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OITMCAHUE

CIIOCOB ITPOTHO3MPOBAHH I BAPUAHTA JIEKAPCTBEHHOI'O
ITPEITAPATA JUIA JIEUEHU S IEITPECCHUU

O6sacTh TeXHHKH H300peTeHus
[0001]

Hacrosimee n3o0perenne OTHOCHTCA K CIOCOOY IPOrHO3MPOBAHHS BapHAHTOB
JIEKapCTBEHHBIX NpEMapaToB JUIA JICYEHHs NEIPECCHH M, B YACTHOCTH, K CIOCO0Y,
ofecneunBaomeMy OeCIpPENsITCTBEHHOE OCYIECTBIEHHE OGBEKTHBHOIO IIPOTHO32

BapHaHTOB JICKapCTBCHHBIX IPENapaToB IS JICUCHUS JETIPESCCHH.

YpoBeHb TeXHHKH H300peTeHUSs
[0002]

JlnarHocTHKa ICHXMYECKHX 3a00eBaHuii, TAKAX KaK JENPeCCHs, IPOBOAUTCS Ha
OCHOBaHMH MexIyHapoaHOH cTaTHCTHYecKOH Kiaccudukanuu GojesHed u mpobiem,
CBS3aHHEIX CO 310poBbeM (MKDB) MexayHaponnoii opranu3anuy 3ApaBOOXPAHEHHS H
PykoBoAcTBa 1O JMarHOCTHKE H CTATHCTHYECKOMY YYeTY HCHXHYECKMX PacCTpOMCTB
(PACY) AMepukaHCKOH accOIMaIAy ICHXHATPOB.

[0003]

MKb - xnaccudukamus, oObsBieHHas MexayHapoaHON oOpraHu3anMen
30paBOOXPAHEHUSA MEXAYHAPOIHBIM CTaTHCTHYECKHM CTaHJApTOM YyueTa MPHYHH
CMEPTH ¥ BO3HUKHOBEHHS 6oine3nell. OHa Henoib3yeTcs Ui CpaBHEHHS HHGOPMAIHH O
CTaTHCTHYECKHX JAHHBIX HJIM HHGOpMalMM O NPHYMHAX CMEPTH M BO3HHKHOBEHHS
OonesHeli Ha MEXIYHapOAHOM YpOBHE, [NPHHIMIOB BEJEHHS MEIUIMHCKOM
JOKYyMEHTAI[HH B MEIUIIMHCKUX YYPEXKICHHAX U T.1I.

[0004]



PIICY sBnsercs yHMBEpCANbHBIM S3BIKOM M CTaHAAPTHBHIM KPHTEPHEM JUIA

KJIaCCH(HKAMK ICHXHYECKUX PacCTPOMCTB. JHarHOCTHYECKHM IIOKa3aTeeM GOJIBIIHX
ACTIPECCHBHBIX paccTpodcTB coriacHo DSM-IV-TR (mepecmotpennoe IV wu3nanme
PACY) sBisercs nHamwume 5 mum Gonee w3 9 HKeyKasaHHBIX cuMITOMOB: (1)
ACTPECCHBHOE HAaCTpOoeHHe (2) 3HAYHTENBHOE CHIDKEHME HMHTEpeca/CTENeHH
YZIOBIETBOPEHHUSL; (3) yCTanmocTh/ynamok cui; (4) aHOpeKcHs/Jype3MepHBIi anmeTut; (5)
GecCOHHHLA/Upe3MEPHEIH COH; (6) OIIyINeHHe HHKYEMHOCTH/JYBCTBA BHHEL (7)
CHH)XXCHHE KOHLEHTpPAalMM BHUMAHHA/CTIIOCOOHOCTH aymaTh; (8) ICHXOMOTOpHOE
pasapakeHNe/IICHXOMOTOPHOE TOPMOXEHHE; C)) CYHIHIAIBHOE
MBINUIEHHUE/TIPOSIBIICHHE TIONBITKA CaMOYOHIICTBA B TeyeHHe 2 HeNelb, M KaK MUHHMYM
cuMitoMsl (1) win (2) mposBiLsIOTCS cpenu 3THX cuMnromoB. KacarensHo (1) u (2)
CHMIITOMOB, Cpeld NANMEHTOB ¢ OONBIIMM JENPECCHBHBIM PAacCTPOMCTBOM Y
HEKOTOPBIX IAIMEHTOB IpOABIIETCS TONbKO (1) CHMHITOM, y IpYrMX MAIMEHTOB —
TOJIBKO (2) CHMITOM, a y HEKOTOPBHIX NalMeHTOB mpossisercs kak (1), tak u (2)
CHMIITOM, ¥ IO3TOMY HUX CYHUTAIOT IeTepo-IalHEeHTaMH.

[0005]

JnarHocTHYeCKHi IOKa3aTelb IENPECCHBHBIX pAacCTPOMCTB, YKa3aHHBIH B
DSM-IV-TR, Gonee moHATEH, YeM IIOKa3aTelb, ykasauueii B DSM-III (III m3nanme
PJCY), uro no3ponsieT u3bexars HECOOTBETCTBUA IPH JHUArHOCTHKE. TeM He MeHee,
JUArHOCTHYECKHUE IIOKA3aTed HMMEIOT HENOCTAaTKH, IIOCKOJNBKY OHH HCKJIIOYaloT
Ononoruyeckuil MHIUKATOpP, HAPSAMYIO HE CBA3AHBI co CPEICTBaMH JICYECHHUS, IIHUPOKO
HHTEPIIPETHPYIOTCS. U HEONPABJAHHO NPHBOJAT K YBEHYEHHIO KOJHYECTBA MAIMEHTOB
u 1.1. HecMotps Ha To, uTo PZICY npuroaHo Uit mpoBeAEHHS SMHAEMHOIOTHYECKOTO
HCCIIENOBaHMs, OHO He OBUIO pa3pabOTaHO HMMEHHO M1 IMOCTAHOBKH JHArHO3a
OTAETHHOTO MallHEHTA.

[0006]

I'amoresa o TOM, YTO OHOJIOrHYeCKOM leI/I‘IPIHOﬁ BO3HHKHOBCHHUS OCHPECCHH
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ABIACTCA  CHH)KCHHME KOJIMYECTBA TpeX HeﬁPOMCZ{HaTopOB, T.€. CCPOTOHHHA,

HOpaJIpeHAIMHA ¥ Jodamuna, sBiseTcs yGemuTeNbHOH. 3a4acTyio Cpeld JKCIEPTOB
PacIpoCTPaHEHO MHEHHE O TOM, YTO JIENPECCHS — COBOKYIIHOCTH pPasHBIX Oole3HEH.
Cunraercs, 4T0 NpH IMArHOCTHKE NCHXHYECKMX 3a00JIEBaHMIi IOIYCKAETCS MHOTO
omKGOK, MOCKOIBKY B HEE BMEIIHBACTCS CYyOBEKTHBHEIH (aKTop.

[0007]

Yrobbl naTh OIpeneneHHE IICHXHYECKOMY 3a60JI€BaHMIO, HEOOXOIMMEI
OuoMapké€psl ¢ OOBEKTHBHBIMM M OHOJNOIMYECKMMH HMHIHKaTropamu. Pamxee
u300peTaresid BBLACHUIM, 9TO Hanmgue ¢ocdoITaHoIaMUHA B KPOBU MOXKET ABJIATHCS
6uomapképom nenpeccur (IlateHTHBIA mokymeHT 1). B 49acTHOCTH, ecu ypOBEHb
¢ocdosranonammHa B KpOBH YYACTHHKA HCCICHOBAHHMA HHXKE, 9eM YPOBEHb
¢ocdoaTanonamuna B KPOBH 30POBBIX JIOAEH, YIACTHHK HCCIIENOBAHMS CTPANAeT OT
mempeccud.  JlempeccHn, INpd  KOTOPhIX  Ha0ONAeTCs  CHHXKEHHE  YPOBHS
docdosTaHOoNaMHUHA KaK HMHOMKATOPA, BXOMAT B BHICOKOOJHOPOAHYIO TpyIHIy,
XapaKTepU3yOIIyIocs ~ OHONOTHMYeCKMMH  HHIMKaTopamH.  JlHarHOCTHpOBaHHE
HENpecCHd ¢ HH3KHM ypoBHeM ¢ocdosTaHoNaMMHA MOXET AaTh OOGBEKTHBHOE
OlIpeieNIeHUE ICUXHYECKOMY 3a00JIEBaHHIO.

[0008]

IIpenapatsl U1 JieYeHH JENPECCHH HAa OCHOBaHHUH CBOMX (YHKIMH NIPUMEPHO
MOJpa3AeNAOTC HAa: MHTHOMTOpPHI OOpaTHOro 3axBaTa CEpPOTOHMHA/HOpAApEHATHHA
(MO3CH); cenexTuBHBIE MHTHOMTOPHI OOparHOro 3axsara ceportonmHa (CHO3C);
HOPaJpEHEPrAYECKHE H CHENMPHIECKHE CEPOTOHHHEPIMYECKHE aHTHICHIPECCAHTHI
(HCCA); TpunmkIndecKye aHTHACIPECCAHThI; X TETPALMKIIMYECKHE AHTHIEPECCAHTHL.
[0009]

MO3CH - nexapCTBEHHBIH IIpenapaT, OOJerdaroluil CHMITOMBI AEIPECCHH
IyTeM IOJaBIECHHs OOpaTHOrO 3axBaTa CEpPOTOHHHA H HOpAJpeHAlMHA B CHHAICE.

CepOTOHPIH B CHHAIITUYCCKOM IMenH 06paTHO 3aXBaThIBACTCA IMECPCHOCYHKOM

3



cepoTonuHa. Hopajpenanun oGpaTHO 3aXBaTHIBACTCs NEPEHOCYMKOM HOpaJpeHaHHA.

HO3CH pgeiictByeT Ha mepeHOCUMKA CEPOTOHMHA/IEPEHOCUMKA HOPAAPEHAINHA, YTOOE!
NONaBUTh OOpAaTHBIA 3aXBAaT CEPOTOHHHA/HOPANPEHATNHA B CHHANTHYECKOW IIENH M
TOAAEPKUBATH 70 HEKOTOpOH CTEICHH BBICOKYIO KOHIICHTPALHIO
CepOTOHHHA/HOPaJipeHAIMHA B CHHANTHYECKOM miend. B pesynsraTe IPOHCXOZUT
CTHMYJISIHAS BO3OYXJAIOIMX HEPBOB, IIOBBILIACTCS MOTHBAMS M YJIydIIaeTCs
HaCTpOEHHE.

[0010]

CHO3C ~— rexapcTBeHHBIH INpenapar, NOZABIAIOLIMA TPEBOTY ITyTeM
mojiaBieHuss oOpaTHOro BCAacHIBAHHA CEPOTOHMHA B  CHHance. CEpOTOHHMH,
BBICBOOOXIAEMBbIf W3 CHHANTHYECKOTO HEHpOHA B CHHANTHYECKYIO  IIEIb,
BO3IEACTBYET Ha CEPOTOHMHOBBIH pernentop. CepOTOHHH, HAaKOIJIEHHBIH B
CHHANITHYeCKOH IIeNd, OoOpaTHO 3aXBaTHIBACTCAd IIEPEHOCYMKOM CEPOTOHHHA.
CymecTByeT MOHOAaMHMHOBas THIIOTE3a, COIJIACHO KOTOPOM CHMITOM JENPECHH
BBI3BIBAET COCTOSIHME, IIPH KOTOPOM KOHLIEHTPAIUS CEPOTOHHMHA B CHHAIITHYECKOM IeH
YMEHBIIAETCA, U CEPOTOHHH IIOYTH HE BO3AEHCTBYET Ha CEPOTOHHWHOBBIA PENENTOP.
CHO3C u3buparenbHO AEHCTBYeT Ha NEPEHOCYMKA CEPOTOHHMHA, KOTOPEIA 06paTHO
3aXBaThIBACT CEPOTOHHH, C LEIBIO NOJABJICHHA OOpaTHOro 3axBaTra CEPOTOHHMHA H
HOJIEp)KaHUs. 10 HEKOTOPOM CTENeHH BHICOKOH KOHLEHTPAIlMM CEPOTOHHHA B
cuHantiudeckoit memd. ppext CHO3C cocTouT B ycTpaHEHHH, B YaCTHOCTH, YyBCTBA
TPEBOTH U CTpaxa.

