OBIIASA XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O IIPEITAPATA

1. HAUMEHOBAHUE JIEKAPCTBEHHOI'O ITIPEITAPATA
KsenTtunakc, 25 mr, TabJIeTKH, MOKPHITHIC INIEHOYHONW 000JI0UKOM
KsenTtunakc, 100 Mr, TabseTKH, MOKPHITHIC IJIEHOYHONH 0007I0YKON
Kgsentnakc, 200 mr, TabIeTKH, TOKPHITHIE TNIEHOYHOW 000JI0YKOM

Ksentnakc, 300 mr, TabIeTKH, MOKPHITHIE TNIEHOYHOW 000I0YKOM

2. KAYECTBEHHBIN 1 KOJIUYECTBEHHBI COCTAB
JelicTBytoliee BEUIECTBO: KBETHAIIHH.

KBentuaxkc, 25 mr, TabJIETKH, IIOKPBITHIE IUNIEHOYHOU 000JIOYKOH.

Kaxnast Tabetka comeput 25 MI KBeTHaIHa (B BUJI€ KBETHAIMHA reMu(yMapara).

Ksentuakc, 100 mr, TaOJIETKH, ITIOKPLITHIE INIEHOYHON 000JI0YKOH.

Kaxxnas rabnerka cogepxut 100 mr kBeTranuHa (B BUIC KBETHAIIMHA TeMU(pyMapara).

Kgsentuaxkc, 200 mr, TabJIETKH, ITOKPLITHIE IUNIEHOYHOU 000JIOYKOH.

Kaxxnas tabnerka cogepxut 200 mr kBeTHanuHa (B BUAE€ KBETHAMHA reMU(pyMapaTa).

Ksentuaxkc, 300 mr, TaOJIETKH, ITIOKPLITHIE INIEHOYHON 000JI0YKOH.

Kaxxnas rabnerka cogepxut 300 Mr kBeTHanuHa (B BUIC KBETHAIIMHA TeMH(pyMaparta).
BcrmomorarenbHbIe BEIIECTBa, HAIMYHE KOTOPHIX HA/IO YYUTHIBATH B COCTABE JIEKAPCTBEHHOTO
npernapara: JJakTo3sl MoHorHpar (cM. paszaenst 4.3., 4.4.).

ITonHbIit NEpCHUCHb BCIIOMOTAaTCIIbHBIX BCIICCTB IIPUBCIACH B Pa3/1€JIC 6.1.

3. JEKAPCTBEHHAS ®OPMA
Tabnerku, MOKPHITHIE MIICHOYHON 000JIOUKOA.

KBentnakc, 25 mr, Ta6J'IeTKI/I, MOKPBITHIE TNIEHOYHOM 000JI0YKOU

Kpyrmble, NBOSKOBBINYKIJIbIE TaOJIETKH, MOKPBIThIE IUIEHOYHOM 000J0YKOIl KOpUYHEBATO-
KpacHOTO IIBETa, ¢ (hacKoil.

Bun Ha msnome: mepoxoBaTas Macca 0ejoro IBeTa ¢ IUIGHOYHON 000JO0YKON KOPUYHEBATO-
KpacHOTO IIBeTa.

Ksentnaxkc, 100 mr, TaOJIETKH, HOKPBITHIE NIEHOYHOU 000JI0UYKOMN

Kpyrmble, ABOSKOBBINYK/IbIE TaOJETKH, MOKPBITHIE IUIEHOYHON OOO0JIOUKON CBETIIO-XKENTOro
IIBETA.
Bun Ha uznome: mepoxoBaTas Macca 0eIoro IBeTa ¢ MIEHOYHON 000JI0YKOM CBETIO-KEITOrO
IIBETA.

KBentnaxkc, 200 mr, TaOJIETKH, ITIOKPHITHIE INIEHOYHON 000JI0YKOH




Kpyriible, 1BOSKOBBITYKJIbIE TaOJIETKH, OKPBITHIE INIEHOYHON 000JI0YKOH O€JI0ro 1BeTa.
Bun Ha u3nome: mepoxosarasi Macca 06€10ro IBeTa ¢ IICHOYHOH 0001104K0i Oenoro nsera.

Ksentuaxkc, 300 mr, TabJIETKH, MOKPBITHIE INIEHOYHOU 000JI0YKOU

OBELTIBHBIG, ABOSAKOBBIITYKJIBIC Ta6J'IeTKI/I, IIOKPBITBIC IVIEHOYHOI 000/I04KOi O€esIoro OBCTA.

BI/I,I[ Ha U3JIOMEC: HICPOXOoBaTasa Macca 0ejoro OBCTAa C IJIEHOYHOH 000104KOli O€enoro OBCTa.

4. KIMHUYECKHUE JAHHBIE
4.1. Iloka3aHusi K MPUMEHEHHU IO
IIpenapar KBeHTHAaKC 1MOKa3aH K IPUMEHEHUIO Y B3POCIBIX MALMEHTOB OT 18 neT u crapiie s
JICUYEHUS:
. 30 PEHNY;
. MaHUaKaJbHBIX 3MU30/I0B B CTPYKTYpE OUIOJIIPHOTO PacCTPOMCTBA;
J JENPECCUBHBIX AMU30/0B OT CPEAHEN /10 BBIPAXKEHHON CTENEHU TSXKECTH B CTPYKTYpe
OUIIOJIIPHOTO paccTpOMCTBA.
[Ipenapat He moka3aH It NPOPHIAKTUKNA MAaHUAKAIBHBIX U JIEMPECCUBHBIX ATH300B.
4.2. Pesxum 103MpOBaHus U cNIOCO0 MPUMEHEeHUs!

Pexxum 103UpoBaHUS

Jleuenue wuzoppenuu

[Ipenapar HazHauaeTcs nBa paza B cyTku. CyTodHas j03a JJIs MEPBBIX 4-X CyTOK Teparuu
coctaBisieT: 1-e cytku — 50 mr, 2-¢ cytku — 100 mr, 3-u cytku — 200 wmr, 4-e cytku — 300 mr.
Hauunas ¢ 4-x cyTok 103a A0JKHA moadoupatbes 10 3¢dekTuBHON, 00b14HO B mpenenax 300-
450 Mr B cyTtku. B 3aBucMMocTM OT KIMHMYecKoro »3¢@dexkra U HHAMBUIYaTbHOM
MEePEHOCUMOCTH TIpernapara, J103a MOXeT BapbupoBarh OT 150 Mr mo 750 Mr B CyTKH.
MaxkcuMaibHas peKOMEHI0BaHHAs CyTOYHas j03a — 750 mr.

Jleuenue maHuakanbHuIx 3NU30008 8 CMPYKMype OUNONIAPHO20 PACCMPOICEa

[Ipenmapar KBeHTHakc peKOMEHAyeTCs B KaueCTBE MOHOTEpAllMM WIM B KOMOWHAIMM C
npernaparamu, 00J1aJafoIIMMH HOPMOTUMHUYECKAM JICHCTBHEM.

[Ipenmapar Ha3HauaeTcs ABa pa3a B cyTku. CyTouyHasi 103a Ui MEPBBIX 4-X CYTOK Teparuu
coctapisieT: 1-e cytku — 100 mr, 2-e cytku — 200 mr, 3-u cytku — 300 mr, 4-e cytku — 400 mr.
B nanbHelineM k 6-My JHIO Tepaluy CyTOYHAs /103a Ipernapara MOXKET ObITh YBEIMYEHA 10
800 mr. YBenuueHne CyTOYHOM /036l HE TOJDKHO mpeBbimaTh 200 Mr B cyTku. B 3aBucUMOCTH
OT KJIMHUYECKOTO 3(h(dekra W WHAWBUAYAITBHOW TEPEHOCHMOCTH Iperapara, 1032 MOXET
BapbupoBath OT 200 mr B cytku a0 800 mr B cyTtku. OObyHO 3((exkTuBHAs cyTOUHas 1032
coctaisieT oT 400 mr o 800 Mr. MakcumanbsHasi pekOMeHA0BaHHast cyTouHas 103a — 800 mr.

Jleuenue denpeccusHvlx 3nU30008 6 CMpyKmype OUNOIAPHO20 PAcCmMpoUcmsd



[Ipenapar KBenTrnakc Ha3HayaeTcsi OMH pa3 B CyTKU Ha HOYb. CyTOUYHAs A03a JJIs MEPBBIX 4-X
CYTOK Tepanuu coctaBisieT: 1-e cytku — 50 mr, 2-e cytku — 100 mr, 3-u cytku — 200 mr, 4-¢
cytku — 300 mr. PekomeHmoBaHHas cyTouHas jo03a cocrtaBisieT 300 mr. MakcumaiibHas
pEKOMEHI0BaHHAsI CyTOYHAas J103a npenapara KBentuakc cocrasisier 600 mr.
AnTtHnenpeccuBHbIil ) dekT KBeTHanuHa ObUI MOATBEPXKIACH NMPH NMPUMEHEHHH B CYTOYHOM
no3ze 300 mr u 600 mr. IIpu kpaTKOCpo4yHOH Tepanuu >PPEKTHBHOCTh KBETHANMHA B J103aX
300 mr/cyTt 1 600 Mr/cyT ObIJIa COOCTABUMOM.

Oco0Oble I'PpYHIIBI TAalIMCHTOB

Tayuenmui nodcunozo eo3pacma
VY manueHToB MOXUJIOr0 BO3pacTa HavajabHas J103a Ipernapara ocTaBisieT 25 Mr B cyTku. [lo3y
CIIEyeT YBEIMUMBATh €XKeTHEBHO Ha 25-50 Mr mo moctmxenus 3pPeKTUBHOM 0361, KOTOpas,
BEPOSITHO, Oy1eT MEHBIIIE, YeM Y MOJIObIX MAI[IEHTOB.
Iayuenmsi ¢ napywenuem yHKyuu nouex
Koppekuust 10361 He TpedyeTcs.
Iayuenmoi ¢ napyuieHuem GyHKyuy nevenu
KBernanuH MHTEHCHBHO Merabonu3upyercss B nedeHu. [lostomy crienyer coOuonaTh
OCTOPOXXKHOCTh TP TNPUMEHEHUHM npenapata KBeHTHAakc y MAaLMEHTOB C IEYEHOYHOM
HE/I0CTaTOYHOCTHIO, OCOOCHHO B Hayaje Tepanuu. PeKoMeHayeTcss HaYMHATh TEPAITUIO C 036
25 Mr B CyTKM W yBEIIMYMBATH 103y ekeaHeBHO Ha 25-50 mr m0 moctmkeHus 3QQexTUBHOM
JIO3BI.

eTu
besonacHocTh M 3(pEeKTUBHOCTh KBeTHANWHA y jAered B Bo3pacte oT 0 mo 18 mer He
ycTaHoBJeHbl. [Ipenapar npoTuBonokasaH y feteil B Bo3pacte 110 18 ner.

Cnoco0 rmpuMeHeHus

BHyTpb, HE3aBHCHMO OT BPEMEHH ITpHUEMA MTHIIH.
4.3. IIpoTuBONOKA3aHUSA

e [ 'Wmep4yBCTBUTENBHOCTh K KBETHANWHY W (WIM) K JIFOOOMY M3 BCIOMOTaTeIbHBIX
BEIIECTB, IEPEUUCIICHHBIX B pa3nene 6.1.

e Peaxo BcTpeyaromiasicsi HaclEACTBEHHas HEMEPEHOCHUMOCTh TallaKTO3bl, ACQUIUT
JIaKTa3bl JIoNapel WK TIII0K030-TallakTO3Hask MaibaOCcopOIus.

e OnHOBpeMEHHOE NpUMEHEHUWE C HHruouropamu uuroxpoma P450, Takumm Kak
MIPOTUBOTPUOKOBBIE Mpenaparbl IPYHIbl a30JI0B, SPUTPOMUIMH, KIAPUTPOMUIMH U
Heda30l0H, a TaKkKe C MHTMOWTOpaMM MpoTea3bl BUPyca MMMYHOAE(UIIUTA YeIoBeKa
(BUY) (cMm. pa3nen 4.5.).

e [lepuon rpymnoro BckapmiuBaHus (cMm. pazaen 4.6.).



e Jlerckuii Bo3pact 10 18 et (3¢(heKTHBHOCTH M 6€30MaCHOCTh HE YCTAHOBJICHBI).
4.4, OcoOble ykazaHusi 1 MepPbl MPEI0CTOPOKHOCTH NMPH NPUMEHEHUH

C 0CTOPOKHOCTBIO

Y TNanueHToB C KapIMOBACKYJSIPHBIMU U IIepEeOPOBACKYJISIPHBIMH 3200JICBAHUSIMH WM
JOPYTMMH COCTOSIHUSIMH, IIpeIpacrojaraoliuMid K apTepuaibHOW THIOTEH3UU; IOXKHIOHN
BO3pAcCT; MEYEHOYHAs! HEJOCTATOYHOCTh; CyIOPOKHbBIC MPUCTYIBI B aHAMHE3€; PUCK Pa3BUTHS
WHCYJIbTA ¥ aCTIUPAIIIOHHON THEBMOHUH.

Cyuyuo/cyuyuoanvhvie MbICAU UTU KIUHUYECKOE YXYOUleHUe

Jlenpeccus npu OUIIOIIPHOM PAcCTPONCTBE CBSI3aHA C MOBBIIIEHHBIM PUCKOM BO3HUKHOBEHHUS
CYULIUJANBHBIX MBICIICH, CAaMOMOBPEXKICHHUS U cyuluaa (COOBITUM, CBSI3aHHBIX C CYUIUIOM).
JIaHHBIA PUCK COXpAHSIETCA A0 MOMEHTA HACTYIUICHHS BBIPAKEHHOW pemuccuu. Beuay toro,
9TO JI0 yJIyYIICHUS COCTOSHUS MalleHTa C HaJyaJia JICYCHUsST MOXKET IPOUTH HECKOJILKO HEJENb
win OoJibllle, MAUEHTHI IOJDKHBI HAXOIUTHCS MO/l PUCTAIBHBIM MEIUIIMHCKUM HAOII0eHHEM
70 HacTyIUleHus yiydmieHus. [lo maHHBIM OOIIENPUHATOrO KIMHHUYECKOTO OIBbITa PHUCK
CyHLIUJ]a MOXKET TMOBBICUTBCS Ha PAHHUX CTaAMAX HacTymieHus pemuccuu. Cremyet
MIPEeIyNPEkKAATh MAUEHTOB (0OCOOCHHO OTHOCSIIIMXCS K TPYIINE MOBBIMIEHHOTO PUCKA CYHITHIA)
U HUX TOTCYUTENICH O HEOOXOAUMOCTH KOHTPOJIS KIMHHYECKOTO YXYAIICHUS, CyHIHAaTLHOTO
MOBEJCHUS WU MBICIEH, HEOOBIYHOTO W3MEHEHHS B TMOBEACHHHM M HEOOXOAUMOCTH
HEMEJIEHHO 0OpaTUTHCS K Bpauy B CIy4yae UX MOSBICHUS.

