAIOT MOTOPHUKY KUIICYHHKA, JaXKe IPH OTCYTCTBUU 5Kaio0 Ha 3arop.
Kapouomuonamus u muoxapoum

B xozxe KIMHUYECKUX UCCIIE0BaHUI U MOCTPErUCTPALMOHHOTO IPUMEHEHUs ObUTM OTMEUYEHbI
Cllyyal pa3BUTUS KapJAMOMHUONATUM M MHOKapIuTa. Y MAIlMEeHTOB C IIOJ03PEHUEM Ha
KapJMOMHOTIATHIO WIIM MHOKAPIUT CJIETyeT PACCMOTPETh BO3MOKHOCTh OTMEHBI KBETHAIIMHA.
Cepvesnvie HP co cmoponbi kooicu u nooKodichvblx mrareti

IIpu npuMeHeHUH KBETHAMHA OYEHb PEIKO cO00IIanochk o cepbe3HbiXx HP co cTopoHbl KoXH 1
MOJIKOXKHBIX TKaHeH, BKItouyass cuHApoM CtuBeHca-/[)KOHCOHA, TOKCUUYECKUH 3MuaAepMaIbHbIN
HEKpOJIN3, OCTPBbIH TE€HEPaAIM30BAHHBIN SK3aHTEMATO3HbIM MyCTyne3, MyJIbTHPOPMHYIO
SpUTEMY M JICKQPCTBEHHYIO PEAKIUI0 C J03WHO(DMIMEH M CHUCTEMHBIMH MPOSBICHUSMH
(DRESS-cunapoM), KOTOpble MOTYT MPEICTABISATh yrpo3y A JKH3HU HIH IMPUBOJHUTH K
CMEpTEIbHOMY UCXONly. YKa3aHHbIe cepbe3Hble HP 00bIuHO MpOsBIAIOTCS B BUAE OJHOTO MIIH
Ooiee clenyrOIUX CHUMIITOMOB: OOIIMpHAas KOXKHAas ChIMb C 0Opa3oBaHWE MYCTYyI,
BO3HUKHOBEHHEM 3yJa WM JKC(OIMATUBHBIA NEPMATHT, JIUXOpajaKa, JuMdaIeHonaTus |
BO3MOJKHasl J03MHOQWINS WIM HEUTPONEeHHsA. BOJBIIMHCTBO 3TUX peakIHil BO3HHKAJIO B
TeyeHue 4-X Hejaenb IOCle Havyajla TepanuM KBETHAMHOM, HeKoTopble peakiuun DRESS-
CHHIpOMa BO3HHKAJIM B TeUeHHE O HelelNbh MOCIe Hadana Tepanud KBeTHanmuHoM. [lpu
MOSIBIICHNH TPU3HAKOB W CHMIITOMOB, YKa3bIBaIOIIMX Ha JTH cepbe3Hble HP, crmenyer
HEMEJICHHO OTMEHUTh KBETHAIIMH U PACCMOTPETh BO3MOXKHOCTb JIbTEPHATUBHOT'O JICUEHUSI.
Tayuenmur nodicunozo 6o3pacma c bonesuvio Ilapkuncona/napkuncoHuzmMom

[TomyAMoHHOE PETPOCTIEKTUBHOE HCCIIEIOBAaHNE NMPUMEHEHHS KBETHAINMHA y ITAllMEHTOB C
OOJIBIITNIM JIETIPECCUBHBIM PACCTPOWCTBOM BBISIBIIIO MOBBIIICHHE PUCKA CMEPTEIBHOTO MCXO/a
y MAIMeHToB B Bo3pacTe > 65 ner. IloBbImIeHHBIN PUCK HE ONpeAessUICS MPU HCKIIOYSHUN U3
aHanM3a MalueHToB ¢ Oone3npto Ilapkuncona. Cnemyer NPOSBIATH OCTOPOKHOCTH IPH
Ha3HA4YE€HUM KBETHAIIMHA AlIMEHTaM [T0>KUIJIOT0 Bo3pacTa ¢ 0ose3Hbo [lapkuHcoHa.

Jononnumenvnasn ungopmayus
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Jonrocpounast 6e3omacHOCTh M 3¢ dekTuBHOCTH Tpenapara Ksentmakc CP B kadecTBe
JOTOTHUTEIBHON Tepanmuu TpH JIEYEHUH OOJIBIIOrO JETPECCUBHOTO PAcCTPOMCTBA HE
U3yYaIHuCh, OHAKO Mpoduis 6e30macHoCcTH U 3PGEKTUBHOCTH U3Y4€H P MOHOTEPATTUH.

BcnomorarenpHBIE BEISCTBA

Jlakmo3sa

[TanpeHTaM € peako BCTPEYAIOLICHCS HACIEACTBEHHOM HENEPEHOCHUMOCTBIO TajaKTO3bl,
Ie(GUIUTOM JaKTa3bl MM TIIOKO30-TaJaKTO3HOM ManbaOcopOIueil He cieayeTr MPUHUMATh
JAHHBIN Ipernapar.

Hampuu

JlaHHBIA TIperapar coaep Ut MeHee 1 Mmoib (23 mr) Hatpus Ha 1 TabaeTKy, TO €cThb, MO CYTH,
HE COJEPKUT HaTpUSl.

4.5. B3aumopeiicTBHe € JAPYrHMH JIeKAapCTBEHHBIMH INpenapaTamMM W [pyrue BH/IbI
B3aMMOJAEHCTBUSA

Crnenyer co0JIr0/1aTh OCTOPOKHOCTh npu OJIHOBPEMEHHOM MIPUMEHEHUHN
npenapata Ksentuakc CP ¢ apyrumu npenaparamy, BO3ACHCTBYIOIIMMH Ha LEHTPAJIbHYIO
HepBHy1o cuctemy (LIHC), a Takxke ¢ ankorosem.

Crnenyer cobmofaTb OCTOPOXKHOCTh IPU OJHOBPEMEHHOM IPUMEHEHHM KBETHAIMHA C
JpYTMMH TIpernapaTamMu, OO0JaJarollMMU aHTHUXOJIMHEPTUYECKUMHU (MYCKapHHOIIOI00HBIMU)
apdexramu (cMm. pasuen 4.4.).

N3odepment cucrembl nuroxpoma P450 CYP3A4 sBnseTcss OCHOBHBIM H30(EpPMEHTOM,
OTBEYAIOLIUM 32 METAab0IM3M KBETHAIIMHA, OCYILECTBIISIOLIMICA Yepe3 CHUCTEMY LUTOXpOMa
P450. ¥V 310poBbIX AOOPOBOJIBLIEB OTHOBPEMEHHOE TPUMEHEHNE KBETHANMHA (B /103€ 25 MT) C
KETOKOHa30JI0M, HHTHOUTOpOM n3odepmerTa CYP3 A4, mpuBoAMIO K YBETUYCHHUIO TTOKA3ATENS
IUIOLIAAM TOJ KpHBOH «KoHILeHTpaiusa-BpeMs» (AUC) kBermanuHa B 5-8 pa3. Iloatomy
OJTHOBPEMEHHOE TpPHUMEHEHHe KBeTHanuHa M HHruoutopoB uszodpepmenta CYP3A4
MpoTUBOMNOKa3aHo. Ilpu Tepanuu KBETHMAIMHOM HE PEKOMEHAYETCS YHOTpeOJATh B MHUILY
rpeindpyToBbIi COK.

B ¢apMakokuHETHYECKOM MCCIIEJOBAHUU NMPHUMEHEHHE KBETHANMHA B Pa3jIMYHON JTO3UPOBKE
710 WJIA OJTHOBPEMEHHO C IMPHEMOM KapOaMasernuHa MPUBOIMIO K 3HAUUTEIIbHOMY TTOBBIIICHUIO
KJIMpeHca KBeTHanmuMHa U cooTBeTcTBeHHO yMmeHblleHnio AUC B cpegnem Ha 13 % 1o
CPaBHEHHUIO C MMPUEMOM KBeTHalnHa 0e3 kapOaMaszenuHa. Y HEKOTOPBIX MAlMEHTOB CHUKEHHE
AUC 0p10 eme 6osee BhIpaKEeHHBIM. Takoe B3aMMOJAEHCTBHE COMPOBOXKAAETCS CHIXKEHUEM
KOHIICHTPALlMU KBETHANMHA B IUIa3ME€ KPOBUM M MOXKET CHIDKaTh 3()(PEeKTHBHOCTH Tepanmuu
kBeTHanuHoM. OJIHOBpEMEHHOE IPUMEHEHUE KBETHAaNMHA C (EHUTOMHOM, JAPYTHM

UHIYKTOPOM  MHKpPOCOMalbHBIX (EPMEHTOB II€UYEHHU, COMPOBOXKAAIOCH eme Oosee
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BbIpaXeHHBIM (mpuMepHOo Ha 450 %) mnoBbllIeHWEM KIupeHca KBeTHanuHa. [IpumeHeHue
KBETHAIMHA MAIlMEHTaMH, TOJIYYaOIUMH HHIYKTOPEl MUKPOCOMAIbHBIX ()EPMEHTOB IEYEHH,
BO3MOXXHO JIMIIb B TOM Clly4ae, €CIM OXKUJaemas I0jb3a OT TEpanuu KBETHAIMHOM
IIPEBOCXOJUT PHUCK, CBA3aHHBIA C OTMEHOM Ipenapara-uHAYKTOpa MHKPOCOMAaIbHBIX
(bepMeHTOB nedeHu. VMI3MeHeHne 1036l penapaToB-UHIyKTOPOB MUKPOCOMAaJIbHBIX (DEPMEHTOB
MEYEHU JIOJDKHO OBITh MOCTENeHHBbIM. [IpM HEoOXOTUMOCTH BO3MOXKHO HX 3aMeIleHHe
npenapartamMi, HE WHAYLHUPYIOIIMMH MHKPOCOMalIbHBIE (PepMEHTHI TIedeHu (Hampumep,
IpernapaTramMy BaJbIIPOEBON KUCIOTHI).