[0011]

Bricrynas B kagecTBe anTaronucra, HCCA BbINONHSET GyHKIMIO CBA3BIBAHAS C
CEPOTOHHHOBBEIM PEIIENTOPOM, KOTOPHIH HE YCTPaHSET YYBCTBO TPEBOTH, C LEJIBIO
O0NerdyeHns MpOIeCCa CBS3BIBAHMSA CEPOTOHHHA C DELENTOPOM, BBHIIOMHSIOMMM
(QyHKIHMIO yCTpaHEHHs 4YYBCTBa TpEBOTH. KpoMe TOro, BBICTyHas B KadecTBE

antaronucra, HCCA cBs3BIBacTCA C pENENTOPOM HOpAIPEHAIMHA, CAEPXKHBAIOIIHMM
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BEICBOOOXICHHE HOpPAJpEHANNHA, C LENBbIO BBHICBOGOXNECHHS HOPAApeHAIHHA 1
HOAEPXKAHUL b1 (s) HEKOTOpO#t CTEIICHH BBICOKOM KOHLIEHTPalUH
CEpPOTOHMHA/HOPaipeHAIMHA B CHHAIITHYECKOM IIENH.

[0012]

JleficTBHE TPHIMKIMYECKOTO aHTHAENPECCAHTA COCTOMT B IIOJABICHHU
00paTHOro 3axBaTa CEPOTOHHHA/HOPAIPEHANHHA C LENBIO MOMIEPXKAHHUS JI0 HEKOTOPOt
CTENEHH BBICOKOH KOHIIEHTPAIMH CEPOTOHHHA/HOPAJAPEHAIMHA B CHHAIITHYECKOM IHEJTH.
[0013]

Terpanuknvyecknit anTHAETIPECCAHT M30HpATENbHO MOAABIAET OGpATHBINA
3aXBaT HOpaJpeHalMHa M He MojaBiser oOpaTHBIf 3axBar cepoToHuHa. OH
NOAEPKHUBAET O HEKOTOPOH CTENEHM BHICOKYIO KOHIICHTpPAIMIO HOpaJpEHAIHHA B

CHHANTHYESCKOM IICITH.

JO0KyMeHTbI H3BECTHOr0 YPOBHSI TEXHHKH

IlaTeHTHBIE JOKYMEHTBI

[0014]

[MTatentrbii goxyment 1] WO 2011019072 (BUOMAPKEP VIS JUATHOCTHUKHU
JETIPECCHUH, CIIOCOB U3MEPEHUSI BUOMAPKEPA JUJISI TMATHOCTUKU
JEIPECCHHY, KOMIIBIOTEPHA A INPO'PAMMA U HOCHTEJIb
HHOOPMAIINN)

CymuocTs n306pereHus
IMocTaBnennas 3agaua
[0015]
Haxe HecMoTps Ha TO, 4ro B IlaTeHTHOM JoOKyMeHTe 1 ykasbiBaercs
BO3MOXXHOCTb IPOBEICHHS OOBEKTUBHOM [HArHOCTHKH JMEIPECCHH, HA3HAYCHHE

JICKGpCTBCHHBIX IIp€NIapaToB JUId JICUCHHA JACIPECCHH MallMCHTAM, CTpaJarolluM
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ACTIPECCHEH, HE OTIMYaeTCs OT OOMENPHHATOrO Ha3HA4YeHHA. JleKapCTBEHHSBI

npenapar Ha3HaYaeTCs B COOTBETCTBHH C CHMIITOMAMHM JIETIPECCHH M CYOHEKTHBHBEIM
MHEHHEM Bpaia, IPOBOJAILEIO MEIMIMHCKOE OOCIEOBaHHE, M €CJIA IPHEM OIHOTO
NIEKapCTBEHHOTO IIpenapaTa He JaeT pe3y/bTaToB, 1032 Ha3HAYEHHOTO JIEKAPCTBEHHOTO
npenapata yBEIMYHBAeTICH, WIH HAYHHACTCA IIPHEM JPYroro JIEKapcCTBEHHOTO
npenapara. Tako# crioco6 yBeHUMBaeT NEPHOA NPOTEKaHHUs 3a60JI€BaHNA Y HALHEHTA.
Bonee Toro, monrmit npueM HeI)GHEKTHBHOrO JEKapCTBEHHOrO MpeNapara TaKoKe
IPOBOLMPYET BO3HHKHOBEHHE MOOOYHBEIX 3P(EKTOB, TaKMX KaK TOLIHOTA H 3amop, a
TaK)Ke ABIIETCS 3aTPAaTHBIM JUIA IalHEHTAa.
[0016]

Taxum obpasom, Lenb HACTOAIIEr0 H30OPETEHHS 3aKIIOYAETCS B 0GECIICUCHHH
cnocoba, B kKoTopoM (ochorTaHONAMHH, OGHApY)XEHHEI B KadecTBe OHMOMapképa

ACTIPECCHH, HEITIOCPCACTBCHHO CBSI3aH C JICUCHHUEM.

Pemenue 3agaun
[0017]

Korna wm3o0peraTen  HCCIENOBaM  B3aUMOCBA3b  MEXIY  YPOBHEM
dochosTanonammura B KpoBH (Hamee «ypoBeHb ®DA B KpPOBH») H IPHEMOM
AHTHJENPECCAHTOB, OHM OOHAPYXHIH, YTO ypoBeHh OOA B KpOBH CHEDKAICS IpPH
npueme CHO3C y manmenTa co CHMXEHHBIM ypoBHeM ODA B KPOBH, CTPAJAIOIIEro
nenpeccueif, a mpu npueMe Takum mnanmeHToM HO3CH ypoBens ®DA B KpoBH
noBbIIAICS. Ha OCHOBaHMM 3TOr0 OTKPHITHS HM300peTaTeNd HENPECTAHHO H3YdaiH
BBINICYKA3aHHBIE 3a7a9¥ M CO3JaM HacTosmiee u3oOperenue. HmHaye rosopd,
HacTosnlee H300peTEHHE INPENyCMaTPHUBAcT CIOCOO IIPOTHO3MPOBAaHHS BAPHAHTOB
JICKapCTBEHHBIX IPENapaToB A JICYCHHS JENPECCHH, BKIIIOYAIOMINA CIEAYIOUHE
IIaru:

(1) m3mepenme ypoBHs PDA B KpoBH, B3STOM y NaUMeHTa C IOZO3PEHHEM Ha
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JIETIPECCHIO;
(2) ompenenenue Toro, sBngeTcs MM ypoBeHb ®DA B KPOBH NAHEHTa HHXKE, 4eM
STAIOHHOE 3HAYCHUE, OTIIMYAIOLIEECS TEM, YTO €CJIM M3MEPEHHOE 3HAYEHHE NalMeHTa
HIDKE STAOHHOrO 3HA4YCHHS, NAalMEeHT CTpafacT JelpeccHel, XapaKTepH3yeMoH
HOHIKEHHBIM YpoBHeM DDA, BEICTYNAIOMUM B KaY€CTBE HHAMKATOPA; U

(3) mporuo3¥poBaHKe BapHAHTOB JIEKAPCTBEHHBIX NIPENApaTOB Ul JE€UEHHS JEIPECCHH
Ha OCHOBAaHMH HalM4YMsi HJIM OTCYTCTBHS IOHMXEHHOro ypoBHs ODA B KpoBH
Iall¥eHTA.

[0018]

B HacToslleM ONHCaHMH CIIOBOCOYETAHHE «IENPECCHs, XapaKTepH3yeMas
NOHH)XEHHBIM ypoBHeM DA, BBICTYHAlONMM B Ka4yeCTBE HHIMKATOPA» O3HAYaeT
ACHPECCHIO, BKIIOYAIONIYIO0 B Ka4eCTBE MHAMKAaropa (hakT Toro, 4yro yposeHs ®JA B
KPOBH NanueHTa ObUT (axTHUecKH M3MepeH, W ObUIO OOHApYXEHO, YTO H3MEPEHHOE
3HAYCHHC HHIKE, YEM STaJOHHOE 3HadeHHue. J[axe ecnm MmalueHT UMEET MOTEHIHAILHO
HU3KHI ypoBeHb @A B KPOBH, IENPECCHsl, KOTOPOH CTpajaeT NaluenT, yposers GOA
KOTOPOro He ObLT (aKTHUECKH M3MEpEH, He IONanaeT [OJ( ONpelesieH e AETPECCHH,
XapaKTepU3yeMoOil IOHIKEHHBIM ypoBHeM DA, BBHICTYmMalOmMUM B  KadecTBE
HUHIUKATOpa.

[0019]

B mare (2) sTanoHHOE 3Ha4YeHHE NPEAIIOYTHUTENILHO YCTAHOBJIEHO Ha YpoBHE 1,5
MKM.

[0020]

B mare (3) mnpeamonaraercs, uYro HHrHOMTOp oOOpaTHOro 3axBaTa
CEPOTOHHHA/HOPAJPEHAINHA, BHICTYNAIOIMH B KaY€CTBE JIEKAPCTBEHHOTO NperapaTa
JUI JICYCHMs JICIIPECCHH, IPENNIOYTUTENBHO BHIOpaH, Hampumep, IS IalHeHTa,
CTPaAJAIOIIETO JeNpeccuell, y KOTOporo Habmomaincs NOHWXKEHHBIH ypoBeHsr DDA B

KPOBH.



[0021]

Taxxe HacTosmee H300peTeHHE IpPElyCMAaTPUBAET CNOCO6 MPOTHO3MPOBAHHS
a(¢exra JeKapCTBEHHBIX MpeNapaToB Ui JIEYeHHS JENPECCHH, BKIIFOYAIONIMI
CJIEAYIOLINE IIary:

(1) u3mepenue yposrs ®DA B KpOBH, B3STOH Y ALMEHTa, CTPAAAIONIETO ICTIPECCHE;
(2) ompenenenue Toro, sBIfeTcA JH ypoBeHb ®DA B KPOBH NaIHEHTa HHXE, YeM
3TAJIOHHOE 3HAYCHHE, OTIHYAIOLIEEC TEM, YTO €CIIH H3MEPEHHOE 3HAYEHHE IalUeHTa
HI)XKE OTAJIOHHOIO 3HAYCHHs, MallMeHT CTpanaeT JelpeccHel, XapaKTepH3yeMoi
HOHM)XCHHBIM ypoBHeM POA, BHICTYIIAIONMM B Ka4ECTBE HHAUKATOPA; U

3) IIPOrHO3UPOBAHHE TOTO, YTO HHTHOHTOP obpatHOro 3axBara
CEpOTOHHHA/HOPAJPEHAIMHA, BHICTYNAONMMA B Ka4YeCTBE JIEKAPCTBEHHOTO Ipenapara
IS JICYCHHs IENPECCHH, sABjsercs 3(QGEKTHBHBIM JUI1 MNAlMEHTa, CTPAJAIOIIETO
JCTIPECCHEH, Y KOTOPOro HabIIoAaICs HOHMKEHHBIH ypoBeHs O®DA B KpOBH.

[0022]

B mrare (2) sTanoHHOE 3HaUYCHHE NPEAIIOYTHTENLHO YCTAHOBIEHO Ha YpoBHE 1,5
MKM.

[0023]

Taxoxe HacTosAmee H300peTeHHE MpPENyCMaTPUBAET CIOCOO MPOrHO3HPOBAHHMA
NeYEHUS JICKAPCTBEHHBIMHM IIpENapaTaMH Ul JICYCHUS MACIPECCHH, BKIFOYAIOIIMIA
CIIEAYIONINE IIIary:

(1) u3amepenne ypoHs ®DA B KpOBH, B3STON y MalMeHTa, CTPANAIONIETO JIEMPECCHe,
10 IpHeMa JIeueOHO-IPOGHIAKTHIECKOT0 IIperapara;

(2) ompenenenue Toro, ABNAETCS M ypoBeHhb ®DA B KpOBH NAlMEHTa HMXKE, 4eM
STAJIOHHOE 3HAYEHHE, OTIHYAIOIICECS TEM, YTO €CIHM H3MEpEeHHOE 3HAUCHHE HAIMEHTa
HIKE 3HAYCHHH, IOJYYEHHBIX Yy 3JOPOBBIX JIOJCH, IAlHEHT CTPajaeT IEMpPeCcCHel,
XapaKTepU3yeMOM IIOHMXEHHBIM ypoBHeM DA, BriCTymalompM B KayecTse
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(3) usmepenme ypoBHs DDA B KpoBH malMEHTa, CTPaJAIOIIETO Jenpeccuen, y
KOTOPOro HaGIIONaNCs MOHMKEHHBIH ypoBeHb ®DA B KpoBU NPH BHUIOIHEHWH IIara
(2), ¥ KOTOPBIH IPHHUMAJT JIEKAPCTBEHHBI Npenapar JUis IeYeHHs AeNPECCHH; 1

(4) onenxa 5((EKTHBHOCTH JICUEHHS JIEKAPCTBEHHBIM IIPENapaToM JUIi JIEYeHHs
ACTIPECCHH UL NIAIIMEHTA HAa OCHOBAHHH U3MEPEHHOT0 3HaueHHs YpoBHSI ODA B KpoBH
TNAIMEHTa, TPHHAMABIIEr0 HHIHOMTOp 06PaTHOro 3axBaTa CEpOTOHUHA/HOPAIPEHAHHA

B Ka49CCTBE JICKAPCTBCHHOI'O NIperiaparta A JICYCHUA ACTIPECCHM.

