OBIIASA XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O ITPEITAPATA

1. HAUMEHOBAHHME JIEKAPCTBEHHOI' O ITPEITAPATA
Pexcerun, 20 mr, TabIETKH, TOKPHITHIE TNIEHOYHOW 000JI0YKOM

2. KAUYECTBEHHBIN 1 KOJIMYECTBEHHBIN COCTAB
JleficTByrol1IIE€E BEIIECTBO: TAPOKCETUH.
Kaxmas TabieTka, MOKphITas IIICHOYHOH 000510uK0it, cogepxut 20,0 Mr mapokceTrHa (B BUe
22,76 Mr nmapoKCeTUHA THIAPOXJIOPHJIA TEMUTHIPATA).
[TosHBIH MTepedeHb BCIIOMOTaTeIbHBIX BEIIECTB CM. B pasjede 6.1.

3. JIEKAPCTBEHHAS ®OPMA
benble nnau noutu Gesnble, KPyriible, IBOSIKOBBIIYKIIbIE TA0IETKH, TOKPBIThIC

X
IUICHOYHOW 000m04koid. C pHCKOW HAa ONHOW CTOPOHE, U C oy TIPABUPOBKOH -
Ha JIPyTOM.

ITo PHUCKE Ta6HeTKy MOXHO pa3acinTb Ha ABC paBHBIC JTO3bI.

4, KIMHUYECKUE JAHHBIE
4.1  Tloxka3aHusi K IpUMeHEHUIO
- bonpmoe nenpeccuBHOE pacCTpONCTBO
- O06ceccHBHO-KOMITYJILCUBHOE PACCTPONCTBO
- [Tanngeckoe paccTpolicTBO ¢ aropadobueii u 6e3
- CounanbHOE TPEBOKHOE PacCTPOUCTBO/COIUOBOOHS
- ['eHepanu3oBaHHOE TPEBOKHOE PACCTPOMCTBO
- [TocTTpaBMaTH4ECKOE CTPECCOBOE PACCTPOICTBO

4.2  Pexxum 103MPOBaHUS U CNIOCO0 NPUMEHEHUS
Pexxum 1o3upoBanus

bonvwue denpeccusnvie snu3zo00ut

PexomennoBanHas cyrouHast 103a 20 mMr. OGBIYHO COCTOSIHHE HAUMHAET YJIy4dllaThCsl yepes
HEZIeJI0, HO MHOT/Ia YJIy4IlIeHHE IPOSBISETCS TOIbKO Ha BTOPOM HeJleNe JICUEHUS.

Kak u npu neyeHun ApyruMH aHTHJENPECCaHTaMH, 103y Ipernapara cleayeT MepecMoTpeTh
yepes 3-4 Hesleu nociie Havyasia JeUeHUs U Aajiee B 3aBUCUMOCTHU OT KIIMHUYECKOT'O COCTOSHUS.
[Tpu HeroctaTouHOM OTBeTe Ha J03€ 20 MI' y HEKOTOPBIX MALMEHTOB /103y MOYHO MOCTETIEHHO
yBenmuauTh 110 50 Mr/cyTku 1o 10 Mr, HaOIro1as IPH ATOM 3a peaKIuel MareHTa Ha TePanuio.
JleueHne MaMEHTOB C Jenpeccueil HEOOXOOUMO MPONOJKATh HE MeHee 6 MecsleB Ul
oOecrnieyeHu s MOJIHON peAyKIIMH CUMIITOMOB.

QbceccusHO-KOMNYIbCUBHOE PACCMPOUCTBO

PexomennoBanHas cyrounas no3a cocraBisier 40 mr. JleyeHue ciepyer HaunHaTh ¢ 10361 20
MT/CYTKH U 3aTeM MOCTENEHHO ¢ mmaroM 10 Mr yBelIn4uBaTh 10 peKOMeH10BaHHO#. Eciin mocie
HECKOJIbKAX HENeNlb JICYEHHs OTBET HEJAOCTATOYEH, HEKOTOPHIM MaleHTaM MOXET
NOTPeOOBATHCS MOCTEMIEHHOE YBEIUUSHHE JI03bI 10 MakcuMalibHOH (60 mr).

[TanmeHToB € 00CECCHBHO-KOMMIYJIBCUBHBIM pacctpoiictBoM (OKP) crmemyer neunts
JOCTATOYHO JOJITO JJIsi 00ECTeUYEHUs MOTHON PEAYKIUH CUMIITOMOB. DTOT MEPUOJ MOXKET
JUTUTHCSL HECKOJIBKO MECSIIEB WM JIaXKe J0JIbIne (CM. paszaen 5.1).

Hanuueckoe paccmpoticmeo
PexoMeHnoBaHHas cyTouyHas J103a coctaisieT 40 mr.




Jleuenwue ciemyer HAYMHATH € A03bI 10 MI/CyTKH M 3aT€M IOCTETIEHHO YBEIMYHBATH C IIArOM
10 Mr mo pekoMeHIyeMo#, HaOmroaas TpH ITOM 3a pPEaKIMed MalUeHTa Ha Teparuio.
PexomeHyeTcsi HAYMHATH C HU3KOW J03bI, YTOOBI MUHUMH3UPOBATh BO3MOXKHOE B Hadaie
JIeYeHUsl YXYJIICHHE COCTOsSHUSA. EciM mocie HEeCKONBKUX HeAenb MpueMa Ipermapara He
MOJIyYeH JOCTATOYHBIA OTBET Ha JICUEHHE, JJIS HEKOTOPHIX NAIMEHTOB MOXET OKa3aTbCs
3¢ (HEeKTUBHBIM MOCTENIEHHOE YBEIIMYCHHE O3Bl JO MaKCUMabHOM (60 mr).

[TanieHTOB ¢ MAHWYECKUM DPACCTPOWCTBOM CIEAYET JICYUTh JIOCTATOYHO JIOJTO JIO TOJIHOW
PEAYKIIUK CHMIITOMOB. DTOT TIEPHUO MOKET JUTUTHCS HECKOJIBKO MECSIICB WM JaKe JTOJIbIIE
(cm. pasmen 5.1).

CouuanbHoe mpesodicHoe paccmpoucmao/coyuodhodous

PexomengoBanHasi cyrouHas go3a cocraiser 20 mr.

[Tpu HEAOCTATOYHOM OTBETE IOCIIC HECKOJIBKUX HEJIEIb JICUCHHUS PEKOMEHIOBAHHOM 10301 JUIst
HEKOTOPBIX MAIMEHTOB MOXKET ObITh 3(PPEKTUBHO MOCTENeHHOE C marom 10 Mr yBeanueHue
JI03BI 10 MaKCUMaJIbHOM (50 MI/CyTKH).

[Mpy AIUTETLHOM NPUMEHEHHH HEOOXOJUMO IMEPUOJNYECKH OICHHWBATh 3(PPEKTHBHOCTD
neuenus (cM. pasmgen 5.1).

lenepanuzosannoe mpesodicHoe paccmpoucmso

PexomengoBanHasi cyTouHas go3a cocrapiser 20 mr.

[Tpu HETOCTATOYHOM OTBETE MOCTIE HECKOJIBKUX HEJIENb JICUCHUSI PEKOMEHI0BAaHHOM 103011 AJ1st
HEKOTOPBIX MMAMEHTOB MOXET ObITh 3((EKTUBHO NOcTeneHHoe C marom 10 mMr yBennueHue
JI03bI 710 MakCUMaJIbHOM (50 Mr/cyTkn).

[lpr amuTEeNTPHOM NPUMEHEHHH HEOOXOAWMO MEPHOAWYECKH OICHHWBATh 3(PPEKTHBHOCTDH
neuenus (cM. paszgen 5.1).

Ilocmmpasmamuueckoe cmpeccosoe paccmpocmeo

PexomengoBanHasi cyTouHas g03a cocrapiset 20 mr.

ITpu HEIOCTATOYHOM OTBETE MOCJIE HECKOJIBKUX HENENb IPUEMA PEKOMEHIOBAHHON JTO3BI JUIS
HEKOTOPBIX MAIlMEHTOB MOXET OBbITh A3PPEKTUBHO MOCTENEeHHOe C maroM 10 Mr yBenuueHue
JI03bI 710 MakCUMaJIbHOM (50 Mr/cyTKn).

HeobOxonumo mnepuoanyecku oOLeHUBaTh dS(OPEKTUBHOCTh JIEUEHHUS] NPU JAITUTEIBHOM
npuMeHeHunn (cm. paszen 5.1).

OBIIAA UTHOOPMAILIMA

Cumnmombl ommenvl napoxkcemura

Cnenyer m3berath pe3koil oTMeHbl mpemapara (cMm. pasugensl 4.4 u 4.8). B kinHHUECKUX
UCCIIeIOBaHMIX 103y cHIKanu Ha 10 mr exxenenenbHo. [Ipy BOSHUKHOBEHUH HETIEPEHOCUMBIX
CUMIITOMOB ITOCJIC CHMXXCHHUA 03bl UJIM OTMCHBI IpCIriapara, MOKHO PAaCCMOTPETbL BapHUaHT
BO300HOBJICHMSI JICUEHHS B paHee Ha3HAUCHHOU Jj03€. B nanbHeleM Bpad MOKeT MPOI0JDKUTh
CHW)KCHHE JI03BI, HO B 00JIee MEUICHHOM TEMIIC.

Oco0ble KATErOpHH HAIUEHTOB:

° Tooicunvie nayuenmaol

Y TOXWIBIX TAIMECHTOB TIOBBINICHB KOHIICHTPAIIMM TapOKCEeTHHA B TUIa3Me KpPOBH, HO
JUATa30Hbl KOHIIGHTpAIM y TMOXWIBIX W 0OJiee MOJIOABIX MAIMEHTOB MEPEKPHIBAIOTCS.
Jledenue ciieyeT HaYMHATH CO CTAPTOBOM JIO3BI JUTSI B3POCIBIX MMAIIMEHTOB. J[1s1 HEKOTOPBIX
MAIUEHTOB MOKET OBITh MOJIE3HO MOBBIIIICHHE 03I, HO CYTOYHAs /1032 HE I0JDKHA MPEBBINIATh
40 wmr.



o emu

o Hemu u noopocmru (7-17 nem)

[TapokceTnH He cieayeT NPUMEHATh s JICYEHUS JeTe W TOAPOCTKOB, TaK KaK B
KOHTPOJIUPYEMBIX ~ KIMHUYECKHX HCCIEIOBAHUSAX IIOKa3aHa CBA3b IAPOKCETHHA C
MOBBIIIIEHHBIM PUCKOM CYHIMJAILHOTO TMOBeNeHHUs U BpakaeOHocTH. Kpome Toro, B 3THX
VICCIIC/IOBAaHUSX HE MOTyYCHO aJIeKBATHBIX MOATBEPKICHUI 23 dexTrBHOCTH (CM. paszeins 4.4
u 4.8).

. Jlemu mnaowe 1 rem

[IpumeneHne mapoKceTHHA HE UCCIeoBaNu y aeTeid mimaame 7 net. [lapokceTnH He ciemyer
NPUMEHSTh, TaK Kak 0e30MacHOCTh W A(PQPEKTHBHOCTH IS ITOH BO3PACTHOM TIpyNIBI HE
yCTaHOBJICHA.

. Hapymenne GyHKIMM OYEK WU TIEYCHU

VY ManueHToB C THKEIbIM HapylleHHeM (QYHKIUH Mmoyek (KiupeHc kpeatnHuHa meHee 30
MJI/MUH) WJIM TICYCHH TOBBIIICHA KOHIICHTPALIUS TAPOKCETUHA B IJ1a3Me KpoBH. [loaTomy no3a
JOJIKHA OBITH BHIOpaHa M3 HIDKHEN 4acTH J030BOT0 JHMAaIa30Ha.

Crioco6 nmpuMeHeHus
Pexomen0BaHO NPUHUMATH ITAPOKCETUH OJUH Pa3 B CYTKU YTPOM C MUILEH.
Tabnerky cienyer riaoTaTh, He pa3KeBbIBasl.

4.3  TIporuBomoKa3zaHus
['urepuayBCTBUTEBHOCTS K TMAPOKCETUHY WM JIFOOOMY BCIIOMOTATEIIBHOMY BEIECTBY W3
nepeyHs B pazzaene 6.1.

[TapokceTHH MPOTUBOIMOKA3aH B KOMOWHAIIMYU C HHTHOMTOpamMu MoHoaMuHOKcH1a3sl (MMAO).
B HMCKJIIOYUTENBHBIX CHOy4asx JiMHe30uuJ] (aHTHOMOTHK, SIBJSIFOLIMICS —OOpaTHMbIM
HECEeNeKTUBHBIM HHTHOUTOPOM MAQ) MOXHO IPUMEHSITh B KOMOWHAIIUH C TAPOKCETUHOM MPU
BO3MOXXHOCTH  THIATEJILHOTO HAOMIOJEHUS 3a MAUeHTOM Ha NpPeaMeT pPa3BUTUS
CEPOTOHMHOBOTO CHHPOMA U ITPU MOHUTOPHHIE apTEePUATIbHOTO JaBieHus (cM. pasaen 4.5).

JleyeHne napoKCETUHOM MO>KHO HAUYMHATh!

- yepes JIBE HEe/IeH M0cjie OKOHYaHUs puMeHeHnus HeoOpatumoro MMAO, unun

- Kak MUHMMYM, 4epe3 24 wyaca mocie oTMeHbl oOpatumoro MMAO, nampumep,
MOKJIO0€MU 1, TMHE30JTH/Ia, METUITHOHUHHUS XJI0pu1a (METHIICHOBBIH CHHUN).