[To nmaHHBIM KIMHUYECKMX HWCCIICOBAHWKM Y IAIIMEHTOB C JEMPECCUedl Mpu OHITOISIPHOM
pPacCTpONCTBE PUCK PA3BUTHS COOBITUH, CBA3AHHBIX C CyuuuioMm, coctaBmi 3,0 % (7/233) nns
kBetranuaa u 0 % (0/120) mis riane6o y mapeHToB B Bo3pacte 18-24 rona, 1,8 % (19/1616)
must kBetnanuHa u 1,8 % (11/622) anst mnare6o y manueHToB crapiie 25 Jer.

Jlpyrue MCUXUYeCKHe PacCTPOMCTBa, NI TEpalliyd KOTOPBIX MPUMEHSICTCS KBETHAIIUH, TAKXKe
CBSI3aHBI C TOBBINICHHBIM PUCKOM COOBITHH, CBSI3aHHBIX C CyHIIIOM. Kpome TOro, Takue
COCTOSIHUSI MOTYT OBITh KOMOPOHIHBIMH C JCTPECCHUBHBIM 3MU30/10M. Takum 00pa3om, Mepsl
MPEIOCTOPOKHOCTH, MPUMEHSIEMbIE MPH TEPaluy MallMeHTOB C JEMPECCUBHBIM DITH30]I0M,
JNOJDKHBI TPUHAMATBCA W TPU  JICYCHUW TAIHCHTOB C  JIPYTUMH  [ICHXUYCCKHUMH
paccTporCTBaMU.

[Ipn pe3koM MpeKpaleHud Tepanud KBETHANTMHOM CJIeAyeT MPHUHUMATh BO BHUMAaHHE
MOTEHIIUATBHBIA PUCK Pa3BUTHS COOBITH, CBSI3aHHBIX C CYHIIHIOM.

[TarueHTsl ¢ CYWIUAAIBHBIMA COOBITUSIMH B aHaMHE3€, a TaKKe ITallMeHTHI, OTYCTIHBO
BBICKA3bIBAIOIINE CYHUIUJANbHBIE MBICIU TEpell HayalloM Teparuu, OTHOCATCS K TpyIIe
MOBBIIIEHHOTO PHUCKA CYWIHUIATBHBIX HAMEPEHHH M CYUIUIAIBHBIX MOMBITOK M JIOJDKHBI

TIIATENIbHO HaOmonaThess B mponecce jeueHus. llposenennsiit FDA (Ympasnenue 1o
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KOHTPOJIIO 32 MHILIEBBIMHU MPOIYyKTaMU M JieKapcTBeHHbIMU cpeacTBamu, CIIIA) meraananus
1ae00-KOHTPOJIUPYEMBIX ~ MCCIICIOBAHUN  aHTHJICTIPECCAHTOB, O00OOINAIONUN  JTaHHBIC
npumepao 4400 gereit u moxpoctkoB U 7700 B3pOCHBIX MAIMEHTOB C MCHUXUYECKUMHU
paccTpoiicTBaMM, BBISIBUJI TOBBIMICHHBIA PUCK CYULIUJANBHOTO TOBEACHUS Ha (¢oHe
aHTHJICTIPECCAHTOB IO CPABHEHHUIO € IUIale0o y JeTel, MOAPOCTKOB U B3POCIBIX MAI[EHTOB B
Bo3pacTe a0 25 ner. JlaHHbBII MeTaaHanu3 HE BKIIIOYAET HCCIENOBAHUS, IJl€ NPUMEHSIICS
KBeTHaruH (cM. pazzaen 5.1.).

[To maHHBIM KPaTKOCPOYHBIX IJIAI[e00-KOHTPOIUPYEMBIX HCCIEIOBAHUN MO BCEM MMOKA3aHUIM
U BO BCEX BO3PACTHBIX IPYMIAaX 4acTOTa COOBITHI, CBA3aHHBIX ¢ cynuuaom, cocraBuia 0,8 %
Kak s kBetuanuHa (76/9327), tak u s miane6o (37/4845).

B aTux nccnenoBaHUsAX y MAMEHTOB ¢ MU30(PPEHUEH PUCK Pa3BUTHS COOBITHH, CBSI3aHHBIX C
cyunuaom, coctaBui 1,4 % (3/212) nns kBernanuna u 1,6 % (1/62) nns mnane6o y nainyueHToB
B Bo3pacte 18-24 roma, 0,8 % (13/1663) nns xBermanuua u 1,1 % (5/463) nnsa nnanebo y
narueHToB crapmie 25 net, 1,4 % (2/147) nna xBernanuna u 1,3 % (1/75) nnsa mnmane6o y
MAIMEeHTOB B Bo3pacTe 110 18 mer.

VY nanueHToB ¢ MaHHEH P OUTIONSPHOM PACCTPONUCTBE PUCK PA3BUTHSI COOBITHI, CBSI3aHHBIX C
cyunuaom, coctaBui 0 % (0/60) nns kBetnanuna u 0 % (0/58) ansa mnane6o y manueHToB B
Bo3zpacte 18-24roma, 1,2 % (6/496) nmns wBermarmua u 1,2 % (6/503) misa mmanedo y
nanuentoB crapiie 25 ner, 1,0 % (2/193) nns kBetmanuua u 0 % (0/90) mns tutane6o y
MAIMeHTOB B Bo3pacTe 110 18 mer.

Counusocmo

Bo Bpems Tepamuu KBETHAIIMHOM MOXKET OTMEUAThCS COHJIMBOCTh W CBSI3aHHBIC C HEH
CUMIITOMEI, Harpumep, cexanus (cM. pasaen 4.8.). B KTuHIYeCKHX UCCIICOBAHUSIX C YI4aCTHEM
MAIMEHTOB C JICTIPECCHEN B CTPYKTYype OUIIOISPHOTO PacCTPOHCTBA COHIMBOCTD, Kak MPABUIIO,
pa3BHUBaliach B TEUCHHE MEPBBIX TPeX JHEU Tepanuu. BripakeHHOCTh JaHHOW HEKelnaTeIbHOM
peakuun (HP) B ocHoBHOM Oblia He3HauuTenbHOW wuiu ymepeHHoOW. [lpu pasBuTHH
BBIPOKCHHOW COHJIMBOCTH TAIMEHTaM C JISIPECCHEH B CTPYKTYpE OHMITOISIPHOTO PaccTpoOrcCTBa
MOTYT MOTpeOoBaThCsl Oojiee YacThle BHU3UTHI K Bpauy B TEUEHUE 2-X HeENIelb C MOMEHTa
BO3HUKHOBEHHUS COHJIMBOCTH WMJIU JIO0 YMEHBIIEHHS BBIPAXKEHHOCTH CHUMIITOMOB. B HEKOTOpBIX
CIIyYasix MOYKET MOTPeOOBATHCS MPEKPAIICHUE TEPAITUN KBETHAITHHOM.

Tayuenmul ¢ cepoeuno-cocyoucmoimu 3a001€8aHUAMU

CrnenyeT coOmroaTh OCTOPOXHOCTh NMPH HAa3HAYEHUHM KBETHAIMHA IMAIIUEHTaM C CEepACYHO-
COCYIMCTHIMH H 1EpeOpOBACKYISPHBIMU  3a00JICBaHUSIMH U APYTUMH  COCTOSIHHSIMH,
MpeipacroiaralouMMi K apTepuanbHoi runoren3un. Ha gone Tepanuu KBeTHAaIMHOM MOXKET

BO3HHUKATb OPTOCTAaTHYCCKasl THMIIOTCH3U, 0COOEHHO BO BpEMA THUTPOBAHHA O03bI B HA4alic
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tepanuu. OpTocTaTHYECKasi TUIOTEH3US M CBS3aHHOE C HEW TOJIOBOKPYKEHHE MOTYT
MOBBIIIATh PUCK CIyYalHOW TpaBMBbI (MaJeHHs), OCOOCHHO Y MAIlMEHTOB MOKHJIOTO BO3pacTa.
[Tanmentam ciexyer coON0JaTh OCTOPOKHOCTH /10 T€X IMOp, MOKAa OHM HE aJalTHPYIOTCSA K
naHHbIM noTeHuuanbHbiM HP. Tlpu BO3HMKHOBEHHH OpPTOCTATUYECKOW THUIMOTEH3UHM MOXKET
MOTpebOBaThCSA CHUKEHHE JI03bI WIIHM 00Jiee MEeIJICHHOE €€ TUTPOBAHMUE.

Cunopom anHod 60 cHe

Y nanuMeHTOB, NMPUHUMABIIMX KBETHAIMH, OTMEYalcs CHUHAPOM amHo? Bo cHe. Cruemyer
coOMI0AaTh OCTOPOXKHOCTh MpPHU HA3HAUYEHWM KBETHANMHA MalUeHTaM, MOJIyYaroliuM
npenapaThl, OKa3bIBalOIIME YrHETallee JACWCTBUE Ha IEHTPAIbHYIO HEPBHYIO CHCTEMY
(ITHC), a Taxke manueHtam ¢ (pakropaMu pHUCKa alHOd BO CHE (Harpumep, H30bITOYHAs Macca
TeJa/0KHUPEHUE, MYKCKOH OJT) WK C alTHOd BO CHE B aHAMHE3e.

CyoopooicHble npucmynul

He BbIsIBICHO pa3inuuii B 4acTOTE Pa3BUTHA CYAOPOr y MAIIMEHTOB, MPUHUMABIINX KBETHATHH
i miarne6o. OqHaKo, Kak U P TEPAHH APYTUMU aHTHIICHXOTUYECKUMU JIEKAPCTBEHHBIMU
CpeACTBaMH, PEKOMEHIyeTCsl COONI0IaTh OCTOPOKHOCTH IPH JICYCHUH NAIMEHTOB C HAJTHYUEM
CYJIOPOKHBIX MTPUCTYIIOB B aHaMHe3e (cM. pa3zen 4.8.).

Oxempanupamuounsie cumnmomsl (II1C)

OtmeueHo yBennyeHHe 4acToThl Bo3HHMKHOBeHHMs OIIC y manuMeHToB ¢ Jenpeccuedl B
CTPYKTypE OWIIOJIIPHOTO PAacCTPOICTBAa MpHU NpHUEMe KBETHANMHA IO MOBOAY JEMPECCHUBHBIX
AMU30/I0B IO CPaBHEHMIO C maredo (cM. pazaen 4.8.).

Ha ¢one mpuema kBeTManmuHa MOKET BO3HHUKATh AaKaTU3UsA, KOTOpas XapaKTepU3yeTcs
HETPUSATHBIM YYBCTBOM JIBUTATEJIBHOTO OECIIOKOWCTBA, MOTPEOHOCTBIO JIBUTATHCS U
MPOSIBIISIETCS.  HECIIOCOOHOCTBIO  TMAIllMeHTa CHUACTh WM CTOATh 0e3 JBwkeHus. I[lpu
BO3HUKHOBEHUH MOJJOOHBIX CUMIITOMOB HE CIEAyeT YBETUYUBATh JO3y KBETHANHHA.

Tlo30us5 Ouckumnesus

B ciydae pa3BUTHSI CHMIITOMOB TIO3THEH IHCKHHE3MHM PEKOMEHIYETCS CHU3HTH 03y
npernapara Wi MOCTEIICHHO ero OTMEHUTH (cM. pasaen 4.8.). CHMITOMBI MO3/IHEH TUCKHUHE3UH
MOTYT YCUJIMBAThCS WU JIa)Ke BOSHUKATH MOCIIE MPEKpallieHus ipreMa Ipernapara.
3noxauecmeenublll HelipoLIenMuYecKull CUHOPOM

Ha ¢one mpmemMa aHTHUICHXOTHYECKHX IIPENapaTroB, B TOM 4YHCIE KBETHAIIMHA, MOXKET
pa3BUBATHCS 3JI0KAYECTBEHHBIM HeWposenTuieckuid cuHapoM (cM. pasaen 4.8.). Kimandeckne
MPOSIBIICHUSI CHHJIPOMAa BKIIIOYAIOT B Ce0sl THIEPTEPMUIO, U3MEHEHHBI MEHTaIbHBIA CTATyC,
MBIIIEYHYI0 PHUTHUTHOCTh, JIA0MJIBHOCTh BETETATHBHOW HEPBHOW CHCTEMBI, YyBEIWYCHHE
aktuBHocTH K®K B mmasme kpoBu. B Takmx ciaydasx HEOOXOAUMO OTMEHHUTH IPHEM

KBE€THAIIMHA U IIPOBECTH COOTBETCTBYIOLICC JICUCHUC.



Taoicenas nelmponeHus u azpanyioyumos

B kpaTkocpouHBIX M1a1e00-KOHTPOIUPYEMBIX KIMHHYECKUX HCCIICOBAHHUSIX MOHOTEpAITHH
KBETHAIIMHOM  HEYaCTO OTMEUAINCh CIy4Yyad TsDKETIOM  HEHUTpOoneHUH  (KOJHMYECTBO
HelTpoduios < 0,5 x 10%1) 6e3 undexmuu. CooOIIANOCH O Pa3BUTHH AarpaHyJIONHTO3a
(TspKenasi HEMTpOIEHHMs, acCOLMHUPOBaHHAs C HMH(EKIUSIMH) Yy MAIUEHTOB, MOJyYaBIIUX
KBETHAIMH B  paMKaXx KJIMHWYECKUX  HCCICNOBaHUN  (pemko), a TakkKe 1pH
MMOCTPETUCTPAIIMIOHHOM MPUMEHEHUU (B TOM YHCIE C JICTaJbHBIM HCXOJO0M). BONBIIMHCTBO
ATUX CIIy4yaeB TSsDKEJIOW HEUTPONEeHWH BO3HHUKAIO 4Yepe3 HECKOJIBKO MECSIeB IOCclie Hayaia
Tepanuu KBeTHAamMHOM. He ObUIO BBISBICHO 10303aBUCHMOTO 3ddekTa. Jleiikonenus u (uim)
HEHUTPONICHUS PA3PCIIAINCh TOCIE TPEKPAIICHUS TEepanuu KBETHATMHOM. BO03MOKXHBIMU
(dakTopamMu puUCKa IS BO3HHKHOBCHHSI HCUTPOIICHWU  SIBIISIOTCS — IMPEANISCTBYIOIICE
MOHMKEHHOE  KOJMYECTBO  JIEHKOIUTOB U CiIy4aW  JIEKapCTBEHHO-UHAYLUPOBAHHOM
HEHUTPOINEHUH B aHAMHE3E.