DapMakOKMHETHKA KBETHAllMHA CYIIECTBEHHO HE M3MEHUIach IIpU  OJHOBPEMEHHOM
NPUMEHEHUH aHTUJeNpeccaHTa uMunpamuaa (uHruoutop wuszopepmenta CYP2D6) wmm
¢yokceruna (uaruourop mopepmentos CYP3A4 u CYP2D6).

dapMakOKMHETHKA KBETHAllMHA CYLIECTBEHHO HE U3MEHSAETCA IpU  OJHOBPEMEHHOM
IIPUMEHEHUH C AHTUIICUXOTHMYECKHMHU JIEKAPCTBEHHBIMU CPEACTBAMM PHUCIIEPUIOHOM WIH
rajionepuoaoM. OJHAKO OJHOBPEMEHHBIM MpUEM KBETHANlMHA UM THOpPUAA3HMHA MPUBOAMI K
MOBBIIICHUIO KIIMPEeHCca KBeTHanuHa npumepHo Ha 70 %.

dapMakOKMHETHKAa KBETHAllMHA CYLIECTBEHHO HE U3MEHSAETCA IpU OJHOBPEMEHHOM
[IPUMEHEHUH LUMETHINHA.

[Tpu ogHOKpaTHOM TpUEMe 2 MT Jiopasenama Ha (hoHe mpuemMa KBeThanuHa B 03¢ 250 mr nBa
pasa B CyTKH KJIMPEHC JIopa3enamMa CHUxKaeTcst mpumepHo Ha 20 %.

dapMaKOKMHETHKA IPENnapaTroB JINTHA HE W3MEHSAETCS NPU OJHOBPEMEHHOM IPHUMEHEHUHU
KBeTHanuHa. He OTMeueHO KIMHUYECKHM 3HAYMMBIX H3MEHEHMH (hapMaKOKHHETHKH
BaJIbIIPOEBOM KHUCIOTHI M KBETHANlMHA [P OJHOBPEMEHHOM NPUMEHEHUHU BajblpoaTa
CEeMHUHATpUs U KBETUAIIMHA.

IIpn 01HOBpEMEHHOM IPUMEHEHUU KBETHAIIMHA C IIpeNapaTaMy JINTUS Y B3POCIIBIX MAllUEHTOB
C OCTpPbHIM MaHHMAaKaJbHBIM SIHU30/I0M OTMeueHa Oosee BbICOKas dacTora pa3Butus HP,
CBSI3aHHBIX C AKCTPANHUPAMHUIHBIMU CHUMITOMaMHU (B OCOOEHHOCTH, TPEMOpa), COHJIMBOCTH H
YBEJIMUEHUS MacChl Tella 0 CPAaBHEHUIO C MallMeHTaMu, IPUHUMABIINMH KBETHAMHH ¢ T1a1e0o
B 6-HEJEIIBHOM PaHJOMHU3UPOBAHHOM HCCIIEI0OBAaHUU.

dapMaKOKMHETUYECKUE UCCIIEJOBaHU 1o U3Y4YECHHIO B3aMMOJEICTBUSA
npenapara Ksentnakc CP ¢ npemaparamMu, NpUMEHSIEMBIMH TPH CEPACYHO-COCYIHUCTBIX
3a00J1€BaHUAX, HE TIPOBOIIIIHCH.

Crnenyer cobmofaTh OCTOPOXKHOCTb MpPU OJHOBPEMEHHOM IPHUMEHEHUM KBETHANMHA U
MPErapaToB, CIIOCOOHBIX BBI3BIBATH HAPYIIEHHE OHJIEKTPOJIMTHOrO OajaHca M yJUIMHEHHE

unrepnaia QTc.
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KBetnanuH He BBI3BIBAJI MHIYKIIUM MHKPOCOMAJIbHBIX (DEPMEHTOB IMEUEHHU, YYaCTBYIOIIMX B
MeTtabonu3me GpeHa3zoHa.

Y TDanueHToB, MNPUHUMABIIUX KBETHANMH, OBUTM OTMEUYEHBI JIOKHOIIOJIOXKUTCIbHBIC
pe3yabTaThl CKpHHUHT-TECTOB Ha BBISBJICHUE METAI0OHA U TPUIIUKINYECKUX aHTUJICTIPECCAHTOB
METOJOM HWMMYHO(MEpPMEHTHOTO aHanm3a. J[[ins MoaTBEepKACHHS pe3yIbTaTOB CKPUHHHTA
PEKOMEH/IyETCsI IPOBEICHUE XPOMATOrpahUIECKOro HCCISTOBAHUS.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTD U JJAKTALMS

bepemeHnHocTh

be3onacHocTh M 3((HEKTUBHOCTh KBETHANMHA Y OEPEMEHHBIX MXEHIIUH HE YCTAHOBIICHBHI.
[TosToMy BO Bpemsi O€peMEHHOCTH KBETHAIMH MOXHO MPUMEHSATH TOJILKO B TOM CITydae, €ClIu
O’KMJIaeMasl 1OJIb3a JIJIsl MaTEPH OIPaBbIBAET MOTCHIIMAIBHBIA PUCK IS TUIOJA.

[Ipy nmpuMEHEHUN AHTUIICUXOTHYECKHX IPEnapaTroB, B TOM YHCIE KBETHAIIMHA, B TPEThEM
TpUMecTpe OEpPEeMEHHOCTH Y HOBOPOXKICHHBIX MOSBIsETCS pUck pa3BuTusi HP pasHoii crenenu
BBIPOKECHHOCTH W JJIMTEIBHOCTH, BKIIFOUYAs SKCTPATUPAMUIHBIC CHMIITOMBI W/WIH CHHAPOM
«oT™MeHb». Coo0Imanocs 0 BO30YKIEHUU, TUIEPTOHUHU, TUIOTOHUU, TPEMOPE, COHJIMBOCTH,
pECIPATOPHOM JAUCTPECC-CUHAPOME WIIM HAPYIIECHUSX KOpMIIEHHUS. B CBA3M ¢ 3TUM ciemyer
TIIATEILHO HAOJI01aTh 32 COCTOSTHUEM HOBOPOIKICHHBIX.

JlakTanus

Omy6nuKoBaHbl COOOIIEHUSI 00 PKCKPEIMU KBETHAIMHA B TPYJIHOE MOJIOKO, OJIHAKO CTENEHb
SKCKpelMu He ycTaHoBleHa. JKEeHIMHAM HeoO0XOAMMO PEKOMEHJ0BaTh HM30eraTh TPYIHOTO
BCKapMJIMBaHUS BO BpeMs IpHeMa KBETHAIHHA.

4.7. Baiusinue HA CNOCOOHOCTHL YNPABJISATHL TPAHCHOPTHBIMH CPeACTBAMH U padoTaTh C
MeXaHH3MaMH

[Ipenapar Ksentuakc CP MoeT BbI3bIBaTh COHJIMBOCTb, IIO3TOMY B TME€PUOJ JIEUCHHS
MarueHTaM He PEeKOMEHAYETCS YIPaBIATh TPAHCIOPTHBIMH CPEACTBAMU M MEXaHH3MaMH,
TPEOYIOIIMMH TTOBBIIIIEHHON KOHIIEHTPAIIUH BHUMAHUS.

4.8. HexkesaTebHbIE peaKkuu

Pesrome npoduiist 0e301acHOCTH

[IpumeHeHne KBeTHANWHA, KaK W JAPYTUX AHTUICUXOTUYECKUX IMPEmapaToB, MOXKET
COINPOBOXIATHCS YBEIUYCHUEM MAaCChl Teja, OOMOpPOKaMH, Pa3BUTHEM 3JI0KAUYEeCTBEHHOTO
HEHPOJIENTUYECKOTO CUHIPOMA, JIEHKONIEHUH, HEUTPONIEHUH U MEPUPEPUUECKUX OTEKOB.

Haubonee vacteie HP kBernanuua (> 10 %): COHIMBOCTH, FOJIOBOKPYKEHHE, TOJIOBHAs 0OJIb,
CYXOCTh CIIM3UCTON OOOJIOYKH TMOJIOCTH PTA, CHHAPOM «OTMEHBI», MOBBIMICHUE KOHIICHTPAINH

TPUTTUIIEPUIOB, TOBBIIIEHHE KOHIEHTpaluu oOIIero xosecrepuHa (IJIaBHBIM 00pa3om
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xonectepuna JIITHII), camkenne konmeHTpammu xosiectepuHa JIIIBII, yBenmdenue macce
TeJa, CHIDKCHHUE KOHIICHTPAIIUU TeMOTI00HHA.