[0024]

B miare (2) sTaloHHOE 3HaYEHHE MPEAIIOYTATENLHO YCTAHOBIEHO Ha 1,5 MKM.
[0025]

B mare (3) 7exapcCTBEHHBIM NpEeNapaTtoM JUis JIEYEHHS JENPECCHH
IIPEANIOYTHTENBHO ABJICTCS HHTUOUTOD obparHOTO 3axBara

CEpOTOHMHA/HOpaJpeHAIHHA.
[0026]

B mare (4) npuopureTHO# sABNISETCA ONEHKA 3PHEKTHBHOCTH JIEKAPCTBEHHOTO
Ipenapara A JCYCHHS NENPECCHH Ha OCHOBAaHHM TOro, YTO ypoBeHb ®DA B KpoBH
HAMeHTa [0CIe MpueMa J1e4eOHO-IPOGHMIaKTHYECKOrO Ipenapara craja OoJblle, 4eM
JIO €ro0 IpHeMa.

[0027]

B mare (4) mpHOpUTETHON SABISETCS OLEHKA MPOTHO3a IOSBICHHS YaCTHUHOM
pEMHCCHM  JCTIPECCHM MM PEMHCCHH JENPECCHH Y MalMeHTa Ha OCHOBAHHHU
NOBBILICHHS ypoBHS ®JA B KpoBH [alyeHTa II0CIE€ IpHeMa JedebHO-
IPOGHIAKTHYECKOTO MPENapara II0 CPaBHEHHUIO C YPOBHEM J0 IIpHEMa TIpenapara.
[0028]

Takxe Hacrosilee H300peTeHHE NMpEXyCMaTpUBAaeT JIEKAPCTBEHHBIH IIpermapar
JULS JIEYEHHUS ACTIPECCHH, OTIHYAIONIMIACS TEM, UTO:

IIaUCHT, KOTOPOMY Ha3HAYCH Ipernapar, SBIACTCH YYaCTHUKOM WCCIEIOBaHHUS, y
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KOTOpOro ObLIO 0OHApyXeHO, YTO H3MEPEHHOE 3HadeHHe ypoBHT DDA B KpOBH HIXE

3TAJIOHHOIO 3HAYEHHS;, H
JIEKApCTBEHHBIA Npenapar Uil JI€YEHHs NETIPECCHH BKIIIOYAeT MHIMOHTOp 06paTHOro
3axBaTa cepOTOHnHa/Hopaz[péHanHHa. XOTA H3BECTHO, YTO MHIHOUTOP 0O6GpAaTHOro
3axBaTa cepoToHUHA/HopanpenamuHa (MO3CH) sBIIseTCs TeKapCTBEHHBIM IIPENapaToM
AV JIEYCHUS JENPECCHM, HacTosllee H300pEeTEHHE OTIMYAeTcs TEM, YTO yJaCTHHK
HCCIICIOBAHUS, IIPHHAMAIOIMA MHIHOUTOP, OTPAHHYMBACTCS YYaCTHHKOM, Y KOTOPOTO
H3MEpEHHOe 3HaucHHE ypoBHA DOA B KpOBH MEHBINE 3TAIOHHOIO 3HAYEHHS, YTO
IOATBEPKAECHO (GaKTHUECKH.

[0029]

OTalOHHOE 3HAUYEHHE NIPE/IIOYTHTENLHO YCTAHOBJIEHO Ha ypoBHE 1,5 MKM.

IddexTrI H306peTeHNs
[0030]

B cooTBETCTBHH €O CIIOCOGOM IPOTHO3HPOBAHHS BAPHAHTOB JIEKAPCTBEHHBIX
NpenapaTtoB sl JICYEHHUS NENPECCHH, BapHaHTHI JICKAPCTBEHHBIX IIPENapaToB jis
NEYEHHA ACHPECCHH MOXHO OOBEKTHBHO M IPOCTO CIPOTHO3HMPOBAaTh HA OCHOBAaHHH
(axTa CHWKEHHs MM OTCYTCTBHA (axTa CHrkeHus ypoBHS DA B kposn. Hanpumep,
NPEANOYTHTENBHEIM ~ ABJIS€TCS  BBIOOp  MHrmOWTOpa  OGparHoro  3axBaTra
CepPOTOHMHA/HOPAIPEHANIHA, BEICTYNAIONMIEr0 B Ka4eCTBE JIEKAPCTBEHHOTO MpenapaTa
JUIi JIeYeHUs JCTPECCHH, JUIs MalMeHTa, y KOTOPOro HaGMIoJaJICs IOHM)KEHHBIH
ypoBenb ®ODA B kpoBH. IIporHoswpoBaHHE MOXET SBJIATHCS OCHOBAHHEM JUIS
HNOCTAaHOBKH [MarHo3a BpavoM, HA3HAYalOIMM JIEKApCTBEHHBIE IIpemapaTsl Ha
IpaKTHKE.

[0031]
B cooTBeTCTBHH €O C€mOCOGOM NpPOrHO3MpOBaHHA 3(deKTa JIeKapCTBEHHOTO

nperapara pin) b4 JICYCHHUA ACIIPECCHHA HaCTOAIICTO I/I306pCTeHI/I${, MOXHO
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cnporaosuposarb, 4ro BeiGop MO3CH B kadecTBe JIeKapCTBEHHOTrO NpemapaTa s
JICYCHU JIENPECCHH  sBISeTCS S(QQEKTHBHBIM JUIS [AUMEHTa, CTPAJaIoOMIEro
JEIpeccHei, y KOTOporo Héﬁﬁ_mnancx IIOHIDKEHHBI ypoBeHP DDA B KpOBH.
IIporHosuposanue nenecoo6pasHo IS MOCTAHOBKM [IHArHO3a BPayoM, Ha3HAYAIOLIMM
JIEKapCTBEHHBIE NIpeNapaThl Ha IPaKTHKE.

[0032]

B cooTBeTcTBHM CO CImOCOGOM IIPOrHO3MPOBAHUS JICUEHHS JIEKAPCTBEHHBIM
IpenapaToM Ajis JIeYEeHHMsl JETPECCHH HACTOAIIEro H300peTeHHs, IPOLECC PEMHCCHH
NOCNIE TNpHeMa JICKapCTBEHHOTO Ipelapara JUIs JICYCHHS MACHIPECCHH MOXHO
HPOKOHTPOJIMPOBAaTh Ha OCHOBaHHMH YpoBHA ®DA B KpOBH MAaIlMEHTa, CTPAJAIOMIErO
JENpecCHei, y KOTOporo Habmonancs NOHWKEHHbIH ypoBeHb DDA B KpOBH.
Hanpumep, mpouecc pemmccun nocine mpuema MO3CH y mamwenTa, y KoToporo
Habmonancs NOHHXKEHHBIH ypoBeHb ®DA B KPOBH, MOXHO OOBEKTHBHO OLEHHTH II0
daxty yBemraenus ypoBas ®DA B kpoBu. JlaHHEI IPOrHO3 06ECIEYUBAET HOTYIEHHE
none3Hoil MH(popManuy, UMeroniedl BBICOKYIO LEHHOCTH Ui ITOCTAHOBKH JHMAarHo3a

BpauoM.

OnucaHAe BADHAHTOB OCYIIECTBJIEHHS H300peTenus
[0033]

Hanee npusBomurcs Gomee mNoApoOHOE ONHMCAaHME OJHOTO  BapHaHTa
OCYNIECTBJIEHHs HACTOsIEero u3obpereHus. Cnoco® NpOrHO3HPOBAHHA BapHAHTOB
JIEKapCTBCHHBIX IPENAparoB JULS JICYEHHS ACIIPECCHH BKIIIOYAET CJICAYFOIIHE IIIary:

(1) m3mepenue ypoBHI DDA B KpOBH, B3ATOH Yy :nauneHTa C IOJO3pPEHHEM Ha
JETPECCHIO;

(2) onpenenenue TOrO, ABNAETCA JIH YPOBEHBb (ochorTaHOIAMHUHA B KPOBH IIallMEHTa
HIDKE, YEM JTAIOHHOE 3HAYCHHE, OTIIMYAIOIIEECs TEM, UTO €CIIH H3MEPEHHOE 3HAYECHHE

nanmucHTa HHXC 9TAJIOHHOI'O 3HA4YCHHA, MMalUCHT cTpaagacTt ﬂCHpCCCHCﬁ,
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XapaKTepU3yeMOH IIOHIKCHHBIM YPOBHeM (ochoITaHOIaAMKHA, BHICTYHAONIAM B
Ka4yeCTBE HHIUKATOpa;

(3) mporHo3MpoBaHe BAPHAHTOB JICKAPCTBEHHBIX MIPENAPATOB VIS JICYEHHS JleTpeccuu
Ha OCHOBaHHH HAIMYHA HIIH OTCYTCTBHSA IIOHH)XKEHHOrO ypoBHS ®DA B KpoBu
HaHeHTa.

[0034]

B cmocoGe Hacrosmiero u3o0pereHHs ypoBeHb ®DA B KpOBH INAlMEHTa C
MONIO3PEHHEM Ha JICTIPECCHIO H3MEPSETCs Ha NPaKTHKE, H HENPeccHs, HpH KOTOPOi
6bU10 06HapyxeHo 6oslee HU3KOE H3MEPEHHOE 3HAYEHHE MO CPaBHEHHIO CO 3HAYECHHEM
ypoBHs DA B KpOBH 3[0POBBIX JIFOJICH, TOABEPraeTCs H3YYECHHIO B COOTBETCTBHH C
RaHHBIM crocoboM. JlempeccHs, XapakTepusyeMmas IIOHH)KEHHBIM YpoBHeM ODA,
BBICTYIIAIOIMM B Ka4€CTBE HHIUKATOPA, SBJIAETCS OCTpoi ¢a3oii zenpeccum.

[0035]

Hcnonb3ys noHmKeHHbIH ypoBeHb ®DA B KPOBH B KaueCTBE MHIAMKATOpA JUIA
OIpeNeeHUs HalM4YKsl OEIPECCHH, TPEBOXKHOE PAacCTPOMCTBO, CXOXEE C AENpeccHel,
MOXHO OOBEKTHUBHO M C JIETKOCTBIO OTIHYHTD OT Jenpeccu. TpeBoXkHOE pacCcTpOHCTBO
BKIIOYaeT obIuee TPEBOXKHOE PacCTPOMCTBO, COLMATBHOE TPEBOXHOE PAacCTPONCTBO,
NaHAYECKOe PacCTPOHCTBO, 06CECCHBHO-KOMITYIBCHBHOE PAaCCTPONCTBO, PacCTPOHCTBO
ajanTalliy, HIOXOHIPHIO, [UCCOIMATHBHOE pAacCTpOMCTBO H  coMarodOpMHOE
PacCTpOHCTBO.

[0036]

Kposs, B3dTas npu emonHeHun mara (1), MOXeT IpeacTaBasTh co6oi KpoBb
KaK TaKOBYIO, 4 TAK)XE€ CHIBOPOTKY H ILIa3My, OTAEIEHHYIO OT KPOBH. IIpeanourutensuo
3TO CBIBOPOTKA WM iasMa. Croco0 OTAeNeHHs CHIBOPOTKH MIIM IUIa3Mbl OT KPOBH, B
9YaCTHOCTH, HC OlpaHM4eH M BKIIOYACT, HAPHUMEP, CTAllMOHAPHBIA METOJ, METO.
HEeHTpUYTUPOBAHHUS H T.1I.