Pa3BuTHe arpaHysjonuMTo3a OTMEUAIM W Yy TAIHMEHTOB 0e3 QakTopoB puicka. HeobOxommmo
YVYHUTHIBATH BO3MOXXKHOCTh Pa3BUTHS HEUTPOIICHWU y TAIMEHTOB ¢ MHQEKIMEH, 0COOCHHO B
cllydae OTCYTCTBHS OYEBHIHBIX Ipelapacrnoiaramimux (akTopoB, WIM Yy TMalHUEHTOB C
HEOOBSCHUMOM JIMXOPAAKOM; J[JaHHbIE Cily4au [OJDKHBI BECTUCh B COOTBETCTBUU C
KIIMHUYECKUMH PEKOMEHTAIHSIMH.

VY mnarueHToB ¢ KkonmdecTBoM HeWTpodmio < 1,0 X 10%n MpUEM KBETHUAMWHA CIIEyET
npekpatuth. [lanmeHTa HEOOXOAMMO HAOMIOAATH MJS BBISBICHHS BO3MOKHBIX CHMIITOMOB
MHOEKIMM W KOHTPOIUPOBATH KOJWYECTBO HEUTPOPMIOB (10 TMPEBBINIEHUS YPOBHS
1,5 x 109m).

Bzaumooeticmesue ¢ opyeumu nexkapcmeennvimu cpeocmeamu (cm. maxice pazoen 4.5.)
[IpumeneHne KBeTHANMHA B KOMOWHAIMM C MOIIHBIMH HHIYKTOPaMH MHKPOCOMAaTbHBIX
(epMeHTOB TMEYeHH, TAaKUMHU Kak KapOama3enmuH W (EHUTOMH, CIIOCOOCTBYET CHUKEHHIO
KOHIIEHTPAIlMW KBETHAIIMHA B IJIa3Me KPOBH M MOXET YMEHbBIIATh (P(EKTUBHOCTH TEpaITHH
npenaparoM KBeHTHaKC.

Hasnauenue npenapara KBeHTHakc marueHTam, MONYYaOIMIUM UHIYKTOPHl MUKPOCOMATBHBIX
(epMEeHTOB TEYeHH, BO3MOXKHO JIMIIbL B TOM CiIy4ae, €ClM OKuJaemasl TMoJb3a OT Teparuu
mpermapaToM  MPEBOCXOAWT  PUCK, CBS3aHHBIA C  OTMEHOW  IpermapaTa-WHIyKTopa
MUKPOCOMAIBHBIX ~ (PEPMEHTOB TIeUeHW. V3MeHeHWe 03Bl  IpernapaToB-WHIYKTOPOB
MHUKPOCOMATbHBIX (EPMEHTOB TEYEHH JIOJDKHO OBITH MOCTENEeHHBIM. [Ipu HEOOXOAUMOCTH
BO3MOXXHO HMX 3aMeEIlICHHEe TpernaparaMu, He WHAYIUPYIONUMU MUKPOCOMAaTbHBIE (PEPMEHTHI
neyeHu (Hanmpumep, penaparthl BaabIPOCBOM KUCIOTHI).

T'unepenukemus



Ha ¢one npuema kBeTHanuHa BO3MOXKHO pa3BUTHE THUIEPIIMKEMUU WM OOOCTpEHHE
caxapHoro nuabera (B psle ciay4daeB — C Pa3BUTHEM KETOALUA03a WJIM KOMBI, B T. 4. C
JeTaJbHBIM HCXOJOM) Y MAalUEHTOB C caxapHbIM auabeToM B aHamHe3e. Pekomenmyercs
HaONlto/IeHWe 3a MalMeHTaMH, IOJyYalollUMU KBETHANUH U Jpyrue HEUpOJICNTHKH, IS
BBISIBJICHHSI BO3MOJKHBIX CHUMITOMOB TUIEPIIUMKEMHUHU, TaKUX Kak Monuypus (yBelIUYeHHE
KOJIMYECTBA BBIACIAEMOW MOYM), TMOJHAMICHUS (MATOJOTUYECKU YCHJICHHAs SKax[a),
nosmdarust (MOBBIICHHBIN aNMeTUT) M C1adocTh. Takke pekoMeHAyeTcsh HaOJIoJeHuEe 3a
MalUMEHTaMH C CaXapHbIM TMa0eTOM U MalleHTaMu ¢ (aKTOpaMU PUCKa Pa3BUTHUSI CaXapHOIo
nuabera Ui BBISIBICHHUS BO3MOYKHOTO YXYIIICHHS KOHTPOJsS Tiukemuu (cM. pazmen 4.8.).
Crnenyert peryiasipHO KOHTPOJIMPOBATh MaccCy Tea.

Konyenmpayus aunuoos

Ha ¢one mnpuema kBeTHMamuHa BO3MOKHO IOBBIIIEHHE KOHIEHTPALMU TPUTIUIEPUIOB,
XOJIECTEpUHA W JIMIONPOTEHIOB Hu3KoM miaotHoctd (JITTHII), a Takke CHHKEHHE
KOHIICHTPAILIMU JIMTIONPOTEHI0B BbhICOKOH muiotHoctd (JITIBII) B mima3sme kpoBu (CcM. pasaen
4.8.).

Memabonuueckue HapyuieHus

VYBenuueHue mMacchl Tela, MOBBIILIEHHE KOHLIEHTPALUMU TJIOKO3bl U JIMIIHUJIOB B IJIa3ME€ KPOBH Y
HEKOTOPBIX MAllMEeHTOB MOTYT HPUBECTH K YXYAUICHUIO METa0OJMYecKoro Mpoduis, 4To
TpeOyeT COOTBETCTBYIOIIETO HAOTIOICHHUS.

Yonunenue unmepeana QT

He BbIsIBIEHO B3aMMOCBSI3U MEXAY NIPUEMOM KBETHAllMHA W CTOWKUM TOBBIIIEHUEM
abcomoTHON BenuuuHbl uHTepBana QT. OnHako yannHenue uHTepBana QT orMewanocs mpu
nepeno3upoBke kBernanuHa (cMm. pasmen 4.9.). Ciemyer coOmoaTh OCTOPOXKHOCTH IIPH
Ha3HAYeHUM KBETHANMHA, KaK W JPYTUX AaHTUIICUXOTHMYECKUX IMPErnapaToB, MNALUEHTaM C
CEepACYHO-COCYTUCTHIMU 3a00JI€BaHUSIMU U PaHee OTMeUaBIIUMCS y/uInHeHneM nHTepsaia QT.
Taxxe HE06X0AUMO COOIMIOAATh OCTOPOKHOCTD NPU Ha3HAYEHUH KBETHANTMHA OJJHOBPEMEHHO C
npenapatamu, yanuHstomumu uHTepBan QTc, npyrumu HelpoienTHKaMu, OCOOEHHO Y JIMII
MIO’KUJIOTO BO3pPACTa, y MAaLMEHTOB C CHUHAPOMOM BPOXKACHHOIrO yanuHeHus uHTepBana QT,
XPOHHUYECKOH CeplIeYHOM HEeT0CTaTOYHOCTHIO, THIepTpoduelt Muokap/a, THoOKaTueMHUen Ui
runoMarauemueii (cM. paszzen 4.5.).

Kapouomuonamus u muoxapoum

B xoie KIMHUYECKUX UCCIIEIOBAaHUM U MOCTPETUCTPALIMOHHOTO MPUMEHEHUS ObLIIM OTMEUEHBI
Clyyau pPa3BUTHS KapAUOMMOIIATUM U MHOKAapJWTa, OAHAKO NMPUYMHHAS CBSI3b C IPUEMOM
KBETHANMHA HE ycTaHoBleHa. CienyeT OLIEHUTh 11eJIecO00pa3HOCTh Tepaluu KBETHAIMHOM Yy

MaIMEHTOB C IMMOAO3PCHHUEM HAa KapJUOMHUOIIaTUIO UJIX MUOKapAHUT.



Taoicenvie kooxcnvie HP

[Ipy mpuMeHEeHMM KBETHANMHA COOOIIANIOCh O PAa3BUTUHU TDKENbIX KOXHBIX HP, Brimrouas
cuiapoMm  CruBeHca-J[)KOHCOHA, TOKCHYECKMH  SNUIAEpPMalbHBIH  HEKPOJIM3,  OCTPBIH
reHepalIn30BaHHbIN 3K3aHTEMATO3HbBIN MyCTYJIe3, MyJIbTU()OPMHYIO SPUTEMY U JIEKAPCTBEHHYIO
peakiuio ¢ 203uHOGMIMEl W cucteMHbiME cumnrTomamu (DRESS-cunmpom), kotopsie
SIBJISIIOTCA  MIOTEHIMAIBHO  YTPOXKAIOIIUMHU  KM3HU  HEXKEJIATEeJbHBIMU  JICKAPCTBEHHBIMU
peakuusimu. Tspkenbie koxkHble HP 0OBIYHO MpOSBISIOTCS OJHUM WJIM HECKOJIBKUMU W3
CIIEYIOIHUX CHMIITOMOB: OOIIMpHAs KOKHAas ChIllb, KOTOpasi MOXET ObITh 3YyISIIeH WiIH
CONPOBOXAATbCA  MOSBICHUEM  IYCTyJ, OSKC(OIMATUBHBIA  JepMaTUT, JIUXOpaJKa,
muMaZCHONATUsI ¥ TIOTEHIIMAIbHAS 03uHOPMINS Wi HeWTpodumus. [Ipy BOZHUKHOBEHUH
TsDKeNbIX KoKHbIX HP mpuem kBeTnanuna cieayer npekpaTuTh.

Ocmpuie peakyuu, ceésa3annble ¢ OMMEHOU npenapama

[Ipu pe3koil oTMeHe KBETHAIMHA MOTYT Ha0JII0IaThCs CIAEAYIOUINE OCTPhIEe Peakuu (CHHAPOM
«OTMEHBI»): TONIHOTA, PBOTA, OCCCOHHUIIA, TOJOBHas O00JIb, TOJOBOKPY)XCHHE H
pa3paxuTeNbHOCTh. [l03TOMY OTMEHY Tpemnapara peKOMEHAYETCS MPOBOJUTH MOCTEIICHHO B
T€UEHUE, KAK MUHUMYM, OJJTHOM WJIA IBYX HENIETIb.

Henpasunvrnoe npumenenue u 310ynompebieHue npenapamom

beimu oTMEYeHBI cilydaw HENMpaBUIBHOTO MPUMEHEHUS] U 3JIOyMOTPEOJICHUs] KBETHAITMHOM.
Crnenyer cob6r01aTh OCTOPOKHOCTH MPU Ha3HAYEHWUU KBETHAINMHA MAIlMEHTaM MPHU HAJTUYUH B
aHaMHe3e 3J10yNoTPeOICHHS aIKOroJIeM UITH JIEKApCTBEHHBIMU MTperapaTamH.

Tayuenmwl nodxxcunozo 6o3pacma ¢ oemenyuetl

[Ipemapar KBeHTMakc He mMOKa3aH ISl JICYEHHS TICUXO030B, CBSI3aHHBIX C JAEMEHIIMEH.
Hexkortopsie atunuyHbie HEHUPOJIENTUKA B PAaHIOMH3UPOBAHHBIX IUIAIIE00-KOHTPOIUPYEMBIX
HCCIIEIOBAaHUAX MPUMEPHO B 3 pa3a yBEIWYMBAIM PHUCK Pa3BUTHUS IEpeOpOBACKYISPHBIX
OCJIO)KHEHUH y TAlMEHTOB C JeMeHUuen. MexaHnu3M JaHHOTO YBEIMYEHHs pUCKA HE M3YyYEH.
AHaJIOTUYHBIN PUCK YBEITWYEHUS YACTOTHI IIEPEOPOBACKYIISIPHBIX OCIIOKHEHHI HE MOXKET OBbITh
WCKJIFOYEH [UJISl JPYTUX AHTUIICUXOTHYECKHX JICKAPCTBEHHBIX CPEACTB WM JIPYTUX TPYIII
nauueHToB. [lpenapatr KBeHTHakc NOMKEH NPUMEHSTHCA C OCTOPONKHOCTBIO Yy MAllMEHTOB C
PUCKOM pa3BUTHUS UHCYJIBTA.

AHanmM3 TPUMEHEHUs AaTUMHWYHBIX HEHUPOJENTHUKOB U1 JICYCHHS IICUXO030B, CBSI3aHHBIX C
JIEMEHIIEH y TAalMEeHTOB TOXXKWJIOTO BO3pacTa, BBISBHJI TMOBBIINICHUE YPOBHS CMEPTHOCTH B
rpyIIe NalUMeHTOB, MOJY4YaBIIMX MpenapaThl 3TOM TPYMNIbl, MO CPABHEHUIO C TPYyMHIOH
mianne6o. Kpome Toro, nBa 10-HemenbHBIX IUTANE00-KOHTPOIHPYEMBIX HUCCIICIOBAHHUS
KBETHAINIMHA Y AaHAJIOTHYHOW Tpynmnbel manueHtoB (n = 710; cpemnuii Bo3pacT: 83 ropa;

BO3pacTHOM auamna3zoH: 56—99 neT) moka3anu, 4TO YpOBEHb CMEPTHOCTH B TPYIIIE MAIMEHTOB,
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MPUHUMABIIKX KBETHANMH, cocTaBui 5,5 % u 3,2 % B rpynne riane6o. [IpuunHel netaabHbIX
MCXO/IOB, OTMEUYEHHBIX Yy JTHX NAaIMEHTOB, COOTBETCTBOBAIHM OXXHMIAEMbIM JUISI JAHHON
nomyssinui. He BBISBICHO MPUYMHHO-CIICACTBEHHON CBSI3U MEXIY JICUCHHEM KBETHAIIMHOM U
PHUCKOM IOBBIIIEHUS CMEPTHOCTH Y MAIIMEHTOB MOXKHJIOT0 BO3pacTa C IeMEHIUEH.
Anmuxonunepauueckue (Myckapunonoooomie) s¢hghexmuol

HopkBeTnanuH, aKTUBHBIM METa0OJIUT KBETHANMHA, O0JalaeT CpPOJCTBOM (OT YMEPEHHOM
CTENEHU 10 BBIPAKEHHOW) K HECKOJBKMM MOJTHUIIAM MYCKapWHOBBIX peuentopoB. C 3Tum
cBsa3anbl HP, o00ycioBneHHbIE aHTUXOJMHEPrHYECKUM JEWCTBUEM KBETHANMHA IIPU €ro
MPUMEHEHUH B PEKOMEHJOBAaHHBIX J[03aX WJIM B COYETAHMM C JPYTHMMH Ipenaparamu,
OKa3bIBAIOUIMMH aHTUXONMHeprudeckne 3(pQextsr, a Takke npu mnepenosupoBke. Cremyer
COOJIIOIaTh  OCTOPOKHOCTh TPU TNPHUMEHEHUH KBETHAIIMHA COBMECTHO C JICKApCTBEHHBIMH
CPEICTBAMH, OKAa3bIBAIOIIMMU aHTHXOJMHEPrHYecKue (MYCKapUHOMOI00HbIE) 3(PEKTHI.
CrnenyeT coOnroaTh OCTOPOXKHOCTh MPH HA3HAUEHUHU KBETHAIIMHA MAlUEHTaM C 3aJePKKOM
MOYM WJIM C 3aJEpKKOW MOYM B aHaMHE3€, KIWHUYECKM 3HAYUMOW THUIEepIUIaZuen
MPEJCTATEILHON JKeNle3bl, KHIIEYHOW HEMPOXOIUMOCTBIO MM POJICTBEHHBIMH COCTOSHHSIMH,
MOBBIIICHHBIM BHYTPUTJIA3HBIM JIaBICHUEM WJIM 3aKPBITOYTOJIBHOM TIIayKOMOW (CM. pa3ielsl
45.,48.,49.,5.1)).