[IpumeHeHne KBETHANWHA, KAaK W JAPYTUX AHTUIICUXOTHYECKUX IMPEImapaToB, MOXKET
COINPOBOXAATHCA YBEIMUYEHHEM MacChl Tela, OOMOpPOKaMH, Pa3BUTHEM 3JI0KaYECTBEHHOI'O
HEHPOJIENTUYECKOTO CUHIPOMA, JIEHKONIEHUH, HEUTPONIEHUH U MEePUPEPUIECKUX OTEKOB.
Hau6Gonee gacteie HP kBetmanuua (> 10 %): COHIMBOCTH, TOJIOBOKPYKEHHUE, TOJIOBHAST OO,
CYXOCTh CIIM3UCTON OOOJIOYKH IMOJIOCTH PTA, CHHAPOM «OTMEHBD», MOBBIIICHNE KOHIICHTPAINH
TPUTTUIIEPUIOB, TOBBIIIEHUE KOHIEHTpaluu oOlero xosecrepuHa (TIaBHBIM 00pazom
xonectepuna JIITHII), camwkenune koHmneHTpamuu xosiectepuna JIIIBII, yBenmdyeHue maccel
TeJa, CHIYKCHUE KOHIIEHTPAIIMU TeMOTJIO0nHa.

TabnuaHoe PE3IOME HEXKEIIATSIbHBIX PeaKIIHi

YacTora BCTpEYaeMOCTH OIpeeicHa CIleayrmuM o0pa3oMm: oudeHb 4dacto (> 1/10), wacto
(or>1/100 mo < 1/10), meuacto (ot > 1/1000 mo < 1/100), peaxo (ot > 1/10000 mo < 1/1000),
ouenb penko (< 1/10000), nHemsBecTHO (MCXOI U3 UMEIOIIUXCA HaHHBIX YacTOTY
BO3HHKHOBCHUS ONPEICIUTh HEBO3MOXKHO). HP crpynmupoBansl B COOTBETCTBHU C MOPSIIKOM

Ha OCHOBaHUM cHCTeMHO-opraHHbix kinaccoB (COK).

Kaacc cucremsl opranos | HekenarenbHasi peakiust

Hapywenus co cmoponul kposu u numgamuueckou cucmembl

Ouenb 4acTo CHmKeHne KOHOCHTpAUH FCMOFJ'IO6I/IH8.23

1,25 22

Yacro Jleiikonenns™®, cHuxeHne KoaudecTBa HeHTpoduaosl??,

TIOBHIIIEHHE KOTNIECTBA Y03UHODMIOB

Heuacto TpombGoruToneHus ™, cHIkeHne KoMMYecTBa TpoMOoIuTOB
Penxo Arpanynonuros?’
YacToTa HEU3BECTHA Heitrponenus®

Hapywenus co cmoponvl ummynHotl cucmembl

Heuacto Peakiuuu r HUIICPYYBCTBUTCIBHOCTH

Ouens penko AHadumaKTHYECKHE peaKimu’

OHOOKpUHHbIE HApYULEHUs]

16

Yacto FI/IHCpHpOHaKTI/IHeMI/ISI , CH’)KCHHEC KOHIICHTpalunu 06LI_ICFO u

cBobotHOrO THpoKcHHa (T4)%°, CHIDKeHNe KOHIIEHTpAIHH

obmtero TpuitonTuponnHa (T3)%, moBBIIEHNE KOHIIEHTPAIIN

tupeotponuoro ropmona (TTT)? B mnaszme kpoBu
Heuacto CHIXeHHe KOHIEHTpaluu cBoboguoro T3%0
OueHnb penko CuHIpOM HEaJeKBATHOW CEKPEMU AaHTUANYPETHUYECKOTO
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TOpMOHA

Hapywenusa memabonuzma u

numaHus

OueHp 4acTo

[loBeImICHHE ChIBOPOTOYHBIX KOHHCHTpaHI/Iﬁ TpI/IFJII/IHepI/II[OBl’ll,

obmero xojectepuHa (TJIaBHBIM  00pa3oM, XOJeCTepHHA
JITHIT)M2, CHIDKEHHE CBIBOPOTOYHOM KOHIIEHTpaLUU
xonectepuna JIIBIT'8, ypenuuenne macce Tena®

Yacto TToBbIIIEHHE aNIETUTA, THTIePrIMKeMus ™’

Heuacto Caxapnbiit quaber>®, runonarpuemus®®

Icuxuueckue Hapywerus

Yacto HeoObluHble 1 KOIIMapHble CHOBUACHHUS, CYULIMIAJIbHBIE MBICIIH
u nosesieHue!
Penko ComMHaMOYJIH3M | CBSI3aHHBIC C HUM SIBIICHUS

HapymeHu}z CO CNOPOHbL H€p6H012 cucmemaol

OueHp 4acTo

1417 2,17

FOHOBOKPY)KCHI/IS , TOJIOBHAasd 6OJ'IL, COHJIMBOCTH

Yacto

Huzaprpust, oomopoxt*t7 ATICHE

Heuacto

Cy,[[OpOFI/Il, CUHIAPOM «OECITOKOMHBIX HOI», IO30HAA

1,6

AUCKUHE3UA ™", CIIYTAHHOCTb CO3HAHUHA

Hapywenus co cmoponwl opeana 3penus

Yacto

HeuetkocThb 3pCHUA

Hapywenus co cmoponul cepoya

Yacto

Taxukapaus™*, omrymenne cepaueoneHns >

Heuacto

VY nnvHeHue uHTepBalia QT1'13’30, 6paIu/IKap,uI/I;126

YacToTa HEeM3BECTHA

Ka,[[I/IOMI/IOHaTI/ISI, MUOKaApAUT

Hapywenus co cmoponwl cocyoos

Yacrto

OpTOCTaTI/I'—ICCKaSI l"I/Il'IOTeH?)I/ISI1’4’17

Penxo

Benosuas tTpomM603MG0mms’

Hapywenus co cmoponul OvlxamenvHoti cucmemsl, Op2aHo8 2pyOHOU KIemKU U CPeOOCmeHUs!

Yacrto

Onprmka®®, pHAHUT

JKenyoouno-kuweunvie HapyuieHus

OueHp 4acTo

CyXO0CTh CIIM3UCTON 000JI0YKH MOJIOCTH pTa

Yacro Jlucriericus, 3amop, pBora’t
Heuacro Jucoarus™®
Penxo Kurieunast HempoxoauMoCTh/UiIeyC, MTaHKPEaTHT

Hapywenus co cmoponul neuenu u srcenuesbi8ooauux nymeti
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Yacro [loBbIlIeHME AKTMBHOCTH adaHuHamuHOTpaHcdepass (AJIT)?,
TIOBBIIIEHNE AKTUBHOCTH acmapTarammHoTpancepassr (ACT)3,
3
ramMma-riytamuiarpadcnentiaassl ([TT)° B mia3me kpoBu
Penko Kenryxa®, rematur (c xenryxoii nmm 6e3 sxentyxu)?

Hapymeﬁwl CO CMOPOHBL KOJHCU U NOOKOJCHBIX MKAHEl

Ouenb penko

6 6

AHTHMOHEBpOTHYECKHUH 0TeK , cuHApOoM CTuBeHca-/[>koHCOHa

YacroTa HEM3BECTHA

Toxcuueckuii snuAepManbHbI HEKPOIU3, MyIbTH(POPMHAsS
3pUTEMA, OCTPBIM T€HEPAITU30BAHHBIN IK3aHTEMATO3HbBIN
nycryne3 (AGEP), nekapcTBeHHast peakiiys ¢ 303HHODUIHEH 1
cucteMHbIMU TiposiBieHUAMU (DRESS-cunapom), KoxKHBIH

BAaCKYJIUT

Hapywenus co cmoponul mvluieyHotl, ckenemHoul u coeOuHUmenbHot mKanu

Ouens penko

Pa6mommonus

HapymeHuﬂ CO CNIOPOHbL NOYeK U MOH@GblGO()ﬂM/;Mx nymeﬁ

Heuacto

3aiepxKka MOUH

bepemennocms, nocnepoooewiii nepuoo u nepunamanvHule COCMOAHUSL

YacToTa HEeM3BECTHA

CI/IH,Z[pOM «OTMCHBD» Y HOBOpO)KILCHHBIng

Hapywenus co cmoponsl penpodykmusHou cucmemsl U MOTOYHBIX JCele3

Heuacto

CekcyanbHas nucyHKIUSA

Penxo

[Tpranusm, ranakTopes, pacCTpOMCTBa MEHCTPYaIbHOIO LIUKJIA

Obwue napywenus u peakyuu 8 Mmecme 86e0eHs.

OueHp 9acTo

CunzupoM «orMeHp» 10

Yacro He3naunTenbHO BbIpakeHHasi aCTeHUs, NeprUpepruuecKue OTeKH,
pa3IpakUTEIbHOCTD, TUXOpaaKa
Penko 310KaYeCTBEHHBIH HEHPONENTHYECK T CHHAPOM., THIIOTEpMHUS

ﬂa60pam0prze U UHCMpymeHmajlbHble oanmuble

Penko

[ToBbImienne akTuBHOCTH KpeaTuH(pochokuuaszsl (KDK) B

Ta3Me KpoBH >

1. Cwm. paznen 4.4.

2. COHIMBOCTH OOBIYHO BO3HHUKAET B TCUCHHE TEPBBIX 2-x HCACIIb IMOCJIC HavaJla TCPpaIluu

U, KaK MPaBUIIo, pa3peniaeTcsi Ha (GoHe MpoIoipKaronerocs nprueMa KBeTHarHa.

