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OBLIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O IIPEITAPATA

1. HAUMEHOBAHME JIEKAPCTBEHHOTI'O ITPEITAPATA
Onunes, 5 Mr, TabIETKU, TOKPHITHIC TNIEHOYHON 000JI0UKOM
Onunes, 10 Mr, TabneTKH, MOKPHITHIE TUIECHOYHOU 000I0YKOH

Onunes, 20 Mr, TaONETKH, MOKPHITHIC TIICHOYHOW 000JI0UKON

2. KAYECTBEHHbBIN U KOJJUYECTBEHHBII COCTAB
JleficTByroI1IeE BEMIECTBO: ACIUTAIONPAM.

Dnuiies, 5 Mr, TaOJETKH, TOKPHITHIE MIIEHOYHOW 000JI0UKOM

Kaxnmass Ttabnerka coxepxkuT 6,39 Mr ocuurajonpama okcajara (9KBUBaJEHTHO 5 MT
ACIMTAJIONPAMa).

BcenomoraTenbHbIe BEIIeCTBa, HAJIMYUE KOTOPBIX HAIO YYUTHIBATH B COCTABE JICKAPCTBECHHOTO
npenapara: JakTo3bl MOHOTHIpaT (cM. paszzein 4.4.).

Onuiies, 10 Mr, TabJIETKH, TOKPBITHIE JIEHOYHOH 000J0YKOH

Kaxnas Tabnetka comepxkutr 12,78 Mr scuuranonpama okcanata (9kBuBajgeHTHO 10 mr
ACIUTAIIONPAMA).

BcromoraTenpHble BeliecTBa, HaJIMYHE KOTOPBIX HA/J0 YYUTHIBATH B COCTaBE JIEKAPCTBEHHOTO
npenapara: JakTo3bl MOHOTHIpAT (cM. paszzen 4.4.).

Oaunes, 20 mr, TabJIETKH, OKPBITHIE IIEHOYHONH 000JI0YKOMH

Kaxnas Tabnetka comepxutr 25,56 Mr scuuranonpaMa okcanara (9kBuBajgeHTHO 20 mr
ACIUTAJIONPaMa).

BcnomoraTenbHbIe BelIecTBa, HATMYUE KOTOPBIX HAIO YYUTHIBATH B COCTABE JICKAPCTBECHHOTO
npenapara: JakTo3bl MOHOTHIpAT (cM. pazzaen 4.4.).

TTonubrit NEPCUCHb BCIIOMOTaTCJIbHBIX BCUICCTB IIPUBCACH B Pa3Ciic 6.1.

3. JEKAPCTBEHHASA ®OPMA
TabneTku, MOKPHITHIE TUICHOYHON 000T0YKOH.

Onwuites, 5 M, Ta0JIETKH, HOKPHITHIE MIICHOYHOM 000J104KO0I

Kpyribie, ABOSKOBBIMYKIbIE TAaOJIETKH, TOKPHITHIE IUICHOYHOW 000J04YKOW Oenoro mBera, ¢
¢ackoil. Bun Ha uznome: mepoxoBaras Macca O€JIOro IBeTa ¢ IUICHOYHOM 000J104Koi Oenoro
[BETA.

Oaunes, 10 mr, TabIETKH, MOKPBITHIE INIEHOYHONH 000JI0YKOM
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OBaJ'IbHBIe, ABOAKOBBIITYKJIBIC Ta6HeTKI/I, IOKPBITBIC IJICHOYHOM 000JI0YKOi 0e10ro oBE€Ta, C
pHCKOﬁ Ha OHHOﬁ CTOpPOHC. BI/II[ Ha HM3JIOMC. IICPOXOBaTasA Macca 6emoro OBCTa C IJICHOYHOM
000J104UKOIi Oe10T0 OBCTA. Ta6J’ICTKy MO’KHO pa3iCJInTb HAa paBHbIC 103bI.

Oaunes, 20 Mr, TabJIETKHU, MOKPBITHIE INIEHOYHONH 000JI0YKOMH

OBaJ’IbHHe, ABOAKOBBIITYKJIBIC Ta6H€TKI/I, IOKPBITBIC IJICHOYHOW 000JI0YKO 0eJoro oBCTa, C
pHCKOﬁ Ha OHHOﬁ CTOpPOHC. Bug Ha uznome: mepoxoBarasa Macca Oemoro LIBETA C IJICHOYHOM

000IJI0UKOIi Oe10T0 OBCTA. Ta6J’ICTKy MO’KHO pa3CJInTb Ha paBHbIC 103bI.

4. KIMHUYECKUE JAHHBIE
4.1. Iloxka3aHus K NPUMEHECHHIO
[Tpenapat Dnunes moka3aH K MPUMEHEHHIO y B3POCIIBIX B Bo3pacTe oT 18 sieT u crapie:
® JIENIPECCUBHBIE SMHU30/bI JII000I CTENIEHHU TIKECTH;
® [aHUYECKHE pacCcTpoicTBa c/6e3 aropadodbuu;
® CcolMagbHOE TPEBOXKHOE PACCTPOMCTBO (conmanbHas Goous);
® TEeHEepPAIN30BaHHOE TPEBOXKHOE PACCTPOICTBO;
e 00CEeCCMBHO-KOMITYTbCHUBHOE PACCTPOHCTBO.
4.2. PexxuM J03UPOBAHHS U CIIOCO0 NPHUMEHEHUs!

PexxuM o3upoBaHusa

enpeccugnvie anu300vl

OO0pryHO Ha3HauatoT 10 Mr oaMH pa3 B CYTKH. B 3aBHCHMOCTH OT WHAMBHIYATbHON pEaKIiiuu
HalMeHTa 1032 MOXKET ObITh yBEIMYEHa /10 MaKCUMaJIbHOM — 20 MI' B CyTKH.

AHTHACTIpECCUBHBIN 3 deKT pa3BuBaeTcs yepe3 2—4 Helenu mociie Hadana jedenus. [locme
MCYE3HOBEHHUSI CHMITOMOB JETIPECCUU, KaKk MHHHMYM, €Ill¢ B T€YCHHE 6 MeCsAeB HEOOXOAMMO
MPOAOIDKATH TEPATHIO [T 3aKPETUICHUS TOTYYeHHOTO P deKTa.

Hanuueckue paccmpoticmasa c/bes azopagobuu

B teueHue nepBoil Hepen peKkoMeHayeMas 103a — 5 MT B CYTKH, KOTOpasi 3aTEM YBEJIMUUBAETCA
n0 10 Mr B cytku. B 3aBHUCMMOCTH OT MHIMBUAYAJIbHOW peaklWy MAIMEHTa 7032 MOXKET OBbITh
YBEJIMYEHA JI0 MaKCUMaIbHOU — 20 MT B CYTKH.

MaxkcumalbHBIH TepaneBTHYECKUH AP PEKT JOCTUraeTCs IPUMEPHO Yepe3 3 Mecsiiia Mociie Havyaja
nedyeHus. Tepanust AJIUTCS HECKOIBKO MECSIIEB.

ObceccusHo-KOMNY1bCUBHOE PACCMPOUCHEO

OO6bryHO HazHauaroT 10 Mr oAMH pa3 B CyTKH. B 3aBHCHMOCTH OT MHAMBHIYalTbHON peakiuu
MaIMeHTa 1032 MOKET ObITh YBETMYEHA 10 MAKCUMaJIbHOU — 20 MI' B CyTKH.

[Tockonbky 00ceCCMBHO-KOMITYJILCUBHOE PACCTPOMCTBO SIBIIIETCS 3a00JI€BaHUEM C XPOHUYECKUM

TCYCHHUEM, KYPC JICUHCHHA HOJIKCH OBITh JOCTAaTOYHO MJIMUTCIBHBIM IJIA obOecreuyeHus IMOJIHOTO
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n30aBlIeHUS OT CUMIITOMOB M JUTMTBCS, TIO MEHbIIEH Mepe, 6 mecsues. [yt mpenoTBpamieHus
peLUIMBOB PEKOMEHAYETCs JieueHne He MeHee | roza.

Coyuanvroe mpegodcrHoe paccmpoicmao (coyuanvhas Gooust)

OO0b1uHO Ha3HayaroT 10 Mr oguH pa3 B CYTKH. B 3aBUCHMMOCTH OT WHAWBUAYaJbHOH peakuuu
MalyeHTa 1032 MOXKET OBITh YBEJIMYeHa /10 MaKCUMaJIbHOM — 20 MT' B CYTKH.

OcnabneHrne CHMIOTOMOB OOBIYHO pa3BUBAETCS uepe3 2-4 Hellesu 1Mociie Havyaja JeYeHHUS.
[TockonbKy coLMaNbHOE TPEBOXKHOE PACCTPOMCTBO SABISETCS 3a00JICBaHMEM C XPOHUYECKUM
TE€4eHHEeM, MUHUMAJIbHAsI PEKOMEHIyeMasi JTUTEIbHOCTh TePANEeBTHYECKOTO Kypca COCTaBIISIET
3 mecsima. J{ist mpenoTBpaIleHusT PElUIMBOB 3a00JeBaHUs IpenapaT MOXKET Ha3HA4aThCs B
Te4eHHe 6 MEeCSIIEeB WK JIOJIbIIIE B 3aBUCUMOCTH OT UHJIMBUIyaIbHOW PEAKIIUH MAIIHEHTA.
Pexomenmyercst peryasipHO MPOBOIUTH OLIEHKY IPOBOAMMOTO JICUCHHUSI.

I'enepanuzosannoe mpegoscHoe paccmpoicmeo

OO6bruHO Ha3HayaroT 10 Mr oguH pa3 B CYTKH. B 3aBHCHMMOCTH OT MHAMBUAYaJIbHOH peaknuu
HalyeHTa 71032 MOXKET OBITh yBEIMYEHA /10 MaKCUMaJIbHOM — 20 MI' B CyTKH.

MuHnMmanpHass peKOMeHAyeMasi JUIMTEIbHOCTh TEPANeBTUYECKOTO Kypca COCTaBIIsAeT 3 Mecsua.
Jlns  mpenoTBpaimieHuss pPELUIUBOB 3a00JieBaHMS JIOIYCKAETCS JUINTENIbHOE IPHMEHEHHE
npenapata (6 MecsLeB U Jojblie). PekoMeH1yeTcs peryasipHO IPOBOJUTH OLIEHKY IPOBOIMMOTO
JICYCHMUS.

Ipexpawenue nevenus

ITpu npekpaleHuu JeUeHHs MpenaparoM OJuLes 103y ClelyeT YMEHbLIaTh IOCTENEHHO B
TedyeHue 1-2 Henenb BO n30ekaHUe BOSHUKHOBEHUS CUH/IPOMa «OTMEHBD».

Oco0ble rpyIbl DaUEHTOB

Hayuenmut noscunoco eospacma (cmapute 65 iem)

Pexkomenayercs MpUMEHSTh MOJOBUHY OOBIYHO PEKOMEHIYEeMOM 103kl (5 MI' B CYyTKH) U Ooiee
HU3KYI0 MaKCUMalbHyI0 103y (10 Mr B cyTKn).

Jlemu u noopocmru mnaoute 18 riem

[Ipenapar Onuues He cleAyeT NPUMEHATh Yy JeTed M MNOAPOCTKOB Mianuie 18 mer
(cMm. paznen 4.4.). Kpome Toro, HeT 10CTaTOYHOT0 00beMa JTaHHBIX JOJATOCPOYHBIX UCCIIEOBAHUMN
no 0e30MacHOCTU NMPUMEHEHHs ACHMTAIONpaMa y JAeTed U MOAPOCTKOB, KACAIOLIMXCS POCTa,
CO3pEBaHUs, KOTHUTUBHOT'O U MOBEAECHYECKOTO Pa3BUTHSI.

Hapywenue ¢ynxyuu nouex

[Tpu mouye4HOM HEAOCTATOUYHOCTH JIETKOW M CpEIHEH CTeNeHU TSKECTH (KIMPEHC KpeaTHMHUHA
(KK) 6onee 30 Mi/MuH) KOPpEKIUH 036l HE TpEOyeTCHl.