Hapywenus co cmoponwl neuenu

B cirydae pa3BUTHS JKENTYyXH MPUEM KBETHANTHA CIIEAYET MPEKPATHTh.

Hucghacus

Hucharus (cm. pasgen 4.8.) u acnupauus HaOMIOJANMCh HPU TEpamUM KBETHAIIMHOM.
[TpuurHHO-CTIEICTBEHHAsT CBSA3b BO3HWKHOBEHHS AaCHHMPAIIOHHOW MHEBMOHHH C IPHEMOM
KBETHAINIMHA HE ycTaHoBieHa. OIHAKO ciexyeT COONI0NaTh OCTOPOKHOCTH NMPH HAa3HAYCHHU
npemnapaTta KBeHTnakce nanieHTam ¢ pucKoM BOSHUKHOBEHHUS aCTUPALIMOHHON THEBMOHHH.
Benosnas mpombosmbonus

Ha ¢one mnpuema HEHPONENTUKOB OTMEYECHBI CIydad BO3HUKHOBEHHUS BEHO3HOM
TpoMO0odMOoMHu. IlockoNbKy y  TAIMEeHTOB, MNPHUHUMAIONIMX HEHPOJIENTHKH, YacTo
BCTpeYaloTCsi (PaKTOpbl pHUCKa BEHO3HOW TPOMOOAMOOIMH, 10 Hayala W BO BpeMs Tepanuu
AHTUIICUXOTUYECKUMU TIpernapaTaMy, B TOM YHCIIE KBETUAIMHOM, CIEAYyeT OIEHUTH (PAKTOPHI
pPHUCKa ¥ TIPUHATH TPOQUITAKTHICCKHE MEPHI.

3anop u nenpoxooumocms KuuleyHUKA

3amop sBiseTcss (GaKTOpOM pHUCKA HEMPOXOAMMOCTH KuineuHuka. Ha Qone mpumeHneHus
KBETHAIIMHA OTMEYAJM PA3BUTHE 3alopa W HEMPOXOAMMOCTH KHIleuHHKa (cM. pasmen 4.8.),
BKJIIOYasi Ciy4al C JIeTalbHBIM HMCXOJAOM Yy TMAIMEHTOB TIPYHIbl BBICOKOTO pHCKa

HCIIPOXOJUMOCTH KHIICYHHKA, B TOM YHUCIIC IMOJYyYAIOIIUX MHOXCECTBCHHBIC COIIYTCTBYIOIIUC
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IpernapaTsl, KOTOPbIE CHIKAIOT MOTOPUKY KUIIEYHHKA, JaXKe IPH OTCYTCTBUU >Kano0 Ha 3amop.
Ilanxpeamum
Bo BpeMsi KIMHMYECKMX HCCIEIOBAaHMA W TOCTPErMCTPAMOHHOTO MPUMEHEHHUS OBLIH
OTMEYEHBI CIIy4Yau Pa3BUTHS IAHKPEATUTA, OJTHAKO IIPUUMHHAS CBA3b C IPUEMOM IIpenapara He
yCTaHOBJIEHa. B mOCTperucTpallmOHHBIX COOOLIEHHUAX YKa3aHO, YTO Y MHOTMX MalMeHTOB
NPUCYTCTBOBAM  (PaKTOPBHl pPUCKA PA3BUTUS NAHKpEaTHTa, TaKUe KaK IOBBIIICHUE
KOHLEHTPalUU TPUTIULEpUI0oB (cM. mozapasnen «KoHLEeHTpalus JMIHUIOBY), XOJIEIUTHA3 U
yHOTpeOJIeHUE aNKOTOJIsL.
Hononnumenvrnas ungpopmayus
JlanHble 00 OJHOBPEMEHHOM IMPUMEHEHMM KBETHAlMHA C JUBAIBIPOATOM WM JIMTUEM IIPU
OCTPBIX MaHUAKAJIbHBIX JIHM301aX JIETKOW WIA CPEIHEW CTENEHU TSHKECTH OIPAHUYCHBI.
OTMeueHbl Xxopouiasi IEpeHOCUMOCTb 3TOM KOMOMHUPOBAHHOMN Tepanuy U aJINTUBHBIN 3 dexT
Ha 3-1 Hezese Tepanui.

eTH
Jlemu u noopocmku (6 eozpacme om 10 0o 17 nem)
IIpenapar KBeHTHakc He mMoOKasaH U1 NPUMEHEHMs Y JE€TEH U IOJPOCTKOB B BO3pACTE 0
18 ner B cBsI3U ¢ HEIOCTATOYHOCTHIO AAHHBIX IO IPUMEHEHHIO B 3TOH Bo3pacTHOM rpymime. 1o
pe3ynbTaTtaM KIMHUYECKHUX uccieqoBaHuii HekoTtopele HP (moBellieHNe anmnernTa, MOBbIIEHNE
KOHIEHTpPALlUU IPOJAKTUHA B CHIBOPOTKE KPOBH, PBOTA, HACMOPK M OOMOpPOKH) y JeTell u
MOJIPOCTKOB HaOJIO NI ¢ OoJblIeil 4acTOTON, YyeM y B3pocibix nanueHToB. Hekoropsie HP
(QIIC) y nperel M MOAPOCTKOB MOTYT MMETh pa3Hble IOCIEACTBUS IO CPaBHEHHUIO CO
B3POCIBIMM TNAlMEHTaMU. Takke OTMEYEHO IIOBBIIICHUE apTEepUAJIbHOTO JaBJICHUSA, HE
HaOo/laBIIeecs] y B3pPOCHBIX MAallMEHTOB. Y JeTeil M MOAPOCTKOB TakXe HaOIo1amu
U3MeHEeHHEe (PYHKIMU IUTOBUHOM JKeNe3bl.
Biistaure Ha pocT, II0JIOBOE CO3PEBAaHUE, YMCTBEHHOE PAa3BUTHE U NTOBEAECHYECKUE PEAKLIUU TIPH
JUTHTEIIBHOM TIpuMeHeHuu (Oosee 26 HeeNnb) KBeTHAIMHA HE N3Y4aioch.
B miane6o-KOHTPOIMPYEMBbIX HCCIENOBAaHMUIX Yy JeTedl M MOJPOCTKOB C IMIM30(peHuer u
MaHHeW B CTPYKType OMIIONISIpHOTO paccTpoificTBa yactora pa3Butus DIIC Oblna Bble Mpu
MPUMEHEHUH KBETHAIMHA 110 CPAaBHEHMIO € TUIAIe0o0.

BcrnomorarensHble BellecTBa

Jlakmosa

[TaneHTaM € peAKo BCTpEyaloUIeWcss HACIEICTBEHHON HENepeHOCUMOCThIO TallaKTO3bl,
neGUIMTOM JIaKTa3bl JIOTAped WM TJIOKO30-TaJaKTO3HOM ManbabcopOrueil He ciexyer
IIPUHUMATh JAaHHBIA Ipenapar.

Hampuu
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JlaHHbIi Tpenapat coaepkut MeHee 1 mmons (23 Mr) HaTpus Ha 1 TaOGIeTKy, TO €CTh, 1O CYTH,
HE COJICP)KUT HATPUS.

4.5. B3aumojeiicTBue ¢ JAPYIrMMH JIeKAPCTBEHHBIMH NpenapaTamMu M Jpyrue BHUAbI
B3aHMMOJAEHCTBUSA

Crnenyet coOmtoaTh OCTOPOKHOCTh MPU OJHOBPEMEHHOM MPUMEHEeHHH Tpernapara KBentuake
C ApyrumHu npemnaparamu, Boznaercryomumu Ha [IHC, a Takke ¢ ankoronem.

Crnenyer coOnrofaTh OCTOPOXKHOCTh y TAIMEHTOB, MPHHUMAIOMIMX JAPYTHE AHTAarOHHCTHI
XOJIMHEPTUYeCKUuX (MyCKapHHOBBIX) pelenTopoB (cM. paszaen 4.4.).

M3odepment cucrembr 1uroxpoma P450 3A4  sBnsercs OCHOBHBIM — M30(E€PMEHTOM,
OTBEUAIOUIMM 32 MeTab0JIM3M KBETHAIIMHA, OCYIIECTBISIOLIUIICS Yepe3 CUCTEMY LIUTOXpOMa
P450. YV 310poBBIX 10OPOBOJIBIIEB OJHOBPEMEHHOE IPUMEHEHUE KBETUANMHA (B 103€ 25 MT) C
KEeTOKOHa30510M, HHruouTOopoM n3odepmenta CYP3A4, npuBoauio K yBeIHUEHUIO TUIOMIAIH
oJ KpuBoil «koHeHTpanus-Bpems» (AUC) kBeTnanuHa B 58 pas.

[TosTOMy OIHOBpEMEHHOE NMPHMEHEHHE KBETHANWHA U MHruoutopoB m3zodepmenta CYP3A4
MPOTUBONOKa3aHo. [lpu Tepanuu KBETHAMMHOM HE PEKOMEHAYETCS YHOTPEOJATh B IHILY
rpeindpyToBBIi COK.

B ¢dapmakoknHeTH4ecKOM HCCIEOBAaHMM MHOTOKpaTHOE TNPUMEHEHUE KBETHAlMHA B
pPa3IMYHON JO3UPOBKE A0 HJIM OJHOBPEMEHHO C INpUEMOM KapOamaszenuHa IpPUBOIWIO K
3HAYUTEIIFHOMY IMOBBIINICHUIO KIMPEHCA KBETHAITMHA M COOTBETCTBEHHO yMeHbIeHnto AUC B
cpenHeM Ha 13 % Mo cpaBHEHHIO ¢ IPUEMOM KBeTHanuHa O6e3 KapOaMasenuHa. Y HEKOTOPBIX
nanueHToB cHmxkeHne AUC Obuio eme Oosee BbIpaXEHHBIM. Takoe B3aMMOJEHCTBHE
COIPOBOXIACTCS CHUKCHHEM KOHIICHTPAIMHA KBETHAIMHA B TUTa3Me KPOBHU W MOXKET CHHIKATH
3¢ (HeKTHBHOCTh Tepanmuu KBeTHanmwHOM. OJIHOBpEMEHHOE MPUMCHEHHE KBETHANMHA C
(eHUTOUHOM, APYTMM UHAYKTOPOM MHUKPOCOMATIBHBIX (DEPMEHTOB IMEYEHH, COMPOBOKAAIOCH
eme Oonee BeIpaxkeHHBIM (TpuMepHo Ha 450 %) NOBBINIEHHEM KIWpPEHCa KBETHAIHMHA.
[IpuMeHEeHHEe KBeTHANMHA TAIUCHTAMHM, TOJTYYAOIIMMH HHIYKTOPBl MHUKPOCOMAIBHBIX
(epMEeHTOB IE€YeHH, BO3MOXKHO JIMIIb B TOM CiIy4ae, €Ciu OKHJaemasl IOJb3a OT Teparuu
KBETHAIIMHOM  TPEBOCXOJUT PHCK, CBS3aHHBIH C OTMEHOM IMpemapaTa-uHIyKTopa
MUKPOCOMATbHBIX  (PEpMEHTOB TieueHW. LI3MeHeHue J03bl  MpenapaToB-HHIYKTOPOB
MHUKPOCOMATBHBIX ()EPMEHTOB TEYCHH JIOJDKHO OBITH IMOCTCHICHHBIM. [IpH HEOOXOIUMOCTH
BO3MOXXHO WX 3aMEIIeHHE TperaparaMu, He WHAYIUPYIONMIMHA MHKPOCOMAaIbHBIC (ePMEHTHI
MeYeHu (Harpumep, mpernapaTaMu BalbIIPOeBOM KUCIOThI). KBeTHANMH HE BBI3BIBAT UHAYKIIHH

MHUKPOCOMAJIbHBIX ()EPMEHTOB MEUEHH, YYaCTBYIOIIKUX B MeTaboIu3Me eHa30Ha.
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@DapMakOKMHETHKA KBETHAllMHA CYIIECTBEHHO HE M3MEHIach IPU  OJHOBPEMEHHOM
NPUMEHEHUH aHTUJeNpeccaHTa uMunpamuHa (uaruoutop wusopepmenta CYP2D6) wmm
¢yokceruna (uaruourop mzopepmenror CYP3A4 u CYP2D6).

@DapMakOKMHETHKA KBETHAllMHA CYLIECTBEHHO HE U3MEHAETCA IpU  OJHOBPEMEHHOM
IIPUMEHEHUHA C AHTUIICUXOTHMYECKHMHU JIEKAPCTBEHHBIMU CPEACTBAMH DPHUCIIEPUAOHOM HIIU
rajonepuoaoM. OJHAKO OJHOBPEMEHHBIM NPUEM KBETHANIMHA M THOPHAA3MHA MPUBOAMUI K
MOBBIIICHUIO KIMPEeHca KBeTHanuHa npumepHo Ha 70 %.