3. Bo3MoxxHO OeccMMIITOMHOE TOBBIIICHHE (> 3 pa3a OT BEpXHEH T'paHHIIBI HOPMBI TPH

ornpenenenuu B modoe Bpemsi) akTuBHOCTH ACT, AJIT u I'TT B chIBOpOTKE KpOBH, Kak

MPaBUIIO0, 0OpaTUMOE Ha (POHE MPOIOJKAIONIETOCS ITpHeMa KBETHAIINHA.
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10.

11.

12.

13.
14.

15.

16.

17.

Kak u apyrue aHTHIICHXOTHUYECKHUE MPETapaThl ¢ 0.1-aJAPCHOOIOKUPYIOIIUM JICHCTBUEM,
KBETHAIMH 9aCcTO BBI3BIBAET OPTOCTATUYECKYIO THIIOTCH3HIO, KOTOPAsi COMPOBOKIACTCS
TOJIOBOKPYKEHUEM, TaXHKapJued, B HEKOTOPHIX clydasx — OOMOpPOKOM, OCOOCHHO B
Hauasie Tepanuu (cM. pasaen 4.4.).

OTMeYeHBI O4CHb PEIKUE CITy4an 00OCTPEHUS CaxapHOTro quadeTa.

Onenka 4yactorel JaHHoW HP  mpoBommmace Ha  OCHOBaHHMM — PE3YJIbTAaTOB
MOCTPETUCTPAIIMOHHOTO HAOIIOICHUS TPUMCHEHUSI KBETHAIIMHA.

[ToBbIICHNE KOHIIGHTpAllUM TJIIOKO3bI B IJIa3M€ KPOBHM HaTomak > 126 mr/mn
(> 7,0 MMOJIB/JT) MM KOHIICHTPAIIMM TJIIOKO3bI B IIa3Me€ KPOBHU IOCJIE IpHEMa IHUITU
> 200 mr/mt (> 11,1 MmMoIb/T) XOTs OBI IPH OJHOKPATHOM OTIPEACIICHUU.

Bonee Beicokas yactora qucdaruu Ha (OHE KBETHAIMHA 10 CPABHEHUIO C TUIAIe00 Oblia
OTMEYeHAa TOJIbKO Y TIAIIMEHTOB C JICPECCHEH B CTPYKTYpE OHUITOJIIPHOTO pACCTPONCTRA.
[ToBbiieHNEe UCXOHOM Macchl Tena Ha 7 % u Oosiee. B OCHOBHOM BO3HHKAeT B Hauaie
TEpaIruu y B3POCIBIX.

[Ipy w3yuyeHWM CHHIPOMA «OTMEHBD» B KPATKOCPOYHBIX IUIAIE00-KOHTPOIUPYEMBIX
KIIMHHYECKUX HCCIICAOBAaHUSIX KBETHANIMHA B PEXMME MOHOTEpAanuH ObLTH OTMEYCHBI
CIICAYIONIME CHUMITOMBI: OECCOHHMIIA, TOIIHOTA, TOJIOBHAas OO0JIb, IHapes, pBOTA,
TOJIOBOKPY)KEHUE M Pa3paKUTEILHOCTh. YacToTa CHHAPOMA «OTMEHBD» CYIIECTBEHHO
CHIDKAJIACh uepe3 1 Heelto mociie MPeKpanieHus mprueMa KBeTHaITuHA.

[ToBpimieHne KoHHeHTpammu TpuriauinepuaoB > 200 mr/mn (= 2,258 mmonw/n)  y
narueHToB > 18 ner wmm > 150 mr/mn (> 1,694 mmonb/n) y manueHTtoB < 18 ner, xots
OBl TIPU OJTHOKPATHOM OIIPEICTICHHH.

[ToBbImeHne KOHIEHTpAIUU 00mero xojecrepuHa > 240 mr/mn (> 6,2064 mmons/n) y
narueHToB > 18 et mumm > 200 mr/on (> 5,172 mmons/n) y manueHToB < 18 jer, XoTs
OBl IPU OAHOKPATHOM orfpeneneHnr. O4eHb 4acTO OTMEUYEHO MOBBIIICHHE XOJIECTEpPUHA
JITTHIT > 30 mr/m (> 0,769 mmounb/in), B cpeaeM — 41,7 mr/mn (> 1,07 mMounb/i).

CwM. fanee 1o TEKCTy MHCTPYKIUU.

CHmkenne konmmdecTsa TpomOomutos < 100 x 10%m, XoTs 6Bl TIpM OZHOKPATHOM
OTIpeieNICHUN.

be3 cBs3M CcO 3JI0KAYECTBCHHBIM HEUPOJENTHYCCKHM CUHAPOMOM. [lo JaHHBIM
KIIMHUYECKHUX UCCIEIOBaHUN.

[ToBbimeHME KOHIIEHTpaIlUU MPOJaKTHHA y nanueHToB > 18 net:
> 20 mxr/n (> 869,56 mmonb/n) y myxkunH, > 30 Mkr/n (> 1304,34 nMonb/) y KEHIIHH.

MoskeT MpUBOIUTH K MMaJICHUIO.
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18.

19.

20.

21.

22.

23.

24,

25.

Cuamwxenne koHneHnTparuu xonecrepuna JINBIIT < 40 mr/mn (< 1,03 MMOab/1) y My>KUYUH
u <50 mr/mn (< 1,29 MMoub/1) y KEHIIUH.

HNannpie HP wacto otMevanu Ha OHE TaXHKapIUU, TOJIOBOKPYKEHHS, OPTOCTATHUECKOM
TUNOTEH3UM  W/WIM  COMYTCTBYIOIIEM  MATOJOTMH  CEpJACYHO-COCYAMCTOM WU
JIBIXaTEeNbHOM CHCTEMBI.

Ha ocHOBaHMM MOTEHUMAIBHO KIMHUYECKH 3HAYUMBIX OTKJIOHEHHH OT HOPMAJIbHOTO
UCXOIHOTO COJIEPXKAHMSA, OTMEUEHHBIX BO BCeX KIMHHUYECKUX HCCIECIOBAHUSAX.
N3menenus konneHtpanuu obmero tupokcuHa (T4), cBobomnoro T4, obmero
tpuitontuponuna (T3), ceobogHoro T3 no 3Hauenuit <80 % OT HUKHEH TpaHUIIBI
HOpPMBI (TIMOJIB/JI) TIPH ONpEACNCHHH B J000e Bpems. V3MeHeHHE KOHIEHTpAIUH
TTI > 5 MMEn/n ipu onpesienieHnu B JII000€ BpeMsi.

Ha ocHOBaHMU MOBBINIEHHOW YaCTOTHI BOZHUKHOBEHUSI PBOTHI Y MAI[MEHTOB MOXKHIIOTO
Bo3pacra (> 65 ner).

B KpaTKOCPOUYHBIX KIMHUYECKHUX MCCICIOBAHUAX MOHOTEPANUU KBETHAIIMHOM Y
NAIMEHTOB C KOJMYECTBOM HeiTpounoB n0 Hadvanma Teparmuu > 1,5 x 10%1 cmydan
HelTponeHny (konudecTBo HelTpodunos < 1,5 x 10%1) ormedenst y 1,9 % manueHToB
B rpymme kBetuanuHa npotuB 1,5 % B rpynme mnane6o. CHuKEHHE KOJIUYECTBA
HelTpopunos >0,5, Ho <1,0x10%1 ormewamocs ¢ wactotoit 0,2 % B rpymme
KBeTHANMHA U Tiane6o. CHmKeHHe KonmwdecTBa Heitpodmmos < 0,5 x 10%n xors GBI
IIPU OJTHOKPATHOM onpezaeneHuu orMedeHo y 0,21 % nainueHToB B Ipymie KBEeTHAlMHA
npotuB 0 % B rpymnmne mianedo.

CHmkeHne KOHIeHTpanuu remorioonHa < 13 r/mnm y myxunsa u < 12 r/m1 y >xeHIuH,
XOTsI OBl TIPU OJHOKPATHOM ONpeAeNeHHH, oT™Medanaock y 11 % mnammeHToB Ha QoHe
mpreMa KBETHAllMHA BO BCEX KJIMHHYECKHUX HCCIEIOBAHUSAX, BKIIOYAs IUTEIbHYIO
Tepanuio. B KpaTKoCpouHBIX MM1a1e00-KOHTPOIMPYEMBIX HCCIEIOBAHUAX CHUKEHUE
KOHIICHTpauu reMorioomnHa < 13 v/ y MmyuuH U < 12 1/171 y KeHIIMH, XOTS OBl IpH
OJTHOKPATHOM OTpeIETICHHH, OTMeUalloch y 8,3 % MaIleHToB B TPYIe KBETHAIIMHA T10
cpaBHEHHUIO ¢ 6,2 % B Tpymmne miaamnebo.

Ha ocHoBaHWM TOTEHIMATBHO KIMHUYECKH 3HAYUMBIX OTKJIOHEHHUH OT HCXOJHO
HOPMAJILHOTO YPOBHSI, OTMEUEHHBIX BO BCEX KIIMHUYECKHUX HCCIIe0BaHUsX. [[oBbIIIEHNE
KONM4YecTBa 303MHO(GIIOB > 1 % 10%1 mmpu onpenenenny B Mmo6oe Bpems.

Ha ocHoBaHWM TOTEHIMATBHO KIMHUYECKH 3HAYUMBIX OTKJIOHEHHUH OT HCXOJHO
HOPMAaJILHOTO YpPOBHSI, OTMEUEHHBIX BO BCEX KIMHHUYECKUX HCCleAoBaHMUsIX. CHIKEHUE

KONMUecTBa JeiikonuToB < 3 x 10%1 npu onpenenenny B moboe Bpems.
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26.