[Tpu moueunoit HemoctaTounoctu Tspkenout creneHu (KK menee 30 mu/muH) npenapat Dnuies

CJICAYyCT Ha3HAYaTb C OCTOPOKHOCTBIO.
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Hapywenue ¢ynxyuu nevenu

[Ipu meueHOYHON HETOCTATOYHOCTHU JIETKOW W CpefHeH cTemeHW TshkecTu (kimacc A wim B 1o
knaccuuranmu Yaitna-I1e10) pekomeHryemass HadajlbHas 103a B TEUEHUE MEPBBIX IBYX HEAEb
JICUEHUS COCTABIISIET 5 MI' B CYTKH. B 3aBHCHMOCTH OT MHAMBH1yaJIbHON PEaKLMU MALMEHTa 1032
MoskeT ObITh yBenuueHa 0 10 mr B cyTku. [Ipu Tsxenol creneH ne4eHouHOM He1I0CTaTOYHOCTH
(xmacc C no knaccuduxanuu Yaitna-I1si0) nmpenapat Dnuiies Ha3HAYASTCS O] MPUCTATHHBIM
KOHTPOJIEM Bpaya.

Cruoicennas akmuernocms uzopepmenma CYP2C19

Jis  TanMeHTOB CO CHIDKEHHOW akTHUBHOCTHIO u3odepmenta CYP2C19 pexomeHmyemas
HayajgbHas [103a B TEUEHHE MEPBBIX JBYX HEJENb JICYEHUS COCTaBIsIeT 5 Mr B CyTku. B
3aBHCHMOCTH OT WHIMBUAYaJbHOW PEaKIMU MalMeHTa 1032 MOXeT ObITh yBenudeHa 10 10 mr B

CYTKH.

Cnocob npuMeHeHus

BHyTpb, 01H pa3 B CyTKH, HE3aBUCUMO OT IIpHeMa ITHIIH, HE Pa3KeBBIBAs, 3aIIMBast JOCTATOUYHBIM
KOJINYECTBOM BOJIBI.
4.3. [IpoTuBONOKA3aHUA
e ['unep4yBCTBUTENIBHOCTh K 3CLMTANONpaMy M (WIM) K JIIOOOMY U3 BCIIOMOTaTENIbHBIX
BELLECTB, IIEPEUUCIICHHbIX B pazzene 6.1.
e OnHOBpeMEHHBIN npuemM HECEJICKTUBHBIX HEOOpaTUMBIX UHTUOUTOPOB
MoHoamMHHOKcuaa3sl (MAO).
e OnHOBpEeMEHHBIN MPHEM TUMO3H/IA.
e Bospact o 18 et (3¢ppexTHBHOCTL 1 6€301MaCHOCTD HE YCTAHOBJICHBI ).
4.4. Oco0ble yka3aHus U Mepbl IPE0CTOPOKHOCTH NIPH NPHMEHEHUH

C 0CTOPOKHOCTBIO

[Toueunas HemoctaTtouHOCTh Tskenoi crermeHu (KK menee 30 mur/muH), MaHHS/TUTIOMaHUS,
(hapMaKoJIOTHUECKH HEKOHTPOJIHMpYeMasi SIUICTICUS, BBIPAKEHHOE CYHMIMIAIBHOE IOBEICHUE,
caxapHblii 1uabeT, UpPPo3 NMeUeHHu, CKIOHHOCTh K KPOBOTEUEHUSIM, 3aKPBITOYTOJIbHAS TIIayKoMa
WM TJIayKOMa B aHaMHE3€; OJJHOBPEMEHHBIN mpueM ¢ HHruoutTopoM MAO-A (MokiI06eMHIOM) U
uarnouTopoM MAO-B (cenernnmaom), cepOTOHUHEPTUIECKUMU JICKapCTBEHHBIMU ITPETapaTaMu,
mpernaparaMy, CHIDKAIOUIMMH TOPOT  CYAOPO’KHOH TOTOBHOCTH, JIUTHUEM, TPHUNTO(PAHOM,
JIEKapCTBEHHBIMH IperapaTamy, coAepKaIMHU 3Bepo0oii MPOJBIPSIBIICHHBIH,
AHTUKOATYJISTHTaMHU JJi1 [pUeMa BHYTPb W JIEKAPCTBEHHBIMM IpenapaTraMy, BIUSIOLIMMHU Ha
CBEPTHIBAEMOCTH KPOBH, IIpETapaTaMu, CIOCOOHBIMU BBI3bIBATh TUIIOHATPUEMUIO, TIPENapaTaMu,

MeTabonu3upyomumucs ¢ yyactueM uzodpepmenta CYP2C19, sranonom; mpu NnpuUMEHEHUH
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anekTpocynopoxxknoit repanuu (OCT), y manneHToB MOKUIOr0 BO3pacTa, Npu OEpeMEHHOCTH, B
MEPUOJI TPYIHOTO BCKapMIIMBAHMSL.

IIpy npuMeHEeHWH MpenapaToB, NPUHAMICKAIINX K TEepaneBTUYECKOW T'pYyHIe CEISKTUBHBIX

uHruOuTOPOB 00OpatHOro 3axmara ceporoHuHa (CHMO3C), BKIOYasg DCUUTAIONPAM, CIEIYET

YYHUTBIBATb HUKCCICAYIONICC

Ipumenenue y oemeiti u noopocmxos miaouie 18 nem

AHTHZIETIpECCAHTBl HE CIIeAyeT Ha3zHayaTh JAETAM M MOAPOCTKaM Miajauie 18 et B cBs3u ¢
MOBBIIIEHHBIM PUCKOM CYUIHUJAJIBHOIO MOBEIEHHS (IOMBITOK CYyUIMIAa ¥ CYHLIUAAIbHBIX
MBICTICH), BpaxkaeOHOCTH (C TpeoOnasaHMEeM arpecCHBHOTO TIOBEJCHHS, CKIOHHOCTH K
KOH(QpOHTAMU M pa3apaxeHus). B ciydae NpUHATHS HAa OCHOBAHMM KIMHUYECKOW OLICHKH
pelIeHus 0 Havyajie Teparuy aHTHICPECCAaHTaMU MAITUSHT JOJDKEH HAXOAUTHCS MO/T TINATSIbHBIM
HaOmonenneM. Kpome Toro, HEOCTaTOYHO JAHHBIX O JOJITOCPOYHON OE30MacCHOCTH y JeTel U
MOJIPOCTKOB B OTHOIICHUU POCTA, CO3PEBaHUS, KOTHUTHBHOTO H MTOBEICHYECKOTO PA3BUTHS.
Ilapaookcanvnas mpegoza

Y HEKOTOPBIX MAIIMEHTOB C MAHUYECKUM PACCTPOWCTBOM B Hadalle JICUCHHS aHTHICTIPECCAHTAMHU
MOJKET HaOIronaThCs ycuieHne TpeBoru. [logobHas mapamokcanbHas peakius OObIYHO HCYe3aeT
B TEUYCHHE TMEPBBIX JBYX HENENIb JiedeHUs. UTOOBI CHU3HUTH BEPOATHOCTH BO3HUKHOBEHHS
AHKCUOTEHHOTO 3P deKTa, pEKOMEHIYETCSI IPUMEHATh HU3KHE HadaIbHbBIE O3bI.

Cyoopoeu

Crnemyetr OTMEHUTH 3CHUTATIONPAM B CIydyae NEPBUYHOTO PA3BUTHUS CYJOPOKHBIX MTPHUITAIKOB HITH
B Cly4yae YCHJICHHMS WX 4acTOThl (y MAIIEHTOB C paHee IUarHOCTUPOBAHHOW SIHIICTICHEH).
CHUO3C He cnemyer MNPUMEHATh Yy TMAalUMEHTOB C HECTAOWJIBHOM SIWIeNcuei, mnpu
KOHTPOJIUPYEMBIX MPHUMAIKaX HEOOX0IMMO THIaTeIbHOE HAOII0ICHHE.

Manusa

DcuuTanonpam J0HKEH C OCTOPOKHOCTBHIO IPUMEHSTHCS Y MAIIUEHTOB ¢ MAaHUEH/TUIIOMaHHEH B
anamuese. [Ipu pa3BuTHM MaHUAKAIBHOTO COCTOSIHUS SCLUTANIONPAM J0JKEH ObITh OTMEHEH.
Caxapuwiti ouabem

VY manueHToB ¢ caxapHbIM AMA0ETOM JIeUECHHE HCHUTAIONPAMOM MOXKET U3MEHUTh KOHLIEHTPAIIUIO
ITIIOKO3bl B KpoBH. [loaTomMy MokeT mnoTpeGoBaThbcs KOPPEKIMs 103 HHCYIMHA U (WIH)
TUIOTJIMKEMUYECKUX MPEenapaToB Ui IpHeMa BHYTPb.

Cyuyuo/cyuyudanvrvle MblCaU UTU KIUHUYECKOE YXYOUuleHUe

Jlenpeccus cBsi3aHa ¢ MOBBILIEHHBIM PUCKOM BO3ZHUKHOBEHUS CYULIMIAIbHBIX MbICIEH, HAHECEHUS
ceOe TeNEeCHBIX MOBPEXACHNUN U cynuuaa (CyMIHIaNbHbIE ABJIEHNS). DTOT PUCK COXPaHAETCs A0
HACTYIUIEHUS! BbIpaXXEHHOM pemuccuu. IloCKONbKY yaydlleHHs MOXKET He HaOmoIaThCsl B

TCUCHHUC IICPBBIX HCCKOJIbKUX HCACJIb TCPAIIMU WA JAKC 0OJIBITIETO IMPOMCIKYTKa BPCMCHU,
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MAIUEHTHI JOJDKHBI HAXOIUTHCS MOJ] TOCTOSTHHBIM HAOIIOCHUEM JI0 HACTYTUICHUS YITYUIICHUS HX
COCTOSTHUSL.

OOu1as KIMHUYECKas IPaKTHKA MOKA3bIBACT, YTO HA PAHHUX CTAJMSAX BBI3JIOPOBICHHS BO3MOXKHO
yBeJIMYEHHE PUCKa caMoyOuiicTBa.

Jlpyrue ncuxudeckue COCTOSTHUS, ISl JICYSHUS] KOTOPBIX Ha3HAYAIOT SCIUTAIIONPAM, MOTYT TaKXe
OBITH CBSI3aHBI C IMOBBIIIEHHBIM PHCKOM BO3HHMKHOBEHHUS CYMIUJATBHBIX COOBITHUH W SIBJICHUH.
Kpome TOro, 3TH COCTOSHHS MOTYT SIBJISATHCSI COIYTCTBYIOLIEH MATOJOTHEH MO OTHOLICHUIO K
JeTpeccuBHOMY 3mH30y. [Ipy JeueHnn nanueHToB ¢ APYTUMH ICUXUIECKUMHU pacCTpOHCTBaMuU
clIeyeT COOI0AATh Te JK€ CaMble Mephl IPEJIOCTOPOKHOCTH, YTO M MPH JICYCHUH MAIIMEHTOB C
JIETIPECCUBHBIM 3ITHU30]I0M.

[TareHTI, UMEIOIIME B aHAMHE3€ CYWIMJAIbHOE IMOBEICHUE, WM TMAIUeHTH CO 3HAYMMBIM
YPOBHEM pa3MBINLICHUST HAa CYWIUAAIbHBIE TEMBl 1O Hadaja JIeYCHHUsS B OOJbIICH CTETeHU
MOJIBEP’KEHBI PUCKY CYHIIMIATBHBIX MBICTICH WJIH MOTBITOK CYUITUIA, TO3TOMY BO BPEeMs JICUCHUS
32 HUMH JIOJKHO BECTHCH TIIATEIBHOE HAOIIOICHUE.