[0037]
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YpoBens ®DA B KpOBH MOXHO HM3MEDHTh H3BECTHBEIM YHUBEPCAIBHBIM
METO/IOM, KOTOPBHIM BKIIOYACT, HAlPUMEP, METOX HOHHOM XpoMmaTorpadH c
¢ryopecnentHeM  nerexktupoBanmem (UX-®JIM]), Mmerox BBICOKO3( (P EKTHBHOMK
XHJIKOCTHOH xpomarorpagum u Macc-cekrpomerpun (XKX-MC), MeTox razosoii
xpomatorpapun  u  Macc-cnektpomerpun  (IX-MC), Meronm  KammUIApHOrO
anekrpodopesa u Macc-cekrpomerpun (K3-MC), aHaimms Meromom SIMP (amepHO-
MarHUTHOTO PE30HAHCa), KHCJIOTHO-IIEJIOYHOE THUTPUPOBAHHE, aMHHOKHCIIOTHBIH
aHaNW3, OSH3UMHBIA METOA, METOI HCIONB30BAHHA alNTaMepa HYKJIEHMHOBOH
KHCJIOTBI/TIENTHUHOTO ~ anTamMepa HIH aHTHTENa, KOJOPHMETPHYECKHH  MeTox,
BBICOKO3((QeKTHBHAS JKHIKOCTHAA XpoMarorpadus, rasoBas xpomarorpadms, Macc-
CHEKTPOMETPHS U T.JI.

[0038]

[Tockonbky @A B KpoBH OYeHb HEGOJIBLIOE KOJHYECTBO, IIPEATIOYTHTEIHHEIM
apisercs meron MX-®JIN, meron K3-MC, meron XX-MC, merox I'X-MC,
BBICOKOO((EKTHBHAS JKUAKOCTHAsA XpoMmarorpadus, 5SH3HMHBIA METOJl M METOJ
OIPEIEICHUS aHTUTEI, KOTOPBIE MOTYT 0OECIIEYHTE BEICOKYIO TOYHOCTD H3MEPEHHIA.
[0039]

Yposens ®DA B KpOBH MOXET SIBIATHCA JIMGO aGCONIOTHOM KOHIEHTpanyei,
760 COMOCTABUMBIM 3Ha4YeHHeM alCONIOTHOM KOHIEHTPAIMM KaXKIOro YelOBeKa M0
CPaBHEHHIO C alCONIOTHOH KOHIEHTpalued. IIpHMepsI Takux 3HAYEHHH MOryT
BKJIIOYAaTh OTHOCHTENBHYIO KOHIIEHTPAIHIO, BEC HA €AHHUIY 00beMa, IEpBOHAYAIBHEIE
JaHHBIE, HM3MEPEHHbIC [UIs IONyYeHHsl abCOMOTHON KOHIEHTpauWH (HampuMep,
3Ha4YCHHE, NOJIyYCHHOE ITyTEM HOPMAIM3alUH IUIOMIAM NHKa Ha rpaduke, MOJIyYeHHON
myreM u3MepeHds ¢ noMomero Meroga KO-MC) u t.4. [IpeanoururensHoii sBngercs
abcomoTHas KOHIICHTPAITHS.

[0040]

B mare (2) yposernr ®DA B KpoBH NalHEHTa ¢ MOJO3PEHHUEM Ha IENMPECCHIO
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CpPaBHHBACTCs C STAJIOHHBIM 3Ha4YeHHEM. C 9TOH NENbIO NPEABAPUTENBHO H3MEPAETCA
yposeHs ®JA B KPOBH 3/J0DPOBOTO Y€JIOBEKA B TEX JKE CAMBIX YCJIOBHSX, KOTOPbIE GHUTH
CO3/1aHbI NP IPUMEHEHHH PAacCMaTPHBAEMOro MeToja OOHApYXXEeHUS, JUIS MOMydEHHS
STaJIOHHOIO 3HAYCHHS.
[0041]

OTAIOHHOE 3HAYEHHE, B JACTHOCTH, HE OTPAHUYMBAETCS M BKIIOYAET JUANa30H
OT 3Ha4YCHHM, NOTYYCHHOTO [IyTeM BBIMUTAHHUS CTAHAAPTHOTO OTKIOHEHHS U3 CPEJHETO
3HAYCHHA MHOXECTBZ HM3MEPEHHBIX 3HAYCHHH, JO 3HAYCHHS, IOJIYYEHHOTO IyTeM
NpubaBjieHHs CTaHIAPTHOIO OTKIOHEHHS K CpeJHEMY 3HAYEHHIO, MHANa30H OT
HIDKHETO 10O BEpXHEro IIpeleia CpeaHero 3HadeHWs W T.4. Haubonee
NPEIIIOYTHTENIPHOS 3HAYCHHE HJIM JMana3’oH BHIOMpaeTcs IpH JIWarHOCTHKE
3abo0JeBaHUA.
[0042]

Yposau ®OA B KpOBM NALEHTOB, CTPANAIOIIMX JEIPECCHEll, U TallHEHTOB, He
CTpaJAoIIMX Aelpeccuel, ykasaHsl B Tabnuie 1.

[Ta6muua 1]

Yposens ®OA B kpoBH
Cpennee 3HadyeHne
3aboneBanue KOJI-BO
+CTaHIapTHOE OTKJIOHCHHE
(MxM)

3I0pOBEIii YeJIOBEK 72 2,03 +£ 0,46
OrcytctBue | Pemuccus nenpeccun 53 1,98 + 0,47
JleTpeccHH TpeBoxHOE paccTpoiicTBO

(BKITIOYASt TAHHYECKOE 349 2,04+ 0,52

PacCTpONCTBO H pacCTPOHCTBO
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azianTanym)

YacTnunas peMHCCHS JeTpeccHy 97 1,74 + 0,40
Henpeccns

Henpeccus (octpas dasa) 354 1,29+ 0,17
[0043]

Ha ocHoBanwMu pe3ynbTaToB, NPUBEAEHHBIX B Tabnuue 1, STallOHHOE 3HAYeHHE
ML OOHAapyXeHHs JETpPecCHH, XapaKTepH3yeMod NOHHXEHHBIM ypoBHeM ®DA,
BBICTYNAIOIMM B Ka4eCTBE HHIMKATOPA, HACTOAINETO H300pETeHHs, KaK IIPaBHUIO,
cocrasiser He Gonee 2,41 MkM, npeanourutenso He Gonee 1,99 MkM, B yacTHOCTH,
NPEANIOYTUTENBHO He 6onee 1,5 MKM H emme Gosee mpeAnouTUTENBHO 1,5 MKM.

[0044]

B mare (3) Ha ocHOBaHNM (paKkTa CHHXKEHHS WIH OTCYTCTBHA (GaKTa CHIDKEHHS
ypoBHsi ®DA B KpOBHM NPOrHO3UPYIOTCS BapHAHTHI JIEKAPCTBEHHBIX MpPENapaToB UL
JIEYEHUS IENPECCHH.

[0045]

Ecmu ypoBenr ®DA B KpOBH NalMEHTa HHMKE, YeM STAJOHHOE 3HAYEHHE,
MalMCHT CTPajaeT MENpeCcCHed, XapaKTepH3yeMOH IIOHIKEHHBIM YpoBHeM ODA,
BBICTYNAIOIMM B Ka4eCTBe HHAUKATOpa. M306peraTenu BeisicHuH, uyto npuem HO3CH
Obu1 Gonee sddexTuBHeM, ueM mpuem CHO3C, BeicTymaomuii B KadecTBe
JIEKapCTBEHHOTO IIpenapara JUId JIYEHHs AENPECCHH UIA Takoro mamuenra. [loatomy
npor#o3 MO3CH B kavecTBe JeKapCTBEHHOro Ipelapara Ui JEYeHHA JeNpPEcCHH
ABJISIETCA NPEANOYTUTEIBHBIM JUIA IAlHEeHTa, CTPAJAIONIEro ACIPECCHEN, Y KOTOPOro
Halbmo/aJIC IOHMXEHHBIH ypoBeHs PDA B KPOBH IIPH BHIIONHEHHH mmara (3).

[0046]

HO3CH, yrBepkneHHbI# B SINMOHMM, COZEPKHT JyJOKCETHH (TOProBOE

HauMeHoBanue: Cumbanra (Cymbalta) (3apeructpupoBaHHas TOpropas Mapka)) H
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MHJIHAIMIIPaH (Toprosoe HaNMEHOBaHHE: Tanmunomun (Toledomin)
(3aperucTpupoBaHHas TOPropas Mapka)). Y MalMeHTa, CTPaJaiOIIero Jenpeccuei, y
KOTOpOro HabJIOAAICs MOHIKEHHEH ypoeHs ®DA B kpoBH, mocie mpaema MO3CH
ypoBeHb OOA B KPOBH IOBBICHIICH.

[0047]

Ecmu yposene ®DA B KpOBH HaleHTa HE MeEHEE STANOHHOTO 3HAYECHHS,
3aboJieBaHNe MallMeHTa He TIONANAcT IO/ ONpE/EICHIE AEIPECCHit, XapaKTEPH3yeMBIX
IOHIKCHHBIM YpOBHeM ®3JA, BEICTYNAIOMMM B Ka4eCTBE HMHAMKATOpA, NaXe €CIH
CHMIITOMBI CXOXH C CHMIITOMaMH JEIpPecCHH. Bo3HHKAaeT MOJO3peHHe B TOM, YTO
3aboseBaHHe MOXET SBJIATHCA TPEBOXKHBIM PaccTpoicTBOM. Bosee Toro, BhICTymas B
KaueCTBe JICKAapCTBEHHOTO IIpemapara JUisd JIEYEHHs IIallHeHTOB C TPEBOXHBIM
paccrpoiictBoM, CHO3C >¢dextnBHO ycTpanseT uyBcTBO TpeBorH M crpaxa. CU03C,
YTBEPXKICHHBIA B SInoHMH, colepxuT (IIyBOKCaMHH (TOpProBOe HaHMEHOBAHHE:
Heromen (Deplomel) (3aperucrpupoBannas Toprosas Mapka), Jlysokc (Luvox)
(3aperucTpupoBaHHass TOProBas Mapka)), IApOKCETHH (TOProBoe HAHMEHOBaHUE:
llakcun (Paxil) (3aperucTpupoBaHHas ToproBas Mapka)), CEpTpaidH (TOProBOE
HauMeHoBaHue: 3omo¢t (Zoloft) (3apermcTpupoBaHHas Toprosas Mapka)) H
scuuTanonpam (ToproBoe HamMeHopaHue: Jlekcampo (Lexapro) (3apermcTpupoBaHHas
TOproBas Mapka)).

[0048]

Taxxe Hacrosmee M300peTeHHe NpeRyCMaTpPHBAaeT COCOG MPOTHO3MPOBAHHS
JIe4eHUs JICKAPCTBCHHBIMH IIpenapaTaMH JUIi JICYCHHS JENPECCHH, BKIIOYAIOIIH
CIICAYIOLIHE IIIarh:

(1) usmepenue ypoas ®DA B KpOBH, B3ATOH y NAlMEHTa, CTPAAIOIIETO JEIPECCHEH,
JI0 IIpreMa JiedeOHO-TIPOdHIIaKTHYECKOTO TIpenapara;
(2) ompenenenme Toro, ABIAETCA M ypoBeHb DDA B KpOBM NANMEHTa HIXKE, YeM

STAIOHHOC 3HAYCHHUC, OTIIHYAIOMEECA TEM, YTO €CIIH H3MEPEHHOE 3HAYCHUE IIaIfHeHTa
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HIDKE OSTAJIOHHOIO 3HAYCHMS, MAalMeHT CTPAjacT IENpeccHeif, XapaKTepH3yeMoit
TIOHHXEHHBIM YpoBHeM DDA, BHICTYNAIOMUM B Ka4eCTBE HHMKATOPA,
(3) wm3mepenme ypoBHs ®DA B KpOBH NalUeHTa, CTPANAIOLIErO Jenpeccue, y
KOTOPOro HabMIIONANICS NOHMXEHHBIH ypoBeHb ®DA B KpOBH IpH BHIIOJHEHHH IIara
(2), ¥ KOTOPBIIf IPHHUMAIT JIEKAPCTBEHHBIH [Ipenapar sl IeYeHHs AeIPECCHH; K
(4) oueHka IPOTHO3a JICYCHMs MALlMEHTA JIEKAPCTBEHHBIM IIPEIApaToM IS JICUEHHS
ACTIPECCHH Ha OCHOBAaHWM H3MEPEHHOrO 3Ha4YeHHs ypoBHS PDA B KpOBH NalHEHTa,
IPHMHUMABINEr0 HMHTHOMTOp oOpaTHOro 3axBaTa CepOTOHMHA/HOpAJpPEHAIMHA B
Ka4eCTBE JICKAPCTBEHHOTO IperiapaTa A JICYESHHUS JEMPECCHH.
[0049]

JUia manyenTa, CTpaJaroero Aempeccuei, y KOTOpOro IpH BHIIOIHEHHH IHara
(2) HaGmonancs NMOHKWXXEHHBIH ypoBeHb ®DA B KPOBH, BBICTYNAIOMMH B KadecTBE
HHIMKATOpA, JIEKAPCTBEHHBIH IIpenapaT M JIeYeHHsl JEIPECCHH MOXKET Ha3HAYAaThCA B
COOTBETCTBUM C JHMar€Ho30oM, IIOCTAaBICHHBIM BpadyoM. B KadyecTBe JI€KapCTBEHHOro
npenapata Juia neyenus aenpeccun MO3CH sBnsercs Gonee npeanodTUTENbHBIM, YEM
CHO3C.
[0050]

B mare (3) m3mepserca ypoBenb ®DA B KpOBH, B3ATOH y HaIlMEHTa IOCTIE
IpreMa JIEKapCTBEHHOTO IIpenapaTa IS JICYCHUS JENPECCHH.
[0051]

HM3o6perarenu BBISCHAIM, YTO X0/ IPOLECCA IPOrHO3UPOBAHNSA MOXHO OLCHHUTD
B COOTBETCTBHH C U3MEHEHMEM ypoBHsI DDA B KpOBH IOCJIE IIpHEMA JIEKAPCTBEHHOIO
npenapara Ui JiedeHus jaenpeccud. Kparkas weHpopManus o B3aUMOCBS3H MEXIy
XOZIOM IpoIecca NPOrHO3MPOBAHUS IIPOTEKAHH JEIPECCHH B ypoBHeM DPDA B KpoBH
IIpuBeicHa B Tabnune 2.
[0052]
[Ta6bmuna 2]
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VYpoeens ®DA B
KpOBH
(MxM)
Ocrtpas daza genpeccun 1,29+0,17
YacTuunas peMUCCHS JeTIPECCHH 1,74 £ 0,40
Pemuccus nenpeccun 1,98 + 0,47

[0053]

B mare (4) mporHo3 seyeHHMs JIEKapCTBEHHBLIM IIPENApaToM JUld JICYCHHS
JENPECCUH IS MalMeHTa OLEHUBAETCS HA OCHOBAHMM U3MEPEHHOr'0 3HAYEHHUS YPOBHS
®DA B KpPOBH INalMEHTa, NPHUHHMABIIETO JICKAPCTBEHHEBIM Mpernapar Uid JICYEHHs
Aenpeccud, ¥ Tabaumbl 2. B 3aBHCHMOCTH OT MHIMBHAYQIbHBIX Pa3IHyYMi MEXIY
Nal¥eHTaMH, eciid ypoBeHb POA npespnuaer 1,8 MkM, manueHT MOYTH BHI3NOPOBEIL.
Hannas Qasa COOTBETCTBYyeT YAaCTHYHOM PEMHCCHM  JIENPECCHH.  llamuenT
IpHO/IKAETCA K OKOHYAHHIO JICYCHHS B COOTBETCTBUH C KYPCOM JICUEHHS JICTIPECCHH.
Bo Bpems ¢a3bl okoHYaHuA JledeHus 3HaueHne DA ysenmumnocs ot 1,5 10 2,5 MxkM u
cTabuiIu3HpoBanock. Eciii 3HaYeHHe IMOCTOSHHO HaXOOUTCA B Ipepenax ot 1,5 1o 2,5
MKM naxe mocne yBelnWYeHWs MO3BI, JTOCTHTAeTCS DPEMHCCHS JENPECCHH. Takum
o6pasomM, yposeHb PDA B KPOBH MOXET HCIIONB30BATHCS HE TOJNBKO IS AHATHOCTUKH
JENPECCHH, HO U B KAYECTBE IIPOrHO3HOIO KPUTEPUS JICUCHHS AEIIPECCHH.

[0054]

Taxxe Hactosmee u306peTeHHe NpeXycMaTpHBaeT JEKApCTBEHHBIN IMperapar
IUId JIEYEHHUs] ACTIPECCUH, OTIMYAIOIINUCS TEM, YTO:

MallMeHT, KOTOPOMY Ha3HA4Ye€H Mpenapar, SBJIAETCS YYaCTHHKOM HCCIECIOBAHHS, Y
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KOTOpOro ObUIO 0OHApYXEHO, YTO H3MEPEHHOE 3HadeHHe ypoBHA DDA B KPOBH HHXeE
3TaJIOHHOTO 3HAYCHHS; H

JICKApCTBEHHEIA MPEHapar Ul JIEYCHHs NENPECCHH BKIOYAET MHIHOMTOpP O6PaTHOro
3aXBaTa CEPOTOHHHA/HOpaJApeHANHHA. JIEeKapCTBEHHBIH NpemapaT IS  JIEYeHHS
ACTIPECCHM HACTOSINEr0 H300pETeHHs HA3HAYACTCA YYaCTHHKY WCC/EOBAHHA, Y
KOTOpOro M3MEpEHHOE 3Ha4YeHHE YPOBHs (ocdo3TaHONaAMHHA B KPOBH HHIKE, YEM Y
3[I0POBBIX JIOJACH. DTO O3HAYACT, YTO NAIMEHT, INOTCHIHATLHO HMEIOMUH HU3KM
ypoBeHb ®DA B KPOBH, HO y KOTOPOTo (hakTH4YecKH HE u3MepseTcsa yposeHbh DDA, He
BBICTYNIa€T B Ka4yeCTBE NAlCHTa, KOTOPOMY Ha3HAa4aeTcs JIEKapCTBEHHBIM mpemapar
IUIA JIEYEHH S IEIPECCHH HaCTOSIMIETO H300peTeH .

[0055]

OTaJIOHHOE 3HaYeHHE NPESATIOYTHTENBHO YCTAHOBIIEHO Ha ypoBHE 1,5 MKM.
[0056]

Taxxe HacTosmee u300peTeHHE IpefyCMaTpUBaeT  CIOCO6  JieueHHs
JIEKapCTBEHHBIMH IIpeTIapaTaMH Ul JICYEHUs JENPECCHH, BKIIFOYAIOIIUM ClIeayIOIIHe
ImIary:

H3MepeHHe YpoBHA ¢ocdosTaHONaMHHA B KPOBH, B3STOM Y IALMEHTA, CTPANAIOMIEro
Jernpeccueii;

ONpeIeeHHE TOTO, ABJIAETCS JIM YPOBEHD (ocoITaHOIAMUHA B KPOBH IIA[MEHTa HIXKE,
9€M JSTAIOHHOE 3HAYCHHE, OTIMYAIOIIEECS TEM, YTO €CIIM HM3MEPEHHOEe 3HAYCHHE
NallMEHTa HUXE  JTAJIOHHOTO  3HAYEHHS, [AIHMEHT CTpajaerT Jenpeccuei,
XapaKTepU3yeMOil MOHH)KEHHBIM YPOBHEM (pocdosTaHOIaMHHA, BHICTYNAIOIHM B
Ka4ecTBE HHINKATOPa;

OIIpEeIeICHHE TOTO, YTO MHTHOMTOp O6GpaTHOro 3axBaTa CEpPOTOHHHA/HOPAApEeHATHHA,
BBICTYNIAIOIIAN B Ka4ecTBE JIEKAPCTBEHHOro IpenapaTa Ul JIEYEHHs JETIPECCHH,
ABIACTCH 3Q(EKTHBHEIM U1 NAlMEHTa, CTPAjAlOLIero enpeccHedf, y KOTOPOro

Ha0JIONATICA IOHIKEHHEIH ypoBeHb $ochoITaHOIaMHHA B KPOBH.
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Ha3HAYCHHE HHIHOUTOpPa 06paTHOro 3aXBaTa CEPOTOHHHA/HOPAAPEHAINHA VIS JICYEHHS
TIAIMEHTA, CTPAIaloIIero nenpeccpfeﬁ.
[0057]

Takxe Hacrosmee u300peTeHHE IPEAYCMATpPHBAeT  YCTPOHCTBO s
IIPOrHO3MPOBAHKA BApUAHTOB JIEKAPCTBEHHBIX IpPENApaToB IJIS JICYEHHS JEIPECCHH,
BKJIIOYAIOIIEE:
npubop JUIs U3MEpEHHs ypoBHA (ochOoITaHOIAMUHA B KPOBH, B3ATOH y NalMeHTa C
IIOZIO3PEHHEM Ha JETIPECCHIO;

Ipubop I ONpENENeHHs TOro, SBISETCS JM YPOBEHb Y IIAHEHTAa HUXKE, YeM
STAJIOHHOE 3HAYCHHE, OTIHYAIOUIErOoCs TEM, YTO €CIH YPOBEHb Y IIAI[MEHTa HHXE
STAIOHHOTO  3HAYEHHs, NANKEHT CTpajaeT  JelpeccHeidl, XapaKTepu3yeMon
NIOHHXCHHEIM YPOBHEM (0C(0OITaHOIAMHHA, BBICTYNAIOIMM B Ka4eCTBE MHIMKATOPA;
7§

mpuGOp Ui BEIBOJA pe3YBTaTa IPOTHO3MPOBAHMS BAPHAHTOB JICKAPCTBEHHBIX
NpEeNapaToB JUId JICYCHHS JENPECCHH Ha OCHOBAaHMH HAMYMS MM OTCYTCTBHA
HOHMKEHHOTO YpoBHA (ochosTaHOIaMUHA B KPOBH NAllHEHTA.

[0058]

Taxxe Hacrosmee H300peTeHHE NpPEAYCMATPHBAET WCIIONB30BAHHE MPHOOpa
Ans  u3MepeHus (ochosTaHONAMMHA C ILENBI0 IIPOM3BOACTBA YCTPOMCTBA JUIA
NPOrHO3MPOBAHHS BApPHAHTOB JICKAPCTBEHHBIX NPENApaToB JUIA JICYEHHs NEIPECCHH,
IIPY KOTOPOM YCTPOMCTBO BKJIIOYAET:
npubop U U3MepeHus ypoBHs (ocdosTaHONAMHHA B KPOBH, B35TOH Y MAaIlMEHTa C
IIOJJO3PEHUEM Ha JIENIPECCHIO;
npuOOp Ui ONpENeNeHHs TOTo, SBISETCS JIA YpOBEHb Y MALHEHTAa HHXKE, 4eM
STAIOHHOE 3HAYCHHE, OTIHYAIOUIEroCs TEM, YTO €CJIM YPOBEHb y MAlAEHTAa HHUXKE
STAIOHHOTO  3HAYEHHs, MAlMEHT CTpPajacT  JelpeccHed,  XapaKTepH3yeMoi

IIOHMKCHHBIM YPOBHEM (l)OC(i)O:)TaHOJIaMI/IHa, BBICTYIIAIOIINM B Ka4CCTBC HMHAMKATOPA,
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7§
mpubOp UL BBIBOAA pe3yNbTaTa NPOTHOSHPOBAHHS BAPHAHTOB JIEKAPCTBEHHBIX
IpeNapaToB JUld JICYCHHS JENPECCHH Ha OCHOBAHMM HAIMYMA MM OTCYTCTBHA
IIOHMXXEHHOT0 YPOBHS (ocdo3TaHOIAMHHA B KPOBH NAIHEHTA.

[0059]

Tarke  HacTosmee  M300peTeHHEe  NpPEAYCMaTpHBAET  HCIONb30BAHHE
docosTaHonamuHa ¢ HETBIO NPOM3BOACTBA YCTPOKMCTBA JUIS HPOTHO3HPOBAHHA
BAPMAHTOB JICKAPCTBCHHBIX IPENapaToB JUIs JICYEHHS MOENPECCHH, IPH KOTOPOM
YCTPOMCTBO BKIJIIOYAET:
npubop Ay U3MEpeHHs YpOBHS (oCOITaHONAMHHA B KPOBHM, B3ATOH y IalHEHTa C
IOAO3PEHHEM Ha JEMPECCHIO;
npuGop Ui ONpENENeHAs TOTO, SBISETCS JM YPOBEHb Y IallMEeHTa HIDKE, deM
9TAJIOHHOE 3HAYEHHE, OTJIMYAIOIIETOCS TeM, YTO €CIIH YPOBEHb Yy IAlMEHTa HUXKE
STAJIOHHOIO  3HAYEHHHA, MAUMEHT CTpajaeT  JeNpeccHed, XapaKTepu3yeMoi
IOHIXEHHBIM YPOBHEM (ochoITaHONAMHHA, BHICTYNAIOIMM B KA4eCTBE MHIUKATOPA;
"
npubop JUIs BEIBOJA pe3yNbTaTa INPOTHO3UPOBAHHS BAPHAHTOB JIEKAPCTBEHHBIX
IpenapaToB JUIS JIEYEHHS [ENPECCHM HA OCHOBaHWM HAIHYHS HIM OTCYTCTBHS
HOHMXXEHHOT'0 YPOBHA (oc(03TaHOIAMHUHA B KPOBH MALIMEHTA.

[0060]

Taxoke HacTosmee H306PETEHNE NPEXYCMATPHBAET KOMIIBIOTEPHYIO IIPOrPaMMy
JUI1 TPOTHO3UPOBAHHA BapHAaHTOB JIEKAPCTBEHHBIX IIPENaparoB Ui  JICUCHUS
JEMIPECCHH, KOTOPas MO3BOJISIET KOMITBIOTEPY BBINOIHHTE:

IIar, IpY KOTOPOM IPOM3BOAMTCS M3MEpeHHE YpOBHSA (ochosTaHONaMHMHA B KpPOBH,
B3ATOH y IAaI[HEHTA C IIOJO3PEHHEM Ha JIENIPECCHIO;
IIar, IpH KOTOPOM OCYIIECTBJISETCA ONpEAENICHHE TOTO, ABJISETCS JId YPOBEHb Y

NanueHTa HUXE, YE€M 3TAJIOHHOC 3HAYCHHE, OTIIMYAIONICECs TEM, UTO €CJIH YPOBEHB Y
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MalMeHTa HIXKE  OTAIOHHOTO  3HA4YEHMsA, [MAMEHT CTpajaeT JeNpeccHel,
XapaKTepH3yeMOH IOHIXCHHEIM 'YPOBHEM (hoc(0ITaHOIaMIHA, BBLICTYHAIONIAM B
KayeCTBE HHIMKATOpa; U
miar, TpH KOTOPOM  BBIBOAMTCS  pE3yNbTaT IIPOTHO3HPOBAHHS  BapHAHTOB
JIEKapCTBCHHBIX IIPENapaTroB Ui JICYCHHS NENPECCHM Ha OCHOBAHMH HAIHYHS HIIH
OTCYTCTBHS IOHIXXEHHOTO ypOBHA hochodTaHONAMHHA B KPOBH MAIMEHTA.
[0061]

Taioke Hacrosmee u3obpeTeHHe IpeycMaTpuBaeT HOCHTENh HH(MOPMAIHH,
CUHTHIBACMBIH KOMIIBIOTEPOM, Ha KOTOPHIH 3allHChIBACTCS KOMIIBIOTEPHAs IIpOrpamMma
JUIst HpOl‘HOBHpOBaHI/IH‘ BapHaHTOB JIEKADCTBEHHBIX IIPEMapaToB JUIS  JICYEHHS

JCIIPECCHH.

IIpumepsr
[0062]
[TIpumep 1] Hsmepenue ypoBusa @A B KpOBH MAllMEHTa, CTPAJAIONIEro AeHpeccHeit,
JI0 | TIOCIIe pHeMa

Uro6bl HCCIENOBATh COOTBETCTBHE MEXIY NENpEeCcCHed, XapaKTepH3yeMoil
MOHMXXEHHBIM YPOBHEM (ocdorTaHOIaMHHA, BEICTYNIAIOIIMM B KAYECTBE HHUKATOPA, X
JIEKapCTBEHHBIM IpENapaTtoM JUId JICYECHHs NENPEcCHH, OBUI IPOBENEH ClIEXYFOIIMIA
aHaymus3. Ilocne Toro, Kak HalMeHTy, KOTOPHIH HNPHUXOMMI B KIMHHKY H306peTaTtenei,
OBLI0 1aHO 0GOCHOBAHHOE COTJIACHE, Y NALMEHTa B3sUH KPOBb. YposeHs DDA B KpoBH
ObUI HM3MEpeH ¢ TOMOMBIO METOJA HOHHOM XpOMaTorpaduu ¢ (JIyopecHeHTHHIM
JETEKTHPOBAHUEM B COOTBETCTBHH CO CIIEAYIONIEH POLIELyPOH.
[0063]
1. ITloaroroBka

50 Mk mmasMst 1 450 Mx Boas! Milli-Q noMectiiu B npobupky Dnmengopda

H IepeMEIIaTi BUXPEBBIM C110coboM. CMech IepeMecTHIIH B GUIIBTD I CBEPXTOHKOM
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$unsrpannu (GusTp ¢ orpanndeHHO#H nonocoit mponyckanus Ultrafree-MC-PLHCC §
x[a, xomnanusa «Millipore Corporation» («Musutumop Kopmopeiimn»)) 1 noasepramm
¢unbTpoBanmo Ha neHTpHOYTe (4°C, 9,100xT, 2 Yaca) xo Tex II0p, IIOKa pacTBOp B
¢uisTpe He mcues. OTGHIBTPOBAHHEIA pacTBOp (06pasen, MONyYECHHBIH H3 IIJIa3MBI)
NOABEPINIM  M3MEPEHHIO,  MCHOJB3ys  METOA  HOHHOM  Xpomarorpaguum ¢
(yopecneHTHBIM IeTEKTHPOBAHKEM.

[0064]

2. MameputensHble mpuGOpE! U NPHMEHEHHSA MeTOla MOHHOM Xpomarorpadguu c
¢ryopecieHTHBIM ETEKTHPOBaHUEM

Honnas xpomarorpadus (HamMenoBauuwe wusnenus: 1CS-5000, xommanusi «Thermo
Fisher Scientific Inc.» («Tepmo ®@umep Caitenrudux Huk.»))

Tepmopeakrop (HammeHoBaHMe u3nenus: Nanospace 3019 SI-2, xkommanus «Shiseido
Company, Limited» («Illuceiino Komnanu, Jlumuren»))

DayopecueHTHBIH OeTeKTop (HaMMEHOBaHHE mpemns: UltiMate 3000, xommanms
«Thermo Fisher Scientific Inc.»)

[0065]

3. YcnoBus n3aMepeHus

Bydepnsiit pacTBop: pacTBOp ruApoKcHaa HATpus 20 MMOIIb

Komonka: konoHKa a1 0OMeHa CHIBHBIX aHHOHOB (HaMMeHoBaHMe H3mermus: lonPac
AS20, xomnarus «Thermo Fisher Scientific Inc.»)

Temnepatypa xonouku: 35°C

DIyopecLieHTHBI peareHT: OpTOQTANAIAETH ]

Meron nepuBaTH3alUK: TOCIEKOIOHOYHAS JEPUBATH3ALMS

Temneparypa peaxiuu: 35°C

Jlmana BonHE! Bo30yxaenus: 340 uM

JlBa BoIHEI (IyopecieHTHOro uemyckanus: 450 M

[0066]
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4. PacueT KOHIIEHTpALUH

Pacuer ypoBHs ®OA B miasme NpOM3BORHICS C IIOMOIIBIO TpaxyHpOBOYHON
KPHBOH, TOJNY4eHHOH U3 momany muka ®DA ofpasna, NOTYYEHHOro H3 IUIa3Mb, H
TUIOIIaM ITHKA CTaHJapTHOro pactBopa ODA.

[0067]

B kauecTBe y4acTHHKOB HCCIETOBaHUS GbUIH 3aeicTBOBaHb 30 MALUEHTOB, y
KOTOPBIX YpoBeHb ®OA B KpoBH Haxouics B npeaenax ot 0,77 1o 2,62 MkM.

[0068]

B kavecTBe JIeKapCTBEHHOTO mnpemapaTa Ul J€YEHHMS NENPECCHH NALHEeHThI
npuarmMam CHO3C wm UO3CH, ykasarnsle B Tabnuue 3. Vposers ®DA B kposu
nocne mpHeMa OBUI M3MEPEH B COOTBETCTBHH C TOM K€ IIPOLENypoH, KoTopas
NPHUMEHSNIAch 10 mpuemMa. HecMOTps Ha TO, YTO CPOKH IIpHEMa HENOCTOSHHO 3aBHCEIH

OT NMAMEHTOB, OHH BAPBHPOBAIUCH OT 0,5 0 7 MecsIeB. PC3YJIBTaTbI IIPpUBCICHEI B

Tabnune 3.
[0069]
[Tabmuna 3] . .
VYposens POA B kpoBH
_ t-KpuTepuit
(MxM)
HaumenoBanmue ' 3HaupMas
JICKapCTBCHHOIO IIpernapaTa Iocne | 3nauenwme pazauna (5 %
Ho npuema
npHeMa | BEPOSTHOCTH YPOBEHb
3HAYUMOCTH)
Hynoxcerun =
HO3CH 1,10 1,46 0,02 IIpucytcTByeT
[ko11-B0=10]
[kon-
Munnanunpas
B0=18] 1,27 1,66 0,07 [IpucytcTByeT
[kon-Bo=8]
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CHUO3C | Ceprpanus [koin-

Bce 1,18 1,55 0,002 IIpucyrcrByer
OciuTanonpam
1,21 1,22 0,88 OrcyTrcTBYyeT
[ko-BO=5]

1,39 1,26 0,39 OrcyrcTBYyeT
[kon- BO=5] ‘
B0=12] ITapoxceTnn
1,42 1,21 - -
[xon-BO=2]
Bce 1,34 1,23 0,39 OTtcyTcTBYET
[0070]

Jo mpueMa ypoBeHb ®PDA B KpOBH BCEX NAIMEHTOB, KOTOphIE IIPHHAMAIH
HMO3CH, cocraBun 1,18 MxM (cpennee 3Hauenue). Ilocne npuema ypoens ®OA B
KpoBH TOBBICHICSA A0 1,55 MKM. 3HayeHHe BEPOATHOCTH IMPH {-KPUTEPHH COCTABHIIO
0,002, B xoropoM 3HaumMas pasHuna Obula Ha 5 % ypoBHE 3HAYMMOCTH. BBUIO
IPU3HAHO, YTO MAIlHEHT, CTPAJalOIIAi OT JENpPEecCHH B OCTpoi ¢aze o mpuema
HNO3CH, nepeumien B ¢a3zy 4aCTHYHOM pPEMHUCCHH ,z(énpcccnn 10 HCTEYEHHH CpoKa
puema.

[0071]

C npyroit cropoHbl, no npreMa ypoBeHb DDA B KpOBH BCceX IAI[HCHTOB,
kotopsle npuHEMaE CHO3C, cocrasuin 1,34 MmxM (cpennee 3nauenue). [locne npuema
ypoBeab ®DA B kpoBu coctaBun 1,23 MxkM. Xots ypoBeHp ®3A B KpoBH
He3Ha4YuTeIbHO NMoHu3wica 3a cyer npueMa CHO3C, 3HadeHUe BEpOSATHOCTH IpH t-
KpuTepuH coctaBuiao 0,39, B KOTOpOM IpH 5 % YpOBHE 3HAYMMOCTH OTCYTCTBOBAJA
3HayMMas pasHHUIa. BBUIO MpH3HAHO, YTO MAalHEHT, CTPafalOMUH OT JAEIpPECCHH B
octpoii ¢aze mo mpuema CHUO3C, ocraBaiics B ocTpoit (aze nempeccuu naxe Io
HCTEYCHHH CpOKa IIpueMa.

[0072]
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BrimenpuBeieHHbIe PE3yIBTATH CBHAETENBCTBYIOT O TOM, YTO B CIIydae IIpHeMa
HO3CH B xavecTBe aHTHACHpECCAHTa MNALUUEHTOM, CTPANAOLIAM Jelrpeccuet,
XapaKTepU3yeMOH IOHMKEHHbIM ypoBHeM DA, BpICTymaromuM B KadecTBe
MHJMKATOpa, B 9aCTHOCTH, IALIMEHTOM, CTPaJAIOIIUM JENpeccHel, XapaKTepu3yeMon
ypoBHeM ®JA B KpoBH, HE NpeBbIIarOmuM 1,5 MKM 10 mpuema, ypoBeHb O®DA B
kpoBH 3aMeTHO mOBHICHICA. NO3CH >¢dexTrBeH, MOCKONBEKY OH MOBEHINIAET YPOBEHD
®3A B KPOBH IALIUEHTa, CTPAJAIONIETO AEMPECCHEH, XapaKTEpU3yeMOi MOHMKEHHBIM
ypoBHeM ®JDA, BHICTYNarOmMM B KadecTBe HHAmKaropa. C Apyroit CTOPOHEI, JaXe B
cayvae npuema CHO3C B kadecTBe aHTHAENPECCAHTA HAUEHTOM, CTPAJAOIIAM
Jempeccher, XapakTepu3yeMoll IOHM)XXEHHBIM ypoBHeM ®ODA, BHICTYHAOUIEM B
KQueCTBE HHAMKATOpA, B YaCTHOCTH, MAIHEHTOM, CTPAJalOIIUM JelpPecCHeH,
XapaKTepu3yeMO# NpeasapuTebHEIM ypoBHeM POA B KpoBH, HE IpeBHILIAlOIMM 1,5
MKM 10 npuema, yposeHs ®OA B kpoBu He moBbicwicsa. Xots CHO3C u yctpanser
YYBCTBO TPEBOIHM M CTpaxa IALHEHTa, CTPaJaloIIEro Aenpeccueif, oH HeahPeKTUBEH
AN noBblNEHHMS YpoBHA (POA B KkpoBM mnamnueHTa., IIpeanonaraercs, 4YTO IpHEM
HMO3CH 6onee sddextuBeH, yem mnpueMm CHO3C mnpu sedeHuH OenpeccH,
XapaKTEpHU3yeMOi IOHMXEHHBIM ypoBHeM DA, BBRICTYMalOIUEM B KAYeCTBE
HHIUKATOpA.

[0073]
[TIpumep 2] Hsmepenue ypoBHs ®DA B KPOBM MallHEHTa, CTPANAIOIIETO JEIPECCHEH,
BO BPEMsI HEIIPEPHIBHOTO IIpHEMaA

IToMumo mHanWeHTOB, MPHHHMABIIMX JICKAPCTBEHHBIH Npenapar i JICYEHHs
Aenpeccuu, ykasaHHbid B IIpuMepe 1, Taxke HCCIEROBANCH IAIMEHTHI, HENPEPHIBHO
NPHHAMABIIKE IIpENapaT II0C/e OKOHYAaHHs CpOKa, Yyka3zaHHoro B Ilpmmepe 1.
KommuectBo manuenToB, HenpepsiBHO npuHuMaBmux MO3CH, pasnsiock nessta. C
JApYroH CTOpDOHBI, KOJIMYECTBO IAlMEHTOB, HempepsiBHO mnpuHuMaBmmx CHO3C,

paBH:asIOCE IATH. HecMOTps Ha TO, 4TO CpPoKH mIpHeMa (BKIIOYas CPOK IIpHEMa,
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ykasauHbl# B IIpuMepe 1) HENOCTOSHHO 3aBHCENH OT MAIMEHTOB, OHM BAapPLHPOBAIIACH
oT 6 10 24 mecaues. YpoBeHb ®DA B KpOBH 3THX IAIMEHTOB BO BpeMs H 1mocie
HEMPEPLIBHOTO NPHEMa GbUI U3MEPEH B COOTBETCTBHH C TOM K€ MPONEMypoit, KoTopas
npuMeHsacs B [Ipumepe 1. Pesynsratst npusenens! B Tabuie 4.

[0074]
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[Tabnuna 4]

Yposenp OIA B KpoBH )
t-KpATEpHiL ™
(MxM)
HauMenoBaHHe JIeKapcTBEHHOTO Ipenapara Bo Bpems ITocne
. 3HaveHHE 3HaunMas pasauna (5 %
Jlo nipuemMa™ | HempepsIBHOTO | HEMpEPHIBHOIO
BEPOATHOCTH | YPOBEHb 3HAYMMOCTH)
rpueMa npueMa
Hynokcerun
1,11 1,47 1,82 0,02 IIpucyrctByer
[kon-Bo=7]
HNO3CH
Munsaiunpan
[xon-B0o=9] 1,44 1,71 1,94 - -
[kon-Bo=2] _
Bce 1,28 1,53 1,88 0,0005 IIpucytcTByer
OcuuTanonpaM [kon-8o=1] 1,20 1,21 1,73 - -
CHUO3C
Ceprpanus [kon-Bo=4] 1,39 1,24 1,47 0,68 OrcyrctByer
[kon-BO=5]
Bce 1,30 1,23 1,60 0,19 OrcyrcTBYyeT

Jo npuema: Jlo npuema B [Ipumepe 1
t-xpurepuii: Kpurepuii 3Ha4MMOR pasHuLbl ypoBHS POA B KPOBH I10C/IE HEIPEPHIBHOTO NIPHEMA OTHOCHTENHHO KPHTEPHS 3HATMMON

passunsl ypoBHs DDA B KpoBH JI0 npreMa
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[0075]

Jlo mpuema yposer ®DA y Bcex ManMeHTOB, KOTophle mpuHuMann CHO3C,
cocraBun 1,28 MkM (cpemnee 3naueHne). C Hauama HeNMpepEIBHOrO IpHEMa YPOBEHB
DOA NOCTOAHHO MOBBUNIANICA M cocTaBHI 1,88 MKM mocie HeNpephIBHOrO IpreMa.
3HayeHHe BEPOATHOCTH IpH t-kpurepun cocraswio 0,0005, B KOTOpoM 3HauymMas
pasHuma Obula Ha 5 % ypoBHe 3HAYMMOCTH. BBUIO NpH3HAHO, YTO MAIMEHT,
CTpajalomMii oT mempeccud B ocTpoit dase mo npuema MO3CH, nepemen B dasy
9aCTHYHON PEMHCCHH JEMIPECCHH 110 HCTEYCHHUH CPOKa IpHEMa.

[0076]

C nmpyro# cTopoHsI, 0 mpHeMa cpenHuil ypoBeHb ®DA y Bcex MalHEHTOB,
xotopsie npuHuMan CHO3C, coctasun 1,30 MkM (cpeanee 3HaueHHeE), U CpPeTHHH
ypoBeHb DDA mocne mnpuema noseicwics g0 1,60 mMxM. Tem He MeHee, ero
IIOCTOSIHHOTO TOBBIIICHUS ¢ Hayaja HEMpPEphIBHOTO Ipuema He Habiomanock. Kpome
TOT'O, Y HEKOTOPHIX MAalHEHTOB HaGIIOxanoch noHwkeHne yposas ®3A Bo Bpems
HENPEPBHIBHOIO MNpHEMa, M CPeA¥ DNanuMeHToB Obula OOHapyXeHa 3HAYMTEIbHas
HEPaBHOMEPHOCTh TOKa3aTened. Taxke 3HaYeHHE BEPOSTHOCTH IpPH t-KPUTEPHH
cocrawio 0,19, B kotopoM Ha 5 % ypOBHE 3HAUMMOCTH 3HAYUMas pasHHIA
OTCYTCTBOBAJIA.

[0077]

BrimenpuBeicHHBIE Pe3yIBTaTH CBHAETENLCTBYIOT O TOM, YTO B CIIydae pHeMa
HMO3CH B xadecTBe aHTHACHOPECCAHTA IAIHEHTOM, CTPANAIOIMM JETpeccHel,
XapaKTEpH3YeMOM IOHMXCHHBIM ypoBHeM DA, BHICTYyNAIOMMM B  KA4YECTBE
HHIUKATOpa, B YaCTHOCTH, IAIHEHTOM, CTPafalolIHM JIETPECCHEl, XapaKTepH3yeMoi
ypoBHeM ®OA B KpoBH, He mpeBbmaronmM 1,5 MkM no npuema, yposens ®DA B
kpoBH 3ameTHO noseicuics. MO3CH s¢dexTuen, TIOCKOJILKY OH MOBBIIIACT YPOBEHD
®OA B KpOBH NalUEHTa, CTPAJAIONIEr0 JEeNpPECCHel, XapaKTepH3yeMOi OHMXEHHBIM

ypoBHEM DDA, BEHICTYNAIOMMM B Ka4eCTBE HHINKATOPA.
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[0078]

C npyroii croponsl, B ciydae HenpepeisHOro npmema CHO3C B kauecTe
aHTHACTIPECCAHTA ~ TAMEHTOM, CTPajalollMM  JIETpecCHeld, XapaKTeph3yeMoit
TIOHMXXCHHBIM ypoBHeM DDA, BBICTYNAIOIMM B Ka4eCTBE MHIMKATOpa, B YaCTHOCTH,
NaIUCHTOM, CTPAJAoMMM JCNpeccHei, XxapakrepusyeMoi yposHeM ®DA B KpoBH, He
npesbimaromuM 1,5 MxkM g0 mpuema, ypoBenr ®DA B KpOBH HOBBICHICS IIOC/IE
HCNIPEPHIBHOTO IIPHEMa, HO 3HAYMTENBHON pasHHIEl OOHapyxeHO He 6buio. XOoTs
CHO3C u ycTpanseT 9yBCTBO TPEBOTH H CTpaxa NAlHEHTa, CTPAIAIOIIEero Aenpeccueit,
OH He3(hGEKTHBEH 11 MOBHIIIEHAUS YpoBHA O®DA B KPOBH IALMEHTA.

[0079]
[Tipumep 3] Hamepenne yposrs PDA B KpOBH MalMeHTa, CTPAJAIONIET0 ACTIPECCHE,
npu komM6uHMpoBanHOM npueme HO3CH u CUO3C

BbulH UcclenoBansl NAalMEHTH], IPHHAMABINHE JIEKApCTBEHHEINM Mpenapar il
JeyeHus jgenpeccun, coyeraromuii B cebe MO3CH u CHMO3C. KonuuecTBo NanueHToB,
npuaumaBmmx KMO3CH Bmecte ¢ HO3CH, pasusiocs Tpem. Bnocneactsum
komr4yecTBo nanueHToB, npuHuMmaBmux HO3CH Bmecre ¢ CHO3C, pasustocs
gyeTbipeM. KommdgectBo mnanmenTtoB, mpuammaBmmx CHO3C Bmecre ¢ CHO3C,
paBHsUI0CH oqHOMY. HecMOTps Ha TO, YTO CPOKH IpHeMa HEIOCTOSHHO 3aBHCENH OT
NAIlMEHTOB, OHU BapbUPOBAIACE OT 2 10 8 MecsueB. YpoBeHb DA B KpOBH 3THX
NalHeHTOB O U IIOCIIC NpUueMa ObLT H3MEPEH B COOTBETCTBUH C TOM K€ MPOLELYPOH,
KOTOpas mpuMeHsIack B IIpuMepe 1. PesynsTaTel npuBeaeHE! B TabIHLE 5.