@DapMakOKMHETHKA KBETHAIlMHA CYLIECTBEHHO HE U3MEHSAETCA IpU  OJHOBPEMEHHOM
IIPUMEHEHUH UMETHIMHA.

[Ipu omHOKpaTHOM mpHeMe 2 Mr Jiopa3zenama Ha (poHe mpuema KBeTHanuHa B go3e 250 mr
2 pa3a B CyTKH KJIMPEHC Jlopa3eraMma CHrKaeTcst mpuMepHo Ha 20 %.

dapMaKOKMHETHKA IIPENapaTroB JINTUS HE W3MEHAETCS IPU OJHOBPEMEHHOM ITPUMEHEHUU
KBETHAIMHA.

He oTmeueHO KIMHUYECKH 3HAYUMbIX U3MEHEHUHM (papMaKOKHMHETHKHU BaJbIIPOEBON KUCIOTHI U
KBETHAIMHA IPU OJHOBPEMEHHOM NPUMEHEHUH BaJIbIIPOATa CEMUHATPUS U KBETUAIIMHA.
DapMaKOKMHETUYECKUE HCCIEJOBAHMsS II0 M3YYEHHUIO B3aUMOACHCTBHS KBETHAIllMHA C
Ipernaparamu, IpUMEHSIEeMbIMU IIPH CEPJCUHO-COCYAUCTHIX 3a00J1€BaHUSIX, HE IIPOBOMIIUCH.
Cnenyer coOm01aTh OCTOPOKHOCTH IPH OJAHOBPEMEHHOM IPUMEHEHUM KBETHANUHA U
MIpernapaToB, CHOCOOHBIX BBI3bIBATh HAPYIIEHUE 3JEKTPOJIUTHOrO OajlaHca U yIJIMHEHHE
nnrepsana QTec.

Y mnmanueHToB, MNPUHUMABIIMX KBETHANMH, OBUIM OTMEYEHBI JIOKHOMOJOXHUTEIbHbIE
pe3yNbTaThl CKpUHUHT-TECTOB Ha BBISIBJIEHWE METAJ0HA U TPULMKINYECKUX aHTUIEIIPECCAaHTOB
METOJIOM HMMYHO(EpMEHTHOro aHanu3a. J[is NoATBEp)KIEHUs pe3ylbTaTOB CKPUHUHIA
pEKOMEHAyeTCs IPOBEICHUE XPOMATOTpaprUECKOro UCCIET0BAHMS.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTD M JAKTALMS

bepemeHHOCTD

besonacHocth U 3¢ (EKTUBHOCTh KBETHANMHA y OEpPEeMEHHBIX JKEHIIMH HE YCTAaHOBIICHBI.
[TosToMy BO Bpemst OEpEMEHHOCTH KBETHAIIMH MOKHO MPUMEHSTH TOJIBKO B TOM CIlIy4yae, eciu
OKuJaemasl 1oJib3a /sl )KEHIUHBI ONPaBbIBACT MOTEHINAIBHBINA PUCK JUIS IUIO/A.

[Ipy nmpumMeHeHMM aHTUIICUXOTHMYECKHUX IMpEnaparoB, B TOM YHUCIE KBETHANHHA, B TPEThEM
TpUMecTpe OEpEMEHHOCTH Y HOBOPOXKJIEHHBIX MOSBIsETCS puck pa3Butuss HP pasHoii crenenun
BBIPAKEHHOCTH U JUTUTENbHOCTH, BKiItovast JI1C u (nnm) cuaapom «ormenb». Coodmanock o
BO30YK/IEHUH, TUMIEPTOHUHU, THIIOTOHUH, TPEMOpE, COHJIMBOCTH, PECHHPATOPHOM TUCTpECC-
CHHJIPOME WMJIM HAPYLIEHUSAX KOpMIIeHHs. B cBs3M ¢ 3TUM cieayeT TIATeNbHO HAOMI0AaTh 3a

COCTOSIHHMEM HOBOPOXICHHBIX.
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JlakTanus

Ony06nukoBaHbI COOOIICHUS 00 SKCKPEIMK KBETHATIMHA C TPYIHBIM MOJIOKOM, OJTHAKO CTEIICHb
HKCKpEelMHu He ycTaHoBieHa. JKeHIMHaM HE0oO0XOJMMO PEKOMEHA0BaTh M30eratb TPYIHOTO
BCKapMJIMBaHUs BO BpeMs IIPHEMa KBETHAIIMHA.

4.7. Bausinue Ha CIOCOOHOCTH YNPABJATHL TPAHCHOPTHBLIMH CpPeICTBAMU U PadoTaTh €
MeXaHU3MaMH

Bcenenctsue BozneiictBus Ha IIHC kBeTnanuH MOXET BIMATH Ha CKOPOCTb IICUXOMOTOPHBIX
peakuuil U BBI3bIBAaTh COHIUBOCTB. [I03TOMY B nepuoz JiedyeHMs NalMeHTaM He PEKOMEHIyeTCs
paboTaTh ¢ MEXaHM3MaMH, TPeOYIOUIMMH IOBBIIIEHHON KOHLIEHTpAalUM BHUMAHHUSA, B TOM
Ylyclie HE PEKOMEHJYeTCs YIpaBJIEHWE TPAHCIOPTHBIMU CpEICTBaAMH, IOKa He Oyjaer
YCTaHOBJIEHA UHIMBU/yaJIbHAsl IEPEHOCUMOCTh TEPAUH.

4.8. HexxennaTelbHbIE peaKIuu

Pesrome npoduiist 0e3onacHOCTH

Haubonee wacteie HP kBermammua (>10 %) — COHJIMBOCTH, TOJIOBOKPY)XEHHE, CYXOCTb
CIIM3UCTON OO0OJIOUKH TMOJOCTH pPTa, CHHIPOM «OTMEHBI», TOBBIINICHHE KOHIICHTPALUU
TPUTTUIIEPUIOB, TOBBIIICHHE KOHIEHTPAlMU OO0IIero XojecTepuHa (TJIaBHBIM 00pazom,
xonecrepuna JIITHII), cumkenue konueHntpauuu xonectepuHa JIIIBII, yBennuyenue maccel
TeJa, CHIKeHUE KOHIeHTparuu remoryioouna u JI1C.

TabauaHoe pPE3FOME HEXKENIATSIbHBIX PeaKIIHi

YacToTa BCTPEYAEMOCTH OIpe/eiicHa CIEAyIomnuM o0pa3oM: odeHb vacto (> 1/10), gacto
(or>1/100 mo < 1/10), meuacro (ot > 1/1000 mo < 1/100), peaxo (ot > 1/10000 mo < 1/1000),
oueHb penko (< 1/10000), yacrora HewsBecTHa (MCXOMsA W3 HUMECIOIIUXCSA JAHHBIX YacCTOTY
BO3HHMKHOBEHUS OIPEIEINTh HEBO3MOXKHO). HP CrpynmupoBaHsl B COOTBETCTBHH C MOPSIKOM

Ha OCHOBaHUM cHCTeMHO-opraHHbIX Ki1accoB (COK).

Kaacc cucrembl OpraHoB HexenarenbHas peaKkmus

Hapywenus co cmoponvl kposu u numgamuueckou cucmemul

Yacto Jeiikonenus’2®

HacToTa Hen3BeCcTHA Heifrponenus®

Hapywenus co cmoponvl ummynHou cucmemvl

Heuacto Peakuuu r HUIICPYYBCTBUTCIBHOCTH

OueHb penko AHapunaKTHYECKUE PEaKIIHI®

Hapywenusa memabonuzma u numanus

Ouensb penko CaxapHnblii nuabert>®

Hapywenus co cmoponul HepéHoli cucmemul
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OueHp 4acTo

14,17

['osoBOKpyKEHUE , TOJIOBHAs! 060116, coHmBocTb>/, DIICHE

Yacto JuzapTpusi, HCOOBIYHBIC U KOIIIMAPHBIC CHOBHICHUS,
MOBBIIICHHE AIIIICTUTA

Heuacro Cynoporu’, CHHIPOM «OeCTIOKOWHBIX HOTY, TO3IHAS
nuckunesns’, oomopok Y| ciyranHOCTE Co3HAHMS

Penko CoMHaMOyJIM3M U CBSI3aHHBIE C HUM SIBJICHUS

Hapywenus co cmoponut ope

aHa 3peHusl

Yacto

HeuetkocTs 3peHus

Hapywenus co cmoponul cep

oua

Yacto

Taxukapausa™?, cepzlue61/IeHI/Ie19

Heuacto

Bpazuxmapnnﬂzs

Hapywenus co cmoponwl cocyoos

Yacto

OpTOCTaTI/I‘leCKaH l“I/Il'IOTeH3I/I$Il’4’17

Hapywenus co cmoponul Ovixamenvhoti cucmemsl, Op2aHo8 2pyOHOU KIemKU U Cpe0oCmeHus

Yacto

Ompimkat®

Heuacto

Punnut

Kenyoouno-kuuieunvie Hapyuienus

OueHp 9acTo

CyXxO0CTh CIIM3UCTON 000JI0YKHU MOJIOCTH pTa

21

Yacto Hucnencus, 3amnop, ppora
Heuwacto Jucoarus™®
Penxo Kurieunast HempoXoauMOCTh/UIeyC

Hapywenus co cmoponul ney

E€HU U ofceﬂqeebleodﬂu;ux nymeﬁ

Penxo

JKentyxa®

Ouens penko

Tenmatut (¢ KenTyXoi uam 6e3 xKenTyxu)°

HapymeHuﬂ CO CIMOPOHBL KOJHCU U NOOKOJNCHLIX MKAHell

OueHb penko

6 6

AHTHOHEBpPOTHYECKHUH 0TeK ", cuHApoM CtuBeHca-/[>koHCcoHa

YacTtoTa HEU3BECTHA

Toxcuueckuii snuAepMaNbHbIN HEKPOIU3, MyIbTHPOPMHAs
APUTEMA, OCTPBII '€HEPATN30BaHHbIN SK3aHTEMATO3HBIN
MyCTYyJIe3, IEKapCTBEHHAs PEaKLIUs C 203UHODMINEH 1
cucteMHbIMU cumntromamu (DRESS-cunapom), KoxKHbI#H

BACKYJIAT

HapymeHuﬂ CO CMOpPOHbL MblwellHOIZ, CKeNemHOU U COeOUHUMENbHOU MKAHU

OueHnb penko

Pabgomuonmus

Hapywenus co cmoponul nouek u mMouesbigo0sauwux nymet
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Heuacto

3asepxKa MOUH

Bepemennocms, nociepooogulii nepuoo u nepuHamanbhvle COCMosHUsA

YacroTa HEM3BECTHA

CI/IH,Z[pOM «OTMCEHBD» Y HOBOpO)K,Z[eHHbIX28

Hapywenus co cmopoHvl penpoO0yKmusHoU cucmembvl U MOJIOYHBIX HCele3

Penxo

IIpnanusm, ragakropes

Obwue HapywieHus U peakyuu 8 mecme 66e0eHUs

OueHp 4acTo

CunznpoM «orMeHp» 10

Yacro He3naunTensHO BbIpaXeHHAs! aCTCHUS, EpUPEpUIECKUE OTEKH,
pa3apaXKUTENbHOCTD, TUXOPAIKa
Penxo 3110KaueCTBEHHBIH HelpOIenTUYECKHil CUHAPOM ., TUIIOTEPMHUS

Jlabopamopnvlie u uncmpymenmanbHvle OaHHblE

OueHp 4acTo

[ToBblIeHNe  KOHIEHTpauuii  Tpuraunepumoslt!,  obmiero

XonectepuHa (IJIaBHBIM o00pa3oM, xonectepuna JITTHIT)M?,

CHUKEHMe KOHIeHTpanuu xonectepuna JITIBIIM8, ypenuuenue

9

MacCcChI TCJia”, CHUKCHUC KOHIUCHTPAalluU 1“6':M01“JIO6I/IH8,23

Yacto

TToBBINIEHNE aKTHBHOCTH alaHUHaMUHOTpaHchepassl (AJIT)S,

ramma-roryTammitpascnentuaassl ([TT)3, camkenne

1,22

KOJIMYEeCTBA HEUTPOPHIIOB™“*, MOBHITIICHUE KOJIHMYECTBA

1’7, FI/IHepHpOHaKTI/IHeMHﬂle,

203MHO(UIOB??, THIIEPrIHKEMHUS]
CHIDKCHUE KOHIIEHTPAIUU OOIIEero U CBOOOIHOTO THPOKCHHA
(T4)20 s

, CHIDKCHUE KOHIIEHTPAIIMU OOIIEeTr0 TPUHOATHPOHUHA
(T3)?°, noBbIeHNEe KOHIEHTPALMH THPEOTPOITHOTO TOPMOHA

(TTI)%

Heuacto

TpombGoruTonenus**, moBbIeHHe aKTUBHOCTH
acmapratamuHoTpancdepassl (ACT)?, yanunenne nnateppana

QT1'13, CHUKEHUE KOHIIEHTPAI[UU CBOOOTHOTO T3%

Penxo

ToBwImIeHNE aKTHBHOCTH KpeaTnHdochokuaaszs (KOK)®,

arpaHynonuros3?’

1. Cwm. paznen 4.4.

2. CoHIMBOCTH OOBIYHO BO3HHUKAET B TEUECHHE HIEPBBIX 2-x HCACIb ITOCJIC HavaJla TCparunuu

H, KaK IIpaBUJIO, pa3pClIacTCs HaA (I)OHG MpOAOJIKAOUICTOCA TpHUEMa KBECTHAIIMHA.

3. Bo3moxxHO OeccMMIITOMHOE TMOBBIIIEHHE (> 3 pa3a OT BepXHEH I'paHMIIbI HOPMBI MPHU

onpeneneHuu B mo0oe Bpemsi) akTuBHOCTH ACT, AJIT u I'TT B chIBOPOTKE KPOBH, KaK

paBmIIo, oOpaTuMoe Ha (hOHE MPOIOJIKAIOIIETOCs TpueMa KBeTHaHa.
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10.

11.

12.

13.

14.

15.

16.

17.
18.

Kak u npyrue aHTUIICUXOTHYECKHE MpernapaThl C 0.1-aJPEHOOIOKUPYIOIIUM JIEHCTBUEM,
KBETHAIMH 9aCcTO BBI3BIBAET OPTOCTATUYECKYIO THIIOTCH3HIO, KOTOPAsi COMPOBOKIACTCS
TOJIOBOKPYKEHUEM, TaXHKapJued, B HEKOTOPHIX clydasx — OOMOpPOKOM, OCOOCHHO B
Hauasie Tepanuu (cM. pasaen 4.4.).