Merta-ananm3 11ane00-KOHTPOIMPYEMbBIX KIMHUYECKAX HCCICIOBAaHUA aHTHICIIPECCAHTOB C
y4acTHEM B3pPOCIBIX TMAMEHTOB C MCUXMYECKUMH HApYIICHUSMHU IO0Kasaj, 4YTO TPH IMpHeMe
AHTHJICTIPECCAHTOB Y MAIIMEHTOB MOJIOKE 25 JIET CYIIECTBYET MOBBIIIEHHBIA PUCK CYHIIUAIIEHOTO
MOBEJIEHUS TI0 CPABHEHUIO C TIpUEeMOM I11are00. MeanKkaMeHTO3HOe JICUeHUE ITUX MallMeHTOB U,
B YaCTHOCTH, IAllMEHTOB C BBICOKOW CTEMEHBIO PHUCKA CYHUIHIA JOJDKHO COTMPOBOXKIATHCS
TIHIATEIHHBIM HAOIIOIEHHEM, OCOOCHHO Ha PaHHEH CTauU JICYCHUS U TIPU U3MEHEHUSX JT03BI.
[Marmentsl (M JMI@, YXaKUBAIOUIME 3a MAlMEHTAMU) JOJDKHBI OBITh MPEAYHPEkKICHBI O
HEOOXOAMMOCTH  KOHTPOJUPOBATh  JIIOOBIE  TMPOSBICHUS  KIMHUYECKOTO  yXYJIICHUS,
CyMUIUAATBHOTO TOBEIEHUS WM MBICIEH, a Takke HEOOBIYHBIX M3MEHEHHMH B IOBEACHUU, U
HEMEIJICHHO 00panaTbes 3a MEAMIMHCKON KOHCYIbTAllMel IPU MOSBICHUH 3TUX CUMIITOMOB.
Axamusus/ncuxomomopnoe 8030yxicoenue

[Mpumenenne CHMO3C/CUO3CH (ceneKTUBHBIX HHTUOUTOPOB 0OPaTHOTO 3aXBaTa CEPOTOHUHA U
HOpaJIpeHalliHa) AaCCOLMUPYETCS C pa3BUTHEM aKAaTHU3MM, XapaKTepHU3YIOLIEHCs pa3BUTHEM
CyOBEKTUBHO HEMPHUATHOTO WIM YTHETAIOUIEro OECIOKOWCTBAa M MOTPEOHOCTH B MOCTOSIHHOM
JBUKEHUH, YaCTO B COUETAaHUH C HECTIOCOOHOCTHIO CHOKOMHO CHJIETh MIIM CTOSITh. DTO Yallle BCEro
NpPOSIBIIICTCS B TEUEHHE TIEPBBIX HECKOJBKHX HEAENb JIeYeHHUs. Y TMalUeHTOB C TaKUMHU
CHUMIITOMaMH TOBBIIIEHHE J03bI MOXKET MPUBECTU K YXYALICHUIO COCTOSHHS.

Tunonampuemus

['mnonaTpueMusi, BO3MOKHO CBSI3aHHAs C HAPYIICHHEM CEKPEIUU aHTHINYPETUIECKOTO TOPMOHA
(AT, na ¢one nmpuema CHMO3C BO3HUKAET PEKO M OOBIYHO MCUE3aeT MPU OTMEHE TEepPaIlnU.

Cnenyet co0moaTh OCTOPOXKHOCTH MPH MPpUMEHEeHUH dcuuTanonpama u apyrux CMO3C nunawm,
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BXOJMIIMM B TPYNIy PHUCKAa pa3BUTHS THIIOHATPUEMHM: MAlMEHTaM IOXHJIOr0 BO3pacrta,
NanyeHTaM ¢ LUPpO30M ME€YEHH M TNPUHMMAIOIIUM Ipenaparbl, CIOCOOHBIE BBI3BIBAThH
TUIIOHATPUEMHUIO.

Kposomeuenue

[Tpu mpueme CUO3C ObIM OTMEYEHBI CITydar Pa3BUTHS KOXKHBIX KPOBOHM3ZIUSHUHN (9KXUMO3 H
nyprypa). HeoOXoauMo ¢ OCTOPOXHOCTBIO TPUMEHSATH JICIUTAIONPAaM Y MAIMEHTOB,
MPUHUMAIONIMX aHTUKOATYJISIHTBI JUI IPUEMa BHYTpPb U JIEKaPCTBEHHBIE NIPENapaThl, BIUSIOIINE
Ha CBEPTHIBAEMOCTb KPOBH, a TAKXKE y NAIL[IEHTOB CO CKJIOHHOCTBIO K KDOBOTECUECHHUSIM.

[Tpuem nexapcrBeHHBIX TpenaparoB rpynn CHO3C/CUO3CH mMoxeT MOoBHIIATh PUCK Pa3BUTHS
MOCJIEPOI0BOTO KpoBoTeueHus (cM. pazzensl 4.6., 4.8.).

OCT

ITockonpky kimHU4eckuii onbIT ogHoBpeMeHHoro npumenenus CUO3C u OCT orpanuueH, To
IpY OZJTHOBPEMEHHOM IpuMeHeHnH sciuranonpama u OCT criemyer cobmoaaTe OCTOPOKHOCTb.
Cepomonunosbiii CUHOPOM

OnHOBpEeMEHHOE IPUMEHEHHE 3CIUTaNonpamMa 1 UHruoutopoB MAO-A He peKOMEeHIyeTcs U3-3a
pHCKa pa3BUTHA CEPOTOHHMHOBOTO CHHIpoMa. HeoOXoauMo ¢ OCTOPOXXKHOCTBIO IPUMEHATH
JCUUTAJIONpPAM  OAHOBPEMEHHO C  JIGKAPCTBEHHBIMM  IIpermapaTtamH,  00JaJaroIluMu
CEpPOTOHMHEPTHUECKUM JICHCTBHEM, HANpUMeEp, CyMaTPUIITAHOM WJIM JIPYTMMH TPUITaHAMH,
TpamaoyioM, OynpeHOPPUHOM U TPUNITOPAHOM. Y MAIMEHTOB, MPUHUMAIOIINX SCIUTAIONPaM U
npyrue CHUO3C ogHOBpPEMEHHO C CEPOTOHMHEPTMUYECKHMHU TMpernapaTaMy, B PEIKUX CIydasix
pa3BUBAJICSl CEPOTOHMHOBBIN CHHAPOM. Ha ero pa3BuTHE MOKET yKa3bIBaTh KOMOMHALIMS TaKHX
CHUMIITOMOB, KaK a)KUTallUs, TPEMOpP, MUOKJIOHYC U Tunieprepmus. Eciu 3To npoun3onuio, cieayer
HEeMEJICHHO TIpekpaTuTh ojHoBpeMeHHoe JedeHue CHUO3C u cepOTOHMHEPTUYECKUMU
npernaparaMy 1 Ha4aTh CHMITOMATHYECKOE JICUCHHUE.

Eciu onHoBpeMeHHOE JieueHHE KIMHUYECKH ONpPaBJaHO, PEKOMEHAYETCs TIIAaTelbHOe
HaAOJI0/ICHNE 32 MAIIMEHTOM, 0COOCHHO BO BpeMs Hayajia Teparnuy U B MePHOJ] YBEIHMUEHHS T03BI.
Cunopom «ommeHwvly nocie npekpawjeHuss mepanuu

[Ipu mpekpallleHUH JIeYeHUsI 4acTO BCTPEYAETCS CHHIPOM «OTMEHB», OCOOCHHO IpPU PE3KOM
IpeKpalieHuy jeueHus. B kiIMHudeckux uccienoBaHUsIX HexenaTenbHble peakiuu (HP) mpu
MPEKpalIeHUy JIeYeHUs1 HaOMIoAaiuch NpUONM3UTENbHO Y 25 % nalMeHTOB, MOJy4aBIINX
JIeYeHue dcuuTaonpaMom, Uy 15 % nanueHToB, Noay4aBIIuX Mmianedo.

Prick BOZHUKHOBEHMSI CUHAPOMA «OTMEHBD» MOXKET 3aBUCETh OT HECKOJIBKUX (PaKTOPOB, BKIIIOUAs
JUIUTENBHOCTh TEPANUK U J03y Mpenapara, a Takke CKOpOCTh CHMXKEHUs J103bl. Haubonee yacto
COOOIIANIOCh O TaKUX peakUusX, KaK TOJOBOKPYXEHHE, CEHCOpPHbIE HapylleHHs (BKJIIOYas

MNapeCTC3UI0 U OLIYIICHUC yapa 3JICKTPUUICCKUM TOKOM), HapyluICHUA CHA (BKJ’IIO'—IaH 6€CCOHHI/ILIy
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U VHTEHCUBHBbIC CHOBUJICHHSA), AXUTALUSA I TpeBora, TOIIHOTA M (MJIM) PBOTA, TPEMOP,
CIIyTAaHHOCTh CO3HAHUs, MOBBIIIEHHOE IMOTOOTICJIECHUE, TOJIOBHAs 00Jb, Auapes, OIIyIEHUE
cepaueOrneHusi, IMOLMOHANbHAs HECTAOMIBHOCTD, PA3APaKUTEIBHOCTh U HApYIIEHUS 3pEHUS.
OOBIYHO 3TH CUMNTOMBI MMEIOT JIETKYIO WJIM CPEIHIOI CTENEHb BBIPAXKEHHOCTH, OJHAKO Y
HEKOTOPBIX MMAIUEHTOB OHU MOTYT OBITh TAKEJIBIMH.

OOBIYHO CHUMITOMBI BO3HHMKAIOT B TE€UEHHWE IEPBBIX HECKOJIBKUX IHEH MOcie NpeKpaiieHus
JICYEHUs, HO KpaliHE peaKo cooOIanoch O BO3HUKHOBEHMH TaKUX CHUMIITOMOB Yy IallUEHTOB,
CIIy4aiiHO NMPOIMYCTUBLIMX IPUEM Ipernapara.

Kak npaBuio, 3TM CUMIITOMBI ITPOXOAAT CAMOCTOSTENIBHO OOBIYHO B TEUEHUE IBYX HENEIb, XOTS
y HEKOTOPHIX TMAIMCHTOB OHH MOTYT OBITh MPOJODKUTENBHBIMU (2—3 Mecsma win Ooiiee).
[ToaToMy mpu mnpekpainieHuH JIeYeHUs PEKOMEHIYeTCS IOCTENEeHHOEe CHIDKEHHE JI03bl Ha
MPOTSKEHNUN HECKOJIBKUX HENIEeTb MIIM MECAIIEB B COOTBETCTBUU C COCTOSTHUEM MAIEeHTA.
Hwemuueckas bonesnv cepoya (MBC)

B cBs13u ¢ orpaHMYEHHBIM ONBITOM NpUMeHeHus y nanuenToB ¢ MBC pexomenyercs co0mronaTh
OCTOPO>KHOCTH MPY MPUMEHEHHUH Mpernapara.

Yonunenue unmepsana QT

Brino ycTaHOBII€HO, UTO 3CHUTANIONPaM BbI3BIBAET J10303aBUCUMOE y/uIMHEeHHe uHTepBaia QT. B
HOCTPETUCTPAlIMOHHOM IEepUojJie coodmanock O ciy4asx yuimHeHuss wuHrepBana QT wu
JKETYIOUKOBOW apUTMUM, BKIIOYAs JBYHANPABICHHYIO JKEIyJIOYKOBYIO TaXWKapAWuio (THIa
«IUPYIT»), TIPEUMYIIECTBEHHO Y MAIlMEHTOB KEHCKOTO I10J1a, y MAIIMEHTOB C THIIOKATMEMHUEH HiTn
y’Ke CyIIECTBYIOUINM yanuHeHneM uHtepBaia QT, unu npyrumu 3a001eBaHUSAMHU CEpIIa.
TpebyeTcs cob01aTh OCTOPOKHOCTD MTPH MPUMEHEHUH Tpenapara y MalueHTOB ¢ BEIPaKCHHON
OpaaukapAuel Uiy y MalueHTOB ¢ HEIaBHO MEPEHECEHHBIM OCTPHIM MH(PAPKTOM MHOKapaa UIN
JIEKOMIIEHCUPOBaHHOW CEPIEYHON HETOCTATOYHOCTHIO.