[0080]
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[Tabnuna 5]

Yposenp DA B KpoBH
t-KpuTepuii
(MxM)
HauMeHoBaHuMe JTeKapCTBEHHOTO mpenapara
3HadeHuUE 3Ha4ynmas pasuuna (5 %
o mpuema Iocne npuema
BEPOATHOCTH YPOBEHb 3HAYHMOCTH)
HMO3CH Bmecte ¢ | [lymokceTHn
HO3CH + 1,20 1,44 0,22 OtcyrcTBYeT
[komn-Bo=3] Munnanunpan
HynokceTnH wnu
HMO3CH Bmecte ¢ | Munnauumnpan
CHNO3C + 1,54 1,44 0,8 OrcyrcTByer
(xon-B0=4) Ceprpanuy unu
[Mapokcerun
CHO3C Bmecte ¢ | DcuuranonpaMm
CHO3C + 2,05 1,46 - -
(xon-Bo=1) ITapokcerun
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[0081]

Ho npuema cpenumii ypoBeHs ®DA B KpOBH BCeX IALMEHTOB, KOTOpEIe
npuauMan HO3CH smecte ¢ HO3CH B onpepenennsx nosax, cocraBun 1,20 MxM
(cpenuee 3nauenme). [Toce npueMa ypoens @A B KpoBH mOBBICHICS 10 1,44 MKM.
C nmpyroii croponsl, 1o mpuema ypoBeHb ®DA B KpOBH BCEX MAllMEHTOB, KOTOPHIE
npuauMann MO3CH smecre ¢ CHO3C, cocraeua 1,54 MM, a yposens ®DA B KpoBH
nocJie npueMa noHusuics 1o 1,44 MxM. Bonee Toro, no npuema yposers @A B KpoBH
nanvenToB, npuHuMaBmmx CHUO3C smecre ¢ CHO3C, cocraBun 2,05 MxM (cpennee
3Ha4YeHHE), a ypoBeHb ®DA B KPOBH IOCJIE IPHEMA 3aMETHO IOHM3MICA 10 1,46 MKM.
BrimenpuseieHHbIE Pe3y/IBTaThl CBHACTENBECTBYIOT O TOM, 4TO ypoBeHbh ®DA B KpoBH
3aMETHO IOBBICHIICA B Cly4ae H3MeHeHHs koMOuumpoBanHoro mnpuemMa CHO3C wu
CHO3C na MO3CH Bmecte ¢ CUO3C u nanee na MO3CH Bmecte ¢ MO3CH.

[0082]

B IIpnmepax 1-3 ypoBeHs ®POA B KpOBH 3HAYUTEIBHO NOBBICHICSA GOJIBIIE IIPH
npueme UO3CH, yem npu npueme CUO3C namnueHTaMu, CTpajaloluMH JEIpeccHuei,
ypoBeHb ®DA B KpoBH KOTOPBIX He mpeBbluaer 1,5 MkM. Craio sicHO To, 4TO IpueM
HO3CH 6pu1 3bdextuBHEIM 10 cpaBHenuio ¢ npuemoM CHO3C s nedenHus
JNETIpECCHU Y TMalMeHTa, XapaKTepu3yeMoll MOHIKEHHBIM ypoBHeM (DDA,
BBICTYNAIOIIMM B KaueCTBE HMHJMKATOpa, B YAaCTHOCTH, MAIMEHTAa, CTPAJaIOMIEro
fenpeccueii, xapakTepusyemoit yposaem ®DA B KpoBH, He npesprmaomuM 1,5 MkM

JI0 IpHeMa.
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®OPMYVIJIA U30BPETEHUS

1. Cnoco6 mporHo3poBaHHs BAPHAHTOB JIEKAPCTBEHHEIX IPENIApaTOB [UIS JICUCHHUS
JETPECCHH, BKITIOYAIOIHI CIISAYIOIIHE [Iaru:

(1) usmepenme ypoBHsA ¢ocdosTaHONaMHHA B KpOBH, B3STOH y IaNMeHTa C
IIOJIO3PEHHEM Ha EIIPECCHIO;

(2) onpenenenue TOro, ABIAETCA M ypoBeHb (PocdoITaHONaMMHA B KPOBH IallHEHTA
HIDKE, YeM 3TalOHHOE 3HAUYCHHE, OTIHYAIOMEECS TEM, YTO €CJIH U3MEPEHHOE 3HaYeHHE
NAMEHTa HUXXE  JTAJOHHOIO  3HAYEHMA, MAHEHT CTpajaeT JdelpeccHei,
XapaKTepu3yeMOH IIOHIDKEHHBIM YPOBHEM (ochosTaHONaMMHA, BBICTYNAIOIMM B
KayecTBe MHIUKATOPa; U

(3) nporao3upoBaHue BapHAHTOB JICKAPCTBEHHBIX NPENAPATOB AJIS JICYEHHS JICIPECCHM
Ha OCHOBAHWH HAIMYMs WIM OTCYTCTBHS IOHFMDKEHHOTO YPOBHS (oc(0OITaHOIAMHHA B

KpOBH ITaUCHTA.

2. Cnoco6 cornacHo myHKTY 1 Qopmyisl H306peTeHHs, OTIHYAIONIMNCH TEM, 9TO B

mare (2) 3TaIOHHOE 3HAYCHHE YCTAaHOBJICHO Ha ypoBHE 1,5 MKkM.

3. Cnoco6 cornacuo myHKTY 1 opMyIisl H300peTeHHs, OTIHYAIOMMHACS TEM, 9TO B
mare 3) IIpeAnoJaraercs, YTO HHTEOUTOP o6patHOTrO 3axBara
CEpOTOHHHA/HOPAJPEHANIMHA, BEICTYIAIONIN B KaYeCTBE JIEKAPCTBEHHOIO IpenapaTa
JUI JIEYEHHMs JEIPECCHH, BhIOpaH I DalUeHTa, CTPafaloliero JENpeccHe, y

KOTOpPOro HabJmroaJics IOHHKEHHBIH YpoBeHb (octosTanomaMuHa B KPOBH.

4, Cnoco6 nporHozupoBaHus 3¢¢exra JIeKapCTBEHHBIX MPENapaToB IS JICYCHHUS

ACHPECCHH, BKJTIOYAIOIIHA CICAYIONINEC Iaru:
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(1) u3mepenue yposas pocdoaTaHonaMHHa B KPOBH, B3ATOR Y MAIMEHTA, CTPANAIOILIETO
JETPECCHEH;

(2) ompenenenne Toro, sBNAETCS M ypoBeHb (PocdoITaHONAMUHA B KPOBH TAIHEHTa
HIXKE, YEM ITAJIOHHOE 3HAYCHHE, OTJIMYAIOIIEECS TEM, YTO €CIIH M3MEPEHHOE 3HAUEHHE
NallieHTa  HIDKe OJTAJOHHOTO  3HAYCHHS, IMAlMEHT CTpajaeT  JAeNpeccHe,
XapaKTepu3yeMoO#l IOHMKEHHEIM YpOBHEM (ocho3TaHOIAMHHA, BHICTYNAIONIMM B
Ka4yecTBE HHIUKATOPA; 1

3) IIPOTHO3HPOBAHHE TOTO, YTO HHTHOHTOD obpaTHOTO 3axBaTa
CEpOTOHHHA/HOPAJPEHANMHA, BBICTYIIAIONMI B KadecTBE JIEKApCTBEHHOIO Ipenapara
I JICYECHHS JENpecCHH, sBusercs 3(GEeKTHBHBIM JUIA MAlMEHTa, CTPAJAIOIIETrO
JEnpeccHel, y KOTOpOro HabIIIoAasCcs NMOHMXXEHHBIH ypoBeHBb (ocdosraHomaMuna B

KPOBH.

5. Cnoco6 cormacHO MyHKTY 4 GopMyJIEI H300pEeTEHHS, OTIMYAIONIMIACS TEM, YTO B

mare (2) 3TaJIOHHOE 3Ha4YEHHE YCTaHOBJICHO Ha ypoBHE 1,5 MKM.

6. Cnoco6 OILeHKH IIPOTrHO3a JICYCHHS JIEKapCTBEHHLIMH IIPEapaTaMHy I JICUeHHS
JENPECCHH, BKIIOYAIOINUM CIEAYIONNE IIaru:

(1) n3mepenne ypoBHs (ocdorTaHOIAMHHA B KPOBH, B3ATOM Y MALMEHTa, CTPAJAIONIEro
JeNpecCHel, 0 MpueMa J1e4e0HO-IIPOGHIIAKTHUECKOTO IipenapaTa;

(2) ompenenenue TOro, SBISETCS JH YPOBEHb (HOCHOITAHONIAMHHA B KPOBH MAIHEHTA
HIDKE, YE€M 3TAIOHHOE 3HAUYCHHE, OTIIMYAIONICECS TEM, YTO €CIIH H3MEPEHHOE 3HAYECHHE
NallM€HTa HH)KE OJTAJOHHOTO  3HA4YeHHs, [AUHEHT CTpajaeT  JENPECCHEi,
XapaKTepu3yeMOoi IIOHMKEHHBIM YpOBHeM (ocdo3TaHONaMHHa, BBEICTYNAIOIHUM B
Ka4ecTBE HHJIUKATOpa;

(3) wusmepenme ypoBHS (QocdosTaHOIAMHHA B KPOBH MALMEHTa, CTPANaAIOIIETO
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Aenpeccue, y KOToporo HaGirojajics NMOHMXXEHHEIH ypoBeHb (ocosTaHoNaMHHA B
KpOBH IIPH BBIIOJHEHHM ILiara (2), ¥ KOTOphIA NPHHHMAN JICKapCTBEHHBIH Mpenapar
JUIA JICYSHHS ICTIPECCHUH; B

(4) omeHka NIpOrHo3a JICYECHHs IAlMEHTAa JIEKApPCTBEHHLIM IPENApaToM Ui JICYEHHS
JEIPeCCHH Ha OCHOBaHHH H3MEPEHHOI0 3HaYeHUs YPOBHA Hoc0oITaHOTAMHHA B KPOBH

NalHeHTa, IPUHUMABILETO JIEKAPCTBEHHBIN Npernapar Ui JICYSHHS JePECCHH.

7. Crnoco6 cornmacHO myHKTY 6 GopMyIisl H300peTeHNs, OTIIMYAIONINICS TEM, 4YTO B

mare (2) 3TaloHHOE 3HAaY€HHE YCTAaHOBJIEHO Ha ypoBHe 1,5 MKM.

8. Cnoco6 coryacHo nyHKTY 6 dopMyib! H300peTeHus, OTINYAIOIIMHACS TEM, YTO B
mare (3) JeKapcTBEHHBIM IIpenapaToM UIA JIEYeHHUS ACHPECCHH SBISETCS MHTHOUTOP

o0paTHOro 3axBara CepOTOHHHA/HOpaIpeHAINHA.

9. Croco6 coryracHO IyHKTY 6 GOpMyIIsl PIB(;ﬁpeTeHHﬂ, OTJIMYAIOLTUICS TEM, UTO B
mare (4) JIeKapCTBEHHBIA IpenapaTr s JICYCHHS :;[enpeccnn OLlICHMBAETCA Kak
3} (EeKTHBHBIA HA OCHOBAaHMHM TOrO, 4YTO YpOBEHb (oco3TaHOTAMHHA B KpPOBH
NaldeHTa nocie mpueMa JedeOHo-MpopHIaKTHIECKOro npemnapara cran 6oibie, yeM

JI0 ero IpHeMa.

10. Cnoco6 coriacHO IyHKTY 6 GopMyIsl H306peTeﬁnﬂ, OTJIMYAIOIIUICS TE€M, 4YTO B
mare (4) nporao3 Ui NalKdeHTa OLCHUBACTCSA KaK YaCTHYHAS PEMUCCHS ACTIPECCUH HIIH
PEMHCCHA JeTpecCHy Ha OCHOBAHHH (paKTa NOBBIIIEHHS YpOBHs (ocdosrTaHoIaMUHA B
KpOBH TMaI[MEHTa IIOClie TIpHeMa JedeOHO-NMpOQHUIaKTHIECKOro IIpenapara IIo

CpaBHCHHIO C €T0 YPOBHEM 10 IIpHEMaA IIpEIIapara.
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11.  JlexapcTBeHHBIH Ipenapar IS TeYeH s JENPECCHH, OTIMYAIONMIiCS TEM, UTO:
IAIMEHT, KOTOPOMY Ha3HA4YeH IMpenapar, SABIACTCS YYaCTHHKOM MCCIEHOBaHHSA, Y
KOTOpOro 6B1I0 OGHAPYXKEHO, YTO U3MEPEHHOE 3HAaYeHHEe YPOBHs (ocho3TaHOIaMHAHA B
KPOBH HHKE STAIOHHOTO 3HAYEHHS; U

HeKapCTBCHHBIﬁ npeénapar Ui JICUCHHA OCNPECCHU BKIIIOYACT HHFH6HTOp 06paTHOFO

3axBaTa CEpOTOHHHA/HOpaJpeHaIHHA.

12.  JlexapcTBeHHBIM mnpenapaT Ui JIEYEHHS JACNPECCHH COMIacCHO MyHKTy 11

dopMynEl U300peTEHUS, OTIIMYAIOMMICS TE€M, YTO 3TAJIOHHOE 3HAYCHHE YCTAHOBIICHO

Ha ypoBHe 1,5 MKM.
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