OTMeueHbl O4eHb peIKUe cyyau 000CTpeHHs caxapHOro auadera.

Onenka 4yactorel JaHHoW HP  mpoBommmace Ha  OCHOBaHHMM — PE3YJIbTAaTOB
MOCTPETUCTPAIIIOHHOTO HAOTFOICHHUS.

[ToBbIICHNE KOHIIGHTpAllUM TJIIOKO3bI B IJIa3M€ KPOBHM HaTomak > 126 mr/mn
(> 7,0 MMOJIB/JT) MW KOHIIGHTPALIMM TJIOKO3BI B IJIa3ME KPOBH IIOCJIEC MpHEMa IHUIIH
> 200 mr/mt (> 11,1 MmMoIb/T) XOTs OBI IPH OJHOKPATHOM OTIPEACIICHUU.

Bonee Beicokas yactora qucdaruu Ha (OHE KBETHAIMHA 10 CPABHEHUIO C TUIAIe00 Oblia
OTMEYEHa TOJIBKO y MAIMEHTOB C JIENPECCUeii B CTPYKType OUIOISIPHOTO pacCTPOICTBa.
[ToBbieHNEe UCXOHOM Macchl Tena Ha 7 % u Oosiee. B oCHOBHOM BO3HHKAeT B Hauaie
TEpaIruu y B3POCIBIX.

[Ipy w3yuyeHWM CHHIPOMA «OTMEHBD» B KPATKOCPOYHBIX IUIAIE00-KOHTPOIUPYEMBIX
KIIMHUYECKUX MCCIEIOBAaHUSAX KBETHUANMHA B PEXUME MOHOTEpAluu OBbLTU OTMEUYEHBI
CIIEyIOIIe CHMITOMBI: OECCOHHHIIA, TOIIHOTA, TOJIOBHas Oonb, auapes, pBOTa,
TOJIOBOKPY)KEHUE M Pa3paKUTEILHOCTh. YacToTa CHHAPOMA «OTMEHBD» CYIIECTBEHHO
CHIDKAJIACh uepe3 1 Heelto mociie MPeKpanieHus mprueMa KBeTHaITuHA.

[ToBeimieHne koHmeHTpaumu TpuriaunepuaoB > 200 mr/mn (= 2,258 mmons/n)  y
narueHToB > 18 ner wnmm > 150 mr/mn (> 1,694 mmons/n) y nmanuenToB < 18 ner, xots
OBl TIPU OJTHOKPATHOM OIIPEICTICHHH.

[ToBbImeHne KOHIEHTpAIUU 00mero xojecrepuHa > 240 mr/mn (> 6,2064 mmons/n) y
narueHToB > 18 et mumm > 200 mr/on (> 5,172 mmons/n) y manueHToB < 18 jer, XoTs
OBl TIPU OTHOKPATHOM OTIPEICTICHUH.

CwM. nanee 1o Tekcry.

CHmxenre KonmmuecTBa TpomOomutoB < 100 x 10%1, xoTs 6B HpH OZHOKPATHOM
OTIpeieNICHUN.

be3 cBsi3u cO 3/0KAYECTBEHHBIM HEUPONENTHYECKHM CUHAPOMOM. [lo maHHBIM
KIIMHUYECKHUX UCCIIEIOBaHUN.

[ToBbmeHwe KOHIICHTPAIUN MPOJIaKTHHA y marueHToB > 18 mnet:
> 20 mxr/n (> 869,56 mmonb/n) y myxkunH, > 30 Mkr/a (> 1304,34 nMonb/) y KEHIIHH.
Mo:keT IpUBOIUTH K ITAJICHHUIO.

Camxenne koHneHnTparuu xonecrepuna JINBII < 40 mr/mn (< 1,03 MMOb/1) y My>KUYnH

n < 50 mr/mn (< 1,29 MMOITB/1T) y KEHIITIH.
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19.

20.

21.

22.

23.

24,

25.

26.

Janubsie HP yacto otmeuanu Ha ¢poHE TaXUKAPAUH, TOJIOBOKPYKEHHS, OPTOCTATHIECKOM
TUNOTeH3MM ©  (WJIM) CONYTCTBYIONICH MATOJIOTHH  CEPACYHO-COCYAMCTOU WU
JIBIXaTeITbHOW CUCTEMBI.

Ha ocHoBanuM NOTEHUMANbHO KIMHUYECKH 3HAUYMMBIX OTKJIOHEHHUH OT HOPMAaJIBHOTO
UCXOJHOTO COJAEpKaHMS, OTMEUEHHBIX BO BCEX KIMHUYECKHX HCCIIEOBAHUSIX.
N3menenus xoHmeHtparmu obmiero T4, ceodomnoro T4, o6meroT3, ceoboanoro T3 mo
sHaueHuil < 80 % oT HKHEH TpaHUIBI HOPMBI (IIMOJIB/JT) TIPH OINPEACICHUH B JII000E
BpeMs. 3menenune konnentpanuu TTI > 5 MMEn/n1 npu onpenenenuu B 11000€ BpeMs.
Ha ocHOBaHMU MOBBINIEHHOW YaCTOTHI BOZHUKHOBEHUSI PBOTHI y MAIIMEHTOB MOKUIIOTO
BO3pacra (> 65 ner).

B KkpaTKOCpOUYHBIX KJIMHHYECKUX HCCIICJIOBAHUSIX MOHOTEpPANUM KBETHAIMHOM Y
MalMeHTOB C KOJIMYECTBOM HEUTpO(HIIOB 10 Havajga Tepanmuu > 1,5 X 10%n ciy4au
HeliTponennyu (konudecTBo HelTpodunos < 1,5 x 10%1) ormeuenst y 1,9 % manueHToB
B rpymnmne kBetuanuHa npotuB 1,5 % B rpynne mnane6o. CHHUMKEHUE KOJIMYECTBA
HelTpopunos >0,5, Ho <1,0x10%1 ormewamocs ¢ wactotoit 0,2 % B rpymme
KBeTHanuHa U rane6o. CHuKeHue KoiaudectBa HedTpodmioB < 0,5 x 10%1 xots1 GBI
IIpU OJHOKpPATHOM ompezeneHuu orMedeHo y 0,21 % manueHToB B TpyIine KBeTHANWHA
npotuB 0 % B rpynme miaedo.

CHmkeHne KOHIeHTpanuu remorioonHa < 13 r/mnm y myxunsa u < 12 r/m1 y >xeHIuH,
X0Ts1 Obl TIpU OJHOKPATHOM ompefAeNneHuu, orMmedanoch y 11 % manueHtoB Ha QoHe
mpreMa KBETHAallMHA BO BCEX KIMHHYECKUX HCCIEIOBAHUSAX, BKIOYAs IMTEIbHYIO
Tepanuio. B KpaTKOCpOUYHBIX I1ane00-KOHTPOJIMPYEMBIX HCCIECIOBAHUAX CHUKECHUE
KOHIICHTpaluu remMoriaoomnnaa < 13 r/mn y MmyuuH U < 12 1/171 y )KeHIIMH, XOTs OBl IpH
OJTHOKPATHOM OIpeNeJIeHHH, 0TMEYaIoch Y 8,3 % MalMeHTOB B IPyIIe KBETHAMMHA T10
cpaBHEHHUIO ¢ 6,2 % B rpymmne miaamebo.

Ha ocHOBaHWM TOTCHIMAIBHO KIMHUYECKH 3HAYUMBIX OTKJIOHEHHH OT HCXOJHO
HOPMAJIHLHOTO YPOBHS, OTMEYCHHBIX BO BCEX KIIMHUYECKUX HCCieoBaHusAX. [ToBbIeHIE
KOJIMYECTBA 703UHOGUIOB > 1 X 10%1 mpu onpeneneHuy B mo6oe BpeMms.

Ha ocHoBaHWM TOTEHIMATBHO KIMHUYECKH 3HAYUMBIX OTKJIOHEHHUH OT HCXOJHO
HOPMAJIBHOTO YPOBHS, OTMEUYCHHBIX BO BCEX KIMHUYECKHX UCCIIeoBaHHUSIX. CHIDKCHUE
KONM4ecTBa JeikonuToB < 3 x 10%1 npu onpenenenuy B moboe BpeMs.

MoseT pa3BUTHCS B MOMEHT WJIM BCKOpE TOCJe Hayalla TEeparnud U COMPOBONKAATHCS
apTepuaibHON runorensued u (i) ooOMopokom. Yactora ycTaHOBIEHA HA OCHOBAHUH
coOOmeHNH O pa3BUTHH Opamukapauu W cBs3aHHBIX HP BO Bcex KIMHMYECKHX

HUCCICOOBAaHUAX KBETHUAIIMHA.
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27.Ha OCHOBaHMM OILICHKM 4YacTOThl y TMAalMEHTOB, MPUHUMABIIMX Y4YacTHE€ BO BCEX
KIIMHUYECKUX HCCIIEIOBAaHUAX KBETHAIIMHA, Y KOTOPBIX OTMeuajgach TsDKeas
HeiiTponenus (< 0,5 x 10%1) B couetanny ¢ MHPEKIUAMA.

28. Cwm. paznen 4.6.
VY anunenue unreppana QT, xeny1oukoBas apuTMUs, BHE3aIIHAsl CMEPTh, OCTAHOBKA Cepala U
JIBYHAIIpaBJeHHAas KeJIyJ0UKOoBas Taxukapaus cuutarorcess HP, npucymumu Heiiponentrkam.
Yactora DIIC B KpaTKOCPOUHBIX KIMHUYECKUX HCCIEAOBAHUSAX Yy B3POCIBIX MAIlUEHTOB C
mu3oppeHrel 1 MaHued B CTPYKType OHWIONIIPHOTO pacCTpoiicTBa Oblja COMOCTaBUMA B
rpynne KBeTHanuHa W Iuianebo (mauueHtsl ¢ mu3zodpenueii: 7,8 % B rpymne KBeTHANHWHA U
8,0 % B rpymnme mianedo; MaHUU B CTPYKType OumoispHoro paccrporictsa: 11,2 % B rpymme
kBetnanuHa u 11,4 % B rpynne miane0o).
Yactora DOIIC B KpaTKOCPOUHBIX KIMHUYECKUX HCCIEAOBAHMAX Y B3POCIBIX MHAI[UEHTOB C
Jenpeccueii B CTpyKType OUIOJSPHOrO pacCTpOiCcTBa B rpyIIie KBeTHANKUHA cocTaBmia 8,9 %,
B rpynne trane6o — 3,8 %. Ilpu srom wacrora otnenbHbIX cuMnToMoB JIIC (Takux Kak
aKaTU3Msl, SKCTpPAIUPAMUIHBIE PACCTPOICTBA, TPEMOD, IUCKUHE3US, JUCTOHUS, OECTIOKONUCTBO,
HEMPOU3BOJbHBIC COKpAIICHHUsS] MBI, TICHXOMOTOPHOE BO30YXKIEHHE U MBIIICYHAS
PUTHIHOCTD), KaK MpaBuiio, ObUIa HU3KOW U He mpeBbimana 4 % B KaxI0¥ U3 TPy TEParuu.
B n0oarocpouHbIX KIMHUYECKUX UCCIAEAOBAHUSIX KBETHANIMHA MPU MU30()pEeHUN U OUTIOIIPHOM
paccTpoiicTBe y B3pocibix mnarueHToB dYactora OJIIC Obuta comocTtaBuMa B Tpymmax
KBETHAINKHA U TIaneoo.
Ha ¢one Tepanuu KBeTHATMHOM MOXET OTMEYAThCS T0303aBUCUMOE CHIDKEHHE KOHIICHTPAIUH
TOPMOHOB HIUTOBUIHON >Keje3bl. YacToTa MOTEHIIMAIIBHO KIMHUYECKH 3HAYUMBIX M3MEHEHUM
KOHIIGHTPAllUd TOPMOHOB  HIIMTOBUJHOW  JKe€Jle3bl B  KPATKOCPOUHBIX  KIMHHUYECKUX
uccinenoBanusax s oodmero T4 cocrasuna 3,4 % B rpynmne kBetuanuaa u 0,6 % B rpymme
miane6o; ans ceodoaHoro T4 — 0,7 % B rpynne kBetuanuna npotus 0,1 % B rpymre miane6o;
mist obmero T3 — 0,54 % B rpynme kBermanmna npotuB 0,0 % B rpynme mmiamne6o; s
cBobomHoro T3 — 0,2 % B rpynme kBernanuHa npotus 0,0 % B rpynme miane6o. M3menenne
koHnenrpauuu TTIT otmeueno c¢ uactotoit 3,2 % B rpymnmne kBetuanuHa u 2,7 % B rpymme
miane6o. B KpaTKOCPOYHBIX  KIMHUYECKUX HCCICJOBAHHSIX MOHOTEpAalHMH YacToTa
MOTEHITMATBHO KIIMHUYECKH 3HaYUMbIX n3MeHeHn koHnenTpanuu T3 u TTI coctasuna 0,0 %
B rpynne kBeruanuHa u 1oiane6o; mis T4 m TTD cocraBuima 0,1 % B rpymnme KBeTHanmuHa
mpotuB 0,0 % B rpynne miane6o. JlaHHbIE W3MEHEHUs, Kak MPaBWIO, HE CBS3aHBI C
KIIMHUYECKH BBIPAKCHHBIM THIIOTUPEO30M. MakCUMallbHOE CHI)KEHHE OOIIEero u cBOOOIHOTO
T4 3apeructpupoBaHo Ha 6-i Hejelle Tepalud KBETHAMMHOM, 0€3 JaJIbHEWIIIET0 CHUXEHUS

KOHIOCHTpAallMKM TOPMOHOB IIpH JJIHUTCIBHOM JICUCHHUH. HpaKTI/I‘IeCKI/I BO BCEX CcCllydasdax
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KOHIEHTpauus olmero u cBoOonHoro T4 Bo3Bpamjasiack K HMCXOJHOMY YPOBHIO IOCHE
MpEKpaIIeHus: Teparuy KBETUAMMHOM, HE3aBUCUMO OT JUIMTENIbHOCTH JiedeHusl. KoHuentpanus
tupokcuHcBsi3piBaroniero rinodynmuaa (TCI) mpu u3MepeHmu y 8 MAIMEHTOB OCTaBajach
HEU3MEHHOI.

COO6H.I€HI/I${ 0 IMOJO03PEBACMBIX HEKECIATCIbHBIX PCAKIINAX

BaxHo coo0mare O MOA03pEBAEMBbIX HEXKENATENBHBIX PEAKIHUsIX TIOCIe PErucTpaluu
JEKapCTBEHHOTO  TIperapara ¢ Iedbl0  00eCHedeHUs HENpephIBHOTO  MOHHTOPHHTA
COOTHOIIEHUSI «IOJIb3a — PHUCK» JIEKapCTBEHHOIO Mpemnapara. MeTuIMHCKUM pabOTHHUKAM
peKkoMeHayeTcss  coolOmarb O  JIOOBIX  MOJO03PEBAEMBIX  HEXEJIaTelIbHBIX  PEaKLUix
JIEKapCTBEHHOI'0 IIpernapaTra 4yepe3 HalMOHAJIbHbIE CHUCTEMBbI COOOIIECHHS O HEXKENaTeIbHbIX
peakuusx rocyapcTB — wieHoB EBpa3suiickoro 3KOHOMH4ECKOI0 COr03a.

Poccuiickas ®@edepayus

109012, r. MockBa, CnaBsiHCKas IJI0IIab, A. 4, cTp. 1

denepanbHas ciryx0a 1Mo Haa30py B cdepe 3ApaBOOXPaHECHUS

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

Anpec s, moutsel: pharm@roszdravnadzor.gov.ru

Be6-caiiT: www.roszdravnadzor.gov.ru

4.9. llepeno3upoBka

CuMITOMBI

CooOmranoch 0 JNeTalbHOM HCXoAe npu mnpueme 13,6 T KBeTHanmMHA Yy TMAalMEHTa,
y4acTBOBABIIIETO B KIMHUYECKOM HCCIIEIOBAaHUH, a TAKXKe O JIETaJbHOM HCXO/I€ MOCie mprueMa
6 r KBeTHANWHA TPH TIOCTPETUCTPAIMOHHOM H3YYCHHH Ipernapara. B To ke BpeMs OnucaH
Ciyyail mpriemMa KBeTHaruHa B J03€, npebimaroiieit 30 r, 6e3 JieTaabHOTO UCX0/1a.

Nmerotcs coobiieHust o KpailHe peKUX clydasx Mepeo3UpPOBKU KBETHANTMHA, TPUBOIUBIINX
K yAnuHeHuto uaTepsaia QTC, cMepTu wim Kome.

Y manueHToB C TSOKEIBIMH CEPACYHO-COCYIUCTHIMH 3a00JI€BaHUSIMH B aHAMHE3€ PHCK
pazutust HP nipu nmepeno3upoBke MoxeT yBenuauBaThes (cM. paznen 4.4.).

CHUMIITOMBI, OTMEYEHHBIE TpPH TEPETO3UPOBKE, B OCHOBHOM OBUIM CIIEICTBUEM YCHIICHUS
M3BECTHBIX (hapmakosornueckux 3(pQPeKToB KBETHANMHA, TAaKUX KaK COHIUBOCTh U CEIaIus,
TaxWKapIus, CHIDKCHHE apTePHATLHOTO JIaBIICHUS M aHTUXOJUHEPruIecKue 3 (HeKTHI.
Jleuenue

Crenunpuyeckux aHTUOTOB K KBETHANMHY HET. B ciydasx TsKenol MHTOKCHKAIUHU CIIeTyeT
MIOMHHUTh O BO3MOXXHOCTU TEPEIO3MPOBKMA HECKOIBKUMHU JIEKAPCTBEHHBIMHU IpermapaTamu.
PekoMenayercss TpOBOAUTH MEPOMNPUATHS, HANpaBlIEHHbIE Ha NOJJEpKaHUE (QYHKIUH

JIBIXaHUS W CEPACYHO-COCYIHUCTONH CHCTEMBI, OOECIeYCHHE aJeKBATHOM OKCHUTEHAIlUd |
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BeHTHIIAIMK. OmyOMKOBaHbl cooOmeHus o paspemnieHun Tsoxenbix HP co croponwsr IHTHC, B
TOM 4YHUCJIE KOMBI, JEJIUPUS M SBHOIO AHTUXOJMHEPTUYECKOTO CHUHIPOMA, IOCHE
BHYTPHUBEHHOTO BBeIeHHUS (u3ocTUrMuHa (B g03¢ 1-2 Mr) moj MOCTOSSHHBIM KOHTpPOJIEM
anekTpokapauorpammsl (OKT).

B ciyuyae BO3HMKHOBEHHS peppaKTepHON apTepHalbHOM THUIIOTEH3UU IPH MEPEeIO03UPOBKE
KBETHAIIMHA JIEUEHUE CIIEAYET OCYIIECTBIATh IIyTEM BHYTPUBEHHOI'O BBEJEHUS JKUJKOCTH U
(nnM) CUMIIATOMHUMETHYECKUX MpernaparoB (He cieqyeT Ha3HavaTh SMUHEOPHH U JIOTAMHUH,
MIOCKOJIBKY ~CTUMYJISIUS  [-aipeHOPELeNTOPOB MOXKET BbI3bIBATH YCHJIGHUE CHUKCHHUS
apTepHalIbHOTO JaBlieHUs Ha (poHe OJI0KaAbI 0-aJPEHOPELETITOPOB KBETUAITUHOM).
[IpoMbiBanue xenyaka (mocie HWHTYyOauuu, €ciau NauueHT Oe3 CO3HaHUs) U NPUMEHEHHE
aKTUBUPOBAHHOTIO YIUIA M CHAOUTENbHBIX CPEICTB MOXKET CIOCOOCTBOBAaTh BBIBEJIECHUIO
HeabcopOMPOBAHHOTO KBETHUAIMHA, OAHAKO 3((DEKTUBHOCTH ATUX MEp HE H3yueHa.
[IpucranpHOe MEAMIIMHCKOE HAOMIOACHHUE JOJDKHO MPOAODKATHCA J0 YIYYIICHUS COCTOSHHS

InanucHTa.

5. ®APMAKOJIOTHYECKHWE CBOMCTBA
5.1. ®apmakoguHAMHYECKHE CBOIICTBA
dapmMakoTepareBTUYeCcKas TpyMnia: aHTUIICUXOTHUECKOE CPECTBO (HEHPOIENITHK)
Kon ATX: NO5SAH04

MexaHn3M aelicTBUS

KBetnanuH sBiIA€TCS aTUNUYHBIM AHTUIICUXOTUYECKMM IIpemnapaToM. KseTmanumH u ero
aKTUBHBII MeTa0oauT N-Ie3alKuiIKBeTHAaNNH (HOPKBETHANNH) B3aUMOAECUCTBYIOT C IIMPOKUM
CIIEKTPOM HEUTPOTPAHCMUTTEPHBIX PEUENTOPOB TOJOBHOrOo Mo3ra. KermanmHn u N-
J€3aKUIKBETHAIINH NIPOSBIIAIOT BBICOKOE CpoACTBO K SHT2-cepOTOHMHOBBIM penentopam u

D1-, D2-noaMuHOBBEIM perienTopaM rojJOBHOTO MO3ra. AHTaroHM3M K yKa3aHHBIM pelenTopam
B COUYETaHHH ¢ OoJiee BBICOKOM ceneKTUBHOCThIO K SHT2-cepoTOHMHOBBIM pernenTopam, 4em K
D2-nodamMuHOBBIM penienTopaM, 00yclaBiIMBaeT OCHOBHbIE KIMHUYECKUE aHTUIICUXOTUYECKUE
CBOMCTBAa KBETHMANlMHA M HU3KYIO 4acTOTy pa3BUTUs dkcTpanupamuinsix HP. Ksetmanun u
HOPKBETHAIMH HE MPOSBISIIOT 3aMETHOTO CPOJICTBA K OCH30Ma3eMMHOBBIM pELeNTOpaM, HO
00Ja1al0T BBICOKMM CpPOACTBOM K TMCTAMHHOBBIM U 0.1-aJJpEHOpPELENITOpaM U yMEpPEHHBIM
CPOJACTBOM IO OTHOILIEHHUIO K o2-afpeHopenentopam. Kpome Toro, kBeTHanuH He oOiajaer
Wi o00JaJaeT HU3KUM CpPOJCTBOM K MYCKapMHOBBIM peIlenTopaM, B TO BpeMs Kak
HOPKBETHANMH IPOSIBIIET YMEPEHHOE WJIM BBICOKOE CPOACTBO K HECKOJBKMM IOATHUIIAM
MYCKapMHOBBIX PELENTOPOB, YTO OOBICHSIET aHTUXOJMHEPTUYeCKHue (MYyCKapHUHOBBIE)

a¢ddexTh mpenapara. Kpernanua He o0namaeT CpoACTBOM K NMEPEHOCUMKY HOpaJpEeHATMHA U
21



obnmamaer HU3KUM cpoacTBoM kK SHTia-cepoToHmHOBOMY perentopy, B To Bpems kak N-
Je3aJIKUIIKBETHAIIMH TIPOSIBIISIET BBHICOKOE CPOACTBO K 00ouMM. MHrubupoBaHmue nepeHocymKa
HOpAJpeHaIMHa U YaCTUYHBIA aroHW3M B OTHOWIEHMM SHTiA-CEPOTOHMHOBBIX PELENTOPOB,
nposiBisieMble N-1e3aIKUIKBETHAIIMHOM, MOT'YT 00YC/IaBIMBaTh aHTUAEIPECCUBHOE ACHCTBUE
npenapara. YenpHbld Bkiax Mertabonuta N-pe3ankuikBeTHanuHa B (apMakoJIOIHMUECKYHO
AKTUBHOCTb KBETHAIIHA HE YCTAHOBJIEH.

dapmakonnHamuueckue 3O dEKThI

KBertnanuH mposiBiIseT aKTUBHOCTh B MCIBITAHUSX Ha AHTUIICUXOTHUYECKYHO JEATENIbHOCTD,
TaKyl0 Kak YCJIOBHO-pediexTopHoe wu3beranue. Takxke OJIOKHUpyeT AEHCTBUE aroHUCTOB
nodamMuHa, OLEHUBAEMOE WJIM B IOBEICHYECKHUX, WIH B 3JIEKTPO(U3NOIOTHISCKHIX
WCCIICIOBAaHMSIX, W TIOBBIIACT KOHIEHTPAIMK MeTa0oJuTa aopamMHHa, HEHPOXHMHUYECKOTO
nokaszarenss Onokanel Do-penentopoB. Pesynbratel uzydenus OIIC B JAOKIMHMYECKHX
HCCIIEIOBAaHMSIX MOKAa3aJId, YTO KBETHAIMH OTIMYACTCA OT CTAHJAPTHBIX AHTUIICUXOTUYECKHUX
CpeACTB M UWMEeT aTUNUYHBIA mnpoduiab. KBeTmanmnH He BBI3BIBACT IMOBBIIICHHOM
YyBCTBUTEIHHOCTH JH0(GaMHHOBBIX D2-pernentopoB npu JUIMTEIHOM NpUMEeHEeHUH. KBeTnanux
BBI3bIBACT CNA0Yyl0 KaTalencuio B J03aX, 3(pdeKkTuBHO Onokupyoomux Dz-penentopsl.
KBernanun  u30upartenbHO  JEHCTBYeT  Ha  JUMOMYECKYI0  CHCTEMY,  BBI3bIBas
JeNOSPU3ALMOHHYIO OsoKay Me30JIMMONYECKHX, HO HE HUTPOCTPUATHBIX
nodaMuHepruyeckux HerpoHoB. [Ipu KpaTkoM M UIMTETLHOM BBEACHMM KBETHANUH oOianai
MUHUMAaJIbHON CIOCOOHOCTBIO BBI3bIBAThH JUCTOHUIO y 00e3bsH-KamylHHOB,
CEeHCUOMITM3MPOBAHHBIX TaJONEPUI0IOM MU HE TOTYYaBIINX METMKaMEHTO3HOTO JICUCHHSL.
Knunuuecxas s¢pgpexmusnocmo

KBetnanun 3QexTuBeH B OTHOIIEHWM KaK IO3UTUBHBIX, TaK M HETaTUBHBIX CHUMIITOMOB
130 peHnu.

KBetnanuH »¢¢exkTuBeH B KadecTBE MOHOTEPANMU MPH MaHUAKAIBHBIX SIMU30/aX OT
YMEPEHHOH 10 BBIPAKEHHOM CcTeneHW TsKecTH. JlaHHbIE O JAJUTENIbHOM TNPUMEHEHHUH
KBETHANMHA ISl TPO(UIAKTUKY TOCIEAYIOIMNX MaHUAKaIbHBIX U JENPECCUBHBIX 3IH30/10B
OTCYTCTBYIOT. JlaHHBIE TO MPUMEHEHHMIO KBETHAallMHA B KOMOMHAIMM C BaJbIIPOATOM
CEMMHATpUsl WM TpenaparaMyd JUTHS IPH MaHHUAKAJIbHBIX SIH30/aX OT YMEPEHHOH 10
BBIPKEHHOW CTENEHM TSKECTH OTPaHUYEHBI, OJTHAKO JaHHAas KOMOMHUpPOBaHHAs Tepanus B
1enoM xopoio nepeHocusnach. Kpome Toro, ksertnanus B 103€ 300 mr u 600 mr s dexTuBeH y
MAIMEeHTOB ¢ OUIONIAPHBIM paccTpoiicTBoM [ u I THma 0T yMepeHHO 10 BEIpa)KEHHOW CTETIeHU
TsokecTH. [Ipu aTom 3¢ dexkTrBHOCTH KBeTHanuHa mpu npreme B 1o3e 300 mr u 600 Mr B CyTKH
conoctaBuma. KBetnanud 3¢ (HeKTUBEH y MAIMEeHTOB ¢ MHU30(peHNEel 1 MaHUEH MpHU MpUeMe

npernaparta JiBa pa3a B CyTKH, HECMOTpPSl Ha TO, 4TO nepuoA nonyssiBeneHus (T)2) kBeTnanuHa
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COCTaBJIAeT OKoyio 7 4acoB. BosgelictBue kBernanmHa Ha SHT2- u D2- peuentopsl
MpoIoJKaeTces 10 12 yacoB mocje npuema npernapara.

[Tpu mpueMe KBETHANHWHA C THTPOBAHHEM J03bI Tipu mu3oppernn dactora pazputus JIIC u
COIYTCTBYIOILIETO MPUMEHEHUS M-XOJMHOOJIOKAaTOpOB ObLIa COMOCTaBUMA C TAaKOBOW IpH
npueme 1uiane6o. [Ipyu Ha3HaueHUU KBeTHANMHA B (PMKCHPOBAHHBIX CYTOUHBIX J103aX OT 75 Mr
no 750 mr mammentam ¢ mu3odpeHuei wacrora Bo3HHKHOBeHHS OIIC M HE0OXOIUMOCTH
COITYTCTBYIOIIIETO TPUMEHEHHUS M-XOJIHHOOJIOKATOPOB HE YBEIIMYUBAIHCH.

[Ipn npumeneHun kBetuanuHa B Ao3ax A0 800 Mr B CyTKM JUIsl JIEYCHHUS MaHHaKaIbHbBIX
SMU30/10B OT YMEPEHHOM! /10 BBIPAXKEHHON CTENEHU TSKECTU KaK B BUIE MOHOTEpAIuu, TaK U B
KOMOMHAIIMH C TIperapaTaMy JINTHS WK BATBIIPOATOM CEMHHATPUs, dacToTa pa3sutus JI1C u
COITyTCTBYIOIIETO TMPUMEHECHUS M-XOJHMHOOJIOKATOPOB OBLIA COMOCTAaBUMAa C TAKOBOW IIPH
npueMe 1ianeoo.

5.2. @apMaKkoOKHHeTHYECKHE CBOHCTBA

AOGcopOrus

KBeTranmuH XOpONIO BCAChIBACTCS U3 JKEIYJOYHO-KHUIICYHOTrO TpakTa. llpweM mnwmmm
CYLIECTBEHHO HE BIUSeT Ha OWOAOCTYNMHOCTh. PaBHOBECHas MOJSpHAas KOHIIEHTPALIUS
aKTUBHOTO MeTabonuTa N-Ie3aIKuIKBeTHanuHa coctaBiser 35 % oT TakoBOIl KBeTHAITMHA.

Pacnopenenenne

[TpubnuzurensHo 83 % KBeTHANMHA CBSI3bIBACTCS ¢ OEJIKaMHU IJ1a3Mbl KPOBHU.

EI/IOTDaHCd)ODMaI_II/ISI

HccnenoBanust in vitro mokasamu, uro wu3odepmeHT CYP3A4 sBrsiercss KIIHOYEBBIM
n3oepMeHTOM MeTadosii3Ma KBEeTHAIMHA, OIIOCPEIOBAHHOIO cUCTeEMOM 1uToxpoma P450. N-
Ne3aKUIKBETHAIMH 00pa3yeTcsl U BBIBOAUTCA ¢ yuacTueM nzopepmenta CYP3A4.

KBetnanuH M HEKOTOpbIE €ro MeTa0oJMuThl (BKIIouYas N-Ie3aJKUIIKBETHANUH) 00JakaroT
caboit MHIHOMPYIOIIEH aKTUBHOCTBIO 110 OTHOIIEHUIO K M30()epMEHTaM CUCTEMBI LIUTOXPOMA
P450 1A2, 2C9, 2C19, 2D6 u 3A4, HO TOJIBKO TIpH KOHIIEHTpamuu, B 5-50 pa3 mpeBsimaromniei
KOHIIEHTPAINH, HA0JIF01aeMbIe TIpU OOBIYHO TIpUMeEHsIeMor 3¢ dekTuBHON cyTouHOM 03¢ 300-
800 mr. OcHOBBIBasICb Ha pe3yJbTaTax HCCIENOBaHWH IN Vitro, He cieayeTr OXKuuaTh, YTO
OJIHOBPEMEHHOE NPUMEHEHUE KBETHAIIMHA C JPYTMMHU INpenaparaMu MpHUBENET K KIMHUYECKU
BBIPOKEHHOMY  WHTHOMpOBaHMIO  MeTabonu3ma  JAPYTUX  JIEKapCTBEHHBIX  CPECTB,
OMOCPEIOBAaHHOIO CUCTEMOM uToxpoma P450.

DIMMUHALNS

T2 xBetmanmHa u N-JIe3aJKUIKBETHANIMHA COCTaBIsET OKOJIO 74acoB M 12 yacos

COOTBETCTBCHHO.
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[Tpubnuzurensuo 73 % KBeTManuHa BBIBOAMTCA MNoukamMu W 21 % — dYepe3 KHILICYHHK.
KBeTtnanuH akTHBHO MeTa0OIM3HPYETCS B MEYEHHU, MeHEe 5 % KBETHAlMHA HE TOJBEPraeTcs
MeTa6OJII/I3My 1 BBIBOAUTCS B HCU3MCHCHHOM BHUJC IMTOYKAMHU HUJIM YC€PEC3 KUIICYHUK. B CpcaHem
MeHee 5 % MoJspHON A03bl (pakuuu cBOOOAHOrO KBeTHanuHa U N-Ie3aaKuIKBeTHanuHa
IJ1a3Mbl BHIBOJIUTCS TOUYKAMHU.

JIMHEHHOCTB/HEIUHENHOCTD

dapMaKOKMHETUKA KBETUAIIMHA UMEET JIMHEMHBIN XapaKTep.
Oco0ble rpynnbl NaIMEHTOB

Ilon

Paznmunit papmMakoKMHETHYIECKUX MTOKa3aTeNe y My >KUMH 1 )KSHIIIMH He HAOI01aeTcsl.
TIayuenmul nosxcunoeo 6ospacma

Cpennuii KITUpEHC KBETUANIMHA Y MAllMEHTOB MOXHUIOro Bo3pacta Ha 30-50 % wmeHbIe, ueM y
MaIMEeHTOB B Bo3pacTte oT 18 10 65 ner.

Hapywenue ¢pynxyuu nouex

Cpennuil TUTa3MEHHBIH KJIMPEHC KBETHANMHA CHIDKAeTCs NpUOMM3uTensHOo Ha 25 % vy
MAlMEHTOB C MOYEYHOH HEAOCTaTOYHOCTBIO TSKEIOW CTENeHH (KJIMPEHC KpeaTHHHHA MEHEe
30 mu/mun/1,73M? miormaau MOBEPXHOCTU Tela), HO MHAWBUyalbHbIE MOKA3aTeNu KIWPEeHCca
HaXOJATCS B MpeeiaX 3HAUCHUH, BBISBIICHHBIX Y 3/IOPOBBIX JIOOPOBOJIBIICB.

Hapywenue ¢pynxyuu nevenu

VY marueHToB ¢ MeUYeHOYHON HEeOCTaTOYHOCTHIO (KOMIIEHCUPOBAHHBIN alIKOTOJIBHBIA IIUPPO3)
CpeIHUull MIa3MeHHBIM KIUPEeHC KBeTHAallMHA CHIDKEH MpuOmmsutensHo Ha 25 %. Ilockombky
KBETHAIIMH WHTEHCHUBHO METa0OJIM3UPYeTCs B TIEYCHH, Yy IMAMCHTOB C IICYCHOYHOM
HEJ0CTATOYHOCTHIO BO3MOXKHO ITOBBINICHUE TUIA3MEHHON KOHIICHTpAIlMM KBETHAIMHA, YTO

TpeOyeT KOPPEKIHH 03Bl

6. ®PAPMAIIEBTHUYECKHE CBOVCTBA
6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB

KBsentnakc, 25 mr, Ta6J'ICTKI/I, MOKPBITHIC TJIEHOYHOM 000JI0YKOU

JlakTO3BI MOHOTHIPAT

Kanpuus runpodocdar nuruapar
enmrono3a Mukpokpucramnyeckas, tam 101
[enmrono3a MUKpokpucTamnieckas, tTum 102
[oBunon K-25

KapOokcumerriikpaxman HaTpus (T A)

Maruus creapat
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0O00J104Ka IUIEHOYHAS

I'mnpomeriosa

Turana auokcup (E171)

Makporon-4000

Kpacurens xene3a oxcun sxentoiit (E172)
Kpacurens xene3a oxcun kpacusiii (E172)

Ksentuaxkc, 100 mr, TabJIETKH, MOKPBITHIE INIEHOYHON 000JI0YKOU

JIakTO3bI MOHOTHIPAT

Kanbrus runpodocdar auruapar
Hemnrono3a mukpokpuctammueckas, Tan 101
Hemnrono3a Mukpokpuctammueckas, Tun 102
IToBunoun K-25

KapOokcumerriikpaxmai HaTpus (T A)
Maruus creapar

000104YKa IIEHOYHA

I'unpomennosza

Turana guokcun (E171)

Maxkporoun-4000

Kpacutens xene3a okcup xxentoiii (E172)

Ksentnaxkc, 200 mr, TaOJIETKH, MOKPHITHIE INIEHOYHON 000JI0YKON

JIaKTO3bI MOHOTHIPAT

Kanbmus runpodocdar auruapar
emnrono3a mukpokpuctamumueckas, Tamn 101
[ennrono3a MukpokpucTaunyeckas, Tun 102
[MoBugon K-25

Kap6okcumerunkpaxmain HaTpus (Tum A)
Maruus creapat

000J104Ka IUICHOYHAS

I'mnpomennosa
Turana quokeun (E171)
Maxkporou-4000

Kgsentunaxkc, 300 mr, TabJIETKH, IMOKPBITHIE INIEHOYHON 000JI0YKON

JlakT03B1 MOHOTHAPAT
Kanbrus runpodocdar auruapar

enmrono3a Mukpokpucramnyeckas, tum 101
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[enmrono3a Mukpokpucramindeckas, Tam 102
[MoBunon K-25

KapOokcumeruiikpaxman HaTpus (T A)
Maruus creapat

O0o0J104Ka IJI€HOYHAS

I'mnpomeriosa

Turana auoxcun (E171)

Makporon-4000

6.2. HecoBmecTUMOCTD

Henpumennmo.

6.3. Cpok roqHocTH (CpoK XpaHeHus )

5 Jer.

6.4. OcoObie MepbI MPEAOCTOPOKHOCTH NMPU XPAHEHUH

ITpu opomszsonctee HAa OO0 «KPKA-PYCy», Poccus

IIpu temmnepatype He Bbimie 25 °C, B OpUTMHAJIbHOW yHakoOBKE (KOHTypHas s4eWKoOBas
yIaKOBKa).

IIpu opoussoactee Ha AO «KPKA. 1.1.. HoBo MecToy, CiioBeHUSA

[Ipu Temnieparype He Bbiie 25 °C, B OpUrHHaJIbHOM yIlakoBKe (OyucTep).
6.5. XapakTep u conep:xkaHue NepBUYHON YIAKOBKHU

KBentnakc, 25 mr, Ta6J'IeTKI/I, MOKPBITHIE TNIEHOYHOM 000JI0YKOU

ITo 10 Tabnerok B KOHTYpHOH sueiikoBoit ymakoBke (Ommcrepe) u3 IIBX u  donbru
AIFOMUHHUEBOM.

ITo 3, 6 win 9 KOHTYpHBIX SYEWKOBBIX YMAKOBOK (OJUCTEpOB) BMECTE C MHCTPYKIHEH IO
MIPUMEHEHMIO TOMEIAIOT B TAUKy KapTOHHYIO.

Ksentnakc, 100 mr, TabJIETKH, ITOKPHITHIE INIEHOYHON 000JI0YKON

I[Io 10 TabneTtok B KOHTYpHOW siuelikoBoil ymakoBke (Omucrepe) u3 I[IBX u Qombru
IIFOMMHHUEBOU.

ITo 3, 6 wim 9 KOHTYPHBIX SYEHKOBBIX YHNaKOBOK (OJMCTEPOB) BMECTE C MHCTPYKIMEH IO
IIPUMEHEHHUIO NTIOMEIAIOT B IAYKy KAPTOHHYIO.

Ksentnaxkc, 200 mr, TaOJIETKH, MOKPBITHIE NIEHOYHOU 000JI0UYKOMN

I[To 10 TabneTtok B KOHTYpHOW siuelikoBoil ymakoBke (Onucrepe) u3 I[IBX u Qombru
AJIFOMUHHUEBOM.

ITo 3, 6 wm 9 KOHTYPHBIX SYEHKOBBIX YHaKOBOK (OJMCTEPOB) BMECTE C MHCTPYKIMEH IO
IIPUMEHEHHIO TOMEUIAIOT B TAUKy KapTOHHYIO.

Ksentnaxkc, 300 mr, TaOJIETKH, ITIOKPHITHIE INIEHOYHON 000JI0YKOH

26



I[To 10 Tabmerok B KOHTYypHOW s4eikoBOM ymakoBke (Omuctepe) w3z IIBX u domasru
AJTIOMUHHUEBOM.

ITo 3, 6 wm 9 KOHTYPHBIX SYEHKOBBIX YHAKOBOK (OJMCTEPOB) BMECTE C MHCTPYKIMEH IO
MIPUMEHEHUIO TOMEIIAIOT B MAYKy KAPTOHHYIO.

6.6. QOcoOble Mepbl TNPEIOCTOPOKHOCTH NPH YHUYTOKEHHMHM MCIOJIb30BAHHOIO
JIEKAPCTBEHHOr0 TMpenapata MJIH OTXO0A0B, TMOJYYEHHbIX MoOcjJe TNpPUMeHeHUs:
JIEKAPpCTBEHHOI0 Mpenapara, i Apyrue MAaHUMYJISILUH C MIPenapaTomM

Het oco0bix TpeOoBaHU K YTUIM3ALUH.

7. JEPXKATEJIb PETUCTPAHUOHHOI'O YAOCTOBEPEHUSA
CrnoBenus
AO «KPKA, n.1., HoBo mecto», lImapsbenika mecta 6, 8501 HoBo mecto
Ten.: +386 7331 21 11
dakc: +386 7 332 15 37
Anpec a1, mourtsl: info@krka.biz
7.1. IIpeacTaBuTeIb AeprKATE/ISI PETHCTPAIMOHHOTO YA0CTOBEPEHUsI

IIpeTen3umn HOTDC6I/IT6J'IGI‘/'I HaIripaBJIATH I10 aApPECy.

Poccutickas ®@edepayus

000 «KPKA-PYC»

143500, MockoBckas 00u1., r. Mctpa, yin. MockoBckas, a. 50
Ten.: +7 (495) 994-70-70

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

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

Beo6-caitt; www.krka.biz

8. HOMEP PETUCTPALIMOHHOI'O YIOCTOBEPEHUS

9. TIATA MEPBUYHO PETMCTPALININ (MTOATBEPXKIEHUS
PETMCTPAILIAM, TIEPEPETHCTPAILINN)

JlaTa niepBOM perucTpanuu:

10. JATA IEPECMOTPA TEKCTA
OOmiass  XapakTepuCTHKa  JIeKapCTBEHHOro  mpemnapara KBeHTHakc  JocTynmHa  Ha

UHPOPMAIIMOHHOM TMopTane EBpasuiickoro 3KOHOMHYECKOTO cOr03a B HHGOPMAIMOHHO-
KOMMyHUKaImonHou cetu «MaTepuer» https://eec.eaeunion.org.
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