Hapymenus snexkTponutHoro 6anaHca, Takue Kak TUMOKaTUeMHsl U TUIIOMAarHueMHUsl, MOBBILIAI0T
PUCK pa3BUTHUA 3JI0OKAUYECTBEHHBIX apUTMUH, HEOOXOJUMO CKOPPEKTHPOBATh ITH HaPyILICHUS
Iepe HayaaoM JIEUEHHUS SCLUTAIONPaMOM.

VY nanueHToB co crabunbHbIM TeueHneM WBC mepen Hayanom jedeHus HEOOXOJUMO CIENaTh
anektpokapauorpammy (OKI).

[Ipy BO3HMKHOBEHHMH NPHU3HAKOB APUTMUU CEpILAa BO BpEMs JICYEHHUS ACLMUTAIONPAMOM
HE00XO0AMMO MpEeKpaTuTh Tepanuto u caenats IKI'.

3axkpwimoyzonvnas enaykoma

CHO3C, Bkiroyas 3CUMUTAIONPaM, MOTYT OKa3blBaTh BIIMSHUE Ha pa3Mep 3padka, MPUBOIA K
Mujpuasy. IToT 3PPeKT paclIupeHus 3padka 00Ja1aeT MOTEHINAIOM CY)KEHUS yria rnepenHein

KaMCpbl TIJi1a3a, YTO IIPUBOAWUT K IIOBBIICHUIO BHYTPUIJTIA3HOI'O MOABJICHUA W PAa3BUTHUIO
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3aKpBITOYTOJBHOM TJIayKOMBI, OCOOCHHO y MAIMEHTOB C IMPEIPaCIONI0KEHHOCThIO K JTaHHOMY
3aboneBanuio. [109TOMYy y MalMEHTOB € 3aKPHITOYrOJIBHOW TJIAYKOMOW WM C TJIAYyKOMOH B
aHaMHe3e He00XOIMMO COOIII0IaTh OCTOPOKHOCTH MTPH MPUMEHEHUH CIUTAIIONPaMa.
Cekcyanvhas oucynkyus

CHO3C/CUO3CH Moryr BbI3BIBATH CHMITOMBI CEKCyaslbHOM mucdyHkimu. CooOImanocs o
JUINTENTBHOM  CEKCYyaJbHOH JAMCOYHKIMH, CHUMITOMBI KOTOPOH COXPaHSJIUCh U TOCIe
npekpanienus npuema CHO3C/CUO3CH.

BcnoMoratenbHbIe BellleCTBa

[TarmenTaM € penKo BCTpEHArOMENcs HACIEACTBEHHON HENEPEHOCHMOCTBIO TaJaKTO3bl,
JIe(GHUINTOM JIaKTa3bl WIH TIIIOKO30-TaIAKTO3HOW MaiabaOcopOIel He ciaenyeT NIPUHUMATh 3TOT
npemnapar.

4.5. B3aumopneiicTBHe ¢ [JPYIrHMH JICKAPCTBEHHbIMH IIpeniapaTaMH W [Jpyrue BHIbI
B3aUMOJeiCTBUA

dapmMakogHaAMHYECKOE B3aUMOJIENCTBHE

Hecenexmuenule neoopamumvie uneubumopvt MAO

Coobmanock 0 BO3HUKHOBeHHMH cepbe3Hbix HP mpu omnoBpemenHom mnpueme CHUO3C wu
HECEJIEKTUBHBIX HEOOpaTUMbIX HHTHOUTOpoB MAOQ, a Taxke Mpu Havalle MpuemMa HHrHOUTOPOB
MAO nanueHTamu, He3a10Jro A0 3Toro npekparusmmnmMu npuem CHMO3C. B HekoTopbIX ciyyasix
y MalMEeHTOB Pa3BUBAJICS CEPOTOHUHOBBIM CHHIPOM.

[TpuMeHATH ACIHUTATIONPaM OJHOBPEMEHHO C HECEJIEKTUBHBIMH HEOOpaTMMBIMH HHTHOUTOpaMHU
MAO mnportuBonokaszano. Ilpuem scuuranonpama Moxer ObITh HauaT uepe3 14 mHeil mocrne
OTMEHBI IIpHE€Ma HECEJEKTUBHBIX HeoOpaTUMbIX MHruOuTOpoB MAO. Ilepen Hauamom mpuema
HECENIEKTUBHBIX HEOOpaTUMBIX MHrUOMTOpoB MAO nMOMKHO MpONTH HE MeHee 7 AHEW mocie
OKOHYaHMSI IPHEMa ICIUTAIONpama.

Obpamumwiii cenexmugnwiii uneubumop MAO-A (moxnobemuo)

N3-3a prcka pa3BUTHs CEPOTOHMHOBOI'O CUHAPOMA HE PEKOMEHAYETCS IPUMEHSTh 3CLUUTAIONPAM
OJIHOBpeMeHHO ¢ uHruoutopom MAO-A wmoknoOemuzoM. B ciydae, ecnu mnpuem Takoit
KOMOMHAIMU TMpernapaTroB MNpU3HAH KIMHUYECKHM HEOOXOIMMBIM, PEKOMEHIyeTCs HayaTbh C
MUHUMAJIbHO BO3MOJKHBIX 103, @ TakXe MPOBOJUTH MOCTOSHHBIN KIMHUYECKUH MOHUTOPHUHT
cocTosiHUS nanuenTta. [lpuem scuuTanonpaMma MOXHO HauyaTh, KAK MMHUMYM, 4Y€pe3 OJUH JIeHb
mocJyie 0OTMeHbI 00paTumMoro uHruouTopa MAO-A Moknobemuaa.

Obpamumwiii necerekmusHulil uneubumop MAO (nunesonuo)

AHTUOMOTHK JIMHE30JUJ SBISIETCd OOpaTUMBIM HECEIEKTHBHBbIM HMHruOuTopoM MAO 1 He
JIOJKEH MPUMEHSATHCS Y MalMeHTOB, MOJYJaloIuX TEpaINuio dcuuTaigonpamMmom. B cioyyae, eciu

IIpHUEM Takoi KOM6I/IHaL[I/II/I npemnapaTroB IMpU3HAH KIMHUYCCKH H€06XOI[I/IMBIM, PCKOMCHAYCTCA
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Ha4yaTh C MUHUMAaJIbHO BO3MOXKHBIX J103, @ TaKK€ IPOBOAUTH MOCTOSHHBIN KIMHUYECKUI
MOHHUTOPUHT COCTOSTHUS MMallUEHTA.

Heobpamumwiii cenexmusnwiii uneubumop MAO-B (cenecunun)

W3-3a pucka pa3BUTHS CEPOTOHMHOBOTO CHHIPOMA HEOOXOIUMO COOMI0ATh OCTOPOKHOCTD TIPH
IpreMe CIUTATIONPaMa OJHOBPEMEHHO ¢ He0OpaTUMBIM HHrnOuTopoM MAO-B cenerunmaoMm.
Jlexapcmeenuvie cpedcmaa, yonunsowue unmepeanr QT

dapMakoKHHETHUECKHE U (papMaKOAMHAMUYECKHE UCCIIEAOBAHUS TPUMEHEHUS SCIUTAIONpaMa B
KOMOMHAIIMK C APYTMMH JIEKapCTBEHHBIMHU TIperaparamu, yITuHsommMua uaTepBan QT, He
npoBOAWINCh. Henb3s HCKIIOUNTH aAAUTUBHBIA 3(QQeKT scuuranonpamMa ¢ JaHHBIX
JIEKapCTBEHHBIX nIpenaparoB. CienoBaTeabHO, IPOTHBOIIOKa3aHO OJHOBPEMEHHOE NPUMEHEHUE
JCHUTANIONpPaMa M JIEKAPCTBEHHBIX MpenapaToB, yanuHsomux wuHTepBan QT, Takux Kak
aHTHapuUTMHUeckue npenapaTtsl kiaaccoB A u III, meiiposnenTuku (HampuMep, IPOU3BOJHBIE
¢deHoTHa3WHA,  MUMO3HJ,  TaJONEPUAOIN),  TPULUKIMYECKHE W TETPAIMKINYECKHUE
aHTUACTIPECCAHTH! (AMUTPUNTUINH, UMUIIPaMUH, ManpoTwinH u ap.), CUO3C u nogobHble MM
aHTUAenpeccanTsl  (Hampumep,  (uyokceTuH, BeHnadakCMH M Op.),  HEKOTOpbIE
MPOTUBOMUKPOOHBIE TpemapaTsl (MaKpOJIWAHbIE AHTHOMOTHKM W WX aHAJOTH, HAmpHuMep,
SPUTPOMHUIINH, KIAPUTPOMHUIIMH; IPOU3BOAHBIE XMHOJOHA M (PTOPXMHOJIOHA: crapdIOKCalvH,
MOKCH(DIIOKCAIMH, TIEHTAMUINH), TPOTUBOTPHOKOBBIE CPEJICTBA A30JI0BOTO psifa (KETOKOHA30I,
¢u1yKOHa3011), AOMIIEPUIOH, OHAAHCETPOH, MpenapaThl Ul JIEYEHHs] MaJlipUu, B YacCTHOCTH,
rajgo(aHTpHH, HEKOTOPbIe AaHTUTMCTAMUHHBIE NIPENapaThl (aCTEMU30J1, MU30JIACTHH).
Cepomonunepauieckue 1eKapcmeenHvle npenapamol

OnHOBpEMEHHOE IPUMEHEHHE C CEPOTOHMHEPrHYEeCKUMH JICKApCTBEHHBIMU HperapaTaMu
(narmpumep, Tpamaaoi, OynpeHodpHUH, CyMaTpUNTaH U APYrue TPUITAHBI) MOXKET MPUBECTH K
Pa3BUTHIO CEPOTOHUHOBOTO CUHJIPOMA.

Jlexapcmeennvle npenapamol, CHUACarOWUe NOPO2 CYOOPOACHOU 20MOBHOCU

CHO3C moryT CHUXKATh MOPOT CYJOPOKHON TOTOBHOCTH. TpedyeTcst cobM0/1aTh 0CTOPOKHOCTh
IpU OJHOBPEMEHHOM NPUMEHEHHMH C ICIMTAJIONPAMOM JPYTUX JIEKAPCTBEHHBIX MpPEnaparos,
CHIDKAIOIUX TOPOT CYAOPOKHOM TOTOBHOCTH (TpuiMkiIndeckue aHTtuaenpeccantsl, CHUO3C,
Me(pIOXHH, OYNpONMOH M TpaMmajoj, AHTUICHUXOTHYECKHE MpenapaTshl (HEHpOJEHTHKH)
MPOU3BOIHbIE ()EHOTHA3WHA, THOKCAHTEH U OYTUPO(DEHOH ).

Jlumuii, mpunmogan

[Tockonpky ObUIM 3aperMCTPUPOBAHBl CIIyyaud YCHIEHHsS JEHCTBUS NpU OJHOBPEMEHHOM
npumeHeHun CUO3C u nutust unu TpuntodaHa, peKOMEHIyeTcsl COOII0IaTh OCTOPOKHOCTh MpU
OJIHOBPEMEHHOM IPUMEHEHHUH 3CLUTAIONpaMa ¢ ITUMHU IpernaparaMu.

36epoboii npoovipsisnennblil

10
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OpnoBpemennoe  npumeHenne CHO3C u  mpemapaTtoB,  cojaepkammx  3BepoOoit
MPOIBIPSIBICHHBIN, MOYKET MPUBECTH K YBeIH4YeHHUIO uncna HP.