Kak MUHUMYM, Helens IOJDKHA MPOWTH MEXKIY OTMEHOM MapOKCETHHA M HadajloM IpHeMa

moboro UMAO.

[TapokceTHH MPOTHBONOKA3aH B KOMOMHAIIMY C THOPHUIA3MHOM M TUMO3HI0M (cM. pasaen 4.5).

4.4 Oco0ble ykazaHusA U Mepbl IPeI0CTOPOKHOCTH NMPHU NMPUMEHEHNH

JleyeHne MApOKCETHHOM CJEIyeT HauWHATh C OCTOPOXXHOCTBHIO HYepe3 JBE HENEeNH MOoCie
okoHYaHus npuema HeoOpatumoro MMAO wmnu uepe3 24 daca mocie OKOHYaHMS JICUCHUS
obparumbiM uHrHOHTOpoM MAO. [l03y mapokceTnHa CleayeT YBEINYUBATH TIOCTETIEHHO 10
JOCTHDKEHUS ONTHMAaJIbHOTO oTBeTa (cM. pasneinsl 4.3 u 4.5).

Jletn 1 nozpocTku

[TapokceTuH He ciienyeT TPUMEHSTh JJIsl JI€YEHUs JAeTeld M MoApOoCTKOB mutanamie 18 ner. B
KJIMHUYECKHX UCCIIEIOBAHUAX CYHIMIAIBHOE MTOBEIeHUE (TIOMBITKY CYUIIUAA U CYULIHIAJIbHBIE
MBICITM) ¥ BpaxJaeOHOCTh (IIPEUMYLIECTBEHHO B (OpMe arpeccuu, OIIMO3UIMOHHOTO
NOBE/ICHUsI M THEBa) dalle HaONIOJadnch Cpead JeTeidl M IOAPOCTKOB, NMPHHUMABIINX
AHTHJICTIPECCAHTBI, 110 CPAaBHEHUIO C TUIaLeoo.




Ecnu, ucxomst U3 KIMHUYECKON HEOOXOIMMOCTH, BCE-TAaKM PEIICHO Ha3HAYMTH Iperapar,
HEOOXOUMO  TIIATENFHOE HAONIOJICHWE Ha TMpPEAMET TMOSBICHHUS  CYHUIUJAITBHON
cuMIiToMaTuku. Kpome Toro, OTCyTCTBYIOT TaHHBIE 110 JOJTOCPOYHON 0€30MMaCHOCTH Y JAeTei
U TOJIPOCTKOB, KacarolIuecs: pocTa, CO3PEBAHMS U PA3BUTHSI KOTHUTUBHBIX U MMOBEJIEHYECKUX

GyHKIIHA.

Cyunu/cyunuaanbHble MBICIU I KIMHUYECKOE YXYIIICHHE

I[erGCCI/ISI CBA3aHa C MOBLIMNICHHBIM PUCKOM CYUIHIAJIBbHBIX MLICJIGI\/JI, IMPUYIUHCHUC BpCla
caMoMy cebe W cyurmaa (CyHIMI-acCOI[MMPOBAHHBIC COOBITHSA). PHUCK coXpaHseTcs 0
HACTYILJICHUA 3HAYNTCIILHON PEMUCCHUH. Tak kak YIydmieHHUEC MOXCET HC HACTYIIUTDH B IICPBLIC
HEJeNH JICUEHUS WK aXKe A0JIbIlIe, He0OXO0IMMO MPOA0IIKATh THIATEIbHOE HAOII0ACHHE, [T0Ka
cocrosiHue He ymyumutes. Cyns Mo uMeroeMycsi KIIMHUYECKOMY OIIBITY, B Ha4aJbHOU (haze
BOCCTAHOBJICHHSI PUCK CYMIIH]IA MOYKET BO3PACTH.

Hpyrue ncuxudeckue 3a00JIeBaHUS, TIPU KOTOPHIX HA3HAYACTCS MAPOKCETHH, TAKKE MOTYT
OBITh CBSI3aHBI C MOBBIIICHHBIM PUCKOM CYHIIH]I-aCCOLIMUPOBAHHBIX cOObITUI. Kpome Toro, 3Tn
COCTOSIHUSI MOT'YT COITyTCTBOBaTh OOJIBILIOMY JIEIIPECCUBHOMY paccTpoiicTBy. IlosTomy mpu
JICYEHUU ATUX 3a00JIeBaHN HEOOXOUMO COOIII0IaTh TE KE MEPHI MPEIOCTOPOKHOCTH, KaK U
MIPH JIEYEHUHU OOJIBIIIOTO JACTIPECCUBHOTO PACCTPOMCTRBA.

W3BecTHO, YTO PUCK CYUIMJAIBHBIX MBICIECH WU CYMIMJANbHBIX TOMBITOK IOBBIIICH Yy
ManuceHTOB C CYHMIHI-aCCOUMHPOBAHHBIMHA COOBITHUSAMH B aHaMHE3E WIIH CynuaaJibHbIMU
uAesIMH 10 Hayaja JIEYeHHs, TaK 4YTO BO BpeMs JICUCHUS OHM JOJDKHBI HAXOJIUTHCSA TOJ
TUIATEJIbHBIM ~ HaOmoaeHueM. Mera-aHanu3  11a1e00-KOHTPOJIUPYEMBIX  KIIMHUYECKUX
WCCJIETIOBAaHUM aHTUJICTIPECCAHTOB Y B3POCIBIX MAIUEHTOB C MICUXUYECKUMH PacCTPOHCTBAMU
IIoxasajl IIOBEIIIECHHEBIA PHUCK CynuugajibHOIo IIOBCACHU A Ha (1)OHC JCUYCHUA
AQHTHUICTIPECCAHTAMH 10 CPABHEHUIO C TIAIe00 Y MAIMEHTOB MOJIOXKe 25 et (TakKe CM. pa3aes
5.1).

HeoOxoaumo TmiatenbHoe HAOMIOIEHUE 3a MAllMeHTaMU B Hayase JICYCHHUS U MPU U3MEHEHUHN
JI03bI Ipernapara, 3T0 0COOCHHO Ba)KHO JUIS MAIIMEHTOB MOBBIIICHHOTO prcka. [lanueHTtsr (1
YXaKUBAIOIIHE 33 HUMH JIAIIA) JTOJDKHBI OBITh TPEIYNPEkKACHBI O HCOOXOAUMOCTH CIICIUTh 32
I[I/IHaMI/IKOI\/'I CUMIITOMOB, 4TOOBI CBOCBPECMCHHO BBIABUTH KIIMHUYCCKOC YXYAIICHUC,
CYHIIMJIATbHOE TIOBE/ICHNE WM CYUIIUAATBHBIE MBICIIA U HEOOBIYHBIE TIEPEMEHBI B TIOBEICHUU
U HEMEAJICHHO O6paTI/ITI>C$[ K Bpaydy IIpu HAJINYUHU TaKUX CUMIITOMOB.

Axatn3us/ncuXoMOTOPHOE 0ECIIOKOICTBO

[lpuMeHeHHe MapOKCETHHA CBS3aHO C pa3BUTHEM aKaTH3MH, KOTOpas XapaKTepU3yeTcs
BHYTPEHHUM OUIYLICHHEM OECIOKONCTBA U IICMXOMOTOPHBIM BO30YXKJIE€HUEM, HaIpUMeED,
HECIIOCOOHOCTBIO CIIOKOMHO CUJIETh WJIM CTOSITh, KOTOpPasi OOBIYHO CBsI3aHA C CYObEKTUBHBIM
omyiieHueM auckomdoprta. Puck pa3BuTus akaTu3uu Hau0oJiee BBICOK B MEPBHIE HECKOJIBKO
HeJ/lenb JieueHUs. Y TAIMeHTOB ¢ TAKUMH CHUMITOMAaMH COCTOSIHHME MOYKET YXYALIUTBCS MPH
IIOBBIIIICHUHU 03HbI.

CepOoTOHMHOBBIA CHHIPOM/3JI0KaYECTBEHHBIN HEHPOJIEITUYECKHN CUHIPOM

B penkux ciyvasix npu rnprueMme napoKCETUHA MOXKET Pa3BUTHCA CEPOTOHUHOBBIN CUHIPOM HIIH
CHMIITOMBI, HAITOMUHAIOMINE 3JI0KAYECTBEHHBIN HEUPOJICNITUUECKUI CUHIPOM, OCOOCHHO B
KOMOHMHAIIMY C JPYTUMH CEPOTOHHHEPTHUECKUMU TperapaTaMy |/WId HEHPOIeNTUKAMH, W
onmon1aMu (HarpmMep ¢ OynpeHopGprUHOM (B MOHOTEPAITUH WJIH B KOMOWHAITUY C HAJIOKCOHOM),
NETUAMHOM, TpamanoioMm) (cm. pazmensl 4.5, 4.5 u 4.9). Tak kKak 3TU CHUHIPOMBI MOTYT
MPUBOANTH K YIPOKAIONIUM JKU3HU COCTOSHUSM, JICUCHHE TApPOKCETHHOM HEOOXOIUMO
MPEKPaTUTh MpPU BO3HUKHOBEHUU TAKUX CHUMIITOMOB, KaK TUIEPTEPMUS, KEITyJOUHO-
KUIIEYHBIE PACCTPOICTBA, HEUPOMBIIIEYHbIE HAPYUIECHUS, MBbIIIEYHAS PUTHIHOCTb,
MHUOKJIOHYC, BEreTaTuBHas HECTAOWIBHOCTh C BO3MOXXHBIMH OBICTPBIMH H3MEHEHUSIMU
BUTAJIBHBIX MPU3HAKOB, U3MEHEHUSI TICUXUYECKOr0 CTaryca, B T.4. CIIyTAHHOCTh CO3HAHMS,




Pa3IpaKUTENLHOCTh, KpaWHss aXWTAlMs, MEpexoismas B JICIHPUA W KOMY, W Hayarb
MOJIJIEPKUBAIOIIYI0 CHMITTOMATHYECKYIO TEPAITHIO.

[TapokceTnH He cieayeT MPUMEHSTh B KOMOWHAIIMK C TPEIINICCTBEHHHKAMU CEPOTOHHHA
(manpumep, L-TpuntodaH, OKCUTPHUIITAH) B CBSI3U C PUCKOM Pa3BUTHS CEPOTOHHMHEPTUUECKOTO
cuHapoma (cM. pazaeinsl 4.3 u 4.5).

B ciydae ecnu cOBMECTHOE NMPUMEHEHHUE C APYTMMHU CEPOTOHMHEPTHYECKUMU IIpenapaTamMu
NPU3HAHO KIIMHUYECKH HEOOXOIMMBIM, CIEAYIOT OOECIEeUYHTh TIIATEIbHOE HAOIIOJCHHUE 3a
NAaUEHTAMM B Hayaje JIEYECHUS W IpU IOBBIIIEHMH J03bl mnpenapara. OtrMmeHa
CEpPOTOHMHEPTUYECKUX MPETapaToB OOBIYHO MPUBOIHUT K OBICTPOMY YIIYUIICHHUIO COCTOSTHUS.

Manns

Kak m ngpyrue aHTuaenpeccaHThbl, MAPOKCETHH CIEAYET MPUMEHSATh C OCTOPOXKHOCTHIO Y
MAaLUEHTOB C MAHUAKAJIIBHBIMU COCTOSIHUSIMU B aHaMmHe3e. [lapokceTuH cineayeT OTMEHSTh y
BCEX MAIMEHTOB, IEPEXOAIINX B MAHHAKAIBHYIO (a3y.

Hapyimenve yHKIMY HOYEK/IIEYEHU
Pexomenyercst co0II01aTh OCTOPOKHOCTD Y TAIIMEHTOB C TSXKEJIBIM HapyIICHUEM (DyHKITUH
noyek wiy rnedenu (cMm. pasaen 4.2).

CaxapHbli 11uabeT

Y ManueHToB ¢ CaXapHbIM JUA0ETOM MOXKET U3MEHUTHLCS TIMKEMUYECKUI KOHTPOJbL Ha (poHe
JICYCHMSI CEJICKTUBHBIMH MHrHOUTOpamMu oOpaTHOro 3axsara ceporonuna (CHMO3C). Mosxker
noTpeOOBaThC KOPPEKIHS JO03bI WHCYJIMHA W/HWIU TEPOPATHHBIX THUIOTITHKEMHUYCCKHX
npemnapatoB. Kpome TOro, mojy4eHsl JaHHbIC, YKA3bIBAIOIIME HA BO3MOXXHOCTH IOBBILIICHUS
KOHIICHTPAIIUHU TJIFOKO3bI IIPH COBMECTHOM MPUMCHEHHHU MApOKCETHHA W IpaBacTaThHa (CM.
paszzaen 4.5).

Dnuiaencus
Kak u npyrue aHTHUIIETIPECCAHTHI, MAPOKCETUH CIEAYEeT MPUMEHSATH C OCTOPONKHOCTHIO Y
HalUEHTOB C DIIUJIEIICUEH.

Cyn0poKHBIE TPUNAJIKH

Cpeay nNanMeHToB, NMPUHUMAIONIMX IAPOKCETHH, CYJIOPOKHbIE MPHUMAJKH BO3HUKAIOT C
yactoroil MeHee 0,1%. IIpn BO3HMKHOBEHUH CyAOpPOT JeUueHHE MapOKCETUHOM HE0O0XOANMO
IIPEKPATHUTB.

Dnexrpocyaopoxuad repanus (OCT)
OneIT  OAHOBPEMEHHOTO TMPUMEHEHHUS TMapOKCeTHHA U AJIEKTPOCYJOPOKHOM Tepanuu
OTpaHHUYEH.

['mayxoma
[Tapoxcetun, nogo6uo apyrum CHUO3C, MokeT BBI3BIBATH MHUJIPHUA3, YTO TpeOyeT coOI0aaTh

OCTOPOKHOCTB IIPH JICHCHUHU MMALUCHTOB C BaKpBITOYFOHBHOﬁ FHaYKOMOﬁ.

Kapauonoruueckue 3a0osieBaHus
[Tpu jeueHUH MAIMEHTOB ¢ KapAHOJIOTHISCKUMHU 3a00JICBAaHUSMHU TPEOYIOTCSI OOBIYHBIC MEPHI
PEI0CTOPOKHOCTH.

Y usenue narepsaga QT
CooOmranocsk o ciyvasx yniuHeHus natepsana QT B mocTperucTpalinoHHOM MEpUoIe.
[TapokceTuH ciaeayeT NpUMEHATh C OCTOPOKHOCTHIO Y MAIIMEHTOB C yJIMHEHUEM HWHTEpBajia




QT B aHaMmHe3e; IpU OJHOBPEMEHHOM IpUEME aHTUAPUTMUYECKHUX MPENApATOB WU JPYTUX
MpenaparoB, KOTOpPbIE IMOTEHUUATbHO MOTYT YIIUHATH uHTepBan QT; y mHanueHToB C
CEpJICYHO-COCYIUCTHIMH  3a00JIeBaHUSIMH B aHaMHe3e, TaKUMHU Kak  cepledHas
HEI0CTaTOYHOCTh, MIIEMHYECKasi OOJIe3Hb CEp/lla, OCTAHOBKA CEplla WM JKEITyIOYKOBBIC
apuUTMUHU, OpaguKapIus, TUIIOKATUEMHUs UM TUIIOMarHuemMus (cM. pazzaenst 4.3 u 4.5).

I'nnonaTpuemMus

['unoHaTpueMust peiko BO3ZHUKAET Ha (JOHE JICUCHHS ITAPOKCETHHOM, B OCHOBHOM Y TTOXKHITBIX
ManyueHToB. Takxke cleayer coOonaTh OCTOPOKHOCTh TPHU JICUCHHH TAIMEHTOB C
MOBBIIICHHBIM PUCKOM THIIOHATPUEMHUH U3-3a COMYTCTBYIONICH Tepanuy Wik HUPPO3a MEUCHU.
[Tocie oTMeHBI MapOKCETHHA TUITOHATPEMHUS OOBIYHO IMPOXOTUT.

KpoBoTeuenus

ITpu npueme CHMO3C coo01anocs 0 KOKHBIX MPOSIBICHUSAX NOBBILIIEHHON KPOBOTOYMBOCTH
(9KXMMO3bI U IMypHypa), a TaKkKe O KEIyAOYHO-KUIIEYHBIX U MATOUYHBIX KPOBOTEUECHHSX.
[Tpuem CMO3C/CHUO3CH MOXeT yBEIMYUTh PUCK KPOBOTEUCHHUS B TIOCICPOJIOBOM IMIEPHOJIE
(em. pasmenst 4.6, 4,8). Iloxuiaple MalKMEHTH TOJBEPXKEHBI BBIPAKEHHOMY PHUCKY
BO3HUKHOBEHHUSI MATOYHBIX KPOBOTCUCHU, HE CBSI3aHHBIX C MEHCTpYyaIlueH.

Crnenyet cobmo1aTh OCTOPOKHOCTD y nanueHToB, npuauMatonmx CMO3C ogHoBpeMeHHO ¢
nepopaIbHBIMU AaHTUKOATYJISIHTAMU U IPYTUMHU JIEKAPCTBEHHBIMU TpeTriapaTaMu, BIUSIOMIUMU
Ha (QYHKIMIO TPOMOOIIMTOB U TOBBIIIAIONIMMH PUCK KPOBOTEUCHUH (HAIpUMep, aTHITHYHBIC
AHTUIICUXOTHYECKHUE TIperaparbl, TaKWe KaK KJI03aluH, (EHOTHA3HUHBI, OOJBIIMHCTBO
TpunukiInyeckux antuaenpeccantoB (TLIA), auermncanunuioBas KHCIIOTa, HECTEPOUTHBIC
nporuBoBocnanutenbhbie npemnaparsl (HIIBIT), uaruourops! nukinookcurenassl (LIOT)-2), a
TaK)Ke y MalUeHTOB C HAPYIIEHUSIMU CBEPTHIBAEMOCTH KPOBU UJIM COCTOSHUSIMU, ITPH KOTOPBIX
MO>KET OBITh TIOBBIIICHA KPOBOTOYHUBOCTH (CM. paszaen 4.8).

BsaumoselictBue ¢ TaMmokcudeHom

B pesynpTare MomHOro mojaaBieHHs MapokceTHHOM u3zodpepmenta CYP2D6 moxer
BO3HUKHYThH CHIKCHHE KOHIIEHTPAIIMH aKTUBHOTO META0O0INTa TaMOKCH(eHa — SHIOKCH(eHa.
I[To »TOl mpuuuHe cieayeT, Mo BO3MOXKHOCTH, U30eraTh Ha3HAYeHHUs MapOKCETHHA BO BpeMs
Tepanuu ¢ IpuMeHeHueM Tamokcudena (cMm. pazaen 4.5).

CHUMOTOMBI OTMEHBI IPU MPEKPALICHUN TIPUEMa MAPOKCETHHA

[Ipu mpekpalieHuy Teparnuu, 0COOCHHO PE3KOM, YaCTO BO3HHKAIOT CHMIITOMBI OTMEHBI (CM.
pazzen 4.8). B KIMHUYECKHUX UCCIICIOBAHMSIX HEKeNaTeIbHBIC SIBJICHUS IPU OTMEHE MperapaTa
Bo3HUKIN y 30% nanmenToB mo cpaBHeHuto ¢ 20% B rpynmne miane6o. CUMITOMBI OTMEHBI
Mpernapara OTANYAKTCS OT COCTOSIHUM JIEKAPCTBEHHOM 3aBUCUMOCTH.

Puck BO3HMKHOBEHHUS CHMIITOMOB OTMEHBI MOXET 3aBHCETh OT HECKOJBbKUX (DaKTOpOB,
BKJTIOYAs MTPOJAOIDKUTEILHOCTD TEPAITNH, T03Y M CKOPOCTh CHU)KEHUS JTO3BI.

OnucaHbl TaKMe CUMIITOMBI OTMEHBI, KaK F'OJIOBOKPYXEHHE, CEHCOPHbIE HapyIIeHHs (BKII0Yas
NapecTe3wH, OUIYIICHUE yAapa MIEKTPHUECKUM TOKOM U IITYM B YIIIaX), HAPYIICHHS CHA (B T.4.
SpKUE CHOBUICHNUS ), KUTALIMS UM O€CIIOKOMCTBO, TOIIHOTA, TPEMOP, CITYTAHHOCTH CO3HAHUS,
MOTJIMBOCTh, TOJIOBHBIE OO0JIM, nuapesi, cepialeOneHue, SMOIMOHAIbHAs HECTAaOMIBHOCTH,
pa3IpaKUTENHOCT M HapyIICHUsl 3peHHs. HekoTopble MarueHThl TSXKENO MEePEeHOCAT ITH
CHUMIITOMBI, HO OOBIYHO OHHW KJIACCH(PHIUPYIOTCS KaK JIETKHE WM yMepeHHble. CHMIITOMBI
0OBIYHO BO3HHMKAIOT B MIEPBbIE HECKOJBKO JTHEH MMOCe OTMEHBI ITpernapara, HO B OYeHb PEIKUX
CIIy4astx BO3MOKHBI MTOCJIE CIIYYaHOTO MPOMYCKa OJTHOW JTO3bI.

Kak npaBuio, 3T¥ CHMOTOMBI MPOXOAST CIIOHTAaHHO M MCYE3al0T B T€UEHUE 2 HEeAEb, HO Y
HEKOTOPBIX MAI[MEHTOB MOTYT COXPaHAThCs Oojiee UIMTenbHOe Bpems (2-3 Mecsia u Ooiee).
[TosTOMy pexkoMeHIyeTcsi OTMEHSTh IpenapaT IOCTENEeHHO, CHWXas J03y B TEUYCHHE
HECKOJIbKUX HEJIETh MM MECSIEB B 3aBUCHMOCTH OT MOTPEOHOCTEH KOHKPETHOTO IMAaIeHTa




(cm. “CuMIITOMBI OTMEHBI TTApOKCETHHA™ B paszeie 4.2).

Hapynienue nosioBoii GpyHKiuu

CenexkTuBHbIE HMHTHOMTOpPBI oOpatHOro 3axBara ceporonmHa (CHUO3C)/ cenekTuBHBIC
WHTHOUTOPBI 00OpaTHOTro 3axBata ceporoHnHa U HopaapeHanuHa (CMO3CH) moryT BbI3BaTh
CHUMIITOMBI HapyLIeHUs1 MOJ0BOM (yHKIMH (cM. paszzen 4.8). B psae ciaydaeB oTMedanoch
JUIUTETIbHOE HapyLICHHE MOJI0BOM (YHKIIUU, CUMIITOMBI KOTOPOT'O COXPAHSUTUCh HECMOTPS Ha
ormeny CUO3C/CHO3CH.

BcnomorarenbHbIe BellecTBa
[Ipenapar coxepxut MeHee 1 mmonpb Hatpus (23 Mr) B KaxIod TableTKe, MOKPBITOM
MJICHOYHOW 000JIOYKOMU, TO €CTh MPAKTUYECKU HE COACPIKUT HATPHSL.

45  B3aumoneiicTBHe C APYTHMMH JIeKAPCTBEeHHbIMH NpenapatamMu M Apyrue (popmsbl
B3aHNMOJAEeHCTBUSA

CepoTOHUHEPrUYecKHe MpenapaThl

[TIpumenenue mnapokcetnHa, kak u apyrux CHO3C, Bmecte ¢ CepOTOHHHEPIHMYECKHUMHU
JICKapCTBEHHBIMU TIpeapaTaMi MOXET TOBBIIIATh 4acToTy 3 dekros, cBsizanubix ¢ 5-HT (5-
THJIPOKCUTPUNITAMUH) M MOXET BbI3BaTb CEPOTOHUHOBBIM CHHIPOM, MOTEHIUAIBHO
YKU3HEYTPOrKaIoIIee CoOCTosTHUE (CM. pasensl 4.4 u 4.8).

Crenyer co01r01aTh OCTOPOKHOCTh U IPOBOUTH KIMHUYECKUH MOHUTOPHUHT IIPU COBMECTHOM
IPUMEHEHUU MAapOKCETHHA U CEPOTOHMHEPTUYECKUX IMpenaparoB, Hanpumep, L-tpunrodas,
TPHIITAHBI, JUHE30JH, MCTHATHOHHHHS XJaopua (MeTwiaeHOBbIH cunmii), CUO3C, aurui,
onmuouIsl (HampuMmep, Tpamanoil, NeTHAuH, OynpeHopduH (WM ero KoMmMOWHAIMA C
HAJOKCOHOM)) ¥ MpemapaThl, CoJAep)Kaiiue 3BepoOoil mpobipsiBieHHbI  (Hypericum
perforatum). Taxxe HEOOXOMMO COOIFOIATh OCTOPOKHOCTD ITPU MIPUMEHEHHH (PSHTAHMIIA IS
o0111ero HapKo3a W JUIs JIeYSeHUs. XPOHUYECKOH 00JIH.

OpHoBpeMeHHOe mpuMeHeHHe napokcetTuHa W WMAQO mnpoTuBONOKa3aHO U3-3a pHUCKa
Pa3BUTHsI CEPOTOHHHOBOTO CHHApoMa (cM. paszen 4.3).

ITumosun
B uccnenoBannu ¢ OHOKPATHBIM TPUEMOM HHU3KOMW J103bI TMO3ua (2 Mr) Bmecte ¢ 60 mr

HapOKCeTHHA KOHIEHTPALUU MUMO3H/1a ObUTH MOBBIIIEHBI B CpeiHEM B 2,5 pa3a, UTO MOYKHO
OOBSICHATh W3BECTHBIM CBOWCTBOM ITAPOKCETHHA TIOAABISATh AKTHBHOCTH H30(pEepMEHTa
CYP2D6. 13-3a y3k0ro TepaneBTHYECKOro HHAEKCa MMMO3U1a U €r0 H3BECTHOM CITIOCOOHOCTH
YBEIIMYMBATh JUIMTENFHOCTh HHTepBasia QT, omHOBpeMeHHOE NpHMEHEHHE IUMO3HIa M
HapOKCEeTHHA MPOTUBONOKa3aHo (cM. paszen 4.3).

[TpenapaTsl, yanuHstomuye uarepsail QT

Puck ynnuaenus natepsana QTC u/uimm )KemyJ09KOBON apuTMHH (HAprMep, KelTy T0YKOBOU
taxukapaun — «Torsades-de-pointesy) MokeT OBITh TOBBINIEH MPH  OJHOBPEMEHHOM
NPUMEHEHHH JPYTUX TIpenapaToB, yIIHHSIOMUX HHTepBan QTC (Hampumep, HEKOTOPHIX
HelponenTukoB) (cM. paszzaen 4.4. OqHOBpeMEeHHOE IPUMEHEHNE THOPUAAa3HHA U MapOKCETHHA
IPOTHBOIIOKA3aHO, MOCKOJBKY, KaKk W Apyrue MHruOuTOphl m3odepmenta neuenn CYP450
2D6, mapoKCceTHH MOKET MOBBIIIATh KOHIEHTPAIUU THOPUAA3HHA B IIa3Me KPOBH, YTO MOXKET
yumaHATh uHTepBai QT (cm. pasaen 4.3).

DepMeHThI, YYaCTBYIOIIME B META00IM3ME JIEKAPCTBEHHBIX BEIIECTB

Metabonu3sM u (papMaKOKHMHETHKA IAapOKCETMHA MOTYT MEHSTbCS NpU HMHIAYKIUU HWIIH
MOJIaBJICHUH aKTUBHOCTU ()EPMEHTOB, YUACTBYIOLIUX B JIEKAPCTBEHHOM METa00JIN3ME.

Ecnu npeamonaraercst mnpueM MapoKCETMHA BMECT€ C€ HM3BECTHBIM HMHTHOUTOPOM
COOTBETCTBYIOIIUX (PEpPMEHTOB, CIEAYeT pacCMOTPETb BO3MOXXHOCTh Ha3HaueHHUs Oojee




HU3KHX 103 MTAPOKCETHHA.

Koppekiust 10361 HEe CUUTAETCS HEOOXOIMMOM, €ClH Ipenapar IUIAHHUPYeTCS MPUMEHSTh
OJTHOBPEMEHHO C M3BECTHBIMH WHAYKTOpPaMHU (EPMEHTOB, YYaCTBYIOIIUX B JIEKAPCTBEHHOM
Merabonu3me (Hamp., KapOamasenuH, pudaMnuuuH, ¢eHodapOuTan, (GEHHUTOMH) WK C
docammpenaBupom/putoHaBupoM. Jlrobass KOppekis 103kl TMapokceTnHa (mMocie Havaia
NPUMEHEHHS MJIH TT0CJIE OTMEHBI MHIYKTOpa) O/DKHA TPOBOAUTHCS C YYETOM KIMHUYECKOTO
s¢dexra (mepeHocuMocTh U 3()(HEKTUBHOCTS).

MuopenakcaHnTbl
CHO3C cHukarT aKkTUBHOCTb CHIBOPOTOYHON XOJIMHECTEPA3bl, YTO IPUBOJUT K YBEINYEHHIO
JUTUTEIBHOCTH JICHCTBUS TAKMX MUOPEIAKCAHTOB, KAaK MUBAKYPHH M CyKIIMHUIIXOJINH.

docamupeHaBUp/PUTOHABUD

[Ipu coBmecTHOM npuMeHeHnn pocamnpenaBupa/puronasupa 700/100 mr 1Ba pa3za B CyTKH €
napokceTuHoM 20 Mr/CyTKH y 370pOBBIX T0OpOBOJIbIIEB B TeueHue 10 qHEH 3HAYUTEITHHO
CHIDKQJINCh KOHIICHTPALlMM TAPOKCETHHA B IUIa3Me€ KPOBU MNpuHOIM3uTeNbHO Ha 55%.
KoHueHtpanuu B mia3me ¢ocamiipeHaBupa/pUTOHABUPA TPH COBMECTHOM MPHUMEHEHUH C
MapOKCETHHOM HE OTIMYAIUCh OT KOHTPOJIBHBIX 3HAYEHUH B JPYIMX HCCIEIOBAHHSX, YTO
yKa3blBa€T Ha OTCYTCTBUE 3HAUUTEIILHOIO BIIMSHUS TAPOKCETHHA HA METaboJIM3M
docamnpenasupa/puronaBupa. OTHOCUTEIbHO 3PPeKTOB muTenpHoro (6omee 10 gHEi)
COBMECTHOTO TPUMEHCHHs MapoKceTMHa © (ocammnpeHaBupa/ pUTOHABHpA JaHHBIC
OTCYTCTBYIOT.

[Tpounknnany
[Ipy exenHeBHOM MpHeME NAPOKCETHMHA 3HAYUTENIBHO IIOBBIIAIOTCA  IJIa3MEHHbIC

KOHIIEHTPAIUU TPOUUKIUANHA. [Ipy TOSBIECHUU aHTHXOJMHEPTrUYecKuX 3((eKToB 103y
MPOLUKIMANHA CIEAYET YMEHBIIUTD.

IIpoTHBOCYAOPOKHBIEC MTPEnapaThl

Kap6amazenuH, ¢peHUTONH, BAIBIIPOAT HATPHUS: COBMECTHOE NMPUMEHEHUE, MO-BUIUMOMY, HE
BIUSET Ha (hapMaKOKWHETHYECKU/papMakoAMHAMUYECKUH Tpoduib Yy TaIHMeHTOB C
SIUJIETICHEN.

INogaBnenue napokcernHom nzodepmenta CYP2D6

Kak u gpyrue antuzpenpeccantsl, B ToM uucie apyrue CHO3C, mapokceTuH nopasiser
aktuBHOCTh m3odepmernta CYP2D6 muroxpoma P450 meuenn. IlomaBnenue m3odepmeHTa
CYP2D6 moxer mpHBOAWTH K IMOBBIIIEHUIO KOHIIEHTpPAlMil B IUIa3Me€ KPOBHU COBMECTHO
NPUMEHSIEMBIX JICKApCTBEHHBIX MPENapaToB, META0OIM3UPYEMBIX ITHM (PEPMEHTOM, T.€.
OIPE/ICIICHHBIX TPHIUKINYECKUX aHTUACTIPECCAHTOB (HAMp., KIIOMHUIIPAMHH, HOPTPUIITHIMH U
JIe3UNPaMuH), pEHOTHA3MHOBBIX HEWPOJIIENTUKOB (HanpumMep, nepPpeHa3uH U THOPUIA3UH, CM.
paznen 4.3 u noapaszaen “Ilpenaparel, yanusstonme uatepsain QT» B paznmene 4.5 Bblme),
PHCIICPHUIOH, aTOMOKCETHH, HEKOTOPhIe aHTHAPUTMHUECKHE Mpenapathl Tuna 1¢ (Hanpumep,
nponadeHoH U QuekanHun) U Merornposon. He pekoMeHayeTcs NMpUMEHSTh MapOKCETHH B
KOMOWHAIIMM C METONPOJIOJIOM TMpPH  CEPACYHON HEIOCTAaTOYHOCTH H3-3a  Y3KOTO
TEpaneBTHYECKOT0 MH/IEKCAa METONPOJIoJIa MPH MPUMEHEHHH IO 3TOMY ITOKa3aHHIO.

B nureparype omucaHo ¢apMaKOKMHETHYECKOE B3aMMOACUCTBUE MEXIYy HWHIHOUTOpaMu
nzopepmenta CYP2D6 u TamokcreHOM, TPUBO/IAIICE K CHIDKCHUIO KOHIICHTPAITUH B TTa3Me
KPOBHU OJHOTO M3 aKTUBHBIX METa0OJIMTOB TaMOKcu(eHa, sHIokcudena, Ha 65-75%. B
HEKOTOPBIX HCCJIENOBAaHUSAX HAOMI0AN0Ch CHIKEHHE 3((EKTUBHOCTH TaMOKcU(eHa INpu
OJIHOBPEMEHHOM TIpueMe ¢ HekoTopbiMu aHTHzenpeccantamu kiaacca CHMO3C. Ilockonbky
cHKeHrne 3(PGEeKTUBHOCTH TaMOKCH(EHa HMCKIIOYNUTh HENb3s, CIAEAYeT MO BO3MOXKHOCTH



n3beraTh €ro OJHOBPEMEHHOIO MpHEMa ¢ MOIIHBIMUA MHTHONTOpaMu uzodepmenta CYP2D6
(BKJTIOYAst MapoKceTrH) (cM. pazaen 4.4).

AJkoroiyn

Kak m mpw mpuMEHEHWH IPYrux ICUXOTPONHBIX IMPENapaToB, MAIMEHTHI JODKHBI OBITh
MPEIyIPEkKACHBI, YTO CIEAYET BO3JCPKUBATHCSA OT YHMOTPEOJICHUS AJKOTOJIS MPH Teparnuu
MaPOKCETUHOM.

IlepopajibHbIC aHTUKOATYJISTHTBI

Bo3MoskHO (hapMakoAHAMHYECKOE B3aUMOICHCTBHE MEXKTy TAPOKCETUHOM U MEPOPATHHBIMH
aHTHKoaryJssHraMu. OJHOBpEMEHHOE IPUMEHEHHME IAapOKCETMHA M IEPOPAIBHBIX
AQHTUKOAryJIIHTOB MOKET IPUBOIUTH K MTOBBIIIEHUIO aHTUKOAryJISHTHOM aKTUBHOCTH M pPUCKa
KpoBoTedeHHH. [103TOMy mapokceTuH ciefyeT NPUMEHSITh C OCTOPOKHOCTBIO Yy IAI[MEHTOB,
NPUHUMAIOIIUX TIEPOPATbHBIC AaHTUKOATYJISIHTHI (CM. pa3zaen 4.4).

HIIBII, aneTMiICAIMIIMIIOBAS KMCIOTA U APYTHE aHTUTPOMOOIIMTAPHEIE ar€HThI

BosmoxHO  (hapmakoiMHAMUYECKOE€  B3aUMOJICHCTBHE  MEXIY  IMAapOKCETMHOM U
HIIBII/anetuncanuumioBoit  kuciaoto. OTHOBPEMEHHOE TMPUMCHEHHE MAapOKCETHHA M
HIIBII/aneTuncanuiiuioBOd  KUCJIOTHI  MOXKET INPUBOAUTh K  TOBBIIICHUIO  pUCKA
KpoBoTeueHHM. (cM. pazaen 4.4).

Crnenyet cobmo1aTh OCTOPOKHOCTD y narnueHToB, npuHuMaronmx CMO3C ogHoBpeMeHHO ¢
MEpOPAIbHBIMU aHTHUKOATYJITHTAMH, JIEKAPCTBEHHBIMU MperapaTaMy ¢ U3BECTHBIM JIEICTBUEM
Ha (YHKIIUIO TPOMOOITUTOB MIIM TOBBIIIAIOIIIMME PUCK KPOBOTEUCHHUH (HAITpUMeEp, aTHITHYHBIC
AHTUTICUXOTHYECKUE TIperaparbl, TaKWe KaK KJIO03aluH, (EHOTHA3HUHBI, OOJBIIMHCTBO
TPUIIMKIMYECKUX aHTHACTIPECCAHTOB, ameTwicanuuuiaoBas kuciora, HIIBII, mHruOoutops
[1OI'-2), a Taxxe y MallMEHTOB ¢ HAPYIIICHUEM CBEPTHIBAEMOCTH KPOBHU WM 3a00JICBAHUSIMH,
XapaKTEPU3YIOLIMMHUCS MOBBIIIEHHON KPOBOTOYHBOCTHIO.

IIpaBacTaTuH
Habmromaemoe B MCCieIOBaHMIX B3aUMOJICUCTBHE MEXKIY MAapOKCETHHOM W MPaBaCTaATHHOM

yKa3blBa€T Ha TO, YTO COBMECTHOE NIPHMEHEHHE IapOKCETHMHA M IPaBacTaTHHA MOXKET
MPUBOJUTH K IMOBBIIIEHUIO KOHIIEHTPALlMU IJIF0KO3bI B IJ1a3Me KpoBH. [larenTam ¢ caxapHbIM
abeToM, NOTyYaroluM NapOKCETHH U NTpaBacTaTHH, MOXKET NOTPEOOBATHCS KOPPEKIUS 03I
HepOPATbHBIX TUITOTIIMKEMHUUECKIX areHTOB W/iiK HHCy mHa (cM. paszzen 4.4).

4.6  @epTWIBLHOCTH, 0ePEMEHHOCTH U JAKTAIUS

bepemeHHOCTD

HekoTopble smuIeMHOTIOTHYECKHE HCCIIEOBaHUS YKAa3bIBAIOT HA BO3MOXKHOE TTOBBINICHHE
pUCKa BPOXKICHHBIX AHOMAIHMKA pa3BUTHs, B YaCTHOCTU CEPACYHO-COCYJTUCTONW CHUCTEMBI
(manpumep, JaehEKTBI  MEXOKETYAOYKOBOH WM MEKIPEACEPAHON MEPEropoaAKHu), MpHU
MPUMEHEHUN MApOKCETHHA B MIEPBOM TPUMECTpe OEpPEeMEHHOCTH. MeXaHU3M 3TOTO SBIICHUS
Heu3BecTeH. /[aHHBIC MOKA3BIBAIOT, YTO PUCK POXKICHUS peOCHKA C BPOXKJICHHBIM MTOPOKOM
pa3BUTHUS CEPJICYHO-COCYAMCTON CHCTEMBI TIOCIEe MPUMEHEHHs MaTephl0 IMapOKCeTHHA
coctasisietr menee 2/100 mo cpaBHenuto ¢ 1/100 B o01meid momyJsimu.

[TapokceTHH MOKHO IPUMEHSTH TPH OEPEMEHHOCTH TOJIBKO MPH HATUYUH CTPOTUX MTOKA3aHUH.
Bpau, Ha3Hauaromui Je4eHWE, MOJDKEH pacCMOTPETh ajlbTePHATHBHBIC BapHaHTHI IS
OepeMeHHBIX JKCHIUH WIH >KEHIIWH, TUITAHUPYIMUX OepemeHHOCTh. Cremyer wu3beraTth
PE3KOro TpEKpalleHuss Tepanmuu BO Bpems OepeMeHHOCTH (cM. “CHMOTOMBI OTMEHBI
napokceTuHa” B pazzene 4.2 «PexuM 103UpOBaHUs U CIIOCO0 TPUMEHEHUS).

JlaHHBIe HAOJTIOIATEIBHBIX MCCIICIOBAHNH YKA3bIBAIOT HA MOBBIMICHHBIA PUCK (MEHEE YeM B 2
pa3a) kpoBoTeueHuil B mocnepogoBoM nepuoae nocne npuema CUO3C/CUO3CH B Teuenue
MOCJIETHETO MecsIa repen poaamu (cM. pazaeinsl 4.4, 4.8).



Heo6xoarMo BHUMaTeNbHOE HAOMIOIEHHE 32 HOBOPOKICHHBIMU, MATEPH KOTOPBIX MPUMEHSIIN
MapoKCceTUH Ha OoJiee MO3AHUX CPOKaX OEPEMEHHOCTH, OCOOCHHO B TPEThEM TPUMECTPE.

Y HOBOPOXKAECHHBIX, MaTepU KOTOPHIX MPUMEHSUIM MApOKCETHH Ha 0oJiee MO3JHUX CpOKax
OepeMEHHOCTH, MOTYT BO3HHMKHYTH CIIEAYIOIME CHUMIITOMBI. PECIIUPATOPHBIA AHUCTpecC-
CHUHJPOM, IIMaHO3, aIlHOe, CYyAOpOrd, HECTaOMJIbHOCTh TEMIIEPATyphl, TPYAHOCTH C
KOPMJICHHEM, pPBOTA, THIIOTJIMKEMHs], THUIEPTOHYC, TUIIOTOHYC, TUEppedieKcusi, Tpemop,
NIOJIEPTUBAHNS, TOBBIIICHHAS Pa3lpa)kKUMOCTh, JIETAPIHs, OCTOSHHBIN IUIa4, COHJIMBOCTb U
3aTPyAHEHHOE 3achIIIaHUE. Otn CUMIITOMBI MOTYT OBITH 00yCIIOBJICHBI
CEepOTOHMHEPIrUYEeCKUMHU HPPekTaMu WiIM ObITh CHUMITOMaMH OTMEHbl. B OoiblIuMHCTBE
ClTy4aeB OCJIOKHEHHSI HACTYAIOT HEMEJICHHO MJIM BCKOpPE Tociie poxieHus (<24 4acoB).

B smupemuonornueckux uccnenoBanusx npuem CHMO3C npu 6epeMEeHHOCTH, OCOOCHHO Ha
MO3JHUX CPOKaX, ObLJI CBS3aH C MOBBIIIEHUEM PUCKA IEPCUCTUPYIOIIEH JIETOUHOM THIIepTEeH3UN
HoBopoxxaeHHbIX (IIJII'H). Habmronaemsiil puck cocraBisieT NpUOIUM3UTENBHO 5 CllydyaeB Ha
1000 6epemennocteii. B o6mieii momymsiuu Ha 1000 6epemennocteii npuxoautes 1-2 ciayyas
[TJITH.

HccnenoBaHusi Ha >KMBOTHBIX IOKA3bIBAIOT, YTO IAPOKCETHH O0NaNaeT penpoayKTHBHOMN
TOKCHYHOCTBIO, OJHAKO HE BBISBICHO MPAMBIX 3(P(EKTOB Ha OEPEMEHHOCTH, pa3BHTHE
SMOPHOHA/TII0/IA, POJIBI M TOCTHATAILHOE pa3BuTHe (M. paszaen 5.3).

I'pynHoe BCKapMJIMBaHUE

He6onpIioe KOIM4eCTBO MAPOKCETHHA MPOHUKAET B IPyAHOE MOJOKO. B omyOIMKOBaHHBIX
HCCIICIOBAHUSAX KOHILIEHTPAIMU MMAPOKCETUHA B CHIBOPOTKE KPOBU MJIAJICHIIEB, HAXOASIIUXCS
Ha TPYJAHOM BCKapMIIMBaHWH, HE OOHAPYXHUBAIUCH (MEHEE 2 HAHOTPAMMOB/MHUTAIIATD) WIIH
ObUIM OYEeHb HU3KUMH (MeHee 4 HaHOTPAMMOB/MWILIHIUTD). Y OTUX MIIAJICHIIEB HE
0oOHapy»XeHO TPHU3HAKOB JIEHCTBUS JieKapCcTBEHHOro mpemnapata. [lockonbky sddexToB He
0’KUAETCS, MOKHO PACCMAaTPUBATh BAPUAHT IPYTHOTO BCKAPMIIMBAHMUSI.

DepTHIIBLHOCTD

[Tonmy4yeHHbIe Ha )KUBOTHBIX JaHHBIE TOKA3bIBAIOT, YTO MAPOKCETHH MOXKET BIMATH Ha KAU€CTBO
crepmbl (cM. pasaen 5.3). [TomydeHnslie N VItro ¢ yenoBeYecKuM MaTepHAIOM JTaHHBIE MOTYT
yKa3bIBaTh HA HEKOTOPOE BIUSHHE Ha KAYECTBO CIIEPMBbI; O/THAKO ONUCAHBI OT/IEIbHBIE CITy4aH,
B KOTOphIX 3P ekl CHO3C (B T.4. IapOKCETHHA) Ha KAYECTBO CIIEPMbI OBLIIH 0OpaTUMBI.
Bnusiaue Ha GepTUIBHOCTD YenoBeKa MoKa He UCCIIeI0BaHo.

4.7 Bausinue Ha cIOCOOHOCTH YNIPABJIATH TPAHCHOPTHBIMHU CPEACTBAMH M padoTaTh C
MeXaHHu3MaMH

Cyns 1o KIMHUYECKOMY OIBITY, OpU MPUMEHEHUHU NapOKCEeTMHA KOTHUTUBHBIE U
MICUXOMOTOpPHBIC GYHKIIMKA HE HapymatoTcs. OgHako, Kak ¥ MPH JICYSHUH JIIOOBIMU APYTHUMH
MICUXOTPOMHBIMUA TIperapaTaMy, MAIMEHTHl JOJKHBI OBITh OCOOEHHO OCTOPOKHBIMHU TPHU
BOXJICHUH aBTOMOOWUJISI M pabOTe C MEXaHU3MaMH.

He pexoMeH10BaHO OJJHOBPEMEHHO MPUHUMATh APOKCETUH U AJIKOT0JIb, XOTS MAPOKCETUH HE
YCUJIMBAET HETATHBHOE BIIMSTHUE AJIKOTOJISI HA TICKXOMOTOPHBIE (PYHKITHH.

4.8  HexeaaTejlbHble peakKnuu

YacToTa BO3HMKHOBEHHSI M BBIPAKEHHOCTh HEKOTOPBIX MOOOYHBIX PEaKIMii Ha MapOKCETHH
MO’KET YMEHbIIAThCS Ha (POHE MPOAOIIKAIOLIEHCS Tepaluu, TaK YTO OHU OOBIYHO HE TPeOyIOT
OTMeHHI npernapata. [1000YHbIE peakIuu MEePeunClIeHbl 0 CHCTEMHO-OPTaHHBIM KJIaccaM U
Y4acToTe, OMpeIeNIAeMOi clieny oM 00pa3om: oueHb yacto (>1/10), vacro (>1/100, o <1/10)
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nevacto (>1/1000, mo <1/100), peaxo (>1/10000, mo <1/1000), ouenp peaxo (<1/10000),
BKJIIOYasls CAWHUYHBIC ClIy4Yad W YaCTOTa HCHU3BCCTHA (He MOXKET 6BITB YCTaHOBJICHA 110
MMEIOIIMMCS TaHHBIM).

HapyiiieHust co CTOpOHbI KPOBHU ¥ TUMGBATHICCKON CHCTEMBI

Heuacmo: aHOManbHOE KpPOBOTEUCHHE, IPEUMYIICCTBEHHO KpPOBOU3IHMSIHUE B KOXY U
CITU3UCTBIC 000IOUKHU (BKITFOUAs SKXMMO3 M THHEKOJIOTHIECKUE KPOBOTCUCHUS ), JICHKOIICHUSI.
Oyenwv pedxo: TPOMOOITUTOTICHUS.

Hapyiienus co CTOpoOHbEI HMMYHHOU CUCTEMBI
Ouenv pedko. TSKEIble W MOTEHIMAABHO (aTalbHble alICprHYCCKhe peakiuu (BKIIOYas
aHa(PUIAKTOMIHBIE PEaKIINU U AaHTMOHEBPOTHUYCCKHI OTEK).

OHJIOKPUHHbIC HAPYIIICHUS
Ouenb pedxo. CHHAPOM HeaeKBaTHON cekpeluu anTuanyperndeckoro ropmona (CHACAT).

Hapymienust Mmeraboau3Ma U DUTaHUS

Yacmo: NOBBIIICEHUE KOHIICHTPALIMH XOJIECTEPHUHA, CHUKEHUE alllleTUTA.

Heuacmo: o HapylIeHUH TIIMKEMUYECKOTO KOHTPOJISL COOOIIANOCH Y MAlUEHTOB C CaXapHBIM
nuabetom (cM. paszaen 4.4).

Peoxo: runonatpuemMus.

O runoHaTpueMuu cooOIaI0Ch B OCHOBHOM Y MTOKUJIBIX TALUEHTOB, MHOT'Ia OHAa 00YyCIIOBJIEHA
CHHPOMOM HeaJIeKaTHON CeKpelnnu anTuauypetudeckoro ropmona (CHACAT).

[cuxuyeckre HapyIIeHUs

Yacmo: COHIMBOCTh, OCCCOHHHUIIA, AKUTAIMSI, HCHOPMAaJIbHbIC CHOBHICHHUS (B T.4. HOYHBIC
KOIIIMAapkI).

Heuacmo: criyTaHHOCTh CO3HAHUS, FAJUTIOI[UHAIIHH.

Peoko: MaHHMakanbHbBIE pEaKIUH, OECIIOKOWCTBO, JENEepPCOHATHM3ALMs, IMaHUYECKHE aTakH,
akatusus (cMm. paznen 4.4).

Yacmoma Heussecmua: CyWIMATbHAS WIEAlMs U CyMIMAANLHOE MOBEJCHHE, arpeccus ,
OpYKCH3M.

%
Clly4au arpeccuu HaOJIroaluch B TOCTMapKETUHIOBOM IIEPHO/IE.

Coo0manocs 0 ciaydasx CyMIUJATBHOW HWeaIllid U CYUIMJIAJIBLHOTO TOBEICHUS BO BpPEMsI
Tepanuu MapoKCETUHOM HJIM BCKOPE MOCie ee OTMEHBI (CM. paszen 4.4).

OTH CUMIITOMEI TaKXKe MOTyT OBITh O6YCJ'IOBJ'I6HLI OCHOBHBIM 3a00JICBAHHUEM.

Hapymienus co cTOpoHbI HEPBHOM CHCTEMBI

Yacmo: TOIOBOKpYKEHUE, TPEMOP, FOJIOBHAS 00J1b, HApYIIIEHHE KOHLIEHTPALINH.

Heuacmo: skcTpanupaMuIHbIE pacCTPONCTBA.

Peoxo: cynoporu, cunapom 6ecriokoiiusix Hor (CBH).

OueHnb pedko’. CEpOTOHWHOBBIA CHHIPOM (BO3MOXKHBIE CUMIITOMBI: 2)KHTAIHs, CITyTaHHOCTb
CO3HAHMS, TMOTOOTAENIEHNE, TaJUTIONUHAIIMM, THUIeppedIieKCcHs, MHOKIOHYC, 03HOO,
TaxXUKapAus ¥ TPEMOD).

CooOm1anock 00 IKCTpanupaMUIHbIX PACCTPONCTBAX, BKIItOUas opodalruaaibHyI0 JUCTOHUIO, Y
NAIUEHTOB C ABUTAaTEIbHBIMU PACCTPONCTBAMY WJIM NPUHUMAIOIINX HEUPOJIEITHKHY.

Hapymienus co CTOpOHBI OpraHa 3peHust
Yacmo: HEYETKOCTb 3pEHUS.
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Heuacmo: muapuas (cMm. pasaen 4.4).
Ouenwb pedko: oCTpas TiaayKoMa.

Hapyienus co CTOpOHBI OpraHa ciyxa U JIa6I/IDI/IHTa
Yacmoma neuszsecmua. IIyM B yHiax.

Hapyenus co cTOpoHEI cepana
Heyacmo: cuHycoBast TaXUKaP U
Peoko: 6panukapausi.

HapyuieHus co CTOpOHBI COCY/I0B

Heuacmo: TpaH3UTOpHOE IOBBIIIEHUE WM CHMKEHUE apTEpPUAIBHOrO  JIABJICHMUS,
MIOCTYypajibHasi TUIIOTEH3US.

Coo01manocs o ciydasx TPaH3UTOPHOTO TOBBIIICHHS HITH CHIDKEHUS apTEPUATBHOTO JaBIICHHS
nocjie IpueMa IMapoKCeTHHA, OOBIYHO Yy MalMEHTOB C YK€ MMEIOIEHCs apTepualbHON
TUIEPTEH3UEN WIN TPEBOXKHOCTHIO.

Hapyiienus co cTOpOHBI AbIXaTeIbHOU CUCTEMBI, OPraHOB I'PYJAHOMN KIETKH U CPENOCTEHUSI
Yacmo: 3eBoTA.

ey 1ouHO-KHIIICUHbIC HAPYIIICHHS

Ouenb uacmo: TOUIHOTA.

Yacmo: 3amop, nuapes, pBoTa, CyXoCTb BO PTY.
Ouenb pedko: KelyA0uYHO-KUIIIEYHOE KPOBOTECUCHHE.
Yacmoma Heuszgecmua: MUKPOCKOTIMYCCKHUIA KOJIUT.

Hapynienus co CTOpOHBI IEYEHU U KEITYEBBIBOISAIINX TYTEH

Peoko: noBblillIeHNE aKTUBHOCTHU «II€YEHOYHBIX» (DEPMEHTOB.

Ouenb pedko: TIOPaKEHUE TMeueHU (TermaTuT, WHOT/IA COMPOBOXKIAIOIINIICS KENTYX0W W/uian
NICYCHOYHON HEJOCTATOYHOCTHIO). [TOBBINICHNE aKTUBHOCTH «IIEYCHOYHBIX» (epMEHTOB. B
HEepuoJi MOCTMAaPKETUHIOBOTO NMPUMEHEHHUS! ObUIM OYEHb PEAKO COOOIIEHUS O MOpaKeHHU
neyeHu (HampuMep, TermaTHT, WHOTZA COMPOBOXIAFOIIUICS JKENTYXOH W/HIM NEYCHOUYHON
HEJOCTATOYHOCThIO). [IpM JUIMTETHPHOM TOBBILICHUH II€YEHOYHBIX TECTOB  CIIEIyeT
paccMOTpeTh BOIPOC 00 OTMEHE Ipernapara.

Hapymenns co cTOpOHBI KOKH M TOIKOKHBIX TKaHEH

YHacmo: MOTIUBOCTb.

Heuacmo: KO)HbIE BBICHIIIAHUA, 3Y/I.

Ouenv pedko. TSOKENbIe KOKHBIC HEKENaTeNbHbIC peakiuu (BKJI0Yas MYJIbTH(HOPMHYIO
sputemy, cuHapoM CruBeHca-/[PKOHCOHA W TOKCHYECKHH SMUACPMAIbHBIA HEKPOJIH3),
KpanmuBHUIIA, PEaKIIUU (OTOTYBCTBUTEIHHOCTH.

Hapyliienus co CTOpOHBI HOYEK M MOYEBBIBOJASIINX MYTEH
Hevuacmo: 3aACPKKa MOYH, HEACPKAHNEC MOYH.

HapymieHust co CTOPOHBI PENIPOYKTHBHOW CUCTEMBI I MOJIOYHBIX JKeJle3

Ouenb yacmo: cexcyalibHasi TUCHYHKIHA.

Peoxo: TunepnporakTHHEMUS/TaJaKTOpes, HapyIICHNsT MEHCTPYaJbHOTO IUKJA (Takue, KaKk
MEHOpparuu, MeTpOpparud, ameHopes, 3aJepXKa MEHCTpyalHi, HeperyJspHbIe
MEHCTpYaIum).

Ouenb pedxo: IpUATTU3M.

Yacmoma neusséecmua: KpOBOTEUEHHE B TIOCIEPOIOBOM IMepHoe. *

12



*JT0 SABICHME OTMEYAJIOCh MPH MPHEME IMPErHapaToB TEPANCBTHYCCKMX  KJIaCCOB
CHUO3C/CHUO3CH (cMm. pa3aensi 4.4, 4.6).

Hapyiienus co CTOpOHBI MBIIIIEYHOU, CKEJIETHON U COEAMHUTENLHON TKAHU
Peoko: apTpanrus, Muanrus.

ONuaeMUOIOTHYECKUE UCCIIEIOBaHMs], B OCHOBHOM IPOBE/ICHHBIE Ha MalMeHTax B Bo3pacte 50
JeT W CcTapuie, MOKAa3bIBAIOT TMOBBIIMICHHBIA PUCK KOCTHBIX II€PEJIOMOB Yy TAIMEHTOB,
nonydaronmux CUO3C U TpULUUKIMYECKUE aHTUICTIPECCAHThl. MexaHu3M, 3a CYET KOTOPOTO
MOBBIIIAETCS PUCK MEPETOMOB, HEU3BECTEH.

OO0111e HapyIIEHUI U PEAKIIUU B MECTE BBEICHUS
Yacmo: acTeHUs, YBEIMYCHHUE MAcChl Tela.
Ouyenwb peoxo: nepudepruuecKrue OTCKH.

Cumnmombvl ommenvl npu NPeKpayeHuU npuema napoKcemuna

Yacmo: TOIOBOKPYKEHHE, CCHCOPHBIC HAPYIIICHUS, HAPYIICHUS CHA, TPEBOXKHOCTH, TOJIOBHAS
0071b.

Heuacmo:  axuTanus, TOUIHOTA, TPEMOp, CIIYTAaHHOCTh CO3HAHHs, IOTIMBOCTb,
OMOIMOHANbHAS ~ HECTaOWJIBHOCTh,  HApPyWIICHHWs  3pEHHs,  CepAlcOMeHHs,  Auapes,
pa3IpaKUTEIILHOCTb.

Otmena mnapokceTHa (0COOCHHO pe3Kas) 4YacTO MPHUBOJUT K BO3HMKHOBEHHIO TaKHX
CHUMIITOMOB OTMEHBI, KaK TOJIOBOKPYKCHHE, CEHCOPHbIC HApYIICHUs (BKIIIOYasl MapeCcTe3HH,
OILIYIICHHUE yJapa JIEKTPHYECKUM TOKOM W IIyM B YIIax), HapyImIeHUS CHa (B T.4. SpKHE
CHOBHUJICHHS), QKUTAIMS WX OCCIIOKOWCTBO, TOINHOTA, TPEMOp, CIYTAaHHOCTh CO3HAHWUS,
NOTJIMBOCTh, TOJOBHBIE OONHM, auapes, cepaeOMeHHs, IMOIMOHAIbHAS HECTaOMIBHOCTB,
pa3ApaKUTEIILHOCTh M HAPYIIICHUS 3PCHUSI.

OTH HEeXeNaTeIbHbIE SIBICHUS O0BIYHO KIIACCH(PHUIUPYIOTCS KaK JIETKHE WIH YMEPEHHBIE, HO Y
HEKOTOPBIX MallMEHTOB MOTYT MPOTEKaTh TSKENIO W/WiIK JuiuTeNbHoe BpeMs. [Toatomy, ecnu B
JedyeHnH OOJbIle HET HEOOXOTUMOCTH, PEKOMEHAYeTCs HadaTh IIOCTETIEHHYI0 OTMEHY
npemnapata (cm. paszaenst 4.2 u 4.4).

Jletu ¥ moApocTKU

HeoicenamenvHvie a61eHus 8 neOUampuieckKux KIUHUYeCKUx Uccie008anusx

HaOnromanuch crnemyrolye HexenaTeNbHble SBJICHUS: CYyWIUAaIbHOE MOBeJIeHHe (BKIOYast
CYyWIUATbHBIE TIONBITKA W CYWIUAAJIbHBIE MBICIIN), IPUYMHEHHE Bpena cebe W yCHIIeHHe
BpaxkaeOHocTH. CyHIMIaTbHbIe MBICIH U CYUIIUIAIbHbIE OMBITKM B OCHOBHOM HaOJII0AAJIICh
B KIIMHUYECKUX HCCIIEOBAHUSIX Y MOJIPOCTKOB C OOJBIIMM JETPECCUBHBIM PACCTPOHCTBOM.
BpaxxneOHocTh OTMedanach y JieTeil ¢ 00CeCCHMBHO-KOMITYJIBCUBHBIM PacCTPOWCTBOM,
ocobeHHo y aered muaame 12 jer. Takxke HaOMOnaINCh CIENYIONIME HEXelaTelbHbIe
SBJICHUS: CHIDKEHUE anmeTuTa, TPEeMOp, IOTIMBOCTb, THIEPKUHE3Us, QXKUTALMs U
HMOLIMOHAJIbHAS JIAOMJIBHOCTH (BKJIIOYAs MJIAKCUBOCTh M KOJeOaHUs HACTPOEHUs), SBICHUS,
CBSI3aHHBIE C TMOBBIIIEHHOW KPOBOTOYMBOCTHIO, B OCHOBHOM KPOBOM3ZJIMSHUS B KOXY M
CIIM3UCTBIE OOOJIOUKH.

[Tocne mpekparienust npuema / MOCTENEHHOI0 CHUKEHMS J03bl MapOKCETHHA COO00INANoCh O
CIICAYIOUINX  HEKENATeNbHBIX  SIBICHUSAX: OMOIMOHAIbHAS  JAOWJIBHOCTh  (BKITFOYAs
IUIAaKCUBOCTb, KOJIeOaHMsS HACTPOCHMS, MPUYMHEHUE Bpenaa ceOe, CyuIUAalibHbIEe MBICIU U
CYWIUIAJTIbHBIE TIONBITKH), HEPBO3HOCTD, TOJIOBOKPYKEHHE, TOITHOTA U OOJIb B KUBOTE (CM.
paznen 4.4 «OcoOble yKa3aHHs U MEPBI PEAOCTOPOXKHOCTU IIPU IIPUMEHEHUI ).

bonee HOIlpO6HO 0 NCAUATPHUICCKUX KIIMHUYCCKUX HCCIICAOBAHUAX CM. B pa3aciic 5.1.
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Coo0111eH1e 0 10103PEBAEMBIX HEXEIATEAbHbIX PEAKIIHUAX

BaxHo cooOmare O MOA03peBAaEMBIX HEXKENATENbHBIX PpEaKUUsAX IMOCie pPEerucTpanuu
npenapara ¢ Lelbl0 00ecledeHns HEIPEepPbIBHOIO MOHUTOPHHIA COOTHOILEHMS «I10JIb3a —
PHCK» JIEKapCTBEHHOTO Mpernapara. MeIumHCKUM pabOTHUKaM PEeKOMEHIyeTCsl coo01arTh o
JOOBIX IOA03PEBAEMBIX HEXKEJIATEIbHBIX PpEaKUUsAX JIEKapCTBEHHOIO IIpernapara uepes
HAIIMOHAJIBHYIO CUCTEMY COOOIICHHS O HEXKEIaTeIbHBIX PEaKLIUsAX.

Pecnybnuxa Apmenus:

«lleHTp AKCHEPTHU3BI JIEKAPCTB U MEIUIIMHCKUX TexHosorui» ['HKO
Anpec: 0051 r. Epesan, np. Komuraca 49/5

OTtzaen MOHUTOpPUHTA 0€30IACHOCTH JIEKAPCTB

Tenedon: +374 10 20-05-05, +374 96 22-05-05

DnexTponHas moyra: Vigilance@pharm.am

Wurepuer-caiit: http://www.pharm.am

49  Ilepemno3upoBka

O6b€Kmu6Hbl€ u CV6’b€Kmu6Hbl€ CUMNMOoMbsl

Cyzs 1Mo ToMy, 94TO U3BECTHO O TEPEAO3MPOBKE MAPOKCETHHA, OH UMEET MIUPOKUN JUAIIa30H
Oe3omacHOCTH. IMEIOIIUIICS OMBIT JICUCHHS CITy4aeB MePEI03UPOBKU ITAPOKCETHHA YKA3bIBACT
Ha TO, 4YTO, MIOMHUMO CHMIITOMOB, ONMCAHHBIX B paszaene 4.8, HaOMIOAAIOTCS JUXOpaJaKa U
HEIPOU3BOJIbHBIC COKpalieHus MbImi. Jlaxke mnpu ogHokpatHoM mnpueme g0 2000 mr
MApPOKCETHHA COCTOSIHHE TAIMEHTOB OOBIYHO HOpMAIM3yeTCs 0€3 Cephe3HBIX MOCICICTBUM.
[TocTynanu enMHUYHBIC COOOIIECHUS O Pa3BUTHH KOMBI U n3MeHeHusx Ha DKI', koTopbie 04eHb
PEAKO MMPUBOJUIIN K JICTAJIbHOMY UCXOOY. B stux ClIy4dasx NauCHTHI Yalle BCCTO IMIPUHHUMAIN
MApOKCETHH BMECTE C APYTUMH IICUXOTPOITHBIMU MPENapaTaMy B COYCTAHUH C aJIKOTOJIEM WU
0e3 Hero.

Jleuenue

Crieruduueckoro aHTHIO0Ta Ul HapoKceThHa HeT. JledeHune MOHKHO OBITh OCHOBAaHO Ha
00IIMX Mepax, IPUMEHIEMBIX ITPH MEPEJO3UPOBKE JTFOOBIX aHTUACTIPECCAHTOB. Il CHUKECHUS
BCachIBaHMs IMAapOKCETHMHAa B TEYEHHE HECKOJIBKMX YacoB IOCJIE MNEepeO3UPOBKH MOXKHO
npuHaTh 20-30 T aktuBUpoBaHHOTO yrisl. [loka3aHa mopnepKuBaromias Tepamnus ¢ 4acThIM
KOHTPOJIEM BUTAJIBHBIX IPU3HAKOB U TIIATEIbHBIM HaOMI01eHueM. JleueHue naiueHTa 3aBUCUT
OT KJIIMHMYECKHUX TTOKa3aHUH.

5. ®APMAKOJIOTUYECKHUE CBOMCTBA
5.1 ®apmakoaMHaMHYecKHe CBOWCTBA
®dapmakoTepaneBTudeckas Tpynmna:  AHTuaenpeccaHTbl. CeNeKTUBHBIE  HHTHOUTOPHI

00paTHOro 3axBaTa CEPOTOHHUHA.
Kox ATX: NO6ABO5

MexaHu3M JIeHCTBUS

[TapokceTuH sBISI€TCSI MOIIHBIM M CEJEKTHUBHBIM HMHTHOMTOPOM OOpaTHOTO 3axBaTa
ceporonuna (5-HT, S-runpoxcurpuntamun). Crnenuduueckoe nomasienune 3axsara 5-HT B
HEHpOHaX TOJOBHOI'O MO3ra CUMTAETCS OCHOBOW €ro aHTHJENPECCHUBHOIO JAECUCTBHUS U
TepaneBTUYecKoil 3pPEeKTUBHOCTH MPH JIEYEHUH 00CECCUBHO-KOMITYJIbCUBHOI'O PacCTpoicTBa
(OKP), coumasbHOr0 TPEBOXKHOTO  paccTpoiicTBa/conmododun, TeHepaTn30BaHHOTO
TPEBOKHOTO PACCTPONUCTBA, TOCTTPABMAaTHYECKOTO CTPECCOBOIO PacCTPONCTBA U TAHUYECKOTO
paccTporcCTBa.

[TapokceTuH HE UMEET XMMHUYECKOTO CXO/CTBA C TPULMKINYECKUMH, TETPALIMKIMYECKUMU U
IIPOYMMH AHTUETPECCAHTAMMU.

[TapokceTuH o0aaeT HU3KUM CPOJICTBOM K MyCKapMHOBBIM XOJIMHEPTUYECKUM peLienTopam,
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y JKHUBOTHBIX BBI3BIBAET JIMIIB CJIa0ble aHTUXOIMHEPTUYecKue 3PPEeKThI.

HccnenoBanus N VItro mokaszany, 4YTO TNApPOKCETHH, SIBJISIONIMNCS, B OTJIUYHE OT
TPULMKIMYECKUX aHTUJEIPECCAHTOB, CEJIEKTUBHBIM areHTOM, 00J1ajaeT c1abbIM CPOJACTBOM K
anbda-1-, anpda-2- u Oera-aapeHopenenTopaM, a Takxke kK godpamuHoBeiM (D2), 5-HTI-
nopo06HbM, SHT2 u rucramuunoBeiM (H1) penentopam. OTCyTCTBHE B3aUMOJCUCTBHUS C
NOCTCUHANTUYECKIUMU PeLenTopamMH iN VIitro moareepikaaercs pe3yabTaTaMy UCCISTOBAHUI 1N
VIVO, KOTOpBIE MTPOJAEMOHCTPUPOBAIIN OTCYTCTBHE Y MAPOKCETHHA MOIABJISIONIETO JCHCTBHS HA
[IHC u runoren3uBHOro 3¢ dexra.

DapmakouHaMuYecKre P HEKThI

[TapokceTnH He HapylIaeT ICUXOMOTOPHBIE (DYHKIMM U HE YCUJIMBAET yrHeTaollee aeiicTeue
stanoja Ha [THC.

[Tpu BBeIEHMM KUBOTHBIM, paHEe MOJIYYaBIIUM MHTMOMTOpPH MOHOAMHHOOKcHIa3bl (MAO)
WK TpUunTo(haH, MapoKCEeTHH, KaK U JAPYTHe CEIIEKTUBHBIE MHTUOUTOPBI 0OpaTHOTO 3axBaTa 5-
HT, BbI3bIBAET CUMIITOMBI TUIIEPCTUMYJISIITH perentopoB 5-HT.

HccnenoBanusi, OCHOBaHHbIE Ha M3yUYEHUU IOBEJACHUYECKUX PEaKUUil U m3MeHeHui Ha O0I,
IPOJIEMOHCTPUPOBAIM cIa0oe aKTUBUpYIOLIEe NeHCTBHE MapOKCeTHHA B J103aX, KOTOpHIE
IPEBBILIAIOT J103bl, MOAABIIAIOIINE OOpaTHBIN 3aXBaT CEPOTOHMHA. MeXaHU3M aKTUBAllUU HE
MMeeT OTHOIICHHUS K «aM(peTaMUHONIOT00HBIMY A PeKTam.

HccnenoBanus Ha )KUBOTHBIX [TOKa3aJld, YTO MAPOKCETHH HE BJIUSAET HAa CEPJACYHO-COCYAUCTYIO
cucteMy. Y 3J0pPOBBIX JIMII MAPOKCETHH HE BBI3BIBACT KJIMHUYECKH 3HAYMMbIX W3MEHEHHH
apTepHaJIbHOTO J1aBJIEHUS, YaCTOThI cepieuHbIX cokpanienuit u KT

B ominyme oT aHTHIENpEecCaHTOB, KOTOPbIE YTHETAIOT 3aXBaT HOPAAPEHAIMHA, MAPOKCETHH
o0agaeT ropa3zo0 MEHBIIEH CIIOCOOHOCThIO MHTHOMPOBATH aHTHTUIICPTEH3UBHBIE Y(PPEKTHI
IyaHeTHUIUHA.

[To »ddexkTUBHOCTH JIeUEeHUsI JCMPECCUBHBIX PACCTPOMCTB, MAPOKCETHH COIOCTABHM CO
CTaHJApTHBIMHU AHTUAETIPECCAHTAMHU.

Hekoropele naHHbIE Takke yKa3blBalOT HAa TEPANEBTUYECKYIO LEHHOCTb MapOKCETHHA IJIs
NAIMEHTOB, HE OTBEYAIOIIMX HA CTAHJAPTHYIO TEPAIUIO.

[Ipuem mapokceTHHa B yTpE€HHEE BpeMsl HE BIMSET Ha KaueCTBO M MPOJOJIKUTEIBHOCTh
HOYHOro cHa. bojee TOro, y manMeHTOB, OTBEYAIOUIMX HA JICUEHUE NApOKCETUHOM, COH
YIIy4IIaeTCsl.

AHaIIN3 CYHIIUAATBHOCTH CPEIN B3POCIIBIX

AHalu3 JaHHBIX 1O MapOKCETHHY M3  IJIane00-KOHTPOJIMPYEMBIX — HMCCIIEOBAHUH,
NIPOBEICHHBIX Ha B3POCIIBIX MAIIMEHTaX C ICUXUIECKUMHU PacCTPOHCTBaMH, TOKa3all, YTO CPeIn
MOJIOJBIX B3pocibIX (B Bo3pacte 18-24 jer) yactoTa CyMIMIAIBHOTO MOBEJACHUS B TPYIIe
napokceTHHa OblIa BhIlIe, ueM B Tpymie miareto (2,19% u 0,92% cootBeTcTBeHHO). B Gonee
CTAapIIMX BO3PACTHBIX IPyMMax Takas pa3HHULA He OOHapykeHa. Y B3pOCHbIX C OOJBIINM
JICTIPECCUBHBIM ~ PacCTPOWCTBOM (BCe BO3PACTHBIC TPYIIbI) YacTOTa CYHIUAAIBHOTO
MOBEJICHUS B TpyIIe NapokceTnHa Obuia Bhimie, demM Ha miane6o (0,32% wu 0,05%
COOTBETCTBEHHO); BCE 3apETHCTPUPOBAHHBIC COOBITHS — CYHIUIAIbHBIC MOMBITKA. OIHAKO
OOJIBIIMHCTBO MOIBITOK B TpyIie napokceTnHa (8 n3 11) 6putn coBepieHs! 00J1ee MOIOIBIMU
nanueHtamu (cM. paszaen 4.4).

3aBUCUMOCTH d(P(deEKTA OT AO3BI

[To maHHBIM UCCIIeIOBaHM C (PUKCHPOBAHHOM /10301 MOCTPOEHA MII0CKAs KPUBAs 3aBUCUMOCTH
OTBeTa OT J03bl, T.6. C TOYKU 3peHUA dSPPEKTUBHOCTH NPUMEHEHHE J03 BBHILIE
PEKOMEHIOBAaHHBIX HE JIA€T JOMOJHUTENbHBIX NpeumyiecTB. OaHaKo, Cyast O HEKOTOPBIM
KIMHUYCCKUM JaHHBIM, y HeKOTOpBIX IIAIIUCHTOB ITOBBIICHUEC T03bI MOXKET 6I>ITI) 3(1)(i)eKTI/IBHO.

JlonrocpoyHas 23hHEKTUBHOCTH
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Honrocpounast 3PeKTUBHOCTh TMAPOKCETHHA TMPHU JACTPECCUU TIOKa3aHa B S52-HEACIbHOM
WCCJICIOBAHUH TOJICP>KUBAIOIIEH Tepanuy C [ENbI0 MPEAOTBPAICHUS PELUIUBOB. PELUINB
Hactynui y 12% maruentoB B rpyiie napokceruna (20-40 mr/cytku) mo cpaBHeHHIO ¢ 28%
NAIMEHTOB Ha Iu1aneoo.

Honrocpounyto  3QQPEKTUBHOCTH  MApPOKCETHHA  MpPH  00CECCHBHO-KOMITYJIbCUBHBIX
PacCcTpONCTBAX OIIEHUBAIN B TPEX 24-HeIeIbHBIX HCCIIEA0BAHUSIX MOAICPKUBAIOIIECH TEpAi
C MOCJIbIO MPCAOTBpALICHHA PCHUIAUBOB. B OOAHOM M3 TpECX I/ICCJIGILOBaHI/If/'I IMOoJIyucHa
3HAYMTEIILHAS PA3HHIA B KOJIMIECTBE MAIMEHTOB C PEIMIMBOM MEKIY TPyIIIIaMU APOKCETHHA
u mare6o (38% u 59% cOOTBETCTBEHHO).

Jonrocpounas 3ppeKTHBHOCTh NAPOKCETHHA ITPH NAHUYECKHX PACCTPONCTBAX MMOKa3aHa B 24-
HEJICIbHOM  HCCIICOBAHUN TIOAJCP)KUBAIOIICH TEpamuyd C LENbI0  IPETOTBPAILICHUS
pPELUUIMBOB. pEUHUIUB HacTynmwi y 5% mnauueHtoB, npuHuMaBmux mnapokcerun (10-40
mr/cytkn), u 30% mnanweHToB Ha IIane6o. JlaHHBIC MOATBEPKIACHBI 36-HeIEIbHBIM
HCCIICIOBAaHUEM TIO//ICPKUBAIOICH TePaTIHH.

JlaHHBIX B MOJATBEPXKACHUE TOITOCPOUHON 3(PPEKTUBHOCTH MAPOKCETHHA MPH COLUAIBHBIX
TPEBOKHBIX  pacCTpOMCTBAaX, TIEHEPAJU30BAHHBIX  TPEBOXKHBIX  PAacCTPOMCTBAX U
IIOCTTPABMAaTHYECKOM CTPECC-CHUHIPOME HETOCTATOYHO.

Jeru u noxpocTku

Heoicenamenvhvie asnenus 6 neouampuieckux KIuHUYeCKux uccie008anusx

B kparkocpouHbIx KIMHHYECKUX uccaeaoBaHusx (mo 10-12 Hemenb) mepeurciaeHHbIE HUXKE
HE)KeJaTeNIbHbIE SIBJICHUS BO3HUKIIU, KAK MUHUMYM, y 2% JleTel U MOAPOCTKOB U BCTPEYAIHUChH
B TpylIe NapoKCeTWHA B JIBa pasa damie, 4yeM B Trpymnne Iuianedo: Oojiee BBIPKEHHOE
CyHUUAaIbHOE MOBEACHHE (B T.4. CYUIMJAIbHBIE MBICIM W CyMLIHJAJIbHBIE MOIBITKH),
NpUYMHEHUE Bpeaa ce0e W TOBBIIEHHass BpaxaeOHOCTh. CyWIUAANbHBIE MBICTH U
CYyHULUAJbHBIE TOMBITKA B OCHOBHOM HAaOMIOAANNCh B KIMHMYECKUX HCCIIECAOBAHUAX Y
MOJIPOCTKOB € OOJIBIINUM JEIPECCUBHBIM paccTpoiicTBOM. BpaxxieOHocTh oTMeUanach y ereit
¢ 00CecCUBHO-KOMITYJIbCUBHBIM PaccTpOHCTBOM, 0coOeHHO y aeteit muaame 12 net. Takxke B
TpymIe MapoKCeTHHA 4Yamle, 4YeM B Tpymmne Iuianedo, perucTpupoBAIUCH CIIEAYIONIHNE
HE)KENNaTeNbHbIe SBJICHMS: CHU)KECHHE amlleTuTa, TPEMOp, IMOTJIMBOCTb, TMIIEPKHHE3US,
QKUTAIHSI ¥ YMOLIMOHATBHAS JTAOMIHHOCTH (BKITFOUAs UTAKCHUBOCTH M KOJIEOAHHSI HACTPOSHHS).
B mepuox cHuKeHus NpUHUMAEMOM [103bl WM IOCHE MpEeKpalleHHus MpHeMa Mpernapara
€O00MIaTIOCh O CIIEAYIONINX HEeXKENATeIbHBIX SBICHHUSX, KOTOPbIE BOSHUKAIH, KaK MUHAMYM, Y
2% MaMeHToB U BCTPEYAIUCh B IPyIIe NapOKCETHHA, KAK MUHUMYM, B JIBa pasa yalle, 4YeM B
rpymme Tuianedo: SMOIMOHANbHAs JAaOWIBHOCTh (BKJIIOYAsh IUIAKCUBOCTH, KOJEOAHUS
HACTPOEHUs, MPUYMHEHUE Bpena cebe, CyuIUaaibHble MBICIH U CyHIMJAJIbHBIE TOIBITKN),
HEPBO3HOCTh, T'OJIOBOKPY)KEHHE, TOIIHOTAa U Oonb B kuBoTe (cM. pasnen 4.4 «Ocobble
NpeIyNPEKACHIUS U MEPhI IPEAOCTOPOIKHOCTU TIPH IPUMEHEHHH).

B uccnenoBanny ¢ MATHIO MApalIEbHBIMA TPYIIIIAMA TIPU TPOIOIDKUTEIIEHOCTH JICYSHUS OT
8Henmenb 10 8 MecslEeB HeXeNnaTelIbHbIE SBJICHUS, CBA3aHHbIE C TOBBIIICHHOMN
KPOBOTOYMBOCTBIO (B OCHOBHOM KPOBOHMBIHUSHHS B KOXY M CIHU3UCTBIE OOOJIOYKH),
HaOJroAaMMch B TpyIIe mapokcetuHa ¢ yactotoi 1,74% mo cpasuenuto ¢ 0,74% B rpymme
rwiane0o.

5.2 dapMaKOKHHETHYECKHE CBOHCTBA

Abcopbuus

[Tocne mpueMa BHYTpPb MapOKCETHH XOPOIIO BCACHIBACTCS M IOABEPraeTcs MeTaboIu3My
IIEPBOT0O IIPOXOKIACHUS Yepe3 MEeUEHb, 3a CUET KOTOPOro0 B CUCTEMHBIM KPOBOTOK IOCTYIAET
MEHbIIIE TApOKCETHHA, YEM BCACHIBACTCS U3 JKEIYJOUYHO-KHILIEYHOT0 TpakTa. MeTtabonnueckuit
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3¢ (deKxT nepBOro NPOX0oXKIAEHUS YACTUYHO HACHIINACTCS U IUIa3MEHHBIN KIMPEHC MapOKCEeTHHA
CHIKAETCS C YBEJIIMYEHUEM KOHILICHTPALlUHM IapOKCETHHA B OpPraHU3ME IIPU OJHOKPATHOM
npueme 6osee BHICOKOM 03Bl MM IIPU MHOTOKPAaTHOM IpHEME CTaHAAPTHBIX 1103. [Ipu aTom
KOHIICHTpAllUd IIapOKCETMHA B IUIA3ME KPOBU  HENPONOPLUUOHAIBHO  IOBBILIAOTCH,
COOTBETCTBEHHO, (DAPMAKOKMHETHYECKUE IapaMeTpbl HEMOCTOSIHHbI, a KHHETUKA HOCHT
HEeNMHEHHbIN Xapaktep. OIHAKO HEIMHEHHOCTh KMHETMKM HE3HAUWTeNlbHA M HaOIIonaeTcs
TOJIBKO y T€X NAIlMEHTOB, Y KOTOPBIX ONPEEIAIOTCS HU3KHE KOHLEHTPALUU NIapOKCETUHA B
IJ1a3Me€ KpPOBU IIpU INpUEME HU3KUX 103. PaBHOBECHBIE KOHLEHTpaluu B IlIa3Me€ KpPOBU
JocTUraroTcss 4depe3 7-14 pgHell mocie Hayana JIeYeHUs IpernapaTamMu IapOKCETHHA ¢
HEME/UICHHBIM WJIM KOHTPOJHPYEMBIM BBICBOOOXKIEHHEM, a (apMaKOKUHETUYECKHE
IIapaMeTpsl, O-BUAUMOMY, IIPU JJIUTEIBHON Tepanuyu HE MEHSIIOTCS.

Pacnpenenenne

[TapokceTHH WIMPOKO pacmpeAenseTcss B TKaHAX, (PApPMAKOKHHETUYCCKUE PacUeThl
MOKAa3bIBAIOT, YTO B TUIa3ME KPOBH OCTaETCs JHUIIb 1% BCEero mapokceTuHa, MPUCYTCTBYIOIIETO
B OpraHu3Me.

[Ipu TepaneBTHUECKUX KOHIEHTPAIUAX B IJIa3Me KpOBH NpuOIM3uTebHO 95% mapokceTnHa
CBSI3aHO ¢ OeJIKaMu.

He oOHapyXeHO KOppessuu MEXIy KOHIIEHTPAlMSIMH MapOKCEeTHMHAa B IUIa3Me€ KPOBU U
KIIMHUYCCKUM  dPQekToM (¢ HEXKeNaTeIbHbIMA  SBJIICHUSIMH W TEPAICeBTHUECKOM
3 PEKTUBHOCTHIO).

buotpancdopmarus

['maBHBIME META0OIMTaMU MAPOKCETHHA SBIISIOTCS TOJSIPHBIC U KOHBIOTUPOBAHHBIE TIPOTYKTHI
OKHCIICHUSI U METUIIMPOBAHUS, KOTOPbIE JIETKO SJIMMUHUPYIOTCS U3 OpraHu3Ma. Y YUThIBast, YTO
3TH METAa0OIHUTHI TPAKTUIECKH HEe 001a7at0T (DapMaKOIOTHYECKON aKTUBHOCTBIO, BPSI JTX OHU
MOTYT OKa3bIBaTh BJIMSHHUE Ha TepaneBTu4YecKue 3 PeKThl MapoKceTHHA.

MeTab0113M He BIUSET Ha CEIEKTUBHOE MHTMOMpYIOIee NeHCTBUE TAPOKCETHHA Ha 0OpaTHBIN
3axBat 5-HT.

OIUMUHALNUA
C Mo4O¥# B BH/I€ HEU3MEHEHHOTO MTAPOKCETHHA BBIBOIUTCS MeHee 2% MPUHATOM JT03bI, a B BUJIE

MeTa00IUTOB NPUOIM3UTENBHO 64%. OKoo 36% BBIBOAUTCS yepe3 KUIIEYHHUK, BEPOSTHO, C
JKEIIYbl0, HEW3MEHEHHBI MapoKCceTUH cocTaBisger MeHee 1% no3pl. Takum oOpaszom,
HapOKCETHUH BBIBOAUTCS U3 OPraHU3Ma MPAKTUYECKH MOJTHOCTHIO 3a cYeT MeTaboIu3Ma.
BriBenenne MeTaboauTOB HOCUT ABYX(a3HBIN XapakTep, CHayaua B pe3yJbTaTe MeTadoau3Ma
NIEPBOTO MTPOXOXKACHMSI, & 3aTEM U3 CUCTEMHOI'O KPOBOTOKA.

[lepuon mosyBbIBeI€HUSI MApOKCETUHA HE SBJSETCS MOCTOSHHOM BEITUYMHON, HO OOBIYHO
COCTaBIISIET OKOJIO 24 4acoB.

Oco0bIe KaTeropuu NnNanmucHTOB

Hooicunvie nayuenmol u nayueHmol ¢ HApyueHuem d)VHKuuu noyek/neyenu

KOHI_[CHTpaI_II/II/I MapOKCECTHHA B IJIa3ME€ KPOBU MMOBLIMICHBI Y MOKUJIBIX TATUCHTOB U MMAIIUCHTOB
C TAXKCEJIBIM HAPYIICHUEM (bYHKIII/II/I IMOYECK HMJIK IICYCHHU, HO JHAIlIa30HbI KOHHGHTpaHI/Iﬁ B I1J1a3M¢E
KPOBH IIPU 3TUX COCTOAHUAX U Y 3HOPOBBIX B3POCIIBIX IMEPCKPLIBAIOTCH.

5.3 /laHHbIe JOKJINHHYECKOH 0€30MaCHOCTH

TOKCI/IKOJ'IOFI/ILIeCKI/Ie HNCCIICOOBAHUA HpOBe)IeHI)I Ha MaKaKax-pe3yc 1 Ha KpBICﬁX-aJ'H)6I/IHOC3X,
TaK KaK T BHUJIbI )KUBOTHBIX M Y€JIOBEK UMEIOT CXOJHBIN MeTa0o0In3M. Y KPBIC OBbLT BBISIBIICH
doconunumo3, UYTO BHOJHE OXHUIAEMO NpU MpueMe JIUNOPUIBHBIX aMHUHOB, B T.4.
TPUIMKIMYECKUX aHTHICTIPECCAHTOB. B nccienoBaHusX Ha MpUMaTax MpoI0JKUTEILHOCTHIO
no 1 roma ¢ocdomunumo3 He HAOMIOJAICS TPH J103aX, B MIECTh pa3 MPEBBIMIAOIINX
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PEKOMEHIOBaHHBIN TO30BBI MHTEPBAN IS KIMHUYECKOTO IPUMEHCHHS.

KanueporeHHOCTh: B 2-1€eTHHX HCCIIeIOBaHUIX HA MBIIIAX U KPBICAX MaPOKCETUH HE BHI3BIBAI
00pa3oBaHuUs OIyXOJICH.

['€HOTOKCHYHOCTB: B CEpHH TECTOB IN VItro u in VivO He BbIsSBJICHA.

HccenenoBanus pernpoayKTHBHOW TOKCHYHOCTH HAa KPbICAaX MOKA3aJM, YTO IMApOKCETUH BIIUSET
Ha (PEepTHILHOCTH CAMIIOB U CAMOK, CHHMYKasi UHJEKC (PepTUILHOCTH U 4aCTOTy OEpEMEHHOCTH.
VY KpbIC OTMEUaJIaCh MOBBINICHHAS CMEPTHOCTH ITOTOMCTBA U 3aJepKKa OCCH(DUKALUH, YTO
CKopee OBUIO CBSI3aHO C MAaTEPHUHCKONW TOKCHYHOCTBIO, YEM C TMPSMBIM BO3JEHCTBHEM Ha
IUTOJI/HOBOPOXKICHHBIX.

6. ®APMAIEBTUYECKHE CBOMCTBA

6.1 IlepeyeHb BCIOMOTaTeJbLHBIX BEIECTB
Snpo tabierku:

MarHusi cTeapar,

HaTpHs KapOOKCUMETHIIKpaxma (Tum A),
runpomerniosa 2910,

KaJbIus TuapodocdaT Turuapar.

[IneHo4Hast 060I09Ka:
nosmcopoar 80,
makporoi 400,
Makporo:n 6000,

tutana quokeun (E171),
runpomernios3a 2910.

6.2 HecoBmecTuMocCTh
He npumennmo.

6.3  Cpox rogHocTH (CPOK XpaHEeHUs)
5 ner.

6.4  Oco0ble Mepbl NPEAOCTOPOKHOCTH NPH XPAHEHUH
Xpauuth nipu Temmeparype ot +15 °C mo +30 °C.

6.5 XapakTep u coaep:KaHHe MEPBUYHOI YITAKOBKH

10 TabyeToK, HOKPHITHIX MJICHOYHOI 000J104KOH, B Henpo3pauHoM Onucrepe u3 [IBX u
AITIOMUHUEBOU (obru.

3 6auctepa B KapTOHHON KOPOOKE C MPHII0KEHHON HHCTPYKIMEH 0 TPUMEHEHUIO.

6.6 Oco0Oble Mepbl NPeAOCTOPOKHOCTH MNPH YHHYTOKEHUH HMCIOJIb30BAHHOIO
JIEKAPCTBEHHOI'0 MpenapaTa Wi 0TX0/10B, OJy4YeHHBIX 0cJIe IPUMEHEeHHs npenapara,
U IpPyrue MAHUILYJISILMM C MPenapaTomM

Bech ocraBumiicsi IeKapCTBEHHBIN Mpernapar U OTXOJbI CIETyeT YHUYTOXKHUTh B YCTaHOBJIEHHOM
HIOPSTIKE.

7. JAEPXATEJIb PETUCTPAHMUOHHOI'O YAOCTOBEPEHUSA

OAO«I'eneon Puxtep»
1103 r. byganemr, ya. Aémpéun, 19-21, Benrpus
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Tenedon: +36-1-431-4000
DnexTponHsIii aapec: drugsafety@richter.hu

7.1. IlpencraBuTeib AepsKaTesisi perUHCTPAIIMOHHOIO YA0CTOBEPEeHUs
[Iperen3uu noTpeduTenel cieayer HanpaBisaTh MO aJApecy:

Pecnybnuxa Apmenus

IIpencraButensctBo OAO «I'eneon Puxtep» B PecriyOnnke Apmenus
0010 r. Epesan, yi. 3aksHa, 1.2

Tenedon: +374-10-53-00-71

DnexTponHsIii aapec: drugsafety@gedeonrichter.am

8. HOMEP PETHCTPAIIMOHHOI'O YAOCTOBEPEHMUSA

9. JIATA MTEPBUYHOM PETUCTPAIIUM (ITOJATBEPKJIEHUSA
PEITHNCTPALIUU, IIEPEPEI'UCTPALIUN)
Jlara nepBoii peructpanuu:

10. JATA IEPECMOTPA TEKCTA
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