217.

MoskeT pa3BUTbCS B MOMEHT WJIM BCKOPE MOCIE Hayana TePallid U COMPOBOKIATHCA
apTepHalIbHON TUIMOTCH3WEH W/Miu 00MOpOKOM. YacToTa yCTaHOBIEHAa HAa OCHOBAHHH
COOOIIEHUH O pa3BUTHU Opagukapauu U CBs3aHHBIX HP BO Bcex KIMHHYECKUX
HCCIEA0BAHUAX KBETHUAIIUHA.

Ha ocHoBaHuM OIEHKM 4YacTOTHl Yy MAallMEHTOB, MPUHHMMABIIMX Yy4YacTHE BO BCEX

KIMHUYCCKUX  HCCICAOBAHUAX  KBCTHUAIIMHA, Y KOTOPBIX OTMCYHAJIACh  TsXKCIIasd

Heiitponenus (< 0,5 x 10%1) B couetannu ¢ MHQEKIUAMA.

28. Cwm. paznen 4.6.

29. smeHenue KoHIeHTpanuu ot > 132 Mmonws/n 1o < 132 mmonb/m XoTs OBl TIpH

OAHOKPATHOM OITPCACIICHHUU.

30. Yactora wm3menenusi wuuTepBama QTC or <450mc m0>450mMc ¢ yBenndeHHEM

Ha>30wMmc. B HJ'IaI_Ie60-KOHTpOJ'II/IpyeMLIX HCCIICAOBAHUAX KOJIMYECTBO IIALIUCHTOB, Yy

KOTOPBIX OTMCYCHO KIIMHHUYCCKU 3HAUYUMOC YBCIMYCHUC HWHTCPBAJIA QTC, OBLIO

HCXOJHBIM B I'pyIinax KBE€TUaIllMHa 1 HJIaII€60.

31. OT™Me4eHO TOJILKO MpH TIepeI03upoBKe (cM pasnen 4.9.).

VY anuHeHue HHTCPBAJIa QT, JKCIIYJOYKOBass apuTMUs, BHE3aIllHAd CMCPTh, OCTaHOBKA Cepla U

ABYHAITPpAaBJICHHAA KCITYJOUYKOBAs TaXUKapAusl CHUTAOTCA HP , IPUCYIUMU HeﬁpOHeHTHKaM.

Jlemu u noopocmku (6 eozpacme om 10 0o 17 nem)

VY nererl M MOAPOCTKOB BO3MOXKHO pas3Butue Tex ke HP, uto m y B3pocnsix nmanueHros. B

Ta6J'II/II_Ie IMPUBCACHBI HP, KOTOPLIC HE OBLIH OTMEUECHBI Y B3pOCIIbIX MMAIUCHTOB, UJIN K€ Yalle

OTMEYAIIUCh y JeTeld U MOAPOCTKOB (B Bo3pacte 1017 ;eT) mo cpaBHEHUIO CO B3POCIBIMH

ImanueHTaMu.

Yactrora HP mnpuBenena B Buje crieAywoolied Tpaganuu: oyeHb yacto (> 1/10), uacro

(o> 1/100 mo < 1/10), meuacto (ot > 1/1000 10 < 1/100), peaxo (ot > 1/10000 mo < 1/1000),

oueHb penko (< 1/10000), uvacTtoTa HeuszBecTHa (HE MOKET OBITH OIICHEHAa Ha OCHOBE

uMmerouxcs nauHbix). HP crpynnuposanst B coorBercTBuu ¢ COK.

Kiace cucremsbl

OpraHoB

HexenarenbHasi peakums

DOHOOKpuHHbIE HAPYWEHUs.

OueHp 4acTo

IToBeIIEHHE KOHICHTpanuu l'IpOJ'IaKTI/IHa1 B IJ1a3M€ KpOBU

HapymeHuﬂ MemaboruzmMa u NUMaHusl

OueHp 4acTo

IloBbINIeHUE amnmeTUTa

Tcuxuueckue Hapywerus

Penko

COMHaM6y.]II/13M U CBA3aHHBIC C HUM SABJICHUSA
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Hapywenus co cmoponul HepéHoll cucmemul

Yacro O6mopok

Hapywenus co cmoponwl cocyoos

OueHnb yacto TloBbINIEHNE APTEPHATHLHOTO NABICHHUSA

Hapywenus co cmopoHbl ObixamenbHoll cucmemsl, 0peanos epyOHOU KIemKU U cCpedoCmenus

Yacto Punur

JKenyoouno-kuweunvie HapyuieHus

OueHp 4acTo PBoTa

1. TloBblmieHWe KOHIGHTpAIlMU TMpOJaKTHHA Yy mnanueHTtoB < 18 mer: > 20 mkr/n
(> 869,56 mMOmB/1T) y MAllMEHTOB MY>KCKOro moina, > 26 mkr/n (> 1130,43 nmons/n) y
MalMEeHTOB KEHCKOro moijia. Menee yeM y 1 % maliMeHTOB OTMEYAJIOCh MOBBIIMICHHE
KOHIIeHTpauuu nponakTunaa > 100 mxr/n (4347,8 nmons/i).

2. lloBblieHHE apTEepHANbHOTO JaBIEHUS BBIIIE KIMHUYECKH 3HAYMMOIO MOpora
(amantupoBaHo o kputepusM Hanmonansnoro MuctutyTa 3moposbs, CIIIA — National
Health Institute) uiu noBeimenue 6osee yem Ha 20 MM PT. CT. Uil CHCTOIMYECKOTO, UIIH
O6omee yeM Ha 10 MM pT.CT. A7 JOMACTONMYECKOTO JABICHHS 110 JAHHBIM JIBYX
KpaTKOCPOYHbIX (3—6 Hemenp) muanebo-KOHTPOIUPYEMbIX HCCIEAOBAaHUN y AeTed U
MOJIPOCTKOB.

Co0011eHrs 0 TOI03PEBAEMBIX HEXKEIATEIbHBIX PEAKIIMIX

BaxHo coo0mare O TOA03pEBAaCMbIX HEKENIATENBHBIX PEAKIUsIX TI0CNIe PErucTparuu
JIEKapCTBEHHOTO  Mperapara ¢ Ledblo  00ecreueHHs HeNpepbIBHOIO  MOHHUTOPUHIA
COOTHOIIEHUS «IOJIb3a — PHUCK» JIEKAPCTBEHHOTO Mpemnapara. MeauIMHCKUM pabOTHHUKAM
peKOMeHAyeTCcs  cooO0marb O JIFOOBIX  TOJ03PEBAEMBIX  HEKENATENbHBIX  PEaKIHsIX
JIEKApCTBEHHOTO TIperapara 4epe3 HalMOHAIBHBIE CHCTEMBI COOOIICHHS O HEXKeIaTelTbHBIX
peaKIMsIX rocyAapcTB — wieHoB EBpa3uiickoro 3KOHOMUYECKOI0 COI03a.

Poccuiickas ®@edepayus

109074, r. Mocksa, CriaBstHCKas IOk, 1. 4, cTp. 1

®denepanpHas cayx0a Mo Haa30py B chepe 3apaBoOOXpaHEHUS

Ten.: +7 (495) 698-45-38, +7 (499) 578-02-30

Anpec 3. moutsl: pharm@roszdravnadzor.gov.ru

Beb-caiit: www.roszdravnadzor.gov.ru

4.9. llepeno3upoBka

CuMITOMBI

Coobmanoch 0 JeTaNbHOM UCXOAe TMpH npueme 13,6 T KBeTManmWHAa Yy TMAlMCHTA,

Y4aCTBOBABIICTO B KIIMHUYCCKOM HCCICAOBAHHUH, a TAKXKC O JICTAJIbHOM HCXOJEC ITOCIC IMMpruEMa
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6 r KBeTHANMHA MPHU IOCTPErHCTPALMOHHOM M3y4eHUH IpenapaTta. B To ke Bpems ommcax
cllydyail mprueMa KBeTHalMHa B 103¢e, npesbimatoniei 30 1, 6e3 JeTaabHOro uexXoa.

NwmeroTcst cooOiienns o KpailHe peaKkuX CiIydasx MepeJo3HMpOBKH KBETHANMHA, TIPUBOIUBIINX
K yJUIMHEHUIo uHTepBana QTC, cMepTH Uil KoMe.

VYV nauMeHTOB € TSDKEIBIMH CEPAEYHO-COCYIUCTBIMU 3a00J€BaHUSAMU B aHaMHE3€ PHCK
pazButusi HP nipu nepeno3upoBke MoXeT yBenuauBaThes (cM. pazuen 4.4.).

CuUMIITOMBI, OTMEYEHHBbIE IPHU NEPEIO3UPOBKE, B OCHOBHOM OBUIM CIIECTBUEM YCHIIEHUS
U3BECTHBIX (hapmakonoruyeckux 3(pQeKToB KBETHANMHA, TAKUX KAK COHJIMBOCTb M CeAalus,
TaXUKapAus, CHIKEHHE apTepHaIbHOIO AABJICHMUSA U aHTUXOJUHepruyeckue 3¢ ¢dextrl. Taxoke
UMEIOTCS COOOIIEHHUST O €IUHHYHBIX CIy4asX MepeI03UPOBKH KBETHAIHMHA, MPUBOIUBIIAX K
pabaoMuONN3y, YTHETEHHIO IBIXaHWSA, 3a/JE€PKKE MOYH, CIyTAHHOCTH CO3HAHHs, Opemy u
QKUTALNH.

Jleuenne

Crenuduueckux aHTHIOTOB K KBETHAIMHY HET. B cilydasx TsHKeloW MHTOKCHKAIUU CIIEAYET
IIOMHUTb O BO3MOYKHOCTU IE€PEIO3UPOBKU HECKOJIBKUMHU JIEKAPCTBEHHBIMHU IIperapaTamH.
PexomeHnayercss NpOBOAWTH MEPONPUATHS, HANpPABICHHblE Ha MNoAAepKaHUE (QyHKIUM
IBIXaHUS W CEepAEYHO-COCYIUCTOM CHCTEeMBbl, OOecreyeHHe aJeKBATHOM OKCUICHALUU U
BEHTUJISILIUH.

Bbutn ommcansl ciydan mpuMeHEHHs (H30CTUTMUHA B J103¢ 1—2 Mr Ha (poHEe HempephIBHOTO
MOHHUTOpHUHTa 3JaekTpokaparorpammbsl (OKI') y manueHTOB ¢ nenupueM, Bo30yXKIEHHEM U
SIBHBIM aHTUXOJINHEPTUYECKUM CHHIIPOMOM.

B ciydyae BO3HMKHOBEHHS pePpaKkTepHOM apTepHalbHOM THMIIOTEH3UU MpPH NEPEeIO03UPOBKE
KBETHANMHA JIEYEHHE CIIEYEeT OCYIIECTBISATh MyTEM BHYTPUBEHHOTO BBEJIEHUS >KUIKOCTH
W/WIM CUMIIATOMUMETHUYECKUX MpernaparoB (HE clieAyeT Ha3HayaTh SMHHEe()PUH U JONaMHUH,
MOCKOJIbKY CTHUMYJSALHUSA [-aApeHOPELEeNnTOPOB MOMKET BBI3bIBATh YCHJICHHE CHU)KEHUS
apTepHalIbHOTO J1aBlieHUs Ha (poHe OJI0KaAbI (-aJpEHOPELETITOPOB KBETUAITUHOM).

B cnyuae nepeno3upoBKM KBETHATMHOM MPOJIOHTUPOBAHHOTO JAEHCTBHSI MOXKET HAOIIOAAThCs
OTCPOUYEHHBIN MUK CEJAllH, TUKOBBIA IYJbC U JJIUTEIBHOE BOCCTAHOBIEHHUE IO CPABHEHHUIO C
Nepe03UPOBKO KBETHAIIMHA HEMEIJICHHOTO BHICBOOOXKICHUSI.

[IpombiBanmne xenyaka (mocie WHTyOanuu, eciM HalueHT Oe3 CO3HaHMs) U MPUMEHEHHE
aKTUBUPOBAHHOTO YIJIA M ClaOUTENbHBIX CPEICTB MOXKET CHOCOOCTBOBAaTh BBIBEJIECHUIO
HeaOcopOUPOBaHHOTO KBETHANMHA, OHAKO 3(P(PEKTUBHOCTH ATUX MEp HE HU3yUYEHA.
[IpucranpHOoe METUIIMHCKOE HAOIIOACHUE JODKHO MPOJOIDKATHCS N0 YIYULICHHUS COCTOSHUS

MalueHTa.
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[lepemo3upoBka KBETHAITMHOM  IPOJIOHTHPOBAHHOTO  JCHCTBHS MOXET TPUBECTH K
dbopmupoBanuro 0Oe3oapa KelyjAka; NS JaNbHEHIIed TaKTUKH BEICHUS TAlMeHTa
PEKOMEHIYETCSI COOTBETCTBYIOIIAS TUArHOCTUYECKAsl BU3yalu3alus. PyTHHHOE MPOMBIBaHUE
XKemyaKa i ynajaeHus 06e30apa MoXeT ObITh Hed()PEKTUBHO BBULY KaMeACTOJOOHON JIUTTKOM
KOHCHUCTCHIIMM MAacChl. HJIOCKOIMYECKOE yalleHue ¢apmakoOe30apa ObLIO  YCIEHIHO

BBIITOJIHCHO BO MHOT'HMX ClIy4dasX.

5. ®APMAKOJIOTMYECKHWE CBOMCTBA
5.1. ®apmakoguHAMHYECKHE CBOICTBA
q)apMaKOTepaHGBTI/I‘IGCKaﬂ rpymia: NICUXOJCITUKH; AaHTUIICUXOTUYCCKHUEC CPCACTBA
Kon ATX: NO5SAH04

MexaHn3M aelicTBUS

KBernanuu sBiseTCs aTUNMYHBIM AHTUIICUXOTHMYECKUM IpenapaTtoMm. KBetnanuH u ero
aKTUBHBIN MeTa0oauT N-Ie3alKUIKBETHANUH (HOPKBETHANMH) B3aUMOAECUCTBYIOT C IIMPOKUM
CIIEKTPOM HEUPOTPAHCMHUTTEPHBIX PELENTOPOB TOJOBHOro Mo3ra. KsermannH u N-
J€3AJIKWIIKBETUAIIUH MPOSIBISIOT BBICOKOE CPOACTBO K SHT2-CepOTOHMHOBBIM penenTopam u
D1-, D2-nodaMruHOBBIM perienTopaM roloBHOTO MO3ra. AHTaroHU3M K YKa3aHHBIM pelenTopam
B COUYETaHHM ¢ Oosiee BBICOKON CeNeKTUBHOCTHIO K SHT2-cepOoTOHMHOBBIM perentopam, 4em K
D2-nodaMrHOBBIM peniennTopaM, 00ycIaBiIMBAaeT OCHOBHbIE KIMHUYECKNE aHTUIICUXOTUYECKUE
CBOMCTBAa KBETHAINlMHA U HU3KYI0 YacCTOTY pPa3BUTHUS JKCTPAIUPAMHUIHBIX HEXKEIATEIbHbBIX
peaknuii. KBetnanun He o0nagaeT cpoJCTBOM K NEPEHOCUMKY HOpaJpeHaliHa M o0yagaer
HU3KUM  cpoactBoM K SHTia-cepoToHMHOBBIM —penentopaM, B TO Bpems Kak N-
N€3aIKWIKBETHANIMH TPOSBISET K HUM BBICOKOE CpoAcTBO. MHrmbupoBaHue NepeHOCUHKa
HOpaJpeHaluHa U YaCTUYHBIM aroHU3M B OTHOLICHUH SHTiA-CEPOTOHMHOBBIX PELIEITOPOB,
nposiisieMble N-1e3aJKUIKBETHATMHOM, MOTYT O00YCIIaBIMBaTh aHTHAEIIPECCUBHOE AECHCTBUE
npenapata Ksentmakc® CP. Ksermanua u N-Je3aJKMIKBETHANMH 0ONAalOT BBICOKUM
CPOACTBOM K THCTaMHHOBBIM M aib(ai-aJpeHOPELenTopaM U YMEPEHHBIM CPOJCTBOM IO
OTHOLIEHHIO K anb(daz-agpeHopenentopam. Kpome Toro, kBeTuanuH He oONagaeT WM
o0lajaeT HU3KUM CpPOJICTBOM K MYCKapMHOBBIM peLenTopaM, B TO Bpems Kak N-
JE3AJIKWIIKBETHAIIMH MIPOSIBISIET YMEPEHHOE WJIM BBICOKOE CPOACTBO K HECKOJIBKHM IOJITHIIAM
MYCKapMHOBBIX PELENTOpPOB, C KOTOPHIM MOTYT OBITh CBSI3aHbl AHTUXOJUHEPTUYECKHE
(MyckapuHOMOA00HBIE) YPPEKTHI.

dapmakonmHamuueckue 3O EKTHI

B CTaHAAPTHEBIX TECTAaX Y )KUBOTHBIX KBETHAIIUH IPOABIISICT AaHTUIICUXOTUYCCKYIO aKTUBHOCTD.
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VYaenvHblil Bkiag merabonuTta N-ae3ajKuiIKBeTHANUMHA B (DPapMaKOIOrMUECKyl0 aKTUBHOCTD
KBETHAIIMHA HE YCTAaHOBJICH.

Pe3ynbrarhl n3yueHus: SKCTpanupaMuIHBIX CUMITOMOB Y KUBOTHBIX BBISIBUJIM, YTO KBETUAIUH
BBI3bIBACT CJA0Yyl0 KaTalencuio B J03aX, 3(PGEeKTUBHO OJIOKUpYOMUX D2-penenTopsl.
KBeTnanuH BbI3bIBa€T CEJICKTUBHOE YMEHbBIICHHE aKTUBHOCTH Me3oaumoOuueckux AlO-
noaMHHEPTHYECKUX HEWPOHOB B CpPaBHEHWU C A9-HUTPOCTPHATHBIMH HEWPOHAMH,
BOBJICUCHHBIMHA B MOTOPHYIO ()YHKIIHIO.

Kimmanueckast 3dbdheKTUBHOCTD

B kpartkocpoyHoM (9-HenenbHOM) HCCIIEOBAaHUM Y MALMEHTOB 0€3 JeMEHLUH B BO3pacTe
or 66 1o 89 mer (19 % mnammenToB ObUTM cTapme 75 51eT) ¢ OOJNBIIMM JEMPECCHBHBIM
paccTpoiiCTBOM MpUEM KBETHANKWHA C IIPOJIOHTMPOBAHHBIM BBICBOOOXKIEHHEM B J103aX 0T 50 Mr
1o 300 mr B cyTku (103y noaOupany ¢ y4eTOM HEpEeHOCMMOCTH U KIMHUYECKOTO OTBETa,
CpeAHss CyTOuHas Jj03a mpemnaparta coctaBuia 160 Mr) ymMeHbllal BbIPa)KEHHOCTh CHMITOMOB
nenpeccun o mkaie MADRS (Montgomery-Asberg Depression Rating Scale, mkana onenku
nenpeccun MoHTromepu-Acbepra) (cpeqHeKBagpaTUyHOEe HU3MeHeHue — 7,54 6aina) 1o
CpaBHEHMIO C IJanebo. 3a UCKIIOUYEHUEM YaCTOThl PA3BUTUS SKCTpAUPaMUIHBIX CUMIITOMOB,
MIEPEHOCUMOCTh KBETHAIMHA C IPOJIOHTUPOBAHHBIM BBICBOOOXKIEHUEM IIPU IIpUEME OJMH pa3 B
CYTKHU Y TallMEHTOB IMOKUJIOTO BO3pacTa OblIa COMOCTaBUMA C MEPEHOCHMOCTHIO Y MAIIEHTOB
B Bo3pacte 18—65 ner.

YacToTa pa3BUTHUS SKCTPATUPAMUAHBIX CUMIITOMOB M YBEJTMUYEHHE MAcChl Teja y CTaOMIbHBIX
NAIMEeHTOB ¢ MHU30(peHrel He Bo3pacTaeT NpH JUIMTENBHOM Tepanmuu KBETHAIMHOM C
MIPOJIOHTUPOBAHHBIM BBHICBOOOKICHUEM.

B uccnenoBaHusix OOJIBIIOTO JIENIPECCUBHOIO paccTpoiictBa Mo Kpurepusim DSM-IV
(Diagnostic and Statistical Manual of Mental Disorders (4th ed.) — CnopaBoyHuk 1O
JMAarHOCTHUKE W CTAaTUCTHKE IICUXWYECKHUX pacCTpoilcTB, 4-e¢ u3JaHue) He HabIoaamu
TIOBBIIICHUS] PUCKA CYHMIIUAAIBHOTO TOBEACHUS W CYUIMIAIBHOTO MBIIUICHUS TIPH TpUEME
KBETHAIIMHA C MIPOJIOHTHPOBAHHBIM BBICBOOOKICHHEM TI0 CPaBHEHHIO C TUIaIeoo.

B 1ByX KpaTKOCpOYHBIX (6-HEHENbHBIX) HCCIEIOBAHUSAX KOMOMHMPOBAHHOW Tepanuu
JIETIPECCUBHOTO 3MM30J]a KBETHAIMHOM C IPOJOHTMPOBAHHBIM BBICBOOOXKIEHUEM B J103€
150 mMr B cytku m 300 Mr B CYTKHM C aMHTPHITHJIMHOM, OyIPOITMOHOM, ITUTAJIONPAMOM,
TYJTOKCETHHOM, OJCIUTAIONPAMOM, (IIyOKCETHHOM, ITAPOKCETHHOM, CEpPTPAITMHOM WU
BeHJIaQaKCUHOM y TMAIMeHTOB C CyOONTHUMalbHBIM OTBETOM Ha  MOHOTEPAINHIO
AHTUJICTIPECCAHTOM TI0KAa3aHO YJIy4YIEHHWE CHUMIOTOMOB Jenpeccur no mkaie MADRS
(cpennekBagpatnuHoe u3MeHeHue 2-3,3 0auta) 1O CPaBHGHHIO C  MOHOTEpAaINHeu

aHTHUJETIPECCAHTOM.
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5.2. apMaKkoOKHHEeTHYECKHE CBOHCTBA

AOGcopbuus

KBeTnanuH Xxopomio BcachbiBaeTcsd U3 IKEIYyJOYHO-KUILIEYHOTO TpakTa. MakcuMaabHbIe
KOHIIEHTpanuu B 1iazMe KpoBH (Cmax) KBeTHanuHa U N-Je3aIKUIKBETHAIIMHA JOCTUTAIOTCS
MIPUMEPHO uepe3 6 4acoB Mocje IpreMa KBeTHAMHa C IPOJIOHTHPOBAHHBIM BHICBOOOKICHHEM.
PaBHOBecHass MoJisipHAsi KOHIIGHTpAIMs AaKTUBHOTO MeTabonurta N-Ie3aaKuiIKBeTHANTNHA
coctaBiseT 35 % OT TaKOBOI KBETHAIIMHA.

dapMaKOKMHETHKA KBETHAIMMHA M N-Je3aJKIIIKBETHAIIMHA JIMHEHHAsT ¥ HOCUT J10303aBHCHMBIN
XapakTep MpH MpUEMe KBETHAIIMHA C TIPOJIOHTHPOBAHHBIM BBHICBOOOXKIEHHEM B 03¢ /10 800 Mr
OJIUH pPa3 B CYTKH.

[Ipu mpueme KBeTHANMHA C MPOJIOHTUPOBAHHBIM BHICBOOOKIEHUEM OJIMH pa3 B CYTKH B JI03€,
SKBHUBAJIEHTHOW CyTOYHOM J03€ KBETHANHMHA C OBICTPHIM BBICBOOOKJICHHEM, IPUHUMAEMON 3a
nBa mpuema, HaOmomanu cxomanble mnokaszarenu AUC, HO Cmax Obuta Ha 13 % wMeHbIe.
Bemnumna AUC Mmetabonura N-Ae3ankmikBeTHannHa obuia Ha 18 % MeHbIne.

UccnenoBanus BIUSIHUS TTpUeMa MUIIKA Ha OMOJOCTYITHOCTh KBETHUAIIMHA ITOKAa3aJd, YTO MPUEM
MUIIA C BBICOKUM COJIEP>KaHUEM KUPOB MPUBOJUT K CTATUCTUYECKH 3HAYUMOMY YBEITUUYCHUIO
Cmax 1 AUC st KBeTHAIIMHA C POJIOHTUPOBAHHBIM BBICBOOOKICHHEM — puMepHO Ha 50 % u
20 % cootBercTBeHHO. [IpreM MUIY ¢ HU3KUM COJICP)KAaHUEM JKUPOB HE OKa3bIBAI 3HAYMMOTO
BiusHUSA Ha Cmax 1 AUC kBeTmanuna. Pexomennyercs npunumarh npenapat Ksentuakc CP
OJIUH pa3 B CYTKH OTJEIBHO OT MpHUEMa MHILIH.

Pacnpenenenue

[TpubnuzurensHo 83 % KBeTHANMHA CBS3bIBACTCS ¢ OEJIKaMHU IJ1a3Mbl KPOBHU.

buorpaucdopmarus

YcranoneHo, uto uzopepmenT CYP3A4 sBrsercs KiroueBbIM H30(epMEHTOM MeTaboau3Ma
KBETHAIIMHA, OIOCPEJOBAaHHOrO cuctemMord nuroxpoma P450. N-npeszankuiakeTnanuH
oOpasyercs ¢ yuactuem n3opepmenta CYP3A4.

KBetnanua u HekoToppie e€ro MeTrabonuThl (BKItouas N-Ae3aJKHIKBETHANMH) 00J1a1ai0T
c1aboit MHrHOUpYIOIIel aKTUBHOCTHIO 10 OTHOIIEHHUIO K M30(epMEHTaM CHCTEMBI LIUTOXpOMa
P450 1A2, 2C9, 2C19, 2D6 u 3A4, HO TOIBKO IpHU KOHIIEHTpauuH, B 5—50 pa3 npeBbllaromei
KOHIICHTPAIlNH, HAa0JIt0JaeMble TIPH OO0BIYHO TpuMeHsieMort 3¢ dexruBroi m03e 300-800 mr B
cyTkd. OCHOBBIBasICh Ha pe3yJibTaTax HCCIeJOBaHMUN IN VILro, He cileayeT O0XuIaTh, 4YTO
OJIHOBPEMEHHOE NPUMEHEHUE KBETHAIIMHA C APYTMMHU IIpenapaTaMy IMPHUBEIET K KIMHUYECKU
BBIPQ)KEHHOMY  MHTHOMPOBAaHUIO  MeTa0ojM3Ma  JIPyT'MX  JIGKAPCTBEHHBIX  CPEJCTB,

OTNOCPEIOBAaHHOIO cUCTEMOM uToxpoma P450.

OIMMUHAIMS
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[lepuon nonyssiBenenus (T72) kBetnanuna u N-ae3aKHIIKBETHAIIMHA COCTABIISAET OKOJIO 7 U
12 gacoB cooTBeTcTBeHHO. B cpemHem Menee 5 % MONSpHON 103bI (Dpakiid CBOOOIHOTO
KBEeTHANMHA U N-JIe3aJKWIKBETHANIMHA I1J1a3Mbl BBIBOATCA moukaMu. [IpubnusurtensHo 73 %
KBETHAlMHA BbIBOAUTCA mouykamMu U 21 % — wuyepe3 kumedHuk. KBeTmanuH axTUBHO
MeTaboIu3upyeTcss B IE4YeHH, MeHee S5 % KBeTHanmuHa HE IMOJBEpPraeTcsi MeTaboIu3My H
BBIBOAUTCA B HCUSMCHCHHOM BU/JIC ITIOUYKAMU HUJIK Y€PC3 KUIICYHUK.

JIMHEHHOCTH/HEIUHENHOCTD

(DapMaKOKI/IHeTI/IKa KBETHAIIMHA UMECT JIMHECHHBIN XapakTep.
Oco0ble I'PYHIIBI MTAalIMCHTOB

Ilon

Paznmunii papmMakoKHHETHYECKUX MTOKa3aTeNe y My >KUiH 1 )KSHIIIMH He HAaOI0aaeTcs.
Ilayuenmul nodxcunozo 6o3pacma

CpenHuil KIMpeHc KBeTHANMHA y MAUEeHTOB MoKmiIoro Bo3pacta Ha 30-50 % meHble, ueM y
MalUeHTOB B Bo3pacte oT 18 10 65 mer.

Hapywenue ¢ynxyuu novex

CpenHuil 1a3MEeHHBIH KJIMPEHC KBETHAllMHA CHIDKaeTcss npubimsutensHo Ha 25 % 'y
NAIMEHTOB € MOYEYHON HEJOCTATOYHOCTHIO TSKEJOW CTeneHW (KJIMPEHC KpeaTMHHHA MEHee
30 mn/mun/1,73M? TIOmANH TIOBEPXHOCTH Teja), HO MHAMBHAyadbHbIE MOKA3aTeNH KINPEHCa
HaXOJATCs B MpezesiaX 3Hau€HUH, BBISIBIEHHBIX Y 3/I0POBBIX 100pOBOJIBLIEB.

Hapywenue ¢pynxyuu nevenu

VY manueHToB C NMEYEHOUYHOW HEI0CTaTOYHOCThIO (KOMIEHCHPOBAHHBIN aJIKOTOJIBHBIN IIMPPO3)
CpeIHUI MIa3MEHHBIM KIMpEeHC KBETHAllMHA CHMKEH NpubmmsutensHo Ha 25 %. Ilockonbky
KBETHAllMH WHTEHCUBHO METa0OJIM3UpyeTcss B II€YEHH, Yy TMAalUEHTOB C IE€UYEHOYHOU
HEJO0CTaTOYHOCTBIO BO3MOXKHO IIOBBIIIEHUE IUIA3MEHHOM KOHIICHTpAalUM KBETHANMHA, YTO

TpeOyeT KOPPEKIHH 103Bl.

6. PAPMAIIEBTUYECKHE CBOMCTBA
6.1. Ilepeuenb BcnoMoOraTe/ibHbIX BelIECTB

Ksentnakc CP, 150 wmr, TaOJETKU ¢ OPOJOHTUPOBAHHBIM BBICBO60)K)ICHH€M, HOKPBITBIC

IJIEHOYHOU 000JI0UYKOH

I'mnpomennosa 4000 mPas
I'umpomerosa 100 mPas

JlakT03B1 MOHOTHAPAT

[emmom03a MUKPOKPUCTAIIIMYECKAS

Harpus ruapodocdara guruapar
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Maruus creapat

0060J104Ka TUIEHOYHAS

Omnanpaii || HP 6emnbrii:
- MOJINBUHUJIOBBIN CIIUPT YaCTUYHO THIPOIU3OBAHHBIN
- tutana auokcua (E171)

makporo/II21" 3000

- TaJIbK
Kpacurens xene3a okcun kpacHsbiit (E172)
Kpacurens xene3a okcup xentbiid (E172)

Kseatnakc CP., 200 mr, taOieTKH € OPOJOHTHPOBAHHBIM BBICBOOOKIIEHHMEM, ITOKPBITHIE

IJIEHOYHOU 000JI0UYKOM

I'unpomennosza 4000 mPas
I'mmpomeniosza 100 mPas

JlakT03BI MOHOTHPAT

[ennrono3a MUKPOKpUCTAILIIMYECKAS
Harpus ruapodocdara quruapar
Marnus creapar

0O00104YKa IIEHOYHA

Omnanpaii || HP 6enbrii:
- MOJIMBUHUJIOBBIN CIIMPT YaCTUYHO THIPOIU3OBAHHBIN
- tutana quokeun (E171)
- makporox/II2T" 3000
- TaJbK
KpacuTtens xenesa okcu sxxentoiit (E172)

Keentnakc CP, 300 mr, TabOJIETKM C IIPOJOHTHPOBAHHBLIM BBICBOOOXKIEHUEM, IMOKDBITHIE

IJIEHOYHOU 000JI0UYKON

I'mnpomennosa 4000 mPas
I'umpomerosa 100 mPas

JlakTO3BI MOHOTHIPAT

[enrono3a MUKpOKpUCTAJUTHYECKAS]
Hatpus ruapodocdara quruapar
Marnus creapar

0060J104Ka TUICHOYHAS

Omnanpaii |1 HP Genprii:

- TTOJTMBUHHUIIOBBIN CITUPT YaCTUYHO FH,I[pOJIPISOBaHHI)II;'I
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- tutana quokeun (E171)
- makporox/I121" 3000
- TaJIbK
Kpacurens xene3a okcup xentbiid (E172)
6.2. HecoBmecTUMOCTH
Henpumenumo.
6.3. Cpox roaHocTH (CPOK XpaHeHusl)
3 rona.
6.4. OcoOble Mepbl MPEIOCTOPOKHOCTH NPU XPAHEHUU
[Ipu Temneparype He Bbiie 25 °C, B OpUrHHAJIBHOMN YIIaKOBKE.
6.5. Xapakrep u coaep:kaHue NepBUYHON YIAKOBKHU

Keentnakc CP, 150 mr, TaOJIETKH C IIPOJIOHTMPOBAHHBIM BBICBO60)KZ[CHI/IGM, IIOKPBITHIC

IUIEHOYHOM 000J0YKON

ITo 10 Tabnerox B Omucrepe m3 kKomOuHuUpoBaHHOTo Matepuana OITA/An/TIBX u ¢onbsru
AIFOMUHHUEBOM.
ITo 2, 3, 6, 9 wiu 10 GaricTepoB MOMEUIAOT B Ma4YKy KapTOHHYIO BMECTE C MHCTPYKLHUEH MO
IIPUMEHEHHUIO.

Ksenatnakc CP, 200 mr, taOneTKH ¢ OPOJOHTHPOBAHHBIM BBICBOOOKIIEHHMEM, ITOKPBITHIE

IJIEHOYHOU 000JI0UYKOHN

ITo 10 Tabnerox B Omucrepe U3 komOuHupoBaHHOro marepuana OITA/An/IIBX u ¢onbru
AJIFOMUHHUEBOM.
ITo 2, 3, 6, 9 win 10 OaucTepoB MOMENIAIOT B MAa4yKy KapTOHHYIO BMECTE C MHCTPYKLHUEH MO
MIPUMEHEHHIO.

Keentnakc CP, 300 mr, TabOJIETKM C IIPOJOHTHPOBAHHBLIM BBICBOOOXKIEHUEM, IMOKDLITHIE

ILJICHOYHOH 000JI0YKOMH

ITo 10 Tabnetok B Onucrepe u3 komoOuHupoBaHHOro marepuana OITA/An/TIBX u ¢onbru
AIFOMAHHUEBOM.

ITo 2, 3, 6, 9 unu 10 GaMCTEpOB MOMEIIAIOT B MAYKy KAPTOHHYIO BMECTE C MHCTPYKIHEH M0
IIPUMEHEHHUIO.

He Bce pa3mepsl ynakoBOK MOTYT OBITh JOCTYIIHBI JIJIS1 peain3aliu.

6.6. QOcoOble Mepbl MPEJOCTOPOKHOCTH NPH YHHUUYTOKEHUHM MCIOJIb30BAHHOIO
JICKAPCTBEHHOI0 INpenapara MWJIH OTXO0A0B, IMOJYYEHHBIX M0CJe TPHMEHEHHs
JIEKAPCTBEHHOI'0 Npenapara, 1 Ipyrue MaHUIyJIsIUM C penapaToM

Het ocoObIx TpeOoBaHM K yTHIIM3AIUH.
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7. JEPKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHMUSI
CnoBenus
AO «KPKA, n.1., HoBo mectoy», lImapeemika necra 6, 8501 Hoso mecto
Ten.: +386 7331 21 11
dakc: +386 7332 15 37
Anpec 3. noutsr: info@krka.biz
7.1. IIpeacTaBUTEIb A€PrKATEISI PETHCTPAIMOHHOTO YA0CTOBEPEHUsI

IIperen3un HOTDG6I/ITCJ'IGI7I HarpaBJIATH I10 aApCCy.

Poccuiickas ®@edepayus

000 «KPKA-PYC»

143500, MockoBckast 001., T. ctpa, yin. MockoBckas, 1. 50
Ten.: +7 (495) 994-70-70

daxc: +7 (495) 994-70-78

Anpec a1, moutsr: krka-rus@krka.biz

Beo6-caiiT: www.krka.biz

8. HOMEP PETUCTPALIMOHHOI'O YIOCTOBEPEHUS

9. JIATA MEPBUYHOM PETUCTPAILIMM (MMOJATBEPXJIEHUS

PETUCTPAIIMU, TIEPEPETUCTPALIUN)

Hara nepBoii peructpauuu: 11 suBaps 2023 r.

10. JATA IEPECMOTPA TEKCTA

OOmiasi  xapakTepucTHKa JekapcTBeHHoro nmnpemnapata Ksentuakc CP noctymHa

Ha

nHGOpPMALlMOHHOM TopTane EBpa3suiickoro 5KOHOMHYECKOrO COK3a B HMH(OPMAIMOHHO-

KOMMYHUKaIIMOHHOH cetn « MHTepHeT» https://eec.eaeunion.org.
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