Anumukoazynisaumol u cpeocmaa, 61uswUe Ha C8ePMbleaeMocmy Kposu

Hapymienue cBepThIBAEMOCTH KPOBH MOXET BO3HUKHYTH IPH OJHOBPEMEHHOM IMPUMEHEHUH
ACHUTANIONPAaMa C aHTHKOATYJASHTaMH JJIsl IpHeMa BHYTPh U JIEKAPCTBEHHBIMH IIperiapaTaMy,
BJIMSIOLIMMHU Ha CBEPTHIBAEMOCTH KPOBHU (HalpUMep, aTUIIMYHbBIE HEHPOJIETITUKY U IPOU3BO/IHEIC
(denoTnaznHa, OOJBIIMHCTBO TPULUKINIECKUX aHTHUICTIPECCAHTOB, alleTHIICAITUIIMIIOBAS KHCIO0Ta
¥ HECTepOUIHbIE MPOTUBOBOCTANUTENbHBIE penapaTs! (HIIBIT), Tuxmonuany u punupuaamonn).
B momoOHBIX citydasix B Hadane WM MO OKOHYAHWU TEPAlMM JCLUUTAIONPAMOM HE0O0XOIUM
TINATENBHBIA KOHTPOJIb TIOKa3aTeseil cBepThiBaeMOCTH KpoBH. OiHOBpemMeHHbIH puem ¢ HITBIIT
MOJKET MPUBECTH K YBEIIMYCHHUIO YUCIIA CITy4aeB Pa3BUTHS KPOBOTEUCHHUH.

Omanon

DcruTanonpaM He BCTYIAET C ATAHOJIOM B (papMakoInHAMHUECKOe WIH (hapMaKOKHHETHIECKOE
B3anMoericTeue. OIHAKO, KaK W B CiIydae C JAPYTUMH TICHXOTPOITHBIMH JIEKapCTBEHHBIMHU
mpernaparaMu, OJHOBPEMEHHOE MPUMEHEHNE dCIUTAIONPaMa 1 ATAaHOJIa HE PeKOMEHTyeTCsI.
Jlexapcmeennvle cpedcmea, 8ul3viéaioujue 2UNOKAIUEMUIO/SUNOMACHUEMUIO

TpeOyeTcst coOmOAaTh OCTOPOKHOCTH IMPH OJHOBPEMEHHOM NPUMEHEHUH JIEKapCTBEHHBIX
CPEICTB, BBI3BIBAIOIINX PA3BUTHE THIIOKAJIHEMUN/TUIIOMAarHUEMHUH, TOCKOJIBKY TPU JTaHHBIX
COCTOSIHHSIX TIOBBIIIAETCS] PUCK PA3BUTHS 3JI0KAY€CTBEHHBIX aPUTMHUA.

dapMaKOKHHETHUYECKOE B3aUMOICHCTBUE

Bnusanue opyaux nexapcmeenHbIX npenapamos Ha hapmakoKuHemuKy 3Cyumanionpama
MeTtabonu3M HscuMTanonpaMa B OCHOBHOM OCYIIECTBISICTCS TPH Y4acTHH H30(epMeHTa
CYP2C19. B menbiieil creneHu B MeTaboJiM3Me MOTYT NMPUHUMATh ydacTue HU30(epMEHTHI
CYP3A4 u CYP2D6. Merabonu3M OCHOBHOTO METaboOiMTa — JAEMETHIMPOBAHHOTO
SCHUTAIONPaMa, BUANMO, YaCTUYHO KaTanuzupyetcs uzopepmernrom CYP2D6.

OnHOBpeMEHHOE TNPUMEHEHHE JCIHTaJoNpaMa W omemnpazoyia (MHruOUTOp u30pepMeHTa
CYP2C19) B moze 30 Mr onuH pa3 B CyTKM HPUBOAUT K yMmepeHHOMY (mpumepno 50 %)
MOBBIIICHNIO KOHIICHTPAIMK SCIUTAIONpaMa B IIa3Me KPOBH.

OOHOBpPEMEHHBIH IpueM dCIUTaIonpaMa U nuMeTuanHa (Maruouropa uzopepmentos CYP2D6,
CYP3A4 u CYP1A2) B no3e 400 mr 11Ba pa3za B CyTKU MPUBOJUT K MOBbIIIEHUIO (pumepHo 70 %)
KOHIIEHTpAIMK CIUTAJIONpaMa B I1a3Me KpPOBH.

Takum 006pa3zoM, NPUMEHATh MAaKCUMAaJIbHO BO3MOXKHBIE JIO3bl CLUTAIONpPaMa OJHOBPEMEHHO C
naruoutopamu uzopepmenta CYP2C19 (manpumep, omenpason, (iaykoHaszol, (IyoKceTHH,

(bHYBOKcaMI/IH, JIAHCOIIPa30J1, TI/IKJ'IOHI/II[I/IH) U TUMETUAUHOM CJIICAYCT C OCTOPOIKHOCTBIO. HpI/I

11
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OJIHOBPEMEHHOM TIpUEME JSCLUTaJoNpaMa U BbIIICYKa3aHHBIX IMPernapaToB Ha OCHOBE
KJIMHUYECKOH OLIEHKH MOXET MOTPeOOBaThCS YMEHBIIEHUE O3Bl ACIUTATIONPAMA.

Brusanue scyumanonpama na ¢hapmaxoxkunemuxy opyeux nekapcmeeHHbix npenapamos
Dcnuuranonpam sBisgeTcs UHruontopom nzodepmenta CYP2D6.

Heo6xoaumo co0umoaTh OCTOPOKHOCTD MPH OJAHOBPEMEHHOM MPUMEHEHUH JCLUTaJIonpama M
JICKapCTBEHHBIX IPENapaToB, META0OIM3UPYIOMIUXCS C IOMOIIBI0 3TOr0 H30(pepMEeHTa U
UMEIOINX MaJlblii TeparneBTUYECKUil MHAEKC, Hampumep, ¢rekanHuna, nponageHoHa u
MeToIpojoia (B cilydasx NPUMEHEHHUS MpU CEpAECYHOM HEIOCTaTOYHOCTH) WIM MEAMLUHCKUX
MperapaToB, B OCHOBHOM MeTaOoiu3upylommxcsi mocpenctBom u3zodpepmenta CYP2D6 u
JISUCTBYIOIINX Ha LeHTpalbHylo HepBHyto cuctemy (LIHC), manpumep, anTHaenpeccaHTOB
(mesumpamMuH, KJIOMHUNPAaMWUH, HOPTPUNTHIMH) WJIA AHTUICUXOTHYECKHX  IpPENapaToB
(pucnepuoH, THOPHUIA3HH, TaJIONEPHUIOI). B 3THX Cilydasx MOXKET MOoTpeOOBaTHCS KOPPEKITHS
JIO3BL.

OmHOBpEMEHHOE IPUMEHEHHE C ACIUTAIONPAMOM JE3UTIPAMUHA WIH METOMPOJIONIA TIPUBOIUT K
JIBYKPATHOMY YBEIHUYEHUIO MX TUIA3MEHHON KOHIICHTPAIUH.

DcmyuTanonpaM MOXeT He3HaduTelabHo uHrnompoBats wuszopepment CYP2C19. Ilostomy
PEKOMEHIyeTCsl COOII0IaTh OCTOPOKHOCTH MPH OAHOBPEMEHHOM MPUMEHEHUH SCIUTAIONpamMa u
JICKapCTBEHHBIX TpenapaToB, MeTabomsupyronuxcs nzopepmenrom CYP2C19.

4.6. ®epTUIBHOCTD, 0€PEMEHHOCTD M JAKTANMS

bepemeHHOCTB

HmeroTcst orpaHUdeHHBIC JaHHBIE O MPUMEHEHNHN dCIUTAIONpaMa BO BpeMsi 0epeMEHHOCTH.
HccnenoBanus scuuTaionpaMa Ha JKMBOTHBIX —MPOJEMOHCTPUPOBAIN  PENPOIYKTHBHYIO
TOKCUYHOCTb.

OcuuranonpaM BO BpeMs OEpEMEHHOCTH CIIEAyeT MPUHUMATh TOJBKO B CIy4asx KpanlHen
HEOOXOAMMOCTH Y TIOCJIE TIIATEIHHON OIEHKH COOTHOIICHUS «I0JIb3a — PUCKY.

Eciu mpuem scuuranonpamMa MmpojoJpKajcs Ha MO3JHUX CPOKax OepeMeHHOCTH, 0COOEHHO B
TPETbEM TPUMECTPE, TO 32 HOBOPOXKIECHHBIM CIIEAYEeT yCTaHOBHUTH Halmronenue. B ciyuae, ecnu
MIPHUEM 3CIUTATIONpaMa MPoI0JKAJICS BILIOTH JI0 POJIOB HITK OB MPEKpaIeH He3a10IIro 10 POOB,
Y HOBOPOKACHHOTO BO3MOXHO Pa3BUTHE CUMITOMOB CHHIPOMA «OTMEHBI».

B caysae mnpuema wmareppto CHMO3C/CHMO3CH Ha mno3mHUX CpoKax OEpeMEeHHOCTH Y
HOBOPOXJIEHHOTO MOTYT pa3BHUTbcs cienytoue HP: yruerenue npixaHus, 1MaHO3, aIHO?,
CyJIOPO’KHBIE PAcCTPOMCTBA, CKAUKH TEMIIEpaTypbl Tela, TPYIHOCTH C KOPMJICHHEM, PBOTA,
TUIOTJIUKEMUS, MBIILIEYHAs TUIEPTOHUS, MBIIIEYHAs TUIOTOHHS, TUIEppedeKcHs, TpeMmop,
NOBBIIIIEHHAs: ~ HEPBHO-pe(dIeKTOpHAass  BO30OYOIUMOCTh,  Pa3Jpa’kKUTEIbHOCTb,  JIETAaprus,

MMOCTOSIHHBIN a4, COHJIMBOCTh U IJIOXOU COH. I[aHHBIe CUMIITOMBI MOTYT BO3BHHUKATDH BCJICACTBHUC
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pa3BUTHUS CUHIPOMA «OTMEHBD» HJIM CEpOTOHMHEPIUYECKOro AeiicTBUs. B GonbInHCTBE ciyyaeB
110/100HBIE€ OCIIO’KHEHHSI BOSHUKAIOT B T€UEHUE 24 4acOB MOCIIE POKIACHHUS.

JlaHHbIE AMMIEMHOJIOIMYECKUX MCCIEIOBAHUN IO3BOJIAIOT MPEANOJIOKUTh, YTO NMPUMEHEHHE
CHO3C Bo BpeMsi OepeMEHHOCTH, OCOOCHHO Ha IMO3JHHX CPOKaxX, MOXKET YBEIUYHUTh PHCK
Pa3BUTHS YCTOWMUMBOM JIETOYHOH THnepTeH3nn y HoBopoxaeHHbIX (PPHN). Habmtogaemsrii puck
coctaBui 5 ciaydaeB Ha 1000 6epemenHocteid. B oOmielt momymsiimu Habromaercs 1-2 cimydast
PPHN na 1000 GepemeHHOCTEH.

JlanHble HaOMIOACHUI yKa3bIBAIOT Ha MOBBIIICHHBIN (MEHEe 4eM B 2 pa3a) PHCK MOCIEPOI0BOTO
KpoBoTeueHHs mocie npuMmeHeHuss npenaparoB rpynn CHMO3C/CHMO3CH B TedeHue OmHOTO
Mecsa 10 poJoB.

JlakTanusg

OXumaeTcs, 9YTO CHUTAIONPAM OyIeT BBIIEIATHCS C TPYIHBIM MOJOKOM, IIO3TOMY BO BpEMs
JICYEHUS] ACIMTAIONPAMOM KOPMIJICHHE TPYIbI0 MPOTHBOIIOKA3aHO. B cimydae HeoOxomumocTh
MPUMEHEHUS TIpenapaTta Dauliesi TPyJHOE BCKapMIIMBAHHUE CIIEAYET IPEKPATHUT.

PepTUIBHOCTD

JlanHble uccienoBaHUN Ha KUBOTHBIX MNoKazanu, yto Hekoropsle CUO3C moryr BiausTh Ha
KaueCTBEHHbIE TMOKa3aTesn crepMbl. JJaHHBIX HCCIEAOBAHUM 3TOrO acleKTa Ha UBOTHBIX I
scruranonpama Het. Coobmenus o npumeHeHnn HekoTopsix CHO3C y uenoBeka moka3aid, 4YTo
BIIMSIHUE 3THUX JIEKAPCTBEHHBIX IPENapaToOB HA KAaYECTBEHHBIE IMOKA3aTENU CIEPMbI SBIISIETCA
obparuMbiM. Jlo cuxX TOp BIUSHHUS OJCHMTAlONpaMa Ha (EpTWIBHOCTh y 4YeJOBEeKa He
Ha0JIr01aJ10Ch.

4.7. BansiHie HAa CHOCOOHOCTH YNPABJSTH TPAHCIOPTHBIMH CPeACTBAMH W PadoTaTh C
MeXaHM3MaMH

Hecmotpst Ha TO, uTO mpemapaT Omulless HE BIMAET HAa MHTEIUICKTyalbHble (YHKIHH U
MICUXOMOTOPHYIO aKTUBHOCTD, B IIEPHOJ] JICUEHUS HE PEKOMEHAYETCSI YIPABIATh TPAHCIIOPTHHIMHU
cpeacTBamMu U paboTaTh C MEXaHU3MaMHU.

4.8. HexkenareJbHbIC peaKIul

Pesrome npodriisa 6€3011acHOCTH

HP nambonee dacTo pa3BUBAIOTCS Ha TIEPBOM HWIIM BTOPOH Henele TepamuH, 3aTeM OOBIYHO
CTaHOBSITCSI MEHEE MHTCHCUBHBIMH U BOSHHUKAIOT PEXKE MPH MPOJAOKCHUN TEPATTHH.

Pe3tome HexenaTenbHBIX PEAKIINI

Hwxe nepeuucnenst HP, Bo3HHKarolue mpu mpueMe MpernapaToB, MPUHAMISKAINX K KIAcCy
CHO3C, u oTmeueHHbIe TTpH ipuemMe dciuTanonpama. Madopmarus nmpeacraBieHa Ha OCHOBAaHUHU
JIAHHBIX TJ1a11e00-KOHTPOIUPYEMBIX KIMHUYECKUX HMCCIEJOBAaHUI W CIOHTAHHBIX COOOIICHUI.

YacToTa BCTPCYACMOCTHU HCIKCIIATCIIbHBIX peaKHHﬁ YKa3aHa CJICAYyIoIIUM o6pa30M: O4YCHb 4aCTO
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(> 1/10), gwacto (= 1/100, HO < 1/10), Hewacto (> 1/1000, HO < 1/100), peaxo (= 1/10000, HO
<1/1000), ouennr penko (< 1/10000), yactora HeusBecTHa (HE MOXKET OBITH OIlCHEHA Ha
OCHOBAaHUH UMEIOIINXCS TaHHBIX).

HP crpynmnupoBaHbl B COOTBETCTBUU C MOPSAKOM Ha OCHOBAHHUHM CHCTEMHO-OPTaHHBIX KIIACCOB
(COK).

Hapywenus co cmopoHbl Kposu u ium@amuieckoti cucmembi:

4acTOTa HEU3BECTHA — TPOMOOIUTOIICHUSL.

Hapywenus co cmopoHvl uMMyHHOU cucmembi.:

penko — aHaMIAKTHUECKUE PEaKIIUH.

OHOOKpUHHbIE HAPYUIEHUS:

4acTOTa HEM3BECTHA — HejocTarouHas cekpenus AJIL.

Hapywenus memabonuzma u numanus:

9acTO — CHIDKEHHE aIlleTUTa, TIOBHIIICHUE aleTUTAa, YBEITHUYECHNUE MACChI TENa;

HEYacTO — CHHKEHUE MACCHI TeJa;

YaCTOTA HEM3BECTHA — MUMOHATPUEMHS, aHOPeKCHs .

Tcuxuyeckue napyuienus.

9acTo — TpeBOTra, OECIOKOWCTBO, HEOOBIYHBIC CHOBHJCHHS, CHW)KCHHE JHOWI0, aHOPTa3MHs
(Y )KeHIIHH);

HEYacTo — OPYKCH3M, aXKUTAIsl, HEPBO3HOCTh, TAHUYECKHUE aTaKH, CIIyTaHHOCTh CO3HAHMUS,
pEeIKO — arpeccus, AeNepCoOHAIN3aIMs, TaUTIOIMHALIH;

YaCcTOTA HEM3BECTHA — MaHUs, CYHIUIAJIbHBIE MBICIIH, CYHIMIAIbHOE TIOBEICHHE?,

Hapywenus co cmopoHul Hep8HOTl cucmembi:

OYCHb YaCTO — I'OJIOBHAS 00JIb;

4acTo — OECCOHHMUIIA, COHJIMBOCTb, TOJIOBOKPYKEHUE, MTApECTe3Us, TPEMOp;

HEYacTO — HapyIIEHHEe BKYCOBBIX OIIYILICHHH, HapyllIeHHe CHa, 0OMOPOK;

PEIKO — CEpOTOHUHOBBIN CHHAPOM;

4acToTa HEM3BECTHA — JMCKUHE3Ws, JBHUraTelbHble HAapYIICHUs, CYJOPOXKHBIE pacCTpPONCTBa,
TIICMXOMOTOPHOE BO30Y K IeHHE/aKaTU3HUs .

Hapywenus co cmoponul opeana 3penus:

HEYacTo — MUpHUa3 (pacuIupeHue 3pavka), HapyIeHHe 3peHuUsI.

Hapywenus co cmoponul opeana ciyxa u 1aoupunma:

HEYACTO — THHHUTYC (IIyM B yIIax).

Hapywenus co cmoponul cepoya:

HEYacTo — TaXUKapIus;

penko — OpaguKapaus;
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yacToTa HeusBecTHa — yanuHeHue uHtepBaia QT na OKI', xemynoukoBas apuTMusi, BKIIOYast
KEITyJOYKOBYIO TAXUKAPJIUIO THIIA KITHPYIT».

Hapywenus co cmoponul cocy0os:

94acTOTa HEU3BECTHA — OPTOCTATHUECKAs TUITOTEH3HSI.

Hapywenusi co cmopoHul dvixamenvHou cucmembl, 0peano8 2pyOHOU KIemKy U CPedoCmeHUs:
4acTO — CHHYCHUT, 3€BOTAa;

HEYacTo — HOCOBOE KPOBOTEUEHHE.

Kenyoouno-kuweunvie napyuienus:

OYEHb YaCTO — TOLIHOTA;

4acTo — JAMapes, 3arop, pBoTa, CyXOCTh CIM3UCTON 000I0UYKH MOJIOCTH PTa;

HEYaCTO — JKEITYJI0YHO-KUIIIEYHOE KPOBOTEUEHHUE (BKIIFOYAsI KPOBOTCUCHHE U3 TIPSIMON KHUIIIKH).
Hapywenus co cmopoHbl neuenu u sHcenuesble00sauux nymel.

9acTOTa HEW3BECTHA — TENAaTHT, TOBBIINICHUE CHIBOPOTOYHONH aAKTUBHOCTH «IICUYCHOYHBIX)
(bepMeHTOB.

Hapywenus co cmopoHul KOXCU U NOOKOIHCHBIX MKAHET.

94aCTO — MOBBIIICHHOE OTOOT/ICJICHHE;

HEYacTO — KPANWBHUIIA, aJIONEIHs, KOXKHAS ChIb, KOKHBINA 3y,

9acTOTa HEM3BECTHA — IKXMMO3, aHTHOHEBPOTUIECKHIA OTEK.

Hapywenus co cmopoHsl MbluieuHotl, cKelemHou U COeOUHUMEeNbHOU MKAHU.:

4acTo — apTPaTHs, MUAITHSL.

Hapywenus co cmoponul nouex u Mo4esbl800Auux nymei.

4acTOTa HEU3BECTHA — 33/IepP’KKa MOYU.

Hapywenus co cmopoHbl penpooyKmugHOU CUCmeMmbl U MOJIOYHBIX JHCENe3:

94acTO — UMIIOTEHIIHS, HapyILIEHUE AKYISALNN;

HEYacTO — MEHOpparus, MeTpopparus;

YacTOTa HEW3BECTHA — TajlaKkTopes, MpHamnu3M, IOCIepPOJoBOe KpoBoTeueHue (nanHas HP
3aperucTpupoBaHa kak kiacc-a¢dexr ansa npenaparoB rpynn CUO3C/CUO3CH (cMm. paznmen
4.6.)).

Obwue napywienus u peakyuu 8 mecme 66€0eHUs.:

4acTo — CINabOCTh, THNIEPTEPMHS,;

HEYacTo — OTEKH.

! HesxenaTenbHble peakiliy, 3aperucTpUpOBaHHbIE IPU IPUMEHEHHH TIpenapaTos knacca CUO3C.
2 Ciyyau TOSIBIEHHS CYMIMAAIBHBIX MBICTAEH U TOBEJEHUs ObLIM OTMEYEHbI HpU IpHEME
ACHUTAIIONPaMa M cpasy Mocje OTMEHBI Teparuu.

Yonunenue unmepeana QT
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B moctperucrpannoHHOM Tmieproae ObLTH OTMEuYeHBl ciaydau yanuHeHus uHTepBaia QT wu
JKEITyJOYKOBOH apUTMHH, BKJIIOYAS JKETYIOUYKOBYIO TAXUKAPIUIO THIIA «IIUPYAIT», B OCHOBHOM Y
MAIMEHTOB >KEHCKOTO TI0JIa, C THIIOKAJMEMUEH WM y TalUeHTOB C paHee CYIIECTBYIOIIUM
ynnuaenreM uatepBana QT wnm npyrumu 3a0071eBaHUsSIME CEpLA.

Knacc-a¢pghexm

OnuIeMHOIOTHYECKHE HMCCIEOBaHUs C ydacTHEM IMAIMeHTOB B Bo3pacte 50 JeT W crapiie
MOKAa3aJii CyIIECTBOBAHNE MOBBIIICHHOTO PUCKA MepesioMa KOCTEH Yy MallMeHTOB, TPUHUMAIOIINX
CHUO3C u TpUIMKIMYECKHE AHTHACNPECCaHThl. MeXaHH3M BO3HHUKHOBEHHS ITOTO PHCKa He
YCTaHOBJICH.

Cunopom «ommenvl» npu npekpaweHuy mepanuu

Otmena nipenaparo rpymnmnsl CHO3C/CUO3CH (ocoGeHHO pe3kasi) 4acTo MPUBOIUT K Pa3BUTHIO
CHH/IpOMAa «OTMEHBI». Hambonee dYacTO BO3HUKAIOT TOJOBOKPYKCHHE, pacCTPOHCTBA
YYBCTBUTEIILHOCTH (B TOM YHCJIE MApeCTe3ns W ONIYIIEHUE TPOXOKICHHS TOKa), pacCTPOHCTBA
cHa (B TOM 4mcIie OSCCOHHMIIA U MHTCHCUBHBIC CHOBHJICHHS ), &)KUTAIIMS JTH TPEBOTa, TOLTHOTA U
(wm) pBOTA, TPEMOp, CIIYTAHHOCTH CO3HAHMS, MOBBIIICHHOE MOTOOTIEIICHUE, TOJIOBHAS OOJIb,
nuapesi, cepAlneOueHrne, SMOLMOHANbHAS JAaOWIBHOCTh, Pa3IpPaKUTEILHOCTh, PAaCCTPOICTBA
3penusi. Kak mpaBuino, 3T 3PQEeKThl BBIpaXKEHBI €1a00 WM YMEPEHHO W OBICTPO MPOXOJSAT,
OJIHAKO y HEKOTOPBIX MMAllMEHTOB OHU MOTYT MPOSIBISITECS B 0oJiee ocTpoit hopme u (uu) Gornee
JUTMTEIbHO. PexoMeH1yeTcsl MpOBOJMTH MOCTENICHHYI0 OTMEHY Tpernapara myTeM CHIKCHHUS ero
JI03BI.

COO6HICHI/IC 0 TOAO03PEBACMBIX HCKCIATCIbHBIX PCAKIIUAX

BaxxHo coo0marh 0 MMOAO3pEBaEMbIX HEXKENATENbHBIX PEAKIHUsIX T0CIe PETUCTPallun
JIEKapCTBEHHOTO Tperapara ¢ LeIblo 00ecreyeHrs HeMPepPbIBHOTO MOHUTOPUHTA COOTHOIICHUS
«T0JIb3a — PUCK» JICKApCTBEHHOro mpemnapara. MeauuuHCKUM pabOTHHKaM PEKOMEHIYEeTCS
coo0maTh 0 JIOOBIX MOJ03PEBAEMBIX HEXKENATENbHBIX pPEaKLUAX JEKapCTBEHHOIO Mpernapara
Yyepe3 HAIMOHAIbHBIE CHCTEMbI COOOILEHUS O HEKENAaTeNbHBIX PEAKIHIX TOCYIapCTB — YICHOB
EBpazniickoro 3KOHOMHYECKOT0 COI03a.

Poccuiickas @edepayus

109012, r. Mockga, CnaBsiHckas 1., 1. 4, cTp. 1

denepanpHas cinyx0a o Haa30py B chepe 3ApaBOOXpPAHEHUS

Ten.: +7 (800) 550 99 03

Anpec 311. mouTsl: pharm@roszdravnadzor.gov.ru

Be0-caiiT: https://roszdravnadzor.gov.ru

Pecnybnuxa berapyco

220037, r. Munck, ToBapuiieckuit niep., 1. 2a
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PecnyOnukanckoe  yHutapHoe —mnpenmpustue «LleHTp akcmepTM3 M MCOBITaHUH B
3/IpaBOOXPAHEHUN

Tenedon otnena dpapmakonaazopa: + 375 (17) 242 00 29

daxc: +375 (17) 242 00 29

Anpec a11. moutsl: repl@rceth.by, reeth@rceth.by

Be6-caiiT: www.rceth.by

Pecnybnuxa Kazaxcman

010000, r. Acrana, paiion baiikonsip, yi. A. Umanosa, 1. 13, BL] «Hypcayner 2»

PI'TI ma ITXB «HamuoHanbHBIN IEHTP AKCIEPTU3BI JICKAPCTBEHHBIX CPEACTB U MEIULIUHCKHAX
m3nenuin» Komurera MeauumHCKOro u  (apMaleBTUYECKOro KOHTposii MMHHCTEpCTBa
3npaBooxpanenus Pecryonmuku Kazaxcran

Ten.: +7 7172 235 135

Anpec 1. moutsl: farm@dari.kz

Beb6-caiit: www.ndda.kz

4.9, [lepeno3upoBka

ToxcuuHOCTH

JlaHHbBIE 0 IEPEI03UPOBKE ICIUTATIONPAMOM OTPAHUYCHBI, BO MHOTHX TaKUX CIy4asxX UMeJlach U
nepeao3upoBKa APYTUMHU MpenapataMu. B OONBIIMHCTBE CiIydaeB CUMITOMBI MIEPEIO3UPOBKH HE
TIPOSIBIISIIOTCS MITH TIPOSIBIISIIOTCS CI1a0o0.

Cnydan mepemo3upoOBKH JcUUTANIONpaMoM (0e3 mpueMa Ipyrux MpenaparoB) C JIETAIbHBIM
MCXOJOM €AMHUYHBI, B OOJNBIIMHCTBE CIy4aeB UMEET MECTO TaKXKe Mepel03UpOBKa U JAPYTUMHU
npemnaparamu. [lpu mpueme scrutanonpama B auamnazone n03 400-800 Mr B MOHOTEpanmuu
KJIMHUYECKU 3HAYMMbIX CUMIITOMOB MEPEI03UPOBKU HE BOZHUKAJIO.

CUMIITOMBI

[Tpu nepeno3upoBKe 3CUUTAIIONPAMOM B OCHOBHOM BO3HUKAIOT CUMIITOMBI co cTopoHbl LIHC (ot
TOJOBOKPY)KEHHS, TPEMOpa W QXKUTAIMU JO PEOKUX CIy4aeB Ppa3BUTUS CEPOTOHHHOBOTO
CHUH/IpOMA, CYJIOPOKHBIX PACCTPOMCTB M KOMBI), CO CTOPOHBI JKEIyJOYHO-KHUIIEYHOTO TpaKTa
(TOIIHOTA/pBOTA), CEPIEUHO-COCYIUCTON CHCTEMBbl (apTepuanbHas TUNOTEH3Us, TaxXUKapIus,
ynnuHeHue uatepsana QT u apuTMust) U HapyIIEeHUs 3JEKTPOIUTHOTO OanaHca (TUIoKalIueMus,
TUIIOHATPUEMHUS).

Jleuenue

Crenuguueckoro aHTu0Ta He cyuectyer. Cienyer o0ecrneduTb HOpMaIbHYI0 IPOXOJAUMOCTb
JIbIXaTeIbHbIX MYTEH, OKCUIEHAIMI0 M BEHTWIALHUIO Jerkux. CreayeT MpoBeCTH NMPOMBbIBAHUE
KeJlyJlKka U Ha3HaYUTh aKTMBMPOBAHHBIM yrousib. [IpoMbiBaHME Kenyaka cienyeT NMPOBECTH Kak

MOKHO 6BICTpCC IIoCJIC IIpUcMa Iperiapara. PCKOMCHI{yeTCH KOHTPOJIMPOBATD IMOKA3AaTCIN pa60TLI
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cepalua M ApYrux IJKH3HCHHO BaXHBIX OpPraHoB U IMPOBOAWTbL CHUMIITOMATUYCCKYIO H

MOAACPIKUBAIOITYIO TCPAIINIO.

5. ®APMAKOJOI'MYECKHUE CBOMCTBA
5.1. ®apmakoguHaMHUYecKHe CBOIiCTBA
dapmakoTepaneBTHUECKasi TpyNNa: ICUXOAHAJCNTUKH; AHTHUICTIPECCAHTHI, CEJICKTHBHEIC
MHTUOUTOPBI 0OPATHOTO 3aXBaTa CEPOTOHUHA
Kox ATX: NO6AB10

MexanusM neiictBust/hapMakouHaMUYecKue d(PHEKTEI

Ocrutanonpam — antunenpeccanT, CMO3C ¢ Bbicokoi apPUHHOCTHIO K TIEPBUYHOMY MECTY
CBSI3BIBAHUS. DCIUTATIONPAM TAK)KE CBSI3BIBACTCS C AJUTOCTEPHUSCKAM MECTOM CBSI3bIBaHUS Oelka-
TpaHcnoprepa ¢ ah(pUHHOCTHIO, MEHBINEH B THICSUY pa3. AJutocTepudeckas MOIYIAIHs Oenka-
TPAHCIIOPTEPA YCWIMBACT CBI3BIBAHWE ICIMTANIONpPaMa B MEPBHYHOM MECTE CBS3BIBAHHSA, UTO
IPUBOJUT K 00JIee OJTHOMY HHTHOMPOBAaHHUIO 00PAaTHOTO 3aXBaTa CEPOTOHHHA.

OcnuranonpaM He UMEeT COBCEM MJIM MMEET O4eHb CIa0yl0 CIIOCOOHOCTDH CBSI3BIBATHCA C PSIIOM
penientopoB, Bkimouasi ceporoHnHOBBIE 5-HTia, 5-HT2 penenrtopsr, nodamuuossie D1 u D>
peLenTOopHI, anbdai-, anbdar-, OcTa-apeHOPEIICITOPEI, Hi-rucramMuHOBEIE, M-
XOJIMHOPEUENTOPHI, 0EH30/1Ma3eTTMHOBBIC M OMUOUIHBIE PEIETITOPEI.

WNurubupoBanue obpatHoro 3axBata 5-HT gBisieTcsi eTMHCTBEHHBIM BO3MOXHBIM MEXaHU3MOM
JEHCTBHSI, KOTOPBIN OOBSICHIET (hapMaKOJIOTHUECKUE U KIMHUYECKHE dPPEKThI AICIUTATIONPAMA.
B nBOMHBIX ciienbIX Mmaane00-KOHTPOIUPYEMBIX HCCIEIOBAaHUIX Y 3I0POBBIX TOOPOBOJIBIIEB HA
OKI" m3menenue ot 6azoBoro 3naueHus QTc (koppekuus mo hopmyrne dpeneprka) cOCTaBUIO
4,3 mcex (90 % noseputenbubii uHTEpBan (JN): 2,2—6,4) npu noze 10 mr B cytku u 10,7 mcex
(90 % JIU: 8,6—12,8) nmpu no3e 30 Mr B CyTKH.

Knnanyeckas g ekTuBHOCTS M 0€3011aCHOCTh

Henpeccugnvie snu30061 magicenou cmenenu

bruta oOHapyxeHa 3QPEKTUBHOCTD ICIMUTAIONPAaMa MIPU HEOTIOKHOM JICUEHUH JIEIPECCUBHBIX
SMHU30/I0B TSKENIOW CTENEHH B TPEX M3 YEThIpeX JABOMHBIX CIEMBIX IM1ae00-KOHTPOIUPYEMBIX
KpPaTKOCPOUHBIX (8-HEJeNbHBIX) UCCIENOBaHUAX. Bo BpeMsi H0OITrocpoyHOro MCCleOBaHUS MO
MPEJOTBPAIIECHUIO CPHIBOB 274 malyeHTa, MpoIIeIInX NepBOHAYAIbHYIO 8-HelenbHylo (a3y
OTKPBITOT'O MCCIEI0BAHUS M IPUHUMABIINX dcUTanonpam B go3e 10 mr umau 20 Mr B cyTKH, ObLTH
PaHIOMHU3UPOBAaHbl U B JajbHEHMIIEM NPUHUMAIN 3CLUTAIONpPaM B TOW K€ JO3MPOBKE WU
mw1anedo Ha NPOTSDKEHUH MakcuMyM 36 Henenb. Ha mpoTsikeHMHM JaHHOTO HCCIeI0BaHUS

ManuCHTDBI, KOTOPBIC MTPOAO0JIKAIN IPUHHUMATB 3CHUTAJIONpPaM, HEC UCIIbITbIBAJIU CPpbIBA B TCUCHUC
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OoJsiee JUIMTENBHOTO MEepHoJa BpEMEHH B mocienyomue 36 Hefenb N0 CPaBHEHUIO C TEMH, KTO
MpUHUMA I11a1eto.

ObceccusnHo-KoMnyibCcugHoe paccmpoucmeo

B paHnomMu3sMpoBaHHOM  JBOWHOM  CJENOM  KIMHUYECKOM  HCCIIEJOBAHUU  JAEWCTBUE
scuuTanonpaMa B o3¢ 20 MT B JIeHb CPaBHUBAJIOCH C IUIANe00 Ha OCHOBAHUH MOJCYETOB IO
06CEeCCHBHO-KOMITY/IbCHBHOM mikane Mens-Bpayna uepes 12 memens. Uepes 24 Henenn
scuuTanonpam B o3¢ 10 Mr u 20 Mr B 1eHb 1oKa3ai 60Jiee BHICOKHE Pe3yIbTaThl [0 CPABHEHHIO
¢ uane6o.

[TpodunakTuka penuIMBOB ObUIa MPOAEMOHCTPUPOBAHA MPU IMPHUEME SCLUUTAJIONpamMa B J03€
10 Mr u 20 Mr B JIeHb y TAI[UEHTOB, JICYEHUE KOTOPBIX SCIUTAIONPAMOM TOKa3ajo YCIEIIHbIe
PE3yaBTATHI HAa MPOTSHKEHUH | 6-HEIEITHPHOTO OTKPBITOTO UCCIICIOBAHUS, M KOTOPHIE Y4aCTBOBAIIN
B 24-HemenbHOM  PaHIOMH3UPOBAHHOM  JIBOWHOM  CIIENIOM  TUIANe00-KOHTPOIUPYEMOM
WCCIJICJIOBAHUM.

5.2. @apmakoKkuHeTHYECKHE CBOICTBA

AOGcopbuus

BcaceiBanre moYTH TMONHOE M HE 3aBUCUT OT mpuema nuimu. CpemHee Bpemsi JTOCTHKEHUS
MaKCHMaJIbHOM KOHIIeHTpanuu B Tu1azMe KpoBH (TCmax) cocTaBisieT 4 yaca mocjie MHOTOKPaTHOTO
npuMeHeHus. AOComoTHas OMOOCTYIMHOCTh 3CHUTaionpamMa cocTtaBisieT okoio 80 %, kak u
pareMHYeCcKoro HUuTaIoNpama.

Pacnpenenenue

Kaxymmiics o6bem pacripenenenus (Vqp/F) mocne mpuema BHYTpb cocTaBiseT ot 12 10 26 n/kr.
Csi3pIBaHME OCIUTANONpPaMa M €ro OCHOBHBIX METAa0OJMTOB C O€lIKaMHu TUIa3Mbl KpPOBHU
Hmwke 80 %. Kunernka sciutanionpama jauHeiiHa. PaBHoBecHas koHtieHTpanus (Css) qocTuraercs
npumepHo uepe3 1 neaemnto, cpeanss Css — 50 amons/n (0T 20 10 125 HMOIIB/T) JOCTUTAETCS IPU
cyrouHoi o3e 10 mr.

Buorpanchopmarius

DcnuranonpaM MeTaboIU3UPYETCs B TICUCHH 0 JIEMETUIUPOBAHHOTO U JUACMETHINPOBAHHOTO
MetabonuToB. O0a MeTabomurta SIBISIIOTCS (DAapMaKOIOTHYECKH AaKTUBHBIMU. A30T MOXET
OKHCIATBCA 70 MeTabonuta N-okcujga. OCHOBHOE BEIISCTBO M €ro MeTaOOJUTHl YaCTHYHO
BBIBOJIATCS B BUJIC INIFOKYPOHUI0B. [10CiIe MHOTOKPATHOTO MPUMEHEHHUS CPETHUE KOHIICHTPAIIUU
JIEMETHUIIMPOBAHHOTO U IUJIEMETUIMPOBAHHOTO META00IUTOB cocTaBisitoT 28—-31 % u menee 5 %
COOTBETCTBCHHO OT KOHIICHTPALMW OJCHUTaNoNpama. buorpanchopmaius scuurtaionpama B
JIEMETHJIMPOBAHHBI METaOOJIUT MPOUCXOIUT TJABHBIM 00pa3oM ¢ TOMOIIbI H30depMeHTa

CYP2C19, Bo3moxno HekoTopoe yuactue nzopepmentoB CYP3A4 u CYP2D6.

DauMUHALIUS
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[Tepuoxa nonyssiBenenus (T'2) mociie MHOrOKpaTHOTO MPUMEHEHHSI COCTaBIsAeT 0KoJ1o 30 yacos.
Kmupenc npu npueme BHYTPh (Clora) coctaBmsier 0,6 1/MuH. Y OCHOBHBIX MeTabONHTOB
scuuraionpamMa T2 Oojee MPOAOIKUTENEH. DCLUUTAIONpaM U €ro OCHOBHBIE METa0OIMTHI
BBIBOSATCS ME€YEHBIO (META0OJIMYECKUIl MyTh) M MOYKaMH, OOJbIIAsl YacTh BHIBOAWUTCS B BHIE
METa00JIUTOB MTOYKAMH.

dapMaKOKMHETHKA V PA3IMYHBIX IPYIIN HAIUEHTOB

THayuenmul noscunozo 6ospacma (cmapuie 65 n1em)

V nanmeHToB MOXKUIIOro Bo3pacTa (crapiue 65 JeT) 3cHuTaIoNnpaM BbIBOAUTCS MEIJICHHEE, YEM Y
Oosee MoJnOABIX mManueHToB. KommdecTBO scuutanonpama, HaXOAALIETOCS B CHCTEMHOM
KPOBOTOKE, PACCUUTAHHOE C IMOMOIIbI0 (PapMAaKOKMHETHYECKOTO IOKa3aTelNs IUIOMagb O]
KpUBOH «KOHIEHTparus-Bpems» (AUC) y manueHToB NoKWIoro Bo3pacta Ha 50 % Oounpiie, yem
Y MOJIOJIBIX 3JTOPOBBIX TOOPOBOJIBIIEB.

Hapywenue ¢ynkyuu nevenu

VY nmanueHTOoB € JIETKOW UK CpeTHEN CTETIeHBIO TSKECTH MEUYEHOUYHON HETOCTATOUYHOCTH (KITACChI
A u B mo xmaccupukammm Yaiina-Ileto) T2 scimranompamMa TpuMEpHO B JBa pasa
npoxomkutensaee, a AUC Ha 60 % OGosbliie, 4eM y TanueHTOB ¢ HOpMaJIbHOW (D)yHKIIMEH TTeYeHH.
Hapywenue ¢ynxyuu nouex

[Tpu mpuMeHEeHNU paleMUYeCKOTo IUTAJIOoNpaMa y MAlMeHTOB ¢ TOYEUYHOW HEAOCTATOYHOCTHIO
(KK 10-53 mur/muH) otMedaetcs yamuaeHue T2 u Hebonbimoe yeenmmuenre AUC. KoHtenTpanum
MeTabOoJIMTOB B IJIa3Me KPOBU HE U3Y4aIHCh, HO OHH MOTYT OBITh TIOBBIIIECHBL.

Honumopghusm (y nuy ¢ nuskou axkmugnocmvwio uzogpepmernmos CYP2C19 unu CYP2D6)

VY manmeHToB ¢ HU3KOM akTUBHOCTHIO H30depmenTa CYP2C19 koHuIeHTpanus sciuTanonpamMa B
T1a3Me KPOBH MOXKET OBbITh B JiBa pa3a BBIIIE, YeM Y MAIIMEHTOB C BHICOKON aKTHBHOCTBIO 3TOTO
n3zopepMeHTa. 3HAUNTENIbHBIX U3MEHEHUH KOHIIEHTPALMU 3CLHUTANONpaMa B IJIa3Me KPOBU MPH

HU3KoH akTuBHOCTH H30pepmenta CYP2D6 obHapyxeHo He ObLIO.

6. DPAPMAIEBTUYECKHUE CBOMCTBA
6.1. Ilepevyenb BCIOMOraTeJIbHbIX BEIIECTB

SHI/ILIGH, 5 mr, Ta6J'IeTKI/I., IMOKPBITHIC TIJICHOYHOU 000JI09KO#

JlakTO3BI MOHOTHAPAT

Kpocnosunon

[ToBumou-K30

Hemnronosa mukpokpuctammndeckas (tun 200)
Kpaxman npexxenaTMHU3UPOBAHHBIH

Marnus creapar
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Omnanpaii 6ensiit 33G28707:
- runpomesuiosa 6¢P
- Tutana nuokeun (E171)
- JIJaKTO3bI MOHOTHJIPAT
- MakKporo
- TpHAICTUH

Omunes, 10 mr, TabIETKH, IOKPBITHIE IIIEHOYHOH 000JI0YKOH

JIakTO3BI MOHOTHIPAT
Kpocnosugon
[HoBuaon-K30
Lemmtono3a mukpokpuctaunaeckas (tur 200)
Kpaxwman npexenatnHU3UpOBaHHBII
Marnus creapar
Omnanpaii 6enbrit 33G28707:

- runpomeiuiosa 6¢P

- Tutana quokeun (E171)

- JTaKTO3bI MOHOTHIPAT

- MakKporo

- TpUaleTuH

Dimnes, 20 Mr, TabJIETKH, ITOKPBITHIE IIIEHOYHON 000JI0YKOH

JlakT03B1 MOHOTHAPAT
Kpocnosunon
TToBugon-K30
Iennronoza mukpokpucramumyeckas (tum 200)
Kpaxman npexenaTtuHU3MpOBaHHbII
Marnus creapat
Omnanpaii 6ensiit 33G28707:

- runpomeiosa 6¢P

- tutana nuokeun (E171)

- JIaKTO3bI MOHOTHPAT

- Makporou

- TpUAIETHH
6.2. HecoBMecTUMOCTD
Henpumenumo.

6.3. Cpok ronHocTu (CPOK XpaHeHHs )
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3 rona.

6.4. OcoOble MepbI MPEIOCTOPOKHOCTH MPU XPAHEHUH

XpaHUTh B OpUTMHAIBHOM OJUCTEpe [UIsl 3allUThl OT Biard. JIeKkapcTBEHHBINM Mpemnapar He
TpeOyeT crelaabHbIX TEMIIEPATYPHBIX YCIOBUN XpaHEHHUS.

6.5. Xapakrep u coep:xkaHue NepBUYHON YIAKOBKH

ITo 7 wim 10 Tabnerok B Oaucrepe n3 komOumHUpoBanHoTro Matepuaia OITA/An/TIBX u donbru
ATIOMHHHUEBOM.

4 umm 8 OmuctepoB (mo 7 Tabnerok) wim 3 Omuctepa (mo 10 TabieToK) BMECTE C JMCTKOM-
BKJIJIBIIIIEM [TOMELIAIOT B MAYKy KAPTOHHYIO.

He Bce pa3Mepsl yriakoBOK MOTYT OBITH IOCTYITHBI JIJIsl peaji3alyu.

6.6. OcoOble Mepbl TMPeJOCTOPOKHOCTH TMPH  YHUUYTOKEHUM HMCHOJIb30BAHHOIO
JIEKApCTBEHHOT0  Mpenapara WJIM  OTX0A0B, TMOJYYEeHHbIX TOcCJe TNpPUMeHEeHHus
JIEKAapCTBEHHOT0 Npenapara, u Apyrue MaHUMyJIsIUH ¢ MPenapaTom

Het 0coObIx TpeGOBaHuUil K yTHIIN3AIUH.

7. JEPKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUS
CnoBeHus
AO «KPKA, n.1., HoBo mecto», [lImapremka 1iecta 6, 8501 HoBo Mecto
Ten.: +386 7331 21 11
dakc: +386 7 332 15 37
Anpec a11. noutsl: info@krka.biz
7.1. llpeacraBuTelib Aep:KaTelisi perHCTPALIMOHHOI0 yA0CcTOBepeHus: Ha Tepputopuu Coro3a

[Iperen3un norpedUTENIEN HAIPABIATH 10 AAPECY:

Poccuiickas @edepayus

000 «KPKA-PYC»

143500, MockoBckas o61., T. Uctpa, yn. MockoBckas, 1. 50
Ten.: +7 (495) 994 70 70

dakc: +7 (495) 994 70 78

Anpec a1 moutsl: krka-rus@krka.biz

Pecnybnuxa berapyco

[IpencrasutensctBo AkrmuonepHoro obmectBa «KRKA, tovarna zdravil, d.d., Novo mesto»
(Pecnyonuka CnoBenusi) B Peciy6nuke benapych

220114, r. MuHCk, yn. @unumonosa, 1. 2517, oduc 315
Ten.: 8 740 740 9230

dakc: 8 740 740 9230
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Anpec a1. mouTtsl: info.by@krka.biz

Pecnybnuxa Kaszaxcman

TOO «KPKA Ka3zaxcran»

050040, r. Anmatsl, Mukpopaiion KOKTEM-1, nom 15A, oduc 601
Ten.: +7 (727) 311 08 09

Anpec a1, moutsl: info.kz@krka.biz

8. HOMEP PETMCTPALIMOHHOI'O YIOCTOBEPEHHSA
JITT-Ne(002148)-(PT-RU)

9. JIATA NEPBUYHOM PETUCTPAIIUU (ITIOJATBEPKJIEHUS PETUCTPAIINN,
HEPEPEI'NCTPALIUN)
Jata nepsoii peructpanuu: 11 anpens 2023 r.
10. JATA ITIEPECMOTPA TEKCTA
OOm1as xapaKTepUCTHKa JIEKapCTBEHHOTO Ipernapara Diuiesl JOCTYIHAa Ha MH(POPMAIIOHHOM

noptasie EBpa3uiickoro 3KOHOMHYECKOTO COr03a B MH(POPMALIMOHHO-KOMMYHUKAIIMOHHON CETH

«naTepuer» https://eec.eacunion.org/.
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