COOTBETCTEYET 3K li_: __ EPTHO H ¥ OTUETY

ot 20.09.2023 Nz 18278

OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHOGFO TIPERAPATA 1002

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA
Tanukcen conmodapm, 50 mMr, TaGJIETKH, MOKPHITHIC INIEHOYHOW 000I0UKOM.

Tanukcen conogapm, 100 mr, TabiIeTKH, MOKPHITHIE IJICHOYHON 000JI0UKOIA.

2. KAYECTBEHHBI 1 KOJIMYECTBEHHBIA COCTAB
JeiicTByroiiee BemecTBo: (hIyBOKCAMUH.

TauukceHd comodapm, 50 Mr, TabaeTKU, HOKPLITHIE IUIEHOYHOU 000JI0UYKOM

Kaxxnas Tabnerka copepxkut: guryBokcamuHa maneat 50 mr.
BcnomoraTenbHoe BelIecTBO, HAMYKE KOTOPOTO HAJAO YUYUTHIBATH B COCTAaBE JIEKAPCTBEHHOIO
npenapara: MaHHUTON — 151,5 mr (cM. pa3aen 4.4).

Tauukcen comodapm, 100 mMr, TaGIETKHU, ITOKPBITHIE [JIEHOYHOU 000JI0UYKOMI

Kaxxnas Tabnerka comepxut: guryBokcamuHa masnear 100 mr.
BcnomoraTenbHoe BeUIECTBO, HAMYKE KOTOPOTO HAJO YUYHTHIBATH B COCTABE JIEKAPCTBEHHOTO
npenapara: MaHHUTON — 303 Mr (cm. pasznaen 4.4).

[TonHbIN TEpevYeHb BCIOMOTATEIBHBIX BEIIECTB MPUBEJIECH B paseie 6.1.

3. JEKAPCTBEHHAS ®OPMA

Ta0neTku, NOKPBIThIE MIIEHOYHOI 000I0YKOM.

TabneTku Kpyrible ABOSKOBBINYKJIBIE C PUCKOM C OJHOM CTOPOHBI, MOKPBITHIE IJIEHOYHON
000J10YKOM O€I0ro MK MOYTH OEJIoro IBETA.

Ta6neTKy MOKHO pa3JACJINTb Ha PAaBHBIC JO3bI.

4. KIMHUYECKHUE JAHHBIE

4.1. Tloka3aHusl K IPUMEHEHHUIO

[Tpenapat Tanukcen conodapM MokazaH K IPUMEHEHUIO Y B3POCIbIX:

- JIETIPECCUM PA3IUYHOIO I'€HE3a;

- 00CecCUBHO-KOMITYJIbCUBHBIE PACCTPONUCTBA.

[Tpenapat Tanukcen conodapm nokazaH K IPUMEHEHUIO Y AeTel crapiie § JeT U MOAPOCTKOB!
- 00CecCUBHO-KOMITYJIbCUBHBIE PACCTPONCTBA.

4.2. Pe:kum 103MPOBAaHNS M CIOCO0 MPUMeEHEHUsI

PexuMm no3upoBanus

lenpeccuu
Pexomennyemast craproBas o3a Juid B3pocibix coctaBisgeT 50 mr mim 100 mr (ogHOKpartHoO,
BeuepoM). Ilocie 3-4 Hexenb OT Hayajna TepanmuM J03a JOJDKHA OBITh MEPECMOTPEHA U

CKOpPPEKTHpOBaHa B COOTBECTCTBHMHM C KIHMHHYCCKHM OINBITOM IPUMCHCHHA IIpliapara.
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PGKOMGHI[yeTCH IIOCTCIICHHOC MOBBIIICHUE 1035

OddexTuBHas cyTouHas 103a, cocTaBistomas oosraHO 100 Mr, moaOupaeTcss HHIUBUAYATHHO B
3aBUCUMOCTH OT peakuuu nanueHta Ha jiedeHue. Cyrounas go3a MoxeT gocturatb 300 wr.
Cyrounsle 7036l cBbiie 150 Mr crnemyer pacnpenensTh Ha 2 wuiau 3 mpuema. [lombop
MUHUMAIbHON  3(QPEKTUBHON  MOANEPKUBAIOLIEH  103bI  JOJKEH  OCYHIECTBIATHCA C
OCTOPOXKHOCTBIO B MUHIUBUAYATIbHOM HOPSIKE.

B cootBercTBHM ¢ o¢unuansHBIMU pekoMeHaanusamu BO3, neueHuwe aHTHAETIpECCaHTAMU
ClIelyeT MpOoJI0JKaTh, IO KpallHel Mepe, B TeueHUE 6 MecsIleB PEMUCCUU TTOCIIE ACTPECCUBHOTO
snu3oAa. s mpoduiaakTHUKU pPEelUIMBOB JENPECCUU PEKOMEHyeTcs nmpuHuMath mo 100 mr
npenaparta TaHUKCEH cojlopapM OJIMH pa3 B I€Hb, €KETHEBHO.

Obceccusno-komnyabcugHuvle paccmpoiicmea (OKP)

Pekomenayemasi crapToBas J03a AJs B3pocibix coctaBiseT 50 mr mpemapata TaHUKceH
conmodapM B JieHb B TeueHue 3-4 qHeil. DddexTrBHAs CyTOUHAS 1032 COCTABISIET, KaK MPaBUJIO,
ot 100 10 300 mr. /1035l citeyeT NOBBIATH TOCTETIEHHO /10 TOCTHKEHUS d3PPEKTUBHON CyTOUHOU
J103bl, KOTOpas He JojbkHa npesbimaTh 300 Mr y B3pocibixX. [Jo3el 10 150 Mr Mo>kHO IpUHUMATH
OJIHOKPAaTHO B CYTKH, kejarenbHO BeuepoM. CyTouHble 103bI cBbIme 150 Mr pekomeHmyeTcs
pacrpenensaTh Ha 2 Wid 3 pueMa.

[Tpu xopolieM TepaneBTUUECKOM OTBETE Ha IperapaT JICYEHHE MOXKET ObITh MPOJOJIKEHO MpPU
MOMOIIN HHIAUBUAYAIbHO MOJ00paHHOM cyTOuHON 103bl. Eciu yimyuiienue He OyieT JOCTUTHYTO
yepe3 10 Hexenb, TO JeueHUe (IIyBOKCAMUHOM CIIEyeT MepecMoTpeTh. Jlo cux mop He ObLIO
OpPraHM30BaHO CUCTEMHBIX HCCIIEOBaHMI, KOTOpbIe MOTTU ObI OTBETUTH HA BOIMPOC O TOM, KaK
JIOJITO MOKET IPOBOAMUTHCA JieueHue (IyBOKCAMHUHOM, OJHAKO 00CECCHBHO-KOMIYJLCUBHBIE
paccTpoiicTBa HOCSAT XPOHMUYECKHUH XapakTep, U MO3TOMY MOXKHO CUMTATh I€JI€CO00pa3HbIM
MpoJUIeHre JiedyeHus GIyBOKCaMUHOM cBepX 10 Heenb y MalueHTOB, XOPOIIO OTBETHUBIINX Ha
ToT mpenapar. [logbop MuHMMambHONH 3()(EKTUBHONW MOAJEPKUBAIOIIEH 103l JIOJIKEH
OCYHIECTBIISITHCS C OCTOPOXKHOCTHIO B MHAMBHAyaIbHOM nopsiake. [leproaudyeckn Heo6X0aUMO
3aHOBO OIICHMBaThb HEOOXOIUMOCTh B JiedeHHH. HekoTopble KIMHHUIMCTHI PEKOMEHIYIOT
MPOBEJCHNE COMYTCTBYIONIEH TMCHUXOTEpanmuu Yy TMAalUeHTOB, XOpPOIIO OTBETHUBIIUX Ha
dapmakorepanuio. JJonrocpounas 3 extuBHOCTS (00see 24 Heaenb) He ObliIa MOATBEPKICHA.
Cunopom ommenvl nocie npeKpaujenus npUMeHeHust Q.y8oKcamuna

HeoOxoaumo n3berats pe3koit oTMeHsb! mpenapara. [Ipu npexpaiiennu geueHus GpayBoOKCaMHUHOM
ClelyeT TOCTENEHHO CHIKATh M03y B TEYCHHEe MHUHMMYM 1-2 Helenb IS CHIDKEHHUS pPHUCKa
cuHapoMa OTMeHbl (cMm. paznensl 4.4 u 4.8). B cinydyae BO3SHUKHOBEHHSI HEMEPEHOCHMBIX
CUMITOMOB I10CJI€ CHI)KEHHUS J03bl UITH MOCJIE OTMEHBI JIEYEHUSI MOKHO PACCMOTPETh BOIPOC O

BO300HOBJICHUH JICUEHUS B paHee peKoMeHA0BaHHOH no3e. [lo3xke Bpau MOXKET BHOBb HAayaTh
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(MOCNEOOBATENBHO

CHH)KEHME JI03bI, OJHAKO 00Jiee MOCTEIIEHHO.

Oco0Bble IPVIIILI TAIUEHTOB

HauueHmbl C NOYEYHOU UNU NeYEHOYHOU He0OCMAamMOYHOCIbIO
JleyeHne ManMEHTOB C MOYCYHOM HIIM IEUYCHOYHOM HEAOCTAaTOYHOCTBIO CIICAYET HAYMHATH C
HHU3KUX 103 110 CTPOTUM BpaLIe6HbIM KOHTPOJIEM.

JleT’ ¥ IOJAPOCTKU

enpeccuu
N3-3a OTCYTCTBUS KIMHUYECKOTO OIbITa (DIIYyBOKCAMHH HE PEKOMEHAYETCS NPUMEHSThH s
JieueHus Ienpeccui y aeteu go 18 ner.

Jlemu cmapwe 8 1em u noopocmku

VY nereit crapuie 8 JIeT U MOAPOCTKOB JaHHBIE TT0 IPUMEHEHHUo B f03¢ 6onee 100 mr nBa pasa B
cyTku Ha mpoTsokeHuu 10 Hexens orpanuueHbl. HavanbHas nmosa ans geted ctapuie 8 JieT U
MOJIPOCTKOB COCTABJISIET 25 MI/CYT Ha OJIMH MPUEM, TPEMOUTUTENBHO nepe cHoM. Jlo3y cremyer
MOBBIIIATH HA 25 MT JI0 JOIMYCTUMON KaKbIe 4-7 qHEH 10 HocTrkeHus d3(H(HEKTHBHON CyTOTHON
n036l. D dexTrBHAS 1032 00BIYHO cocTaBisieT oT 50 1o 200 Mr/cyT, MakcUMaibHas 1032 y AeTel
He noikHa npessimath 200 Mr/cyT. CyTouHble 10361 CBBIIIE 50 M pEKOMEHTyeTCsl paclpeiesaTh
Ha 2 mpHema, MPU TOM, €CIU IMOJYYSHHbIE JBE N03bl HEOJUHAKOBBI, OONBLIYIO 03y CIeAyeT
MIPHUHSITH TIEPE]T CHOM.

Criocob nnpuMeHeHus

Tabnerku ayBokcaMHHa ciieyeT IPUHUMATh BHYTph, HE pa3KeBbIBas, 3anuBast BoJ1oi. TalbneTka

MOXET OBITh pa3jiesieHa Ha JIBE€ paBHbIE YaCTH.

4.3. IIpoTuBONOKA3aHUS

e [UnepuyBCTBUTENBHOCTh K JAECWCTBYIOUIEMY BEIECTBY WM JIIOOOMY U3 BCIOMOTATEIbHBIX
BEILIECTB, IEPEUUCICHHBIX B pasjene 6.1.

e OpaHOBpEMEHHBIH MpUEM C THU3aHUIUMHOM M HHTrHOMTOpaMu MoHoamMHHOKcuaazbl (MAO)
(cm. paznen 4.5).
Jledenue ¢GiryBOKCaMUHOM MOXET OBITh HA4aTo:
- dYepe3 2 HeJleNu Nocie MpeKpalleHus npuemMa Heoopatumoro uuruoutopa MAO,;
- Ha CIEYIOUMH JeHb IMocie MpeKpalleHus npueMa obpatumoro uHruouropa MAO
(HarpuMmep, MOKJIOOEMHU T, JIMHE30JIHT).
[TpoMexyTOK BpeMEeHH MeXIy MpeKpalleHueM npueMa (pryBoKCaMHHA M HAdajJoM Tepanuu
JT00bIM UHTHOUTOPOM MAO [1071KE€H COCTaBIIATh, KAK MUHUMYM | HeZeto.

e OpnHOBpEeMEHHBIN IPUEM C MpenapaTaMyu NUMO3U U paMeNTeoH (cM. pazzen 4.5).

e Bospact 1o 18 net npu geueHuu Jenpeccuu pa3InyHoro reHe3a; Bo3pacT A0 § JIET IPH JICUEHUN

00CeCCUBHO-KOMITYJIbCUBHBIX PACCTPOUCTB.
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4.4. OcoOble yka3aHHus 1 MepPbl NPeI0CTOPOK

CVI/II_[I/II[/ CYHIIUJAJIBHBIC MBICJIW MJIN KIIMHUYCCKOC YVXYAIICHUEC COCTOAHUA

Henpeccusi cBs3aHa C TMOBBIIICHHBIM PUCKOM CYULUJAIBHBIX MBICICH, CaMOMOBPEKICHUN U
MOMBITOK Cyunuaa (CyHUUJAIbHOE MOBEACHHE). DTOT PUCK COXPAHAETCA IO 3HAYUTEIbHOTO
yIIyqIlIeHUs COCTOSIHUSA. Tak Kak yiydiiieHue MOKeT He HACTYINUTh B TEUEHUE MEPBBIX HECKOJIBKUX
HEJeINb JICYCHUS WU JIOJBIIE, MAIIMEHTHI JOJDKHBI HAXOAUTHCS TO]] TIIATEIHbHBIM HA0JI0ICHUEM
JI0 TIOSIBJIGHUSI TAKOro YJydllleHHs. B KIMHUYECKOM MpPaKTUKE PHUCK CYUILHJIA MOXKET
YBEJIMYUBATHCS HA PAHHUX CTaJAMIX BBI3JJOPOBIICHUS.

Jpyrue ncuxuyeckue paccTpoicTBa, AJs JIEYEHUS] KOTOPBIX Ha3HAUYalOT (IyBOKCAMUH, TaK¥Ke
MOTYT OBITH CBSI3aHBI C IOBBINICHHBIM PHCKOM CYHIHIATBHBIX JeicTBUi. Kpome Toro, stu
COCTOSIHHSI MOTYT COITyTCTBOBAaTh Jenpeccuu. [103ToMy mamueHTsl ¢ IPYyruMU MCUXUYECKUMU
paccTpoiicTBaMU JOJKHBI HAXOAUTHCA MO/ TIIATEIHHBIM HAOIIOICHUEM.

W3BecTHO, YTO MAlMEHTHl C CYMIUAAIBHBIM TMOBEACHHEM B aHAMHE3e WIM B 3HAYUTEIBHOMN
CTEINEHU NPOSBIISIIONINE CYUIIUIATFHOE MBIIUICHUE TIEpPe/l HAYaJIoM JICYCHUS UMEIOT OOJIbIINN
PHUCK CYUIIUATBHBIX MBICIICH WIIH CYUITUAAIBHBIX MOIBITOK, U JOJKHBI TIIATEIIBHO HAOIIOAATHCS
BO BpeMs JICUCHHUS.

TmarenbHoe HaOMIOAEHHE 32 MAlMEHTaMH, OCOOCHHO HMEIOLIUMHU BBICOKHI PHCK, IOHKHO
COTIPOBOXIATh JIEKAPCTBEHHYIO TEPANNIO, OCOOEHHO Ha PAaHHUX €€ CTAJIUIX U TOoCIe U3MEHEHUN
JTO3BI.

HeoOxomumo mpeaynpenuTh NAlMEeHTOB (M JHI[, OCYIIECTBISIONMIMX YXOJ 3a HUMH) O
HEOOXOJUMOCTH OTCIEKHUBATh IF000€ KIMHUYECKOE YXYAIIEHUE COCTOSHHUS, CYHIHIATbHOE
MOBEJICHUE WM CYULUJATHHBIE MBICIH, HEOOBIUHBIE W3MEHEHHUS TOBEJCHHS U HEMEIJICHHO
oOparaThCs 32 KOHCYJIbTAIlMEN K CICIHAIUCTY TIPH MOSBJICHUH TAKUX CUMIITOMOB.

Bspocasle (oT 18 mo 24 jner)

Merta-ananu3 miaane0o-KOHTPOIUPYEMbIX KIMHUYECKUX HCCIEI0BAaHUM aHTUICTIPECCAHTOB Y
B3pOCIJIBIX TMAlIMEHTOB C TMCUXMYECKHMHU pACCTPOICTBAMHM BBISIBUJI TOBBIIIEHHBIH PHUCK
CYMLIMJIATBHOTO TOBEACHUS MpPU MpPHUEME AaHTUICNPECCAHTOB I10 CPaBHEHHMIO C Iutanebo y
NAlUEHTOB MOJIOXKE 25 JIeT.

[Toxkuiiple MaIEHThI

HaHHBIe, IMOJIYUYCHHBIC IIpU JICHCHUW IMMAlMCHTOB IIOXHWJIOr0 BO3pacTta Hu Oounee MOJIOABIX
MNanucHTOB, CBUACTCIILCTBYIOT 00 OTCYTCTBHUH KIMHUYCCKN 3HAYUMBIX pasnmmﬁ MCXKOY OOBIYHO
MPUMCHABIIUMUCA Y HUX CYTOUYHBIMU JJO3aMH. Tem He MCHCC, IMOBBIIICHHUC 03 IIpcllapaTra y
MOXUJIBIX MAIIUCHTOB JOJIZKHO BCCrla IMPOBOAUTHCA MCAJICHHCC U C OCTOPOKHOCTLIO.

AKaTH3UA/TICHXOMOTOPHOE BO30OYKICHHE

Pa3BuTtne akaTtu3uu, CBS3aHHON C mpueMoM (IIyBOKCaMHHA, XapaKTepHU3yeTcs CyObEeKTHBHO
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HECIIOCOOHOCTBIO CHUACTH WIIM CTOATH CIIOKOMHO. Pa3BUTHE TAKOTO COCTOSHUS HanOoJee BCPOATHO
B TCUCHHUC IMCPBLIX HCCKOJIBKUX HCACIIb JICHCHUA. VBenuueHue 0351 npenapara y nmaippuceHTOB C
TaKUMHU CUMIITOMaMH MOXKET YXYAIIHUTH UX COCTOSHHUC.

IloyeyHas ¥ IeYeHOYHAsS HEIOCTATOYHOCTD

JleueHnue ManucHTOB, CTpAaAdaroIInuX IICYCHOYHOM MM IIOYCUHOMH HEAOCTATOYHOCTBIO, CJICAYCT
HAQYUHATh C HU3KHUX 103, U TAKHC NAOWCHTHI NOJDKHBI HAXOJAUTHLCA IMOJ CTPOrMM Bpa‘-ICGHbIM
KOHTPOJICM. B PEAKUX CliydasdaX JICUCHHUC (bJ'IYBOKcaMI/IHOM MOXKET MPHUBOJUTH K ITOBBIIICHUIO
AKTHUBHOCTH IICYCHOYHBIX (bepMeHTOB, qamie BCEro COIPOBOXAAOIMIEMYCSA COOTBETCTBYHOIMMU
KIIMHUYCCKUMHU CUMIITOMAaMH, U B TAKUX CIy4dasaX Iperapar A0JIKCH OBITH OTMCHECH.

PaccTpoiicTBa HEPBHOM CHUCTEMBI

XOTs B HUCCIENOBAaHMSIX HAa JKUBOTHBIX HE OBUIO BBISIBJICHO IPOKOHBYJIHCUBHBIX CBOWCTB
¢dryBOKCaMuHa, HEOOXOAMMO MPOSBISATH OCTOPOKHOCTH IPU Ha3HAYEHUH Mpenapara nanueHTam
¢ cymoporamu B aHamHe3de. Criemyer m30eraTh HazHa4deHHs (UIYBOKCAMHUHA Yy TAIIMEHTOB C
HECTaOMIILHOM SIUJIEIICHEN, a MAallMEHThl CO CTAOMIBHOM SIHUIEIICUEN JOIKHBI HAXOIUTHCS O
CTPOTUM KOHTpoJIeM. JledeHue mpenaparoM JIOJDKHO OBITh MPEKPAIICHO, €CIIM BO3HUKAIOT
SMUJIENTUYECKUE TPUCTYIIBI UM UX YAaCTOTA YBEIUYUBACTCS.

Onucanpl peaKkue ciaydad Pa3BUTHUSI CEPOTOHUHOBOTO CHHAPOMA WJIM COCTOSIHUS, TMOJ0O0HOTO
3JI0KQY€CTBEHHOMY HEHPOJENTHYECKOMY CHUHIIPOMY, KOTOPBIE MOTYT OBITh CBSI3aHBI C PUEMOM
dbyBOoKcaMuHa, OCOOEHHO B KOMOHMHAIIMM C JPYTMMH CEPOTOHHHEPTUYECKHUMH  W/WIH
HEUPOJIENITUYECKUMH JIEKAPCTBEHHBIMH CpPEACTBAMU. OTH CHHJIPOMBI MOTYT HIPHUBECTH K
MOTEHIIMAJIBHO OMAaCHbIM JUIS JKM3HH COCTOSHMSIM, MPOSBISIIOIIUMCS THIEPTEPMUEH,
PUTHUIHOCTBIO MBI, MHOKIOHYCOM, JAOMJIHHOCTbIO aBTOHOMHOW HEPBHOW CHUCTEMBI C
BO3MOXXHBIMH OBICTPHIMH H3MEHEHUSMH JKU3HEHHO BaXXHBIX MapaMeTpoB, HW3MEHEHUSIMHU
IICUXUYECKOTO CTaTyca, BKIIOYAas CIYTAHHOCTb CO3HAHMSA, pa3ApakKUTEIbHOCTh, KpanhHee
BO30YXKICHHE, JOXO/SIIEE 10 NSTUPHUS WU KOMBI — B TAKUX CIIy4asx Je4eHue (HIyBOKCAMHUHOM
JIOJDKHO OBITH TIPEKPAIICHO U HAYaTO COOTBETCTBYIOIIEE CUMIITOMATHYECKOE JICUCHHE.

PaccrpoiicTBa MeTa00aI13Ma U MUTAHUS

Kak u mpu nmpuMeHeHHH APYTUX CENEKTUBHBIX WHTHOMTOPOB OOpAaTHOTO 3axBaTa CEpOTOHWHA
(CHUO3C), B peaxux cirydasx BO3MOXKHO IMOSIBIICHUE TUTTOHATPUEMHH, 00OPaTUMOMN MTOCIIE OTMEHBI
dbayBokcamuHa. HekoTopble ciaydan OBUIM BBI3BaHBI CHHIPOMOM HEAJCKBATHOW CEKPEIUU
AHTUINYPETUYECKOTO TOPMOHA. B OCHOBHOM 3TH CiTy4an HaOJIIOAaTUCh Y TIOKUIIBIX MAIMEHTOB.

MoseTr ObITh HApyIIEH KOHTPOJbh HAJl YPOBHEM TJIIOKO3BI B KPOBH (TO €CTh THIEPTIIMKEMUS,
TUIOTJIMKEMHUS], HapYLIEHHE TOJIEPAHTHOCTH K TJIIOK03€), 0COOEHHO Ha PAHHUX CTAIUSAX JICUCHHUS.

B ciyuyae HasHaueHust ¢iyBOKcaMuHa TAll€HTaM C CaxapHbIM IHa0ETOM B aHaAMHE3€ MOXKET
S)
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Haubonee wacto HaOmOZaeMbIM CHMIITOMOM, CBSI3aHHBIM C HpHUMEHEHHEM (pIyBOKCaMHHA,
SIBIISICTCS TOIIHOTA, HHOTJIa COMTPOBOKIAIOIIASCS PBOTOM. DTOT M0O0UHBIH (P eKT, Kak mpaBuiIