COOQTBETCTBYET 3KCTIEFTHOMY OTYETY

ot 20.09.2023 N= 18243

(NOCNEAOCBATENBEHOCTL 0001)

HMHCTPYKIIHUA
11O MEJIMITMHCKOMY ITPUMEHEHHWIO JIEKAPCTBEHHOI'O IIPEITAPATA
KBentnaxc® CP

Kventiax® SR

PerncrpainioHHBII HOMeEP:

Toprosoe HanMeHoBaHHe: Kpentrnakc® CP

Me:xayHapo/Hoe HellaATEeHTOBAHHOE WM TPYIIIMPOBOYHOe HAUMEHOBAHUEe: KBeTHATTHH
JlekapcTBenHasi dopma: TalbleTKH € TPOJOHTHPOBAHHBIM BLICBOOOKICHUEM, IOKPBITHIC

IUIEHOYHOM 000JI0UKOHN

Cocran

1 TabmeTka ¢ TMPOJIOHTUPOBAHHLIM BBHICBOOOKIACHHEM, TOKpPHITAsA IUICHOYHOH 0OO0JOUKOH,
COJICPKUT:

Aopo:

Heticmeyrowee sewjecmso: Kpetnanuna remudpymapat 460,50 Mr, 5KBUBAJICHTHO KBETHAIIUHY
400,00 mr

Benomocamenvuvie  eewgecmea:  runpomesvioza (4000 mPas/tunm 2208),  runpomeuiosa
(100 mPas/Tumn 2208), JIAKTO3BI MOHOTHpAT T 200, EJUII0JI03A
MUKpokpucTasminueckas PH101, natpust nutparta Juruapar, Maraus creapat

Obonouka nieHOUHAA:

[Tnenkoobpasyromasi cMech: runpomesuiosa ScP, tutana quoxcun (E171), makporon/1I3IN 400

Omicanue
Kancynopuanbie JTBOSIKOBBINYKIIbIE TaOJIETKH, MOKPBITHIE IUICHOYHOM 000JI0UKON Oesloro Wiu

MoYTH OJI0T0 MBETa, ¢ TpaBUpOBKOH «400» Ha OJTHOH CTOpPOHE.

(I)apMaKOTepal'leBTl/l‘leCKaﬂ rpymua: IICUXOJICIITUKH, AHTHUIICUXOTHYCCKHC CpeacTBa;
JUA3CIIMHBI, OKCAa3CIINHBI, THA3CIIMHBI H OKCCIIHHBI

Kox ATX: NOSAHO4

dapmako/oruvecKue cBoiicTBa
Dapmarxoounamuxa

Mexanusm oeticmeus
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KBeTnanun SBISCTCS ATHIHYHBIM AHTHIICHXOTHYECKHM IpemapaToM. KBeTHamuH W €ro
AKTHBHBIH MeTaOOMUT N-JIe3aNKHUIKBECTHANUH (HOPKBCTHANIHH) B3aHMOJCHCTBYIOT ¢ IIHPOKHM
CIICKTPOM HEHPOTPAHCMHTTEPHBIX PELENTOPOB TOJOBHOrO Mosra. KsetmanmuH u  N-
JIC3aJIKHITKBE THATTHH TIPOSIBIISIIOT BBICOKOE cpocTBO K SHT 2-c€pOTOHHHOBBIM penenTopam u
D1-, D2-1ohaMHHOBBIM penenToOpaM ToJIOBHOTO MO3ra. AHTATOHH3M K YKa3aHHBIM PELENTOpaM
B COUCTaHUH ¢ OOJice BBICOKOH CEICKTHBHOCTHIO K SHT,-cepOTOHHHOBBIM peLENTOpaM, YeM K
D2-1odaMHHOBEIM pelieiTopaM, 00YC/IaBIMBACT OCHOBHBIE KIHHHUCCKHE AHTHICHXOTHYECKHE
CBOHCTBAa KBCTHAIIHHA H HHU3KYIO YacTOTY PA3BHUTHS SKCTPATHPAMHIHBIX HEKEIIATCIHHBIX
peaknui. KeeTtnanun He oOnafacT cpoJcTBOM K IEPSHOCUHMKY HOpajJpeHAIHHA H 00JajacT
HU3KUM cpoAcTBoM K SHTi4-cepOTOHHMHOBBIM pelenTopaM, B TO BpemMs Kak N-
JIC3aJIKHJIKBECTHAIIHH TPOSBSIET K HHUM BBICOKOS CpPOJCTBO. MHTHOHpOBaHHE IEPECHOCUHKA
HOpaJpcHAJIMHA W YacTHYHBIH aroHusM B oTHomeHHH SHT1A-cepOTOHHHOBBIX PELENITOPOB,
nposiBIsieMble  N-/Ie3a/IKHIKBETHAIIHHOM, MOTYT OOYyCJIaBIHBATh AHTHJCIPECCHBHOE JCHCTBHE
kpeTHanmuHa. KBeTwanmuH ©  N-Je3aJKHIKBETHAIHH OOJIAJAIOT BBICOKHM CPOJCTBOM K
THCTAMHHOBBIM H 01-aJJpEHOPCICTITOPAM H YMEPEHHBIM CpPOJCTBOM IO OTHOUICHHIO K O2-
aapeHopenentopam. Kpome Toro, KBeTHauH He 00JajacT WM 00Ia1a€T HU3KUM CPOJCTBOM K
MYCKapHHOBBIM PEIENITOPaM, B TO BpeMs Kak N-JIe3a/IKHIKBETHAITHH MPOSBIBICT YMEPSCHHOE HITH
BBICOKOE CPOJCTBO K HECKOJBKHM IIOJTHIIAM MYCKAPHHOBBIX PELENTOPOB, ¢ KOTOPBIM MOTYT
OBITD CBSI3aHBI AHTHXOJIMHEPTHUCCKUE (MYCKAPHHONIONOOHBIE) 3(PPEeKTHI.
Dapmaxoounamuieckue d¢ghexmot

B cTaHJapTHBIX TecTaxX Yy SKUBOTHBIX KBETHAIIMH MPOSBILICT AHTHICHXOTHUYCCKYIO aKTHBHOCTD.
YaeneHBIH BKJIAJ MeTa0omuTa N-/JC3a/KHJIKBETHAIHHA B (PapMaKOJIOTHYCCKYIO aKTHBHOCTH
KBETHAIIHHA HE YCTAHOBJICH.

PesynbpTaThl H3yUCHHS SKCTPAHPAMU/IHBIX CHMIITOMOB V JKHBOTHBIX BBISIBHJIH, YTO KBCTHAIIHH
BBI3BIBACT CJA0YI0 KaTaJCNCHIO B J03aX, 5(P(eKTHBHO OJOKHPYIOMHMX Ds-pernentopsr
KBeTHanuH BBI3BIBACT CCIICKTHBHOEC YMCHBIICHHE AKTHBHOCTH Me3oauMOndeckux Al0-
no(aMHHEPTHUSCKUX HEHPOHOB B  CpaBHEHHH ¢ AOQ-HUTPOCTPHATHBIMH HEHPOHAMH,
BOBJICUCHHBIMH B MOTOPHYIO (DYHKIIHIO.

Knunuuecxasn s¢pgpexmuarocmo

B kpaTtkocpouHoM (9-HEJETHPHOM) HCCIICJOBAaHHH Y IAIIHEHTOB 0€3 JEMEHIIHH B BO3pacTe OT
66 10 89 ner (19% manumenToB OBUIH cTapme 75 71eT) ¢ OOJNBIIHM JAECIPECCHBHBIM
paccTpOHCTBOM IPHEM KBETHAIIHHA © IPOJIOHTHPOBAHHBIM BBICBOOOMKICHHEM B J103aX OT 50 Mr
a0 300 Mmr B cyTKH (103y MOAOHpPAIH ¢ YYETOM NEPCHOCHMOCTH H KIHHHYECKOTO OTBETA,
CpeHsIS CYTOUHAs J03a MpemapaTa cocTaBuiaa 160 Mr) yMEHbBINIAT BBHIPAXKCHHOCTh CHMIITOMOB

nenpeccud mo mikaae MADRS (Montgomery-Asberg Depression Rating Scale, mikana oneHku
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nenpeccun  MoHTroMepH-AcOepra) (cpeAHEKBaJpaTHUYHOE H3MEHeHHE — 7,54 Gamia) mo

CPaBHEHHUIO ¢ TUIane0o. 3a HCKIIOYCHHEM YACTOTHI PAa3BHTHS SKCTPATUPAMHUIHBIX CHMIITOMOB,
NEPEHOCHMOCTh KBETHANTHHA ¢ TIPOJIOHTHPOBAHHBIM BHICBOOOKICHUEM TIPH TIPHEME OJHH pa3 B
CYTKH Y MAUCHTOB IOXHJIOTO BO3pacTa OblIa COMOCTABUMA © NMEPCHOCHMOCTHIO Y IIAIIHEHTOB B
Bo3pacTe 1865 mneT.

YacToTa pa3BUTHS KaK SKCTPAUPAMHJIHBIX CHMIITOMOB, TaK M YBEJIHUCHHSA Macchl Tela y
CTAOWIBHBIX TAIMCHTOB ¢ MIH30(pPCHHEH HE BO3pacTaeT TNpPH JUIMTEIBHOH Tepaluu
KBETHAITHHOM C TPOJIOHTHPOBAHHBIM BHICBOOOKICHHEM.

B uccnenoBanugx GOIBINIOTO ISMPECCUBHOTO paceTpoiicTBa o kputepusm DSM-IV (Diagnostic
and Statistical Manual of Mental Disorders (4th ed.) — ChnpaBoYHHK MO JAHATHOCTHKE H
CTATHCTHKE TICHXHYCCKUX PACCTPOHCTB, 4-¢ H3JaHHE) HE HAOJOJaJlM TOBBIIICHUS PHOKA
CYHI[UJATBHOTO TOBEJACHUS H CYHIHJAIBHOTO MBINUICHHS TIPH IpHEME KBETHANMHA B
JEKapCTBEHHOH (popme TaONICTKH ¢ MPOJIOHTHPOBAHHBIM BBICBOOOXKICHHEM IO CPAaBHEHHIO ©
mwianedo.

B  aBYyX KpaTKOCPOYHBIX (6-HEAETBHBIX) HCCIICOBAHHIX KOMOHMHHPOBAHHOH TepaIluu
JECTPSCCHBHOTO ~ SMH30Ja  KBSTHAIHHOM B JICKapeTBEHHOW  (Qopme  TabneTku ¢
IPOJIOHTHPOBAaHHBIM BBICBOOOJKJCHHEM B Jo3e 150mr B cyrku W 300Mr B CYTKH ©
AMUTPHIITHJIHHOM,  OYNPONHOHOM,  IHTAJIONPAMOM,  JYJIOKCETHHOM,  BCI[HTAJIIONPAMOM,
(pITyOKCETHHOM, TAPOKCCTHHOM, CEPTPAJIMHOM HJIM  BEHJIA(PaKCHHOM YV TAIHCHTOB ©
cyOONITHMANBHBIM OTBETOM HAa MOHOTCPAIHIO AHTHJCIPECCAHTOM TIOKA3aHO YIIYUIICHHE
CHMIITOMOB Jenpeccuu no mkaise MADRS (cpeanekBaapaTuuHoe uaMeHeHHe 2—3,3 Gauia) mo
CPaBHEHHIO ¢ MOHOTEpAIHEH aHTH/ICTIPECCAHTOM.

Dapmaroxunemura

Beacwisanue

KpeTnanuun xopolmo BcachlBaeTesl H3 JKEIYJAOYHO-KUINIEYHOTO TpakTa. MakcuMmanabHas
KOHI[eHTpalusi B IiasMe KpoBH (Cmax) KBeTHamHWHA H N-JC3aJIKHIKBETHAIIHHA JOCTHUTACTOS
IPHMEPHO Yepe3 6 yacoB MOCIIC TIPHEMa KBETHAIHHA C TIPOJIOHTHPOBAHHBIM BBICBOOOIKICHUEM.
PaBHOBecHast MossipHasi KOHICHTpPAIHS AaKTHBHOTO MeTaboauTa N-Je3aIKHIIKBETHATHHA
cocTaBiseT 35 % OT TaKOBOH KBETHAIHHA.

QapMaKOKHHETHKA KBEeTHANMHA U N-Jc3aJKHIKBETHAIMHA THHCHHAS U HOCHT J0303aBHCHMBIH
XapakTep NMpH MpPHEME KBETHANHHA C IPOJOHTHPOBAHHBIM BBICBOOOXKICHHEM B 03¢ o 800 mr
OJIMH pa3 B CYTKH.

Ilpu mpuemMe KBETHANHHA ¢ MPOJIOHTHPOBAHHBIM BBICBOOOXK/ICHHEM OJHH pa3 B CYTKH B J03¢,
SKBHBAJICHTHOH CYTOUHOH 03¢ KBETHAIIHHA C OBICTPHIM BBICBOOOMKJCHHEM, MPUHHUMACMOH 3a

JBa TIpHeMa, HaOIIoJaiH CXOJHbIC MJIOMAAH O KpUBOH «KoHIEHTpaimg-Bpems» (AUC), Ho
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Cmax 6bU1a Ha 13 % wmeubpmie. Bemmuuna AUC merabonura N-ae3ajlKHIKBETHAIHHA ObIIa Ha
18 % menbIe.

Hccneosanus BIHSHUS IpUeMa MHIH HA OHOJOCTYNHOCTh KBETHAIIHHA MOKA3aJIH, YTO NPHEM
IHUIH ¢ BBICOKHM COJCPKAHUEM JKHPOB IPUBOJHUT K CTATHCTHYECKH 3HAUYUMOMY YBEIHUCHHUIO
Cmax 1 AUC Jy1s1 KBETHAIIHHA ¢ MPOJIOHTHPOBAHHBIM BBICBOOOXKACHHEM — NpuMepHO Ha 50 % u
20 % cooTBeTcTBEHHO. IIpHEM UM ¢ HU3KUM COJEP>KAHHEM JKHPOB HE OKAa3bIBAJl 3HAUUMOTO
BausHug Ha Cmax B AUC kpeTHanmmna. PexoMeHyeTcsl MpHHEMATH TipenapaT Kpentuaxe® CP
OJIUH pa3 B CYTKH OT/ICJIBHO OT IIpHEMa TTHIITH.

Pacnpeoenenue

IpubnusurenpHo 83 % KBeTHATTHHA CBSA3BIBACTCS ¢ OCITKAMH TJIa3MbI KPOBH.

Memabonuzm

YceranosieHo, uyto u3opepmeHT CYP3A4 spisercss KIFOYCBBIM H30(EPMEHTOM MeTaboIH3Ma
KBETHAIIHHA, OTIOCPETOBAHHOTO CHCTEMOH muToxpoma P450. N-ae3alKkuIKBeTHATTHH 00pasyeTcs
¢ yuactueM uzopepmenta CYP3A4.

KseTHanuH u HEKOTOPBIC €10 MeTAOOMUTHI (BKIFOUast N-/1€3aKHIKBETHATHH) 001a1ai0T cJiabok
HHTHOUPYIOMEH aKTHBHOCTHIO IO OTHOIICHHIO K H30(epMEeHTaM cHCTEeMBI IuTOXpoMa P450
1A2, 2C9, 2C19, 2D6 u 3A4, HO TONBKO IpPH KOHUEHTpanuu, B 5—50 pa3 mpesblmaromei
KOHI[EHTpAI[HH, HaOImoacMble TIpH OO0bIMHO TpuMeHseMod >pdekruBHoi no3e 300-800 mr B
cyTkd. OCHOBBIBASICh Ha PE3YJIbTATaxX HCCJICJOBAHUH im Vifro, HE CIEAYCT OXKUJATh, UTO
OJHOBPEMECHHOE IIPUMEHEHUE KBETHAIIMHA ¢ JAPYTHMH IpelapaTaMu IPHBEACT K KIMHUYECCKH
BBIDAXKCHHOMY  HHTHOHPOBaHHIO  MeTa0OiMM3Ma  JIPYTHX  JICKAPCTBEHHBIX  CPEJICTB,
OIIOCPEAOBAHHOTO CHCTEMOM uToxpoma P450.

Beigeoenue

Ilepuon nomyeeiBeeHus (T'2) kpetHanuna U N-Ae3aJIKHIKBETHAIIHHA COCTABIIIET OKOJIO 7 H
12 yacoB coOTBEeTCTBEHHO. B cpemHem meHee 5 % MomsApHO#H JO3BI (PpakiHu CBOOOJTHOTO
KBeTHANIUHA H N-JIe3a/IKHIIKBETHAIIHHA TJI1a3Mbl BRIBOJUTCS moukamu. [IpuGmusurensno 73 %
KBETHAIIMHA BBIBOJUTCS TMoukamu Hu 21 % — uepe3 KkumeyHuk. KpeTHanuH aKTHBHO
METa0OIM3HPYETCSI B ITICUCHH, MeHee 5 % KBETHANHHA HE IIOJBEPracTess METabOIH3My H
BBIBOJJHUTCS] B HCH3MEHEHHOM BHJIC TIOYKAMH HJIH Yepe3 KUIIICUHHUK.

DapmakoKUHEMUKA Y PAZTHYHBIX ZPYII RAHEHIN0E

Ilon

Pasmiuuii papMakOKHHETHUECKUX MOKA3aTeNICH Y MY)KUHH H JKECHIIUH HE HaOIIOTaeTOL.
Hayuernmur nosxcunozo eospacma

Cpeauuil KJIMpeHC KBETHANIMHA Y IAI[UCHTOB IOKUIIOro Bo3pacta Ha 30-50 % meHbIle, YeM ¥

MAaIUEeHTOB B Bo3pacTe oT 18 o 65 et
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Hapyuerue gyHxyuu nouex

CpeHu#H IUTa3MEHHBIH KJIHPCHC KBETHAITHHA CHIDKACTCS MPHOIH3UTEIBHO Ha 25 % y ManueHToB
c HOYCYHOH HEJA0CTATOYHOCTHIO TSDKEJIOH CTETICHH (xmpeHe
kpeatuauna (KK) <30 m/mun/1,73 M* [IOma M MNOBEPXHOCTH TeENa), HO HHIAMBHIYaTbHBIC
MOKa3aTe/I  KJIMPEHCAa HAxoJATcsi B IpeAeiaX 3HAUCHHH, BBISBJICHHBIX Y 3J0POBBIX
JIOOPOBOJIBIIEB.

Hapywenue ¢ynxyuu nevenu

Y DalMeHTOB ¢ NMEUEHOYHOH HENOCTATOUMHOCTBIO (KOMIICHCHPOBAHHBIH AJIKOTOJBHBIH ITHPPO3)
CpeIHHH IUTAa3MEHHBIH KJIMPEHC KBETHAIIHHA CHMDKCH NPHOIM3MTENBHO Ha 25 %. Ilockombky
KBETHAIIHH MHTCHCHBHO MCETAOOJHM3HPYETCA B IIEUEHH, Yy MAIHEHTOB ¢ IIEYCHOYHOH
HEJIOCTATOUHOCTBIO BO3MOXKHO MOBBIMICHHE IUIA3MCHHOH KOHIEHTPALMH KBETHAIIMHA, YTO

TpeGyeT KOPPEKIHH JTO3BI.

IloxazaHus Kk NpUMeHeHHIO
e IlTuzodpenus, BKIFOUAs:

—  TIpOUIAKTHKY PELHIHBOB Y CTAOHJIBHBIX MAI[HEHTOB.

¢ bunosipHBIC paccTpORCTBA, BKIIFOUAS:

— YMCpPEHHBIE H TSDKEIBIC MAaHHAKAJIBHBIC SHU30JbBI B CTPYKTYpEe OHIOISIPHOTO
paccTpocTBa;

—  TSDKEJIBIE SITH30/IBI JACTIPECCHH B CTPYKTYpPE OHITOIIPHOTO PacCTPOUCTBA,

—  TNpoUIAKTHKY PCUHJUBOB  OHIIOJMPHBIX  PACCTPOHUCTB Yy  HAHCHTOB  ©
npeaecTByromed 3(pPEeKTHBHOH Tepanmueil KBETHATHHOM MAaHHAKAJIBHBIX HIIH
JICTIPECCHBHBIX SITH30/I0B B CTPYKTYpE OHIIOJIPHOTO paccTpoicTBa.

e JlenpeccUBHBIN AIH30M;

= KOM6HHHp0BaHHa§I Tepalusa IIpH Cy6OHTHMaJIbHOM OTBCTC Ha MOHOTCpPAIIHIO

AHTHACTIPCCCAHTOM.

IIporuBonokaszanus
¢ [ 'MIOCPUYBCTBHTEIBHOCTD K JFOOOMY H3 KOMIIOHCHTOB IIpeTiapaTa.
e Peako BeTpedaromasics HAacJICJCTBCHHAS HEMEPEHOCHMOCTh TajlaKTO3bL, JeHIHUT
JAKTa3bl HJH TIFOKO30-TaIaKTO3HAs MajIbaOcopOIHsL.
e OJNHOBpPEeMEHHOE NPUMEHEHHE ¢ HHTHOUTOpPaMH CHCTEMBI IuTOXpoMa P450, takumu kax
HPOTHBOTPHOKOBBIC IpeHapaThl IPYIIBI a30JI0B, SPHTPOMHIMH, KIAPDHTPOMHIHUH H
Heda3oJOH, a TakKe ¢ HHTHOMTOpaMM IpoTeas (cM. pasjen «BsaumopeicTBHE ©

JPYTHMH JICKAPCTBEHHBIMH CPEJICTBAME ).
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€TH
Hecmotps Ha TO, 4TO 3(PPEKTHBHOCTh H GS30IACHOCTh KBETHAIIMHA Y JCTCH H MOJAPOCTKOB B
Bozpacte 10-17 neT H3y4aJuch B KIHHHYECKHX HCCJICHOBAHHAX, NPHMEHCHHE Ipelnapara

Kpentnakce® CP y naiueHTOB B Bo3pacTe 0 18 JleT He MOKa3aHo.

C OCTOPOKHOCTHIO

Y mDamueHTOBR C© CCPACHHO-COCYAUCTBIMHU H 1[6p€6p0BaCKyn§[prIMI’[ 3a00JICBaHHIMH  HJTH
APYTHMH COCTOAHHAMH, IIpeJpacliojiararonimmMi K apTepHaanoﬁ THIIOTCH3HH, Y IIAIlHCHTOB
IMOXKHUIIOTO BO3pacTa; INCUCHOYHAA HCAOCTATOYHOCTBH, CYAOPOIH B aHAMHC3C, PHCK Pa3sBHTHA

HHCYJIbTa H acnnpaunonnoﬁ ITHCBMOHHH.

IIpumeHeHne npu GepeMeHHOCTH H B IepPHO/| IPYAHOT0 BCKAPMJIMBAHHUS

Bepemennocmuo

BesonacHocTh W 5((eKTHBHOCTH KBETHANMHA y OCPEMEHHBIX JKCHINHH HE YCTAHOBIICHBI
ITosTOMYy BO Bpemsi GEpEMECHHOCTH KBETHAIIHH MOJKHO NPHMCHATH TOJBLKO B TOM CJIy4yac, €CIIH
O’KHJIaeMasi TI0JIb3a JUTSl MAaTEPH OTPAB/IBIBACT MOTCHITHAIBHBIH PUCK U TUTO/A.

Ilpu mpuMeHEHHH AHTHIICMXOTHYECKHX IIPENapaToB, B TOM YHCJE KBETHANIHHA, B TPETHEM
TpHMECTpe OEPEMEHHOCTH y HOBOPOXKICHHBIX MOSIBJSIETCS PHCK Pa3BHTHS HEXKETATEIBHBIX
peakmuil pa3sHOH CTEHNCHH BBIPAKCHHOCTH H JUTMTEILHOCTH, BKIIFOYAs SKCTPANUPAMHUIHBIC
CHMIITOMBI M (WJIM) CHHJAPOM «OTMEHBD». Co000manoch © BO3OYKICHHH, THICPTOHHH,
THIIOTOHHH, TPEMOpPE, COHJIMBOCTH, PECIHPATOPHOM JHUCTPECC-CHHJPOME HJIM HapPYIICHHSIX
KOPMJICHHS. B CBSI3H ¢ STHM CJIEYET THIATEIBHO HAOTIOAATh 32 COCTOSTHHEM HOBOPOXK/IEHHBIX.
Ilepuoo epyoroeo ecxapmuueans

Ony0oMMKOBaHBI COOOIIEHUS 00 HKCKPEIHH KBETHATIHHA ¢ TPYIHBIM MOJIOKOM, OJJHAKO CTCIICHb
SKCKPEIHH HE YCTaHOBJICHA. JKEHIMHAM HEOOXOJUMO PEKOMEHJOBAaTh H30€raTh KOPMIICHHS

I'pyAbIO BO BpCMsI IIpHCMa KBCTHAIIHHA.

Cnoco0 npuMeHeHHS H 103b1

BHyTpb, 0/1HH pa3 B CYTKH, HATOIIAK (HEe MEHee UeM 3a 1 yac Jjo IpHeMa ITHIIH).

TaGneTkn HeOOGXOAMMO TPOTIATHIBATH IIEJIMKOM, HE JIGJIHTh, HE pa3kKEBBIBATh H HE
pa3IaMbIBaTh.

Bspocnse

Jleuenue wuzopenun, yMepeHHoviX U MAICENbIX MAHUAKATbHLIX SHU30008 6 CHMpYKmype
bUNONAPHO2O paccmpoiicmed

ITpenapar Keentnake® CP cie/iyeT NpUHEMATE HE MEHEE 4eM 3a 1 uac /10 IpHeMa MHIITH.



COOTBETCTB}
ot 20.09.2023 N= 18

(MOCNEOQBATENEHOC

YET SKCNEPTHO H ¥ OTUETY

CyrouHas 1o3a Ui NEPBBIX 2-X CYTOK TepallMM cocTaBiseT: 1-e cyrku — 300 Mr, 2-e cyTKH —
600 mr. PekomMeHIOBaHHAs CYTOUHAsl Jo3a cocTaBisieT 600 Mr, oJHAKO TPH HEOOXOIUMOCTH
MOKET OBbITh yBenmueHa Jo 800 mr. B 3aBucumocTH OT KIHHHYECKOro sddekra wu
HHHBHIYaJbHOH MEPSHOCHMOCTH IMAIHCHTOM J03a MOXKET BapbUpoOBaTh B mpeaenax oT 400 mr
ao 800 mr B cytku. JIisg momjepiKMBAromied Tepanmuu TpH MM30(ppEeHHH HEe Tpebyetes
KOPPEKIHH JIO3BI MOCIIC KYITHPOBAHHS 000CTPEHHSL

Jleuenue snuz00086 oenpeccuu 8 CMpYKmype OUNONAPHO20 Paccmpoiicmed

IIpenapat Kpentnake® CP ciefyer npuHUMATh Tiepe] cHoMm. CyTouHas 703a Ui NEpBBIX 4-X
CYTOK Tepamuu cocTapiseT: 1-¢ cytku — 50 mr, 2-¢ cytku — 100 mr, 3-u cyTku — 200 mr, 4-¢
cytku — 300 mr. PexomMenpoBanuas cyTouHasi jgo3a cocTapiasicT 300 mr. B 3aBHcumMocTH OT
KIMHUYECKOTO 3(P(deKkTa U HHAUBHIYAIBHOH NEPCHOCHMOCTH IAIIMEHTOM [I03a MOKET OBIThH
yBemuuena o 600 mr. IlpenmymiecTa mpuMeHenus npenapata Keentuake® CP B cyTounoit
no3e 600 mr, mo cpapHenmio ¢ 300 mr, He BoisBieHO. Ilpemapar Kpentnaxc® CP B jo3e,
npesbiraromei 300 Mr, JOIDKSH Ha3HAYaTheSl BPAuOM, HMCIOIIUM OIBIT TSPAlluH OUIOISAPHBIX
pacCTpPOUCTB.

Ipogpunaxmuxa peyuoueoe OUNONAPHLIX PACCMPOLUCME Y NAYUEHMOo8 ¢ Hpedutecmeyrouyeli
apgpexmueHoli  mepanueli KeeMUANUHOM MAHUGKATbHBIX UIU OEMNPECCUBHBIX NUB0008 8
CcmpyKmype OUNonapHo2o paccmpoticmea

Jlns mpopHIaKTHKH PEIHANBOB MAaHHAKAIBHBIX, JCTPCCCHBHBIX W CMENIAHHBIX SIH30J0B IPH
OHUIIOJSIPHBIX PaccTpoHcTBax MAIHEHTaM ¢ IOJIOXKHTEIBHBIM OTBETOM Ha JICUCHHE IpEnapaToM
Kpentuake® CP clie/lyeT IpoioibKaTh TepallHiO B TAKOH K€ CYTOUHOH /03¢, KAK H B Hauase
tepanuu. Ilpemapar Kpentnakc® CP ciiefyeT NpHHHMATL IEpej CHOM. B 3aBHCHMOCTH OT
KJIIMHHYECKOTO 3(pekTa W HHAUBHIYATHHOH NEPCHOCHMOCTH MAIHEHTOM CYTOYHAS 034 MOXKET
BapbUpoBaTh B npejeiax oT 300 mr go 800 mr. [t moaieprkuBarole Tepauy peKOMEHIYeTCS
IIPHMEHATH MEHHMAJIBHYIO 5 peKTHBHYIO 03y Mipenaparta Keentuakce® CP.

Kombunuposannas mepanua 0enpeccusHozo 3nuzo00a npu  cybonmuManoHOM omeeme Hd
MOHOMEPAnUIo aHMUOenpecCanmom

Ilpenapar Kpentuaxc® CP ciegyer mnpunuMaTth meped cHoM. ClleyeT NpPHMEHSTH
MHHHMAJIBHYIO S((EKTHBHYIO 103y, HayuHas Tepanuio ¢ 50 Mr B cyrku. CyTouHas Jo03a
cocTapiseT: 1-e u 2-¢ cyTku — 50 mr, 3-u U 4-¢ cyTku — 150 Mr. YBenuuenue A03w1 co 150 Mr g0
300 Mr B CyTKH JOJDKHO OCHOBBIBATHCSI HA MHAUBHIYAJIbHOH OLICHKE COCTOSIHUS manueHTa. [Ipu
IPHMECHCHHH BBICOKHX J03 IIpenapaTa IOBBIIIAETCS PHCK BO3HMKHOBEHHUS HEXKCJIATEIBHBIX
peaKLui.

Ilepesoo ¢ npuema xeemuanuna 6 opme mabnemox ¢ ObicMpPuIM GbICEODONCOCHUEM HA NpUeM

npenapama Keenmuarc® CP
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YET SKCNEPTHO H ¥ OTUETY

Jns ynoGeTBa mpHEMa TANUCHTH, B HACTOAIUH MOMEHT IOJIYYAIOUIHE JPOOHYIO TECPAIHEIO
KBCTHATHHOM B (opMe TaGJIETOK OBICTPOTO BBICBOOOXKJICHHS, MOTYT OBITh NMEPEBEACHBI Ha
npuem nipenapata Keentuake® CP ouH pas B CyTKH B 03¢, SKBUBAJICHTHOH OBIIEH CyTO4HOM
JI03¢ KBeTHANHHA B (popMe TaGIeTOK ObICTPOro BHICBOOOIKICHHS. B OTACIBHBIX CIIyYasx MOXKET
MOHAJOOUTHCSI KOPPEKIHUS O3B

ayuenmur nodcunozo eospacma

Tak e, KaKk M JPYTHE HeHPOJNENTHUECKHE cpejcTha, mpemapaT Kpentmakc® CP ciemyer
MPUMCHATH ¢ OCTOPOXKHOCTHIO Y MAIIHEHTOB MOKHJIOT'O BO3pacTa, OCOOCHHO B Hayasle TepallHH.
IloaGop >ddexTuBHOM M03b1 npemnapata Kpentnake® CP y MaMEHTOB MOKHIOTO BO3pAcTa
MOSKET OBIThH MEUICHHEE, a CYTOYHAs TepallcBTHYCCKAs /103 HIDKE, YEM Y MAIHEHTOB MOJIOIOTO
Bo3pacTa. CpeTHHH MIa3MEHHBIH KIMPEHC KBETHAIIHHA Y MAIIHEHTOB MOXKHUIIOTO Bo3pacTa Ha 30—
50 % HmKe, YeM Yy NANUEHTOB MOJIOJOTO BoO3pacTa. Y MAIMEHTOB IOXKMIIOIO BO3pacTa

Ha4vyaJibHasg Jo03a IIpcrapara KBCHTI/[aKC®

CP cocrapmier S0mr B cyrkd. o3y MOkHO
yBeIHYHBATh Ha S0MI B CYTKM JO JOCTHKCHHS 5S(PQPEKTHBHOH [JO3BL 3aBHCAICH OT
KJIMHHYECKOTO OTBETA M HHAUBHIYAIbHOH MIEPCHOCHMOCTH IIPEIapaTa NalHEHTOM.

VY IanMeHTOB MOMKUIIOTO BO3pacTa ¢ JCIPECCHBHBIM 3IIH30J0M CYTOUYHAas J03a U MEPBBIX 3-X
CYTOK Tepanuu cocTapiieT 50 Mr ¢ yBenmuueHueM g0 100 mr Ha 4-¢ cyTku ¥ 10 150 Mr Ha 8-¢
cyTkH. CreyeT IPUMEHSITh MUHHMAIBHYIO 3()EKTHBHYIO CYTOUHYIO JO3Y NpemnapaTa, HauHHas
neyeuue ¢ 50 mMr. B ciyuyae HEOOXOAUMOCTH O3y MpemapaTa MOKHO YBEIWYHTH 1o 300 mr B
CYTKH, HO HE paHee 22-T0 JHS TepaluH.

Hayuernmet ¢ Hapyutenuem QyHKYUY nodex

JIs HanMeHTOB ¢ MOYSYHOH HEJOCTATOYHOCTHIO KOPPEKIHUH JIO3bI HE TPeOyeTesL.

Hayuenmor ¢ Hapyutenuem QyHKYUU neveHu

KpeTHanHH MHTCHCHBHO METAaOOJIM3HpPYETCs B MEUeHH. BeileJeTBHE 3TOTO cleyeT coOIHoiaTh
OCTOPOIKHOCTh NPH NpUMeHeHHH Tpenapata Kpentmakc® CP y NalMeHTOB ¢ MEYEHOUHOM
HEJIOCTATOUHOCTBIO, OCOOCHHO B Hayajlle TepaluH. PeKOMeHAyeTcss HAYHHATH TEPAIHIO
npenapatom Ksentuake® CP ¢ 10361 50 MI' B CYTKH H YBEHUHBATE J03Y €3KEAHEBHO Ha 50 MT 10

JNOCTHIKEHHUS Y(PPCKTHBHON JTO3BL.

IloGouHoe geiicTBHE

IlpumecHeHHE KBETHANMHA, KAaK W JPYTHX AHTHIICHXOTHYECKHX IIPEMAapaTOB, MOKET
COTIPOBOMKIATHCSI YBEITHUCHHEM MAacchl Tejia, OOMOPOKAMH, Pa3BHTHEM 3JI0KAYECTBEHHOTO
HEHPOJICTI THUECKOTO CHH/IPOMA, JICHKOIICHHH, HEHTPOTICHHH H NEPUPEPHUESCKUX OTCKOB.
Haubonee w4acThle HexenaTelabHble peakiuu  kBetHanuaa (=10 %):  COHIMBOCTH,

TOJIOBOKPY)KEHHE, TOJOBHAsg OOJIb, CYXOCThb CJIHM3UCTOH OOOJIOUKH IOJIOCTH PTa, CHHAPOM



COOTBETCTBYET SKCNEPTHOMY OTYETY
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(MOCNEAOCBATENBEHOCTGL 0001)

«OTMCHBD», MOBBIMICHHE KOHIEHTPAIWH TPUIJIMICPU/IOB, TOBBINICHHE KOHIEHTPAUU OOIIETO
XoJNiecTepuHa (TJIABHBIM 00pa30M XOJICCTEpHHA JTHIIONPOTEHIOB HU3K0H mwiotHocTH (JITHIT)),
CHWJKCHHE KOHIEHTPAallUH XOJCCTCpPHHA JIMIONPOTEUI0B Bbicokod tmotHocTH (JIIIBII),
YBEIMYCHHE MACCHl TEja, CHHIKCHHE KOHICHTPAIHH TEMOTJIOOHHA W HKCTPATHPAMHITHBIC
CHMIITOMBI.

HacToTa HEXKEHATSIBHBIX PCaKIMH MPHBEJECHA B BHJC CICAYIONIEH TpajJallMH: OUEHb 4YacTO
(= 1/10), yacto (oT=1/100 mo < 1/10), wewacto (or= 1/1000 mo < 1/100), peako (ot = 1/10000
1o < 1/1000), ouenp peako (< 1/10000), yacToTa HEU3BecTHA (HE MOMKET OBITH OICHCHA Ha

OCHOBC UMCIOIIUXCSL ﬂaHHbIX).

Knace cucremMsbi Heskenarebnas peaxkinmga

OpraHoB

Hapyuterus co cmoporvl Kposu 1 iuMgbamuieckoli cucmembt

O4eHb YacTo CHH>KEHHE KOHICHTPAI[HH TeMOTIIO0HHA”
Yacto Jlelikonenus >, CHIKEHHE KOIMIECTBA HEUTPOo(uIoB %, IOBBIIIEHHE
24
KOJITYCCTBA S03HHO(DHIIOB
Heuyacto TpoMGOUHTONEHHSL, CHHAKEHHE KOIHUECTBA TpoMGoruTos '
Penko Arpanynonuros”’
YacToTa Heiitponenus’
HEH3BECTHA

Hapyuwenus co cmopoHsl UMMYHHOT Cucmembl

Heuacto Peakiuu THIICPYYBCTBHTCIIBHOCTH

O4eHb peKo AHaHIaKTHYECKHE PeaKuu’

Hapyuenus co crmopoHet SHOOKPUHHOT CUCTIEMbL

16

YacTto FHHCpHpOJ‘IaKTI/IHeMI/[}I ,» CHHJKCHHC KOHICHTPAallHH O6H.[CTO H

CBOOOJHOTO THPOKCHHA (T4)2°, CHHIKCHHUE KOHIICHTPAIUH 00MIETO
TPHHOATHPOHHHA (T3)*, nopbinicHue KOHI[CHTPAI[HH THPEOTPOITHOTO

ropmona (TTT)? » mnasme kporn

Heuacto CHIDKEHHE KOHIECHTPAI[HH CBOOOHOTO T

OueHb PEAKO CHH,E[pOM HEeaJCKBaTHOU CCKPCIHH aHTHAHYPCTHYCCKOI'O TOPMOHA

Hapyu,tel-tuﬂ CO CHOPOHbL obmena 6eUiecme U NUMARUA

O4eHb YacTo TToBbIIICHHE CHIBOPOTOYHBIX KOHIEHTpamuit Tpurmuiepuop!!, obmero
XoJiecTepHHa (TJIABHBIM OOpa3oM, XOJIECTEPHHA JHIOMPOTEHIOB HHU3KOH
mwiotnoetd  (JITTHID)''?,  cHmkeHHE CHIBOPOTOUHOH KOHIECHTPAIMH

XOJECTEPHHA  JIMIIONPOTEHAOB  BbICOKOH  miuotHoctd  (JITIBIT)!!8
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YBCJIHYUCHHC MacChl 'I‘GJ'I:%IS

Yacto

IloBwiicHHE alrIcTuTa, PHHGpFHHKGMHHl’7

Heuacto

29

[ HnoHaTpHEMHUS>, caxapHbIi quabet’>

Hapywenus neuxuxu

YacTto HeoGprunbie u KOIIMapHbIC CHOBHACHHUS, CYHITHIAJIBHBIC MBICJIH H
HOBC,Z[CHHCI
PC,Z[KO COMHaM6y.TII/[3M H CBA3aHHBIC C HUM SBJICHHA

Hapywenus co crmopoHsl HepeHoll cucmembol

OueHb YacTo

FOHOBOI(py)KeHHel’4’17, TOJIOBHAasA 60J'H), COHJ'[[’[BOCTI)Z’”

Yacto

14,17

Juzaptpus, obmopox*!7, skerpanupamuaabie cummToMb !

Heuacto

1,6

B
2

Cy;[OpOFI/II, CHHAPOM «OECIIOKOMHBIX HOI», MMO3HA JUCKHHC3HSI

CIIYTAHHOCTDH CO3HaHHUA

Hapyuenus co cmopoHsl opeana 3peHus

Yacto

HeuerkocTh 3pCHHA

Hapyuwenus co cmoporst cepoya

YacTo Taxuxapmus’*, onrymenue cepaneOueHus ™
113,30 26

Heuacto VY nmunenue uatepsana QT , Opagukapaus

YactoTa KapauomuonaTusi, MUOKapIUT

HEH3BECTHA

Hapyuenusa co cmoporst cocyoos

Yacto

OpTOOTaTH‘leCKaSI I‘I/[HOTEHBI/[FIIA’IF/'

Penxo

BenosHast TpoMG03MO0THs"

Hapyuenus co cmopoHst ObixamelioHO CUCTEeMbl, OPSAH08 SPYOHOT KIeMKU U CPeOOCneH s

Yacto

Oppimika'®, punuT

Hapyuwenus co cmopoHbl JCenyoouHO-KUMEUHO20 MPaKmd

OueHb 4acTo

Cyx0CTb CIIU3HCTOMH OGOIOUKH MOJIOCTH PTa

YacTo JlMcrenicus, 3amop, ppoTaZ!

Heuacto Jucarus™®

Penxo ITankpeaTHT, KUIIEYHAS] HETIPOXOJHMOCTE/HIICYC
YactoTa Besoap®!

HEH3BECTHA

Hapymenuﬂ CO CHIOPOHbL NeHeHU U J/C@JZH@GbZGO()ﬂWMx nymelj

Yacto

IToBpimicHue aKTHBHOCTH aJlaHHHAMHHOTpaHc(epasbl (AJITY,

10
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acmapTatamuuoTpancdepassl (ACT)®, ramMma-riryTaMEITpaHCTICTITH/IA3bI

(ITT)® B m1asme KpoBH

Penxo

Kenryxal, rematut (¢ xenTyxon uam 6e3 xenryxu)®

Hapymeﬁuﬂ CO COPOHRbBL KOJXCU U HOOKONCHBIX MKAHET

OueHb pesIKo

6

AHI‘HOHCBpOTH‘ICOKHf[ OTCK", CHHAPOM CTHBCHC&-I[}KOHOOH36

YactoTa

HCH3BCCTHa

TokcHueckuil SHAEPMAaIBHBIH HEKPOIIH3, MY/IbTH(OPMHAS S)pHTEMA,
OCTPBIH T'eHEPAIH30BaHHBIN SK3aHTEMATO3HBIN ITyCTYJIE3, JIEKAPCTBEHHAS
peakius ¢ >03uHopUIHEH H cucTeMHbIME niposiBieHusIME (DRESS-

CHH/IPOM), KOSKHBIH BaCKyJIHT

Hapymeﬁuﬁ CO CMOPOHbL CKeNemMHO-MbIULeYHOT 1 COCOUHUMENbHOL IMKAHU

O4eHb peIKo

Pa6 gomuonus

Hapyuenus co cmopoHsl nouex u Mo4esbleooauux nymeti

Heuacto

3ajepsKKa MOYH

Bepemeuuocm b, NOCTL

epoaoebze U NEPUHAMAIbHbIE COCHOAHIUA

YactoTa

HCH3BCCTHA

CHH,Z[pOM COTMCHBD? ¥ HOBOpO)K,ZICHHbIX28

Hapyu,teﬂuﬁ CO CMOPOHbL NONIOBBLX OPSUHOE U MONOYHOL JHcene3bl

Heuacto

CexcyainbHas TUCHYHKIHUSL

Penxo

IIpuanusm, rajakropesi, MIPHILYXJIOCTh MOJIOUHBIX KEJIE3, paccTpoHcTBa

MCHCTPYaJIbHOTO ITHKJIA

Obuwue paccmpoticmed 1 HapyuleHUs 8 Mecme 66e0eHus

O4eHb 4acTo

CHHI[pOM «OTMCHBI»I’IO

YacTo He3HauuTeIbHO  BBIpaXKCHHAS  AacTCHHS, INepH(CpHUECKHE  OTEKH,
Pa3IpaXKHTEIbHOCTD, JTHXOPaIKa
Penxo 3I10KAYECTBEHHBIH HEHPOJIENTHUESCKH CHHPOM', THIIOTEPMHSI

Jlabopamoprvie u un

CMPYMEeHMallbHble OaHHblE

Peaxo IToBbimeHue akTHBHOCTH KpeaTuH(pochokunassl (KDOK) B mmasme
kpopu'’
1. Cwm. pazgen «OcoObie yKazaHHsD.
2. CoOHIHBOCTH OOBIYHO BO3HHKAET B TEUECHHE NEPBBIX 2-X HEJIEIb IIOC/IEC Hayala TCpaIuH H,
KaK MPaBHJIO, pa3peniactes Ha (POHE MPOTOIDKAIOIIETOCs IPHEMAa KBETHATIHHA.
3. Bo3MOXHO GSCCHMITOMHOS MOBBINICHHE (= 3 pa3a OT BEpXHEH TPAaHHIBI HOPMBI IPH

OIIPECACIICHHH

B mmoboe Bpems) aktuBHOocTH ACT, AJIT u ITT B chIBOpOTKE KPOBH, Kak

IIpaBHJIO, O6paTI/[M06 Ha (bOHe IIPpOAOJDKAIOMICTOCA ITPpHEMa KBCTHAITHHA.

11
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Kak u Jgpyrue aHTHIICHXOTHUYCCKHE IPEHApaThl ¢ 01-aJPEHOOTOKHPYIONUM JICHCTBHEM,
KBETHAIIHH YacTO BBI3BIBAECT OPTOCTATHYCCKYIO THIIOTEH3HIO, KOTOpas COMPOBOKIACTCS
TOJIOBOKPYKCHHEM, TaXHKapJHCH, B HEKOTOPHIX CIy4asx — OOMOPOKOM, OCOOCHHO B
Hauaje Tepanuu (cM. pasaei «Oco0bie YKazaHHsD» ).

OTMEUCHBI OUEHB PEJIKUE CIIyYaH 000CTPEHHUS caXxapHOTo JuabeTa.

OleHKa 4YacTOThl JIAHHOM HEXKEIATC/IbHOW pEaKIHH IPOBOJWIACHE HA OCHOBAHHH
PE3YIBTATOB IOCTPETHCTPAIIHOHHOTO HAOIIOICHHS IPUMCHEHHS KBETHAIIHHA.
[loBbillicHHE KOHIEHTPAIWW TJIOKO3bI B IUIA3ME KPOBH HATom@ak = 126 mr/mr
(= 7,0 MMOITB/TT) WM KOHIICHTPAIlHH IUIIOKO3bI B IIa3ME KPOBH IOC/IE MpPHEMA ITHINH
> 200 mr/m1 (= 11,1 MMoub/11) XOTS OBI IPH OJTHOKPATHOM OIPEICIICHUH.

Bonee Bbicokas yactota Jucharuu Ha (pOHE KBETHAITHHA [0 CPABHEHHIO ¢ IUIanebo Obuia
OTMEUEHA TOJIBKO Y MAIIUCHTOB ¢ JICTIPECCHEH B CTPYKTYPE GHIOISIPHOTO PaceTPOUCTBA.
[ToBsiieHHe HCXOAHOMW Macchl Tena Ha 7 % u Gonee. B OCHOBHOM BO3HHKAcT B Havale
TEPAIHH Y B3POCIIBIX.

IIpu HW3yYCHHH CHHAPOMA «OTMEHBD» B KPATKOCPOUHBIX ILIANCGO-KOHTPOIHPYEMBIX
KIIMHUYECKUX HCCIICTOBAHMSAX KBCTHAIHHA B PEKUME MOHOTEpANHU ObUTH OTMCUCHBI
CICAYIOIIUE CHMITOMBI: OCCCOHHHIA, TOIIHOTA, TOJIOBHAS OOJb, JHApEs, pBOTA,
TOJIOBOKPYXXCHHE H Pa3Jpa’kKUTEIIBHOCTh. HacToTa CHHAPOMA «OTMEHBD» CYIIECCTBCHHO
CHIZKANIACh Yepes 1 HeIeo MOCIe IPEKPAIICHHS TPUeMa KBETHATIHHA.

IloppiicHue  KOHIEHTpAaHH — TpHDMOEpHAoB = 200 M/ (= 2,258 mMons/n) ¥
narueHToB = 18 jet wimm = 150 mr/mm (= 1,694 MmMosib/i) y manueHToB < 18 5ieT, XoT Obl
TIPH OJTHOKPATHOM OTIPEICTICHHH.

IToBbImeHHEe KOHIECHTpamuH oOmero xonectepuHa > 240 mr/mr (& 6,2064 Mmmons/m) 'y
naueHToB > 18 net wim > 200 mr/mn (= 5,172 MMoitb/i1) y nanueHToB < 18 Jiet, XoTs OBl
NPH OJHOKPATHOM ompejencHud. OYeHb YacTO OTMEYAJioCh NMOBHIIMICHHE XOJICCTCPUHA

JITHIT = 30 mr/mm (= 0,769 Mmmounb/), B epegaeM — 41,7 mr/mt (= 1,07 MMouts/m).

. CM. jaree 1o TeKCTY HHC TPYKIHH.

14.

CHuKeHHE KoOJMYecTBa TpomGonuToR <100 x 10%1, xoms 6bl TpH OJHOKPATHOM
OTIpPE/ICIICHHH.

Be3 cBiI3M cO 3/I0KAYECTBECHHBIM HEHPOJICNITHYECKHM cHHJApoMmoM. Ilo gaHHBIM
KJIMHHYECKUX HCCIICTOBaHHUH.

IToBpimicHHE KOHLCHTPALHU IpOJIAKTHHA y MalMeHTOB > 18 neT:
> 20 M/ (= 869,56 nmouts/m) y MyskumH, > 30 MK/ (> 1304,34 mMoITh/ 1) Y SKCSHIIHH.

MoskeT NpUBOJUTE K IaACHHUIO.
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CHmwkeHue KoHIEeHTpaiuu xXonectepuna JINIBIT < 40 mr/a (< 1,03 MMOJIB/JT) Y MY>KYHH H
< 50 mr/m1 (< 1,29 MMOB/IT) Y JKEHIIHH.

HCKCJIATCIIBHBIC HacTo  OoTMCHaJ M Ha

¢one

TOJIOBOKPY>KCHH A, OpTOCTaTI/IIIGCKOfI THIIOTCH3HH H (I/IJ'II/[) COl'[y’I‘CTByI-OII.[Cﬁ IIaToOJIOTHH

,Z[aHHbIC PCaKIuu TaxXHKapauu,
O@pﬂC‘IHO-OOC}’Z{HOTOf[ WJIH JAbIXaTCJIbHOW CHCTEMBI.

Ha ocnHoBanuu MOTCHIHAILHO KJIHHHYCCKH 3HAYHUMBIX OTKJIOHEHHUH OT HOPMAaJIbHOT'O
HCXOJHOI'O  COJCPIKaHHus,

OTMCYUCHHBIX BO BCCX KIIMHHYCCKHUX  HCCJICOTOBAHHIAX.

W3smenenuss koHneHTpanuu oOmiero tupokcuna (T4), cBoGognoro T4, o6mero
tpuionaTupouuna (13), ceoboanoro T3 no 3naueHuit < 80 % OT HIKHEH IPAHHIIBI HOPMBI
(IMoNB/7T) TpH  ONpejeicHHH B JmoOoe  Bpems.  MI3sMcHEHHEe  KOHICHTpaLUH
TTI > 5 mMEa/n npu onpeic/icHUH B J000E BpeMsL.

Ha ocHOBaHHHM NOBBIICHHOH YacTOTHI BO3HHKHOBCHHS PBOTHI Y IALUCHTOB IIOXKHJIOTO
Bo3pacta (= 65 ner).

B KpaTKOCPOYHBIX K/IMHHYECKHX HCCJICAOBAHMAX MOHOTCPAIlHM KBETHAIIMHOM Y
NALMEHTOB C KOJMYECTBOM HEHTPOQHIOB 10 Hauana Tepamuu > 1,5 x 10°/n ciyuau
HEHTpONeHHHU (KOMHUecTBO HeHTpoduaos < 1,5 x 10%/1) otmeuensl y 1,9 % NalUeHTOB B
rpynmne KpeTHanmuHa npoTtHB 1,5% B rpynme mwrane6o. CHHXKCHHE KOJIHYECTBA
neiTpodunos >0,5, wo <1,0 x 10°/m ormeuanmoch ¢ wuactoroi 0,2% B Tpymme
KBETHATIHHA H TUIane6o. CHIDKEHHE KOMUecTBa HelTpoduaos < 0,5 x 10°/1 xots 6Bl npH
OJHOKpaTHOM oIpejeieHHH oTMmedcHO y 0,21 % malueHTOB B IpyIIe KBETHANHHA
mpotus 0 % B rpymre mwiane6o.

CHuxeHHe reMoryioouHa <13 /1 y MyuuH W <12 1/11 y SKCHIIHH, XOTS OBl NpH
OJHOKpPATHOM OIIpPEJCICHHH, oTMeyagoch y 11 % mnanueHTtoB Ha ¢hoHE IpHEMa
KBETHAIIMHA BO BCEX KIMHHUYCCKHX HCCIICJOBAHMAX, BKJIOYAs JUIMTENIBbHYIO Tepanuio. B
KPaTKOCPOUHBIX ILIAE00-KOHTPOIHPYEMBIX HCCIICIOBAHUAX CHHIXKCHHE KOHICHTPALUH
reMoriobuHa <13 1/ju1 y MyK4HH B < 12 I/1J1 y JKEHINHH, XOTs OBl IPH OJXHOKPATHOM
OTIpe/Ic/ICHHH, OTME4aIoch v 8,3 % MalHEeHTOB B IPYIIE KBETHAIIHHA IO CPABHEHHIO ©
6,2 % B rpymIe mianeso.

Ha oOcHOBaHMH NOTCHIHAJIBHO KIMHHYECCKH 3HAYHMBIX OTKJIOHCHHH OT HMCXOJHO
HOPMAJIBHOTO YPOBHS, OTMEUCHHBIX BO BCEX KIMHHYECKHX HeclefoBaHUX. 1loBbimeHue

KOJIMYECTBa 303HHOPUIOB > 1 % 10°/1 mpu onpe/eeHuy B MOGOE BPEMSL.

.Ha ocHoBanumn MOTCHUHAIBPHO KIMHHYESCKH 3HAYUMBIX OTKIOHCHHH OT HMCXOJHO

HOPMAJIbHOTO YPOBH#A, OTMCUCHHBIX BO BCCX K/IIHHHYCCKHX HCCJICJOBAaHHAX. CHHUKCHHE

KOJTMYECTBA JIEHKOIUTOB < 3 x 10°/11 pH onpeeieHHH B TOO0E BPEMSL.
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(MOCNEOQBATENEHOC

26. MoskeT pa3sBHTBCS B MOMEHT HJIM BCKOPE IOCJIC Hayaja TCPalHH H COMPOBOKIATHOS
apTepHAIbHOW TUNOTEH3HEH u (WIH) oOMOopokoM. HacToTa ycTaHOBIICHA HA OCHOBAHHH
COOOIEHUH O pPa3sBUTHH OpaJHKapIUH H CBI3aHHBIX HEXKEJIATC/IHHBIX PEaKIHH BO Boex
KIIHHUYCCKUX HCCJICJOBAHUIX KBECTHAIIHHA.

27. Ha oOcHOBaHHHM OLEHKH YacTOTHl Y IAlUEHTOB, NPUHUMABIIUX Yy4YacTHE BO BCEX
KIMHUYCCKUX  HCCJIEJIOBAHUSAX KBETHAllMHA, Yy KOTOPBIX OTMEYajJach TsDKeIad
ueiTponenus (< 0,5 x 10°/m) B coueTanuu ¢ HHPEKIUAMH.

28. Cwm. pazgen «IIpumenenue npu GEpeMEHHOCTH U B TIEPHO]] TPYAHOTO BCKAPMITHBAHHS.

29. ViaMeHeHHe KOHIEHTpamuu oT > 132 mmonb/m g0 <132 MMmons/n xota Obl  TIpH
OJHOKPATHOM OIIPEACIICHUY.

30. Yactora uzmeHeHus uHTepBaia QTc oT < 450 mc go > 450 Mc ¢ yBenuueHueM Ha = 30 Mme.
B  miane60-KOHTPOIHPYEMBIX HCCJICTOBAHUSIX KOJIHYCCTBO MAIMEHTOB, Y KOTOPBIX
OTMEYCHO KIMHHYECKH 3HAYMMOE yBenamucHue wuHTepBasa QTc, OBUIO HCXOTHBIM B
IpYIIIaX KBETHAIIHHA H I1aNe6o0.

31. OTMEYECHO TONBKO MPH Iepefo3upoBKe (oM. pasjen «llepenosuporkar).

Yanmunenue untepBana QT, skeaynoukoBas apHTMHS, BHE3aIlHasi cMEpPTh, OCTAHOBKA cepiua H
JIBYHATIPABIICHHASL JKCIIYJIOUKOBasi TAXHKApJUSl CUHTAIOTCS HEXKEIATCIIbHBIMH —PEaKIHsIMHU,
IPHCYILUMH HEHPOJICTITHKAM.

Lemu u noopocmxu (6 eospacme om 10 oo 17 nem)

Y nmeredl M NMOJAPOCTKOB BO3MOXKHO PAa3BUTHE TEX JKE€ HEXKE/IATE/BHBIX pEaKIUd, 4yTo H ¥y
B3pOCJIBIX TAIHEHTOB. B TaGiMIle NMPHBEJCHBI HEXKCIATEIbHBIC PCAKI[HH, KOTOPHIC HE OBUIH
OTMCUEHBI y B3POCJIBIX MAI[HEHTOB, WIH JKE€ Yallle OTMEYAIHUCh Yy JETeH U MOJPOCTKOB (B
Bo3pacTe 10-17 5eT) MO cpaBHEHHUIO CO B3POCIIBIMH IAIUEHTAMH.

YactoTa HEXKENATE/IBHBIX pPEaKIH IPHBE/JECHA B BHJAC CJCAYIOIEH IpajJallHU: OYEHb 4acTo
(= 1/10), yacto (or=> 1/100 go < 1/10), meyacto (ot > 1/1000 g0 < 1/100), peako (o> 1/10000
g0 < 1/1000), ouenp peako (< 1/10000), yactora HEeH3BecTHAa (HE MOMKET OBITh OICHEHA Ha

OCHOBE HMCIOIIUXCS JTAHHBIX ).

Hapywenus co crmopoHst 2HOOKPUHHOU CUCHeMbl

O4YeHb 4acTo IloBbITICHHE KOHICHTpallHH l'[pO.]'IaKTIr[Ha1 B IVIa3MC KPOBH

Hapymeﬁuﬂ CO CHOPOHbL obMmeHa 6eecme U NUMARUA

OueHb YacTo IloBbIlIcHHE anIIETHTA

Hapywenusa ncuxuxu

PC,Z[KO COMHaM6YJIH3M H CBJ3aHHBIC C HUM ABJICHHA

Hapyuwenus co cmopoHrst HepeHoOIl cucmembol
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YacTo Ob6Mopok

Hapyuternus co crmopoHsl cocyooe

OueHb 4acTo TloBbimeHue apTepHaJIbHOT'O ,Z[aBJ'IeHI/IﬂZ

Hapyuternus co crmopoHsl ObixameibHol CUCEMbL, OP2AHO8 2PYOHON KNemKu U CPeOOCmeHUs

YacTto Punur

Hapyuternus co crmopoHbl H#Cety 00UHO-KUMEUHO20 MpaKmd

O4YeHb YacTo Peota

1. TloBbimicHHE KOHUCHTPAIHH IPOJIAKTHHA Yy mamueHToB < 18 mer: > 20 MKr/n
(= 869,56 MOIB/TT) Y MAUEHTOB MYKCKOTO TOJa, > 26 Mkr/m (= 1130,43 nmons/m) y
MAI[HEHTOB KCHCKOro mosia. Menee yem y 1 % ManMeHTOB OTMEYAaIOCh IMOBBIIICHHE
KOHIICHTpanuu nponakTuaa > 100 mxr/n (4347,8 mvmons/ ).

2. lloBblmicHHE AapTCPHAJLHOTO JIaBJICHHS BBINIC KIMHHYECKH 3HAYHMOTO IOpOra
(amantuposano mo kputepusMm Hanuonamsroro Mucetutyra 3p0poess, CIIIA — National
Health Institute) wiu moBwimenue Gomnee yeM Ha 20 MM PT. CT. JUISI CHCTOIHYSCKOTO, WU
Oonmee yem Ha 10 MM PT.CT. JUII JHACTOJIMYECKOTO JABJICHHS MO JAHHBIM JBYX
KPaTKOCPOYHBIX (3—6 Heslenb) IUIane00-KOHTPOIHPYEMBIX HCCJICAOBAHHH Yy JeTeH H

IIOAPOCTKOB.

IlepenosupoBka

Cumnmonmol

Coobmanochs © JCTATBHOM HCXOA€ TNpH mnpueMe 13,6 T KBeTHamHHA Y MAIHCHTA,
Y4acTBOBABIIETO B KIIMHHYCCKOM HCCIICHAOBAHUH, a TAKKE O JIETAJIbHOM HCXOJE IOCTIEC IpUEMA
6 T KBETHAIlMHA IIPH IIOCTPEIHCTPALHOHHOM HM3YUCHUM IpenapaTta. B To ke BpeMs omucaH
ciTyyad IpHeMa KBETHAIIHHA B J103€, MpeBbimaronieH 30 r, 6€3 IeTaJIpHOro HexXoaa.

Hmerorest cooOIICHUS 0 KpalHE PEAKHX CIIyYasxX NMEPeJIO3UPOBKH KBETHATTHHA, TIPHBOIUBIIHX K
yamuHeHHIo nHTepBaia QTc, cMepTH wim KoMme.

VY MaUEeHTOB ¢ TSHKESIIBIMU CEP/ICUHO-COCY AUCTHIME 3a00JICBAHHSIMH B aHAMHE3€ PHCK Pa3BUTHS
NOGOYHBIX 3(P(PEeKTOB NPH MNEPEJO3MPOBKE MOXKET yBeIWuHBaThes (oM. pasgen «Ocolble
YKazaHUD»).

CHMIOTOMBI, OTMECUEHHBIE TIPH ITEPEAO3HPOBKES, B OCHOBHOM OBUIH CJICACTBHEM YCHIICHHS
U3BECTHBIX (papMakosorHueckux >(P(EKTOB KBETHANHMHA, TAKHX KAaK COHJIMBOCTh M CEJAIlHSL
TaXHKap/us, CHHKCHHE apTepPHAJIBbHOTO JAaBJICHHS H aHTHXOJIHHeprHucckue >pdexThl. Taroke
HMCIOTCS COOOINECHHSI O CAWHHYHBIX CIIy4yasx NEpeJO3HPOBKH KBETHAIIHHA, MPHUBOJIMBIIHX K
pabIOMHONIH3Y, YTHCTCHHIO [IBIXaHHUS, 3aJCp’KKE MOYH, CIYTAHHOCTH CO3HAHHWS, Opeay H

AJKHTALIHH.
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Jleuenue

CroenuduyecKuX aHTHIOTOB K KBETHAIIHHY HET. B CiyyasiX TSIKEIOH HHTOKCHKAI[HH CIICAYET
NOMHHUTh O BO3MOKHOCTH TMEPECAOIMPOBKU HECKOJIBKUMH JICKAPCTBEHHBIMH IIpeTiapaTaMH.
PexoMenryeTest MPOBOAUTH MEPOTIPHATHS, HANIPABJICHHBIE HAa MOJJICPKAHUE (PYHKI[HU JBIXAHHS
U CEPJICUHO-COCY TUCTOH CHCTEMBI, OOCCIICUCHUE aJICKBATHOH OKCHTCHAI[UH W BEHTHIISIIHH.
BeutH omucaHBl CIyuyad MPHMEHEHHS (PH30CTHTMHHA B Jo3e 1-2 Mr Ha (hpOHE HENPEPBIBHOTO
MOHHTOpUHTA siekTpokapauorpammbl (OKI') y mamnueHTOB ¢© Je/HMpHEM, BO3OYXKICHHEM H
SIBHBIM aHTUXOJIMHEPTHUECKHUM CHHPOMOM.

B cimyyac BO3HHKHOBEHHS pepakTepHOH apTepHATBHOH THMOTCH3WH TPH NEPEIO3UPOBKE
KBETHANMHA JICUCHHE CJIEAYET OCYIICCTBIITh NMYTEM BHYTPHBEHHOTO BBEJCHHUS JKHAKOCTH H
(WHM) CHMITATOMHMETHYECKHX MpenapatoB (HE CieJyeT HazHA4YaTh SMHHEPPHH H JOTIAMHH,
MOCKOJIBKY ~ CTHMYJISIIHSL  [3-aJJpCHOPEIETITOPOB  MOKET BBI3BIBATH YCHJICHHE CHHJKCHHS
apTEpPHAIILHOTO JAaBJICHHS Ha (POHE GIIOKAJIBI ot-aJPCHOPEUECTITOPOB KBETHATIHHOM).

B ciyyae mepeo3UpOBKH KBETHAIIHHOM TIPOJIOHTHPOBAHHOTO JCHCTBHS MOMKET HAOIOATHCS
OTCPOYCHHBIH NHK CEALMU, MMUKOBBIH MYJIbC H JUIMTEIBHOE BOCCTAHOBJICHHE IIO CPABHEHHUIO ©
NEPEO3HPOBKOH KBETHATIHHA HEME JVICHHOTO BBICBOOOIKICHHSL.

IIpombiBanue >kemyaka (MOcie HHTYOAIHH, ©CJIM TANUCHT 0O€3 CO3HAHHS) W INPHMCHECHHC
AKTHBHPOBAHHOTO VIJIT ¥ CJAOUTEIIHHBIX CPEJICTB MOMKET CIOCOOCTBOBATH BBIBEJICHHUIO
HeaOcOpOHPOBAHHOTO KBETHANIHHA, OHAKO 3(PPCKTHBHOCTH STUX MEP HE H3YUCHA.

IlpucranbHoe MEIUIIMHCKOE HAOIOJCHUE JODKHO TPOJODKATHCS JO VIIVUINCHHS COCTOSHHS
MaIHeHTA.

Ilepeno3upoBKa KBETHATHHOM MOJKST HPUBECTH K (POPMHPOBaHHIO Oe30apa JKEIyAKa; JUIsd
JaTbHEUINIEH TAKTHKH BEJCHHS MallHCHTa PEKOMEHYETCS COOTBETCTBYIONMAS JUATHOCTHUCCKAS
BU3yalM3alus. PYTHHHOC TNpOMBIBaHHE JKENIyAKa JUId yAalcHus Oe3oapa MOXKET OBITh
HeR(P(PEKTHBHO BBHJY KAMEJACTIONOOHOHW JIMMKOW KOHCHCTCHIHH MACCHI. ODHJOCKOMHYECKOE

yaanenue ¢papmakobezoapa GBIIO YOICIIHO BBHIIOJIHEHO BO MHOTHX CIIy4asXx.

BiaumojeiicTBHe ¢ APYrHMH JIeKAPCTBEHHBIMH ¢ peIcTBAMH

CrnenyeT coOmOIaTh OCTOPOIKHOCTD MPH OJTHOBPEMECHHOM TIPHMCHEHHH KBETHAIIHHA C JAPYTHMH
IpenapaTaMH, BO3/ICHCTBYIONMMHE Ha HEHTPAIbHYIO HEPBHYIO CHCTEMY, a TAKIKE ¢ aJIKOTOJIEM.
CrnenyeT coOmOIaTh OCTOPOIKHOCT NMIPH OJHOBPEMECHHOM IPHMCHEHHH KBETHAIIHHA C JAPYTHMH
npenapaTaMy, OOJIAJAIOIUMH AHTHXOJIMHEPTHUYECCKUMH (MYyCKapHHONIOMOOHBIME) 5(hdeKTaMu
(oM. pazgen «OcoOble YKa3aHHI»).

W3opepment cuetremsbr mutoxpoma P450 CYP3A4 sBmsieTcss OCHOBHBIM H30(EpMECHTOM,

OTBCYAIOIIUM 3a MeTabOTH3M KBETHAIIHHA, OOyLHCCTBHﬂIOIHHﬁCH HCpe3 CHCTECMY IMHTOXpOMa
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P450. YV 310poBBIX AOOPOBONBIEE OJHOBPEMEHHOS NMPHMEHCHHE KBETHANHHA B J03¢ 25 Mr ¢
KETOKOHA30/10M, HHTHOHTOpOoM H3odepmenta CYP3A4, mpuBommino k yeenmuenuto AUC
KBeTHanmHHa B 5-8 pa3. IlosToMy OJHOBpEeMEHHOE NPUMEHCHHE KBETHAIIHHA W HHTHOHTOPOB
uzopepmenta CYP3A4 mporuBomokaszaHo. IlpH Tepanmuu KBETHAIHHOM HE PEKOMEHIYETCS
ynoTpeOsiTh B MUY IPEUTIPPYTOBBIH COK.

B (apMaKOKHHETHUCCKOM HCCIICIOBAHHH NIPHMCHCHHE KBETHAIIHHA B PA3IHYHOHN JO3HPOBKE JI0
HWJIH OJHOBPEMEHHO ¢ IPHEMOM KapOamaselHHa IPUBOJHIO K 3HAYHTEIIBHOMY ITOBBIIICHHUIO
KJIMpeHca KBeTHanuHa U yMeHblicHUI0 AUC B cpenneM Ha 13 % mo cpaBHEHHIO ¢ NPUEMOM
KBeTHANIHHa Oe3 KapOamasemnuHa. Y HEKOTOpBIX manueHToB cHipkeHue AUC Opulo eme Oosee
BBIpa)KCHHBIM. Takoe B3aUMOJCHCTBHE  CONPOBOXKAACTCS  CHIDKCHHEM  KOHIICHTpAIHH
KBCTHAIIHHA B IUIa3ME KPOBH H MOXKET CHIXKATh S(PPEKTHBHOCTH TEPallHH KBETHAIIMHOM.
OJHOBpEMEHHOE  TNPHMEHCHHE  KBETHANlHHA ¢  (PCHHTOMHOM, JPYTHM  HHIYKTOPOM
MHKPOCOMA/IbHBIX (DEPMEHTOB IICUCHH, COMPOBOMKAANIOCH €Ie 00JIee BBHIPAKEHHBIM (TIPUMEPHO
Ha 450 %) noBBILCHHEM KIHpPeHCa KBETHaNMHA. lIpuMcHEHHME KBETHANMHA IIAl[UCHTAMH,
MOJIYYAFOIHMH HHIYKTOPbl MHKPOCOMAJIBHBIX (PEPMECHTOB IICUEHH, BO3MOXKHO JIHMIIb B TOM
clIydae, €CIH OXKHAAeMas I0JIb3a OT TEpallMH KBETHAIIMHOM IIPEBOCXOJHUT PUCK, CBA3AHHBIH ©
OTMEHOH TpemapaTa-uHAYKTOpa MHKPOCOMAJIBHBIX (PCPMEHTOB MEYCHH. VI3MEHEHHE O3B
IpenapaToB-HHIYKTOPOB MHKPOCOMAJIBHBIX (PEPMEHTOB IICUECHH JOLKHO OBITH MOCTCIICHHBIM.
Ilpu HeOOXOMUMOCTH BO3MOJKHO HX 3aMCIICHHEC MpemapaTaMH, HE HHIYIUPYIOIHMH
MHKPOCOMAJIbHBIC (DEPMEHTHI ICUCHH (HAIPHMED, IpeIapaTaMH BajIblIPOSCBONH KUCIIOTHI).
QapMaKOKHHETHKA KBETHAIIMHA CYIICCTBCHHO HE HM3MEHSIach IPH  OJHOBPEMEHHOM
NPUMCHCHHH aHTHJACTpeccaHTa HMHIpamMuHa (MHTHOHTOP H3odepmenta CYP2D6) wm
(pyokcetuna (murubHTOp H30dpepMeHTOB CYP3A4 u CYP2D6).

QapMaKOKHHETHKA KBETHAIIMHA CYIIECTBEHHO HE HM3MEHSETCS IIPH  OJHOBPEMEHHOM
IPUMCHCHHH ¢ AHTUICHXOTHUECKHMH JIEKAPCTBEHHBIMH CPEJCTBAMH — PHUCIEPHIOHOM HIH
rajoniepuionioM. OJHAKO OJHOBPEMEHHBIM IPHEM KBETHANIWHA W THOPHAAa3HHA TPHBOJHI K
MOBBIIICHUIO KIHPEeHca KBEeTHATTHHA TpUMEpHO Ha 70 Y.

QapMaKOKHHETHKA KBETHAIIHHA CYIIECTBEHHO HE HM3MCHSETCS IIPH  OJHOBPEMEHHOM
NPHMCHCHHH [IHMETHAHHA.

IIpu ogHOKpaTHOM HpHEME 2 MT Jiopa3enamMa Ha (GoHe MpHeMa KBeTHANHHA B Jo3e 250 mr jaBa
pasa B CYTKH KJIHPCHC JIopa3enama cHIbKaeTes mpumepHo Ha 20 %o.

QapMaKOKHHETUKA IIPENapaToB JIUTUS HE H3MEHACTCA IIPU OJHOBPEMEHHOM IPHMEHCHHH
KBeTHanuHa. He 0OTMEUCHO KIMHHYECCKH 3HAUHMBIX H3MCHEHHH (papMaKOKHHETHKH BaJIbIPOCBOH
KHCJIOTBI W KBETHAIIMHA IIPH OJHOBPEMCHHOM IIPUMCHCHHUHU BaJIbIpoaTa CEMHUHATPHUS U

KBCTHAIIHHA.
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[Ipu 0AHOBPEMEHHOM TIPUMECHCHHH KBETHAITHHA ¢ IPETIAPATAMH JIMTHS Y B3POCIIBIX MAIIUEHTOB C
OCTPBIM MaHHAKATBHBIM 3IIH30/I0M OTMEUEHA GOJIce BBICOKAS YACTOTA PA3BUTHS HEIKEIATCIIHHBIX
peaKkIMi, CBS3aHHBIX C OHKCTPANUPAMHIHBIMH CHMIITOMaMH (B OCOOCHHOCTH, TpEMOpa),
COHJIMBOCTH W YBEIHYCHHS MACCHI Tejila MO CPABHCHHIO C MANUCHTAMH, MPUHHMABIIHMHU
KBETHAIHH ¢ IUTAe00 B 6-HEICIBHOM PAH/IOMH3HPOBAaHHOM HCCJIC TOBAHUH.
@apMaKOKHHETHUECKHE HCCJIC/OBAHHS IO H3YUCHHIO B3aHMOJCHCTBUS KBETHANHHA C
npenapaTaMy, IPUMEHIEMBIMH IIPH CEPJICUHO-COCY IUCTHIX 3a00JIEBaHHUSIX, HE IIPOBOTHIIHCE.
Crnenyer coOMmOJaTh OCTOPOKHOCTH IIPH OJHOBPEMEHHOM IPHMECHCHHHM KBETHAIIHHA |
MpPENapaToB, CIOCOOHBIX BBI3BIBATH HAPYIICHHE SIICKIPOJIMTHOTO OajaHca W YIAJIHHCHHE
unteppaia QTec.

KBeTHanuH He BBI3BIBAJI HHJAYKIHH MHKpPOCOMAJBHBIX (DEPMEHTOB IE€UYCHH, YYACTBYIOIIHX B
MeTabomu3Me (peHazoHa.

Y nmanueHTOB, MIPUHHMABIIHX KBCTHATIHH, OBUTH OTMEUCHBI JIOXKHOTIOIOKHTEIBHBIE PE3YIIbTATHI
CKPHHUHI-TECTOB HA BBISBJICHHE METAJIOHA M TPHIHKIHYCCKHX AHTHJCIPECCAHTOB METOJOM
UMMYHO(DEPMEHTHOTO aHanmu3a. [ MOATBEPIKICHUS PE3yIbTATOR CKPUHHHIA PEKOMEH/IYECTCS

IIPOBCACHHUC XpOMaTOI‘paCbH‘IeCKOI‘O HCCIICAOBaHHuA.

Oco0ble yrazaHus

emu u nodpocmru (6 6o3pacme om 10 0o 17 j1em)

ITpenapat Keentnake® CP He mokaszaH I IPUMEHEHHS y JeTel H TMOJPOCTKOB B BO3pAcTe JI0
18 5leT B CBA3M ¢ HEJOCTATOUHOCTRHIO JAHHBIX 110 MPHMEHEHHIO B 3TOH Bo3pacTHoW rpymie. Ilo
pe3yIbTaTaM KIHHHUYCCKHUX HMCCIICOBAHHH HEKOTOPBIE HEXKEIIATCIIBHBIC PEAKIHH (MOBBIIICHUC
anmneTHTa, MOBBIMICHHE KOHICHTPAIHH TPOJIAKTHHA B CHIBOPOTKE KpPOBH, PBOTA, PHHHT H
0OMOPOK) y I€TEH H MOAPOCTKOB HAOFOMaIH ¢ OOJIBIIEH YacTOTOH, YEM Y B3POCIIbIX HAIlHEHTOB,
WIH HWMCJH WHBICE KIHHHYSCKHE TPOSBICHHUS  (DKCTPAHPAMHUJHBIE  CHMIITOMBI |
Pa3sApaKUTEIBHOCTh). TakKe OTMEUECHO TIOBBIIICHHE AapTCPHAIbHOTO  JaBJICHHS, HE
HAOITIOIaBIIICECs] Y B3POCIIBIX MANHEHTOB. Y JIETSH W MOJAPOCTKOB TAKIKE HAOIIOIAIH H3MCHEHHE
(PYHKIHH MIUTOBUIHOH JKEIIC3BL.

Brnusnue Ha pocT, MOIOBOS CO3PEBAHUE, YMCTBEHHOE PAa3BUTHE H MOBEICHUYCCKUE PCAKIUHU NIPH
JUTHTCIILHOM TIPUMEHEHUH (OoJice 26 Helelh) KBETHATHHA HE H3Y4YaJloCh.

B nnane6o-KOHTPOIHPYEMBIX HCCIICIOBAHUIX Y ASTEH U MOPOCTKOB ¢ MH30(ppeHUCH H MaHUCH
B CTPYKTYpE OHIOISIPHOTO PacCTPOHCTBA YAaCTOTA PA3BHTHS SKCTPAHPAMHIHBIX CHMIITOMOB
OblJIa BBIIIC TIPH TPUMCHEHHH KBETHAITHHA IO CPABHEHHIO ¢ MUIane6o.

Cyunud/cynyuoansHsie MolCii il KTHHUHECKoe yXyouieHie
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Hempeccusi cBsi3aHa ¢ TIOBBIMICHHBIM PHCKOM BO3HHKHOBEHHS CYHI[HJAJIBHBIX MBICIICH,
CaMOTIOBPEIKACHUS H CYHIIUAA (COOBITHIL, CBSI3aHHBIX ¢ CYHIHIOM). JaHHBIH PUCK COXpaHSICTCS
JIO MOMEHTA HACTYIUICHHUSI BBHIPAXKCHHOW PEMHCCHH. BBHIY TOTO, UTO JIO YIYUIICHUS COCTOSHUS
NAIMEHTA ¢ HAYyaJla JICUCHHS MOYKET IPOUTH HECKOJIBKO HEJIC/Ib HIIH OOJIBINE, TTAIIHEHTHI JOKHBI
HAXOJUTHCS TO]] MPHUCTAILHBIM METHITHHCKHM HAGJFOCHHEM JI0 HACTYIUICHHS yiyunicHus. 1o
JAHHBIM OOIIETPHHATOTO KIHMHHYECKOTO OMBITA, PHCK CYHIIHJA MOMKET MOBBICHTHCS HA PAHHUX
CTAJHSIX HACTYIUICHUS PSMHUCCHH.

Ilo paHHBIM KpaTKOCPOYHBIX IIANE00-KOHTPOIUPYEMBIX KIHHHYCCKHX HCCJICAOBAHUN, VY
MAIUCHTOB ¢ JCTPECCUEH TIPH OHIOIIPHOM PACCTPOUCTBE PHCK PA3BHTHS COOBITHIH, CBA3AHHBIX
¢ cyunuaoM, coctasui 3,0 % (7/233) nus keetnanmuua u 0 % (0/120) ams nanebo y maueHTOB
B Bo3pacTe 1824 roma, 1,8 % (19/1616) mns kBetnanmuua u 1,8 % (11/622) mis mnanebo y
HNAIHCHTOB B Bo3pacTe = 25 JeT.

Jpyrue ICHXHYCCKHE PAcCTPOHCTBA, /U TSPANIHH KOTOPBIX MPHMCEHSCTCS KBETHAIIHH, TAKKE
CBSI3aHBI ¢ MOBBINICHHBIM PHCKOM COOBITHI, CBSI3aHHBIX ¢ cyuiuaoMm. Kpome Ttoro, Takme
COCTOSIHHSI MOTYT OBITh KOMOPOHMJHBIMH C JICTIPECCHBHBIM SIH30J0M. Takum oOpa3oM, MephI
IPETOCTOPOIKHOCTH, IMPUMEHSACMBIE TPH TEpPAllHH IAIHECHTOB C© JICTIPECCHBHBIM SIH30/0M,
JIOJDKHBI IPHHUMATHCS H TIPH JICUCHUH TMAUEHTOB C JPYTHMH NCUXHUYCSCKHMH PaceTPOHCTBAMH.
Ilpu pe3koM TpeKpamicHHH TepalmuH KBETHATHHOM CJSAYST IPHHHMATH BO BHHMAHHE
MOTEHI[HAIbHBIH PHCK Pa3BHTHS COOBITHH, CBSI3aHHBIX C CYHI[HIOM.

[lanueHTBI © CYHIUJATBHBIMH COOBITHSMH B aHaAMHE3€, a TakKe IAIHCHTH, OTYECTIHBO
BBICKA3BIBAIOIIHE CYHIHJAIBHBIC MBICIH TEpe]] HAualloM TEepamuu, OTHOCATCS K TPYIIIE
MOBBIIICHHOTO PHCKA CYHIHJAIBHBIX HAMEPCHHH W CYHIHUJAIBHBIX MONBITOK H JOJLKHEBI
THIATEIIHHO HAGTIOAATHCS B IPOIIECCE JICHCHHS.

Y nanueHTOB ¢ MaHHEH NMPH OHIIOIIPHOM PAcCTPOHCTBE PHCK PA3BUTHS COOBITHH, CBS3AaHHBIX ©
cyuruaoM, coctasui 0 % (0/60) g keetnanuua U 0 % (0/58) g mmaneGo y manueHTOB B
Bozpacte 18-24 rona, 1,2 % (6/496) nis keetnanuna u 1,2 % (6/503) s mnanebo y naiHeHTOB
B Bo3pacte > 25 net, 1,0 % (2/193) mns xeetuanuna u 0 % (0/90) mig nianebo y manHeHTOB B
Bo3pacte a0 18 et

Y namueHToB ¢ MH30(PPECHHCH PHCK Pa3BHTHS COOBITHH, CBS3AHHBIX C CYHI[HIOM, COCTABHII
1,4 % (3/212) nns keetwanuHa W 1,6 % (1/62) mia minanebo y mamueHTOB B Bo3spacte 18—
24 roma, 0.8 % (13/1663) mis keetmanuHa u 1,1 % (5/463) mams mmaneGo y NANHEHTOB B
Bozpacte = 25 neT, 1,4 % (2/147) nna keetnanuna u 1,3 % (1/75) ans mnanebo y MaUEHTOR B
Bo3pacTe 10 18 rert.

VY ManueHTOB ¢ JCMPECCHUBHBIM SIH30J0M PHCK Pa3sBHTHS COOBITHH, CBSI3aHHBIX © CYHMIUHJOM,

coctaBui 2,1 % (3/144) nns kpetnanuna u 1,3 % (1/75) ams nnanebo y MalfHeHTOB B BO3PACTE
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1824 rona, 0,6 % (11/1798) mia xBernanuna u 0,7 % (7/1054) i nnanebo y NAIHEHTOB B
Bo3pacTe = 25 neT. IlanueHTr B Bo3pacTe 0 18 neT B HCCeJOBAHUAX 10 JaHHOMY IOKa3aHHIO
HE YYaCTBOBAJTH.

B memoM, mo JaHHBIM KPaTKOBPEMEHHBIX IUIANCO0-KOHTPOIHPYEMBIX HCCIICTOBAHHH 1O BCEM
MOKa3aHHSAM H BO BCEX BO3PACTHBIX TPYNNAX YacTOTAa COOBITHH, CBS3AHHBIX C CYHIIHJOM,
coctaBua 0,8 % kak g keeTuanuua (76/9327), tak u st mwianebo (37/4845).

IIposeaeunsnii FDA (YnpapieHue o KOHTPOIIO 3a MUIEBBIMU MPOIYKTAMH U JICKAPCTBEHHBIMHU
cpenctBamu, CITIA) meTaaHanmu3 WIane6o-KOHTPOIHPYEMBIX HCCIICJOBAHHH AHTHICTIPECCAHTOB,
obobmatomui ganabie npuMmepHo 4400 metedt u moapocTkoB U 7700 B3pOCIBIX MAIHECHTOB C
NCUXHUYECKHMH PACCTPOHUCTBAMH, BBISIBHII MOBBIMICHHBIH PHCK CYHIHJAIBHOTO TOBEJCHHS HA
(oHe TIpEEeMa AHTHJICTIPECCAHTOBR 10 CPABHEHUIO ¢ IUIANEO0 Y JIETeH, MOJPOCTKOB H B3POCIIBIX
NAI[HCHTOB B Bo3pacTe J0 25 ner. JlaHHBIAH MeTaaHA W3 HE BKIFOYACT HWCCIICJOBAHHUS, T/C
MPHUMEHSIJICS KBECTHATIHH.

OKempanupamuorsvie CUMRIOMbL

OTMEUEHO YBEIIHYCHHE YACTOTHI BOSHHKHOBEHHUS SKCTPAMUPAMH/IHBIX CHMIITOMOB IIPH IIPHEME
KBCTHAIIHHA Y B3POCJIBIX MANUCHTOB ¢ OOJIBIIHM JCHPECCHBHBIM SIH30J0OM B CTPYKTYpE
OHIIOJIIPHOTO PAcCTPOHCTBA HITH OOJIBIIOTO JCTPECCHBHOTO PACCTPOHCTBA MO CPABHCHHIO ©
mane6o (em. pasgen «IloGounoe aeiicTBre»). OHAKO TIPH TEPaNUH KBETHAITHHOM Y TIAITHEHTOB
¢ mHU30(ppEeHUCH H MaHHCH B CTPYKTYpe OHMOIPHOTO PacCTPOHCTBA HE BBHISIBIICHO YBCIHUYCHHUS
YacTOTHI BOSHHKHOBEHHS SKCTPATTHPAMHUIHBIX CHMIITOMOB TI0 CPaBHEHHIO ¢ TIane0o0.

Ilo30naa ouckunesun

Ha ¢one mpuema HEHPOICNTHKOB, B TOM YHCJIE KBETHAIIHHA, MOXKET BO3ZHHKATH MO3/THSISI
JIUCKHHE3US, KOTOpasi MPOSBISICTCS! HACHIBLCTBCHHBIMH HETPOW3BOIBHBIMU JIBIJKCHHSIMH U
MO’KET HOCHTh HeOOpaTHMBIH XapakTep. B ciayuae pa3sBHTHS CHMIITOMOB MO3JHEH JHCKHHE3HH
PEKOMEHYETCS CHU3UTH JIO3Y Mpemnapata Wil MOCTSICHHO €r0 OTMEHHTh. CHMITTOMBI TTO3THEH
JUCKUHE3UU MOTYT YCHJIHBATHCS MJTH JJA’KE BOSHHKATH MOCJIC NMPESKPALCHHS MPHEMa IpenapaTa
(cm. pasznien «llobouHoe neicTBHE).

Ha ¢one mnpuema KBeTHamHHA MOMKEST BO3HHKATH AaKaTH3US, KOTOpas XapaKTCpU3YETos
HETPUSITHBIM YYBCTBOM JIBUTATEIBHOTO OCCIIOKOHCTBA M MOTPEOHOCTHIO JBHTATHCS H
NPOSIBISIETCS.  HECTIOCOOHOCTHIO TAIIMEHTA CHACTh WIH CTOSTh 0Oe3 JBikeHus. llpu
BO3HHKHOBCHHH OJJOOHBIX CHMIITOMOB HE CJICIYET YBEITHUHBATh 03y KBCTHAIIHHA.
Connugocms u 2071060KpyiceHiie

Bo Bpems Tepanuu KBETHATHHOM MOKET OTMEUATELCS COHJIMBOCTH H CBSI3aHHBIC C HEH CHMIITOMBI
(manmpumep, ceganus) (cm. paszgen «lloGounoe aericTBHE»). B KIMHHYECKHX HCCIIEJOBAHUAX ©

Y4acTHEM MAIUCHTOB ¢ JENpEcCHEH B CIPYKType OHIOJIPHOTO paccTpoicTBa H  ©
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JETPECCHBHBIM SITH30/I0M COHJIHBOCTD, KaK IIPABHJIO, Pa3BHBAJIACh B TCUCHHE MEPBBIX TPEX JTHEH
Tepanuy. BIpaskeHHOCTh JJAHHOH HEKEJIATCIILHOH PCakKUH B OCHOBHOM ObliIa HE3HAYHTEIILHOM
WIH yMepeHHOH. IIpH pa3sBHTHHM BBIpaXKCHHOH COHJIMBOCTH HAaIHCHTaM C JICNPECCHEH B
CTPYKType OMIOMPHOTO pACcCTPOHCTBA M IMALHEHTAM C JICHPSCCHBHBIM SIH300M MOTYT
noTpeboBaThes GoJice YacThie BU3HTHI K Bpauy B T€UCHHE 2-X HEJICTIh ¢ MOMEHTA BOSHHKHOBEHHS
COHJIHBOCTH MJIH JIO YMEHBIICHHS BBIPAXKCHHOCTH CHMIITOMOB. B HEKOTOPBIX CJIy4asx MOKET
MOTPeOOBAThCS MIPEKPALIICHHE TEPAITHH KBS THAITHHOM.

Ha (one Tepamuu KBETHAIHHOM MOXET BO3HHKATH OPTOCTATHYECCKAas THIIOTSH3US H
royloBokpyxenue (cMm. pasgen «lloGounoe nedcTBHE»), OOBIYHO BO BpeMs mojabopa JO3BI B
Hayaje Tepamuu. llamHeHTH, O0COOCHHO MOXMIIOTO BO3pacTa, JODKHBI  COOJIFOJATH
OCTOPOIKHOCTD, YTOOBI H30SKATh CITyYalHBIX TpaBM (T1aJCHHH).

Hauuenmsot c cepoeuro-cocyoucmsimu 3460716 GHUAMU

Crneayer coOmoJaTh OCTOPOKHOCTh IIPH NMPUMCHCHHH KBETHAIIMHA Y NMAIHEHTOB ¢ CCpPACYHO-
COCYJHCTBIMH,  IIEPeOpPOBACKY/IPHBIMH  3a00JICBAaHMSMH M  JPYTHMH  COCTOSHHSMH,
NPE/IPACTIONIATAIONMMH K apTepHaIbHON THIOTCH3HH. Y TAKHX IAIHMEHTOB IIOAGOpP JO3BI
CJISYET OCYIIECCTBILITh MemieHHee. Ha (oHE Tepanmuu KBETHATHHOM MOXKET BO3HHKATH
OpPTOCTATHYECKAsT THIOTCH3HS, OCOOCHHO BO BpeMs IOA0Opa J03bl B Hayaje Tepamud. llpu
BO3HHKHOBCHHH OPTOCTATHYECKOH THIIOTEH3HH MOXKET NMOTPEOOBATHCS CHHXKCHHE O3Bl HIMH
GoJice MOCTENCHHBIN €€ MOA00P.

Cundpom annos 6o cre

Y NanWeHTOB, NPHHHMABIIMX KBETHANIMH, OTMEYaJIcsi CHHJPOM amHo3 Bo cHe. CreayeT
cOOIFOIaTh OCTOPOKHOCTD IIPH HA3HAYCHHH KBETHAIIMHA MAIIHCHTAM, ITOJIYYaFONIHM IIpEenapaThl,
OKa3bIBAIOIHE YTHETAOICE JCHCTBHE HA ICHTPAIBHYIO HEPBHYIO CHCTEMY, a TAKKE MAlHCHTaM
¢ (pakTOpamMH pHCKa alHO® BO CHE (HAampHMep, M30BITOUHAs Macca TeJa/OXKHPEHHE, MYKCKOH
IIOJT) HTH C allHO? BO CHE B AHAMHE3E.

Cyodopozu

He BBIABIICHO pa3iMuYHi B YacTOTE PAa3BHTHS CYAOPOT Y NMAIMEHTOB, IPHHUMABIINX KBCTHAIIHH
wi 1wiane6o. OJHAKO, KaK U IPH TCPAllHH JPYITHMH AHTUIICHXOTHUCCKUMHE JICKAPCTBCHHBIMHE
CpPEICTBAMH, PEKOMEHAYCTCSI COOIOIATh OCTOPOIKHOCTD TIPH JICUCHHH MAIHCHTOB ¢ HAJHYHEM
CYJOPOKHBIX TIPHCTYIOB B aHaMHe3e (oM. pasjen «lloGounoe aeHcTBHE»).

3noxauecmeeH bl HellpoeRMUYECKUIl CHHOPOM

Ha ¢oHe mnpHeMa AHTHICHXOTHYCCKHX IIPENapaToB, B TOM YHCJC KBETHAIIMHA, MOXKET
pa3sBHBATBCSA 3JIOKAUECTBEHHBIH HEHposenTHUeckHd cHHApoM (oM. pasjen «lloGouHoe
AeicTBHE»). KiMHHYECKHE TPOSABICHHA CHHJIPOMAa BKFOYAIOT B ¢S THICPTEPMHIO,

HW3MCHCHHBIH MCEHTAJBHBIH CTATYC, MBIIICUHYIO PHTHIHOCTH, JAOHIILHOCTh BETCTATHBHOM
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HCpBHOH cmcTeMbl, yBeauucHHe akTuBHOCTH KOK B mmasme kposu. B Ttakux ciyyasx
HEOOXOMMO OTMCHHTD IIPHEM KBETHAITHHA U TIPOBECTH COOTBETCTBYIOIIES JICUCHHUE.

Taocenan neitmponeHun u azpaHyiouunos

B KpaTKOCpPOUYHBIX MJANE00-KOHTPOMPYEMBIX KIMHHYECKHX HCCIICJOBAHUAX MOHOTCPAITHH
KBETHAIIHHOM HEYACTO OTMECYAJIHCH CIIYYaH TSDKEIIOW HEHTPOICHHH (KOJHMUYSCTBO HEHTPO(HUIOB
<0,5 x10%m) 6e3 wmupexuun. CoobIIanOCh O pPa3BHTHH AarpaHyJIONHTO3a  (TSKENIOMH
HCHTPOIICHHUH, ACCOIMUPOBABIICHCA ¢ HH(EKIUSIME) V MAIHCHTOB, MOTYYaBIIHX KBETHAIIHH B
paMKax KIHHHYECKHX HCCIICAOBaHUH (PEJIKO), a TAKKE IPH MOCTPETHCTPAIHOHHOM IIPHMEHEHUHU
(B TOM 4mHCIIC C© JICTAJBHBIM HCXOJOM). DOJIBIIHHCTBO STHX CIY4acB TSDKEIOW HEHTPOICHHH
BO3HHKAJIO Yepe3 HECKOJIBKO MECAIIER MOCIIe Hayala Tepalui KeeTHanuHoM. He OBUIO BBIIBIICHO
Jo303aBHcHMOTO  S(pekra. JlelikomeHuss W (WiIM) HEHTPONCHHS paspeliajach IOCIE
MPEKPAICHUSI TEPANTHH KBETHATHHOM. BO3MOXKHBIMH (PAKTOpaMH PHCKA JUISI BO3HHKHOBCHHS
HCHTPOTICHUH SIBIBIIOTCS TPEAIICCTBYIONIEE CHH)KEHHOE KOJIMYECCTBO JICHKONMTOB W CITyYaH
JEKapCTBEHHO HHAYIHPOBAHHOH HEHTPOIICHUH B aHAMHE3E.

PasBuTHE arpaHysonHTO3a OTMEYANH H Y TNaNUeHTOB Oe3 (akropor pucka. Heobxomaumo
YYHTHIBATh BO3MOXKHOCTH PA3BHTHS HCHTPOIICHHH Yy HAIHEHTOB ¢ HH(QEKIHEH, 0coOEHHO B
CJIy4yac OTCYTCTBHS OUEBHJHBIX INPEAPACIOararonux ¢akTopoB, HJIH y TAIHCHTOB ©
HCOOBSICHUMOH  JTMXOpaJKOH, JaHHBIC CJIy4aH JOJDKHBI BECTHCh B COOTBETCTBHH ©
KIIMHHYCCKUMH PEKOMCH,TAI[HSIMH.

V TamMEHTOB ¢ KOJMYECTBOM HelTpoduaon < 1,0 x 10°1 mnpHeM KBeTHANHHA CieayeT
npekpaTuTh. llanueHTa HEOOXOMHUMO HAOMIONATh JUIL BBISBICHUS BO3MOXKHBIX CHMIITOMOB
HH(PEKIHH H KOHTPOJIHPOBATH KOJHYECTBO HEHUTPOPHIOB (IO TOBBIMICHHS HX KOJIHYECTBA
1o 1,5 x 10%/7).

Bzaumodeiicmeue c Opyzumu J1eKapcmeeHHbIMU CPEOCHEamu

Taxoxe cM. pasjen «B3aumMoeHicTBHE ¢ APYTHMH JICKAPCTBECHHBIMH CPEICTBAMED.
OJHOBPEMEHHOEC NPUMEHCHHE KBCTHAIIMHA C© MOIIHBIMH HHAYKTOPAMH MHKPOCOMAJIBHBIX
(bepMEHTOB TICUCHH, TAKHMH KaK KapOaMaszeluH W (PEHHUTOWH, CIIOCOOCTBYET CHIIKEHHUIO
KOHIICHTPAIlHH KBETHAIIHHA B IUIA3ME KPOBH H MOXKET YMCHBIIATH 3(P(PEKTHBHOCTH TEepalHH
npenaparom Keentuaxe® CP.

Ilpumenenue mpenapata Kpentnake® CP  y  NalHMEHTOB, MOJYYAlONHX — HHIYKTOPBI
MHKPOCOMAJIbHBIX (DEPMEHTOB IIEYEHH, BO3MOXKHO JIMIIBL B TOM CJIyYae, €CJIH OJKHJaeMast oJIb3a

OT TCpallHu IIpcrapaToM KBCHTHaKO®

CP 1npeBOCXOJUT PHCK, CBSI3aHHBIH ¢ OTMEHOM
HHYKTOPOB MHKPOCOMAJIBHBIX (PepMEHTOB NEeUCHH. MI3MEHEHHE JI03bI MPETapaTOB-HHIYKTOPOB

MHKPOCOMAaJIbHBIX q)CpMeHTOB IICYCHHU JOJLKHO OBITh IOCTEIICHHBIM. HpH HeOGXOﬂHMOCTH
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BO3MOXHO HX 3aMEIICHHE IpeliapaTaMH, HE HHAYIUPYIOIIUMH MHKPOCOMAJIBHBIC (DCPMCHTEI
HeUeHHU (HallPHMED, NIPETapaThl BaJIbIIPOCBOH KHCIIOTHI).

Macca mena

Ha ¢oHe nmpueMa KBETHAIIHHA OTMCUCHO YBEIIHUCHHE Maccehl Tesla. PeKOMEHyeTes KIIMHHYECKOE
HaO/FOICHUE TAIIMCHTOB B COOTBETCTBHH ¢ IPHHATHIMH CTAaHJApTAMH TEpalmHH (CM. pa3fel
«IToGounoe AcHCTBHEY ).

Tunepenuxemusn

Ha ¢oHe npuema KBETHAIIHHA BO3MOKHO PAa3BHTHE THICPIJIMKECMHH M (MJIM) pa3BHTHE H
00OCTpeHHE caxapHOro jJuabeTa, HHOTJAa COIMPOBOMIAIOIIETOCS KETOAIM/030M HMJIH KOMOH.
PexoMenyeTes peryapHBIH KOHTPOJIb MAccChl TEIa H CHMIITOMOB THIICPIVIMKEMHH, TaKHX Kak
MOJIH/TUIICHSL, TOJTHYPHSL, oaHdarug u ¢n1adbocTh, y MAUCHTOB, IPUHHMAIONIMX HEHPOJICTITHKH,
B TOM YHCJIC KBETHAIIMH. PEKOMCHIyeTcd KIMHHUSCKOS HAOIOJCHHE 32 MAlHCHTAMH ©
caxapHbIM JHa0cTOM, NAalHCHTaMH ¢ (aKTopaMHM pHCKa Ppa3BHTHS caxapHOTO JHabeTa
(om. pazgen «IToGouHoe AeHcTBHE).

Konyenmpayua nunuodos

Ha ¢one nmpueMa KBETHAIIHHA BO3MOXKHO HOBBIIICHHE KOHICHTPALUH TPUIJIHICPHIOB, OOIIETO
xosectepuHa U xosnectepuna JIITHIIL, a raxoxe cHukeHue konneHTpauuu JIIIBII B miasme xpoBu
(em. pasgen «lloGouHoe pciicTBHE»). YKazaHHBIC H3MCHEHHS CJICAYET KOPPEKTHPOBATH B
COOTBETCTBHH ¢ JCHCTBYIOIMMH PEKOMEH JAIIHSIMH.

Memabonuqeckue napyuienun

YBeaMYeHHE MAacchl TejIa, HMOBBIICHHE KOHICHTPALMH IVIFOKO3bI H JIMIHKAOB B IIJIa3Me KPOBH Y
HEKOTOPBIX TAIIHEHTOB MOKET IPHBECTH K YXYAIICHHIO METaOOJHYECKOTO MNPOQHIL, YTO
TpeGyeT COOTBETCTBYIOIIETO HAGTIOACHHSL

Vonunenue unmepsana OT

He BBISBICHO B3aMMOCBA3H MEXKTY IPHEMOM KBETHAITHHA H CTOMKUM IOBBIIICHHEM a0COIOTHOH
BesmuuHbl uHTepBasia QT. OpHako yummHeHHe HHTepBana QT orMedanock IpH NPHMCHCHHH
KBCTHAllMHA B TEPANEBTHYCCKHX J03aX M IpPH IEPEJO3HPOBKE KBETHANHHA (CM. pasjell
«Ilepenoszuporka»). CieayeT coOMOAaTh OCTOPOXKHOCTh NMPH NMPHMCHEHHH KBETHANIHHA, KaK H
JPYTHX  AHTHUICHXOTHYCCKHX  IpENapaToB,  HallHEHTaM ¢  CEPJACYHO-COCYTHCTHIMH
3abosicBaHUAMH H ¢ yUTHHeHHEM HHTepBaia QT B amamuese. Taxoke HeoGxoUMO cOOIEONATH
OCTOPOXKHOCTH IIPH IIPUMEHCHHH KBSTHAIIMHA OJHOBPEMEHHO ¢ IIpeHapaTaMH, Y UIMHSIOIHMH
untepBai QTc, Apyrumu HeHpoIeNTHKaMH, 0COOCHHO Y JIMII IIOJKHJIOTO BO3pacTa, Y MAllHCHTOB
C CHHAPOMOM BpOXACHHOrO yaauHeHHsS uHTepBaga QT, xXpoHHUecKOH cepicuHOH
HEJIOCTATOUHOCTBIO, THIEpTpodued MHOKapjaa, THIOKAJMEMHEH HIM THIIOMArHHEMHEH

(eM. pazzen «B3auMoeHCTBHE ¢ IPYTUMH JICKAPCTBEHHBIMHU CPEACTBAME ).
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Ocmipoie peaxuuu, ceazarmsle c ommeHol npenapama

IIpu pe3koll OTMEHE KBETHAIIHHA MOTYT HAOFOJATHCS CIICAYIOIHE OCTPHIC PEAKIUH (CHHIPOM
«OTMCHBD»):  TONIHOTA, PBOTa, OCCCOHHHIA, TOJOBHas 00JIb, TOJIOBOKPYKCHHE H
pasIpaXkUTEIbHOCTh. 11osToMy oTMeny mpenapata Ksentnake® CP pekoMeHIyeTcs MPOBOIHTD
MOCTEIICHHO B TCUCHHE, KAK MUHHMYM, OJHOH HITH JIBYX HEICTTb.

Henpasunsroe npumereriue u 310ynompebiieHie npenapamom

BeImH OTMEUEHBI C©Iy4aH HENPABHJILHOTO MPHMEHEHHS H 3JI0YNOTPEOJICHHS IIpeIapaToM.
Crnenyer coGmoaaTh OCTOPOKHOCTh NIPH HA3HAYCHHHM KBCTHAIIMHA NAIMEHTAM IIPH HAIHYHMH B
aHAMHE3¢ 3JIOYHOTPEOICHHS aJIKOTOJICM HITH JISKAPCTBEHHBIMH MIPENapaTaMu.

Hanuenmst noxcunozo 603pacma c demenyueri

Ilpenapar Kpentnakc® CP He mokasaH s JICUCHHS IICHXO30B, CBA3AHHBIX C JCMCHI[HEH.
Hekotopble aTHNHYHBIC HEHPOICNTHKH B PAaHJOMH3HPOBAHHBIX IUIANE00-KOHTPOIHPYEMBIX
HCCJICJIOBAaHUAX TPUMEPHO B 3 pa3a VBEIMYHBAIM PHCK pPa3BHUTHI IepeOpOBaCKYIISIPHBIX
OCJIOJKHCHHH Y MAIlHEHTOB ¢ JeMEHIHUCH. MeXaHu3M JaHHOTO YBEJIMUCHHUS PHCKA HE H3YUCH.
AHaTOTHYHBIH PHCK YBETHUYCHHS YacTOTHI NEPEOPOBACKYBIPHBIX OCIIOKHEHHH HE MOXKET OBITH
HCKJTFOUEH I JAPYIHX AHTHICHXOTHYCCKHX JIEKAPCTBCHHBIX OpPEJCTB HJIM JIPYTHX TPYII
nanuentos. Ipenapar Ksentuake® CP 10/DKeH IPUMEHATECA ¢ OCTOPOKHOCTBIO Y MAIIHEHTOB C
PHCKOM Pa3BUTHS HHCYIITA.

AHalu3 TPHMEHCHHS ATHIHYHBIX HEHPOJICNTHKOB JUIS JICUCHHS IICHXO30B, CBS3aHHBIX ©
JEMEHI[UCH Y MAIMCHTOB IOXKHJIOTO BO3DAacTa, BBISIBUJI MOBBINICHHE YPOBHS CMEPTHOCTH B
TPYIIIE MAHCHTOR, MOJIYYaBIIHX MPENapaThl STOH TPYIIIBL 110 CPABHCHHUIO ¢ IPYIION mIanedo.
Jpa 10-HeAenpHBIX NIANE00-KOHTPOIHPYSMBIX HCCIICTOBAHHS KBETHAIIHMHA Y AHAIOTHYHOH
rpynnsl naiueHToB (n =710, cpeanuit BospacT: 83 rojga, Bo3pacTHOM jguamasoH: 5699 net)
MOKA3aJIH, YTO CMEPTHOCTH B IPYIIINE NAIlHEHTOB, IPHHUMABIIUX KBETHAIIHH, cocTaBuiaa 5,5 %, u
3,2 % B rpynne mianc6o. IIpHYHHBI JIETATBHBIX HCXOJOB, OTMEUEHHBIX Yy 5THX ITAIlHECHTOB,
COOTBETCTBOBAJIH OXKHIAEMbIM JUIS TJAHHOW Moty siiui. He BBISIBICHO IPUYHHHO-CJIE/ICTBCHHOM
CBSI3H MCIKJIY JICUCHHEM KBETHAIIMHOM H PHCKOM TIOBBIIICHHS CMEPTHOCTH Y TAI[HCHTOB
MOKUJIOTO BO3PAcTa ¢ JCMEHIHCH.

Anmuxonunepzuieckue (Myckapuronooooroie) r¢hpexmot

HopkBeTHanuH, aKTHBHBIH MeTaOOJIMT KBETHANHHA, 00IaJaeT CpPOJCTBOM (OT YMEpPEHHOMH
CTCTIEHH JIO BBIPAKCHHOH) K HECKOJBKHM IOJTHIIAM MYCKAapHHOBBIX penentopoB. C 5THM
CBSI3AaHBI HEXKETIATC/IBHBIC PCAKIHH, OOYC/IOBJIICHHBIC AHTHXOIHHEPIHYCCKHM JCHCTBHEM
KBETHAIIHHA TIPH €r0 NPHMEHCHHH B PEKOMEH/OBAHHBIX J03aX HWIH IPH OJHOBPEMEHHOM
INPUMEHCHHH C© JAPYTHMH IpeTapaTaMH, OKAa3bIBAIOIHMH AHTHXOJIMHEpTHUYEcKHEe H(PQeKThl, a

TAKIKC IIpH NCPCHO3HPOBKE. Cnez[yeT COGJ’[[O,Z[aTI) OCTOPOKHOCTDH IIPH NMPUMCHCHHH KBCTHAaIIlHHA
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YET SKCNEPTHO H ¥ OTUETY

OJTHOBPEMEHHO C JICKAPCTBEHHBIMH CPEJCTBAMH, OKA3BIBAIOIIHMH AHTHXOJIHHEPTHYCCKHE
(myckapuHomono6HbIe) 3ddekthr. CrieayeT CcOOMOAATh OCTOPOKHOCTh MPH  HASHAYCHHH
MAHCHTAM C 3aJICPXKKOH MOYH WM C 3aJICPXKKOH MOYH B aHAMHE3C, KIMHHYCCKH 3HAUHMON
THIICPIUTA3HEH TIPEACTATCIIbHON SKEJIE3bl, KHIICYHOW HEMPOXOAUMOCTBIO HIH POJCTBCHHBIMH
COCTOSIHHSIMH, TIPH IOBBINICHHH BHYTPHIVIA3HOTO JABJICHHS MJIH 3aKPHITOYTOJIBHOH IIayKOME
(oM. pasgensl «Dapmakosiorudeckue cBorcTBa», «lloGounoe neiicTBHe», «llepeno3upoBka»,
«B3auMoicHCTBHE ¢ APYTHMH JICKAPCTBCHHBIMH CPEJICTBAMH ).

Hapywernua co cmoponst neveru

B ciyyae pa3BHTHS KEATYXH MPHEM KBETHAITHHA CIICAYET MPEKPATHT.

JHucepazun

Hucarus (oM. pazgen «[loGounoe neiicTBHE») W acmupanus HaOJIOJAIHCh TPH TCpPAIHH
KBETHANIUHOM. |IpHYHHHO-CIICICTBCHHAS CBSI3b BO3HHUKHOBCHHS ACIHPAHOHHOH MHEBMOHHHU C
MPUEMOM KBETHANWHA HE ycTaHOBICHA. OJHAKO CIEIYeT COOGONATh OCTOPOXKHOCTH IPH
npEMEHEHHH Tpemapata Kpentnake® CP y  TalMEHTOB ¢ pHCKOM — BOSHHKHOBSHHS
ACTIHPAHOHHON TTHCBMOHHH.

Benoznan mpombormbonun

Ha ¢one mnpuema HEHPOICHTHKOB OTMEYCHBI CJIyYal BO3HHKHOBCHHS  BECHO3HOM
TpoMGosMOomuH. J[o Havama W BO BpeMsI TepallHH aHTHIICUXOTHYCCKHMH IpeIapaTaMH, B TOM
YHCIIC KBCTHATIHHOM, CJICAYET OICHUTD (PaKTOPHI PUCKA H PUHITH MPOPUIAKTHICCKUES MEPHI.
Ianxpeamum

Bo BpeMs KIIMHHYCCKUX HOCIICIOBAHHH H MOCTPETHCTPAITHOHHOTO IPUMEHECHHUS OBUTH OTMEUYCHBI
CIy4aW pAa3BUTHS NAHKPEATHTA, OJHAKO NPHYHHHAS CBS3b C TPHEMOM Tpemapara He
YCTAHOBJICHA. B IOCTPETHCTPAIIHOHHBIX COOOINCHHSIX YKA3aHO, YTO Y MHOTHX IAIlHECHTOB
MPUCYTCTBOBAIIH (haKTOPHI PHCKA PAa3BHTHUS MIAHKPCATUTA, TAKHE KaK MOBBIIICHHE KOHI[CHTPAIIHH
TPUTTHIEPHIOB (cM. monpaszien «KOHIEHTpalus JTHIHJAOBY»), XOJICIUTHA3 H YHOTpeOICHHE
AJIKOTOJIS.

3anop u nenpoxodumocns KuieHHUKA

Banop sBisieTess (AKTOPOM pPHCKA HEMPOXOAMMOCTH KuileuHuka. Ha (oHe NpHMEHCHHS
KBETHAIIHHA OTMEYAJId PA3BHTHE 3aMopa M HEHPOXOJUMOCTH KHIICUHHKAa (CM. pasjeln
«ToGouyHoe JneiicTBHE»), BKIOYAS CIYYaH C JICTAIBHBIM HCXOJOM Y MAHEHTOB TPYIIIBI
BBICOKOTO PHCKa HETPOXOAHMOCTH KHINCYHHKA, B TOM YHCIC TOMYYAIONHX MHOKSCTBEHHBIC
COIYTCTBYIOIIME TPETAPAThl, KOTOPHIE CHHYKAIOT MOTOPHKY KHIICUHHKA, JTaXKe IIPH OTCYTCTBHH
3kaj100 Ha 3amop.

Kapouomuonamua u muoxapoum
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YET SKCNEPTHO H ¥ OTUETY

B XoJ¢ KIMHHYCCKHUX HCCIICJJOBAHUH H MOCTPETHCTPAUHOHHOTO NMPHMEHEHHUS OBUIH OTMCUCHBI
CIIy4ad pa3sBHUTHA KapJHOMHONIATHH H MHOKapJuTa. Y TAINHCHTOB ¢ TOJO3PEHHEM Ha
KapIHOMHOTIATHIO HITH MHOKAPJHUT CJIEYET PACCMOTPETh BO3MOKHOCTh OTMEHBI KBETHATTHHA.
Cepubesnbie HedceIamebHsle PEaKyii CO CHLOPOHBL KOHCH U NOOKONCHBIX MKAHET

Ilpy npuMeHEeHUH KBETHANIHHA OYEHB PEJIKO COOOIMAIOCh O CEPBHE3HBIX HEKEIATETHLHBIX
peaKIUIX CO CTOPOHBI KOXKH M TOJIKOKHBIX TKaHEH, BKoYas cuHJpoM CrtuBeHca-/[KoHcoHA,
TOKCHYCCKHUH SHHACPMANIbHBIH HEKPOJH3, OCTPHIH TCHEPAJH30BAHHBIH HK3aHTEMATO3HBIH
OyCTyJie3, MYIbTH(POPMHYIO BPHTEMY, JICKAPCTBEHHYIO PpEAKIHUIO ¢ HO3HHODHIUCH W
cucteMHbIMH TiposiBicHUsIME (DRESS-cunpomM), KoTopble MOTYT NPEACTABISATH YIPO3y IS
JKH3HU WIH TPHUBOJHTh K CMEPTEIBHOMY HCXOJY. YKa3aHHBIE CEPhE3HBIC HEMKEJATSIHHBIC
peakiiui OOBIMHO MPOSBIIIOTCS OOBIMHO MPOSIBJIIOTCS B BHJC OJHOTO WIH OOJIE€ CIICTYIOTIHK
CHMIITOMOB: OOIIHpHAs KOJKHAasi CHIIb ¢ OOpa3oBaHHEM IIYCTYJI, BO3HHKHOBCHHEM 3Y/Ia,
SKc(hOJIHATHBHBIN JICPMATHT, JHXOpaJKa, JMM(paJACHONATHS H BO3MOMKHAS 303WHOMDHIHS HIH
HEHUTPONECHUS. BOTBIIMHCTBO STHX PEakIMi BO3HUKAJIO B TeUcHHE 4-X HEJeNb MOCie Hayaja
Tepaluy KBeTHAIMHOM, HeKoTopble peakuuu DRESS-cunjpoMa BO3HHKAIH B TeUCHUE 6 HEJEIIb
MocJIe HaYyasla Tepalii KBeTHANMHHOM. [ [pH MOsSBICHHH NPU3HAKOB H CHMIITOMOB, YKa3BIBAFOIIIHX
HA HTH CEPbE3HBIC HEXKCIATCIBHBIC PCAKI[UH, CJIEIYET HEMEJICHHO OTMECHHTH KBETHAIIHH H
PaccMOTPETh BO3ZMOMKHOCTD aJTbTEPHATHBHOTO JICUCHHSL.

Hayuenmst noxycunozo 6o3pacma c 6onezuvio Haprkuncona/napxurconuzmom
IonymanmHOHHOE PETPOCTIEKTHBHOE HCCJICIOBAHHE NMPUMEHCHHUS KBETHATIHHA Y TAIHECHTOB C
OOJIBIITHM JICTIPECCHBHBIM PACCTPOHCTBOM BBISIBUJIO MOBHITIICHHE PHCKA CMEPTEIHHOTO HOXO/a ¥
NAIlMEHTOB B BO3pacTe > 65 seT. 1IOBBIMICHHBIH PUCK HE OMPEJCIBIICS NPH HCOKIFOUCHHH H3
aHa/lM3a TanueHTOB ¢ Oonesnbto [lapkuncona. CrneqyeT NpOSIBISTH OCTOPOIKHOCTH TPH
Ha3HAUYCHHHU KBETHAIMHA ITAITHCHTaM IIOKHJIOTO Bo3pacTa ¢ Oosie3Hbio I lapkuHcoHa.
Jlononnumensnan unghopmayun

® CP B kauecTBe

Honrocpounas OesonmacHOcTh H 3(P¢EeKTHBHOCTL mpemapara KpeHTHaKce
JOIOJIHUTCIIBHOH ~TEepalud IIpH JICUCHHH OOJBIIOrO JCHPECCHBHOTO pacCIpoHcTBA HE
H3YYaJHCh, OJTHAKO MPOpHUIH 6€30MacHOCTH H 3P PEKTHBHOCTH H3YUEH IIPH MOHOTEPAITHH.
CrenuansHan HHQOPMAUUA 0 6CHOMOZAMETIBHBIX 6EU{ECHIEAX

IIpenapar Kpentuakc® CP coflepikuT JakTo3y, MOSTOMY €TO NPHMEHEHHE MPOTHBOTIOKA3AHO Y

[MaguCHTOB ¢ PCIAKO Bcheanomeﬁcsl HaCJ’IeZ[CTBeHHOﬁ HCIICPCHOCHMOCTBIO T'aJIaKTO3bL,

,I[Cq)HI_[I/[TOM JIaKTa3bl HJIU TIFOKO30-TaJaKTO3HOH MaHBaGCOPGHHCﬁ.
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Bimsinue Ha cnnoco0HOCTD YHIPpaBJATb TPaHCIOPTHBLIMH CpeACTBaMH, MEXaHH3MaMH

IIpemapar Kpentmakc®

CP MOXeT BBI3BIBATH COHJIMBOCTL, IMOBTOMY B IECPHOJ JICUCHHI
NManueHTaM HE PCKOMCHAYCTCA YIPABJICHHC TPaHCIIOPTHBIMH CpCACTBAMH H MCXaHH3MaMH,

Tpe6yIOI.[[I/IMH MOBBIIIICHHOHN KOHICHTPpAallHH BHUMAaHHA.

dopMma BbIMyCKa

TabmeTku ¢ MPOTOHTHPOBAHHBIM BBHICBOOOIKICHHUEM, MTOKPHITHIE IUIEHOYHOH 00010uKO#, 400 MT.
I[lo 10 Tabnerox B Omuerepe u3 kKomOumHHpoBaHHOro Matepuana OIIA/ANTIBX u domsru
AJFOMHHUECBOU.

Ilo 1, 3,5, 6, 9 wm 10 OrHCTEPOB MOMEMIAIOT B MAYKy KAPTOHHYIO BMECTE ¢ WHCTPYKIHCH IO

IIPHMCHCHHIO.

YcnoBus xpaneHust
IIpu Temnepatype He Bhile 25 °C, B OpHTHHAIBHOM yIIaKOBKe (OiIHCTED).

XpaHUTD B HEJOCTYITHOM JJISL JIETCH MECTE.

Cpoxk roaHocTH
3 rona.

He IIPHMCHATD IpeHapaT 1o HCTCUCHHH CPOKa TOJHOCTH.

Ycnosus OTIYCKa

OTIycKaroT IO PeLEnTy.

HauvenoBanue HOpHIHYECKOro JIMIA, HA HMA KOTOPOI0 BbIAAHO PerHcTpalHOHHOE
Y/OCTOBepeHue, ajfpec

AO «KPKA, nx.1., HoBo mecTo», IlImapsemika necta 6, 8501 HoBo mecTo, CrioBeHHS

IIpoussoaure/ib

AO «KPKA, n1.1., HoBo mecTo», IlImapsemnika necta 6, 8501 Hopo mecto, CrioBeHuS
HaumenoBaHHe H aipec opraHu3aiiuy, NPHHHMAOLIEH NpeTeH3HH NOTpeduTe.iei

000 «KPKA-PYC», 143500, MockoBckas 001, T. MeTpa, yin. Mockosekas, a. 50
Ten.: +7 (495) 994 70 70, pake: +7 (495) 994 70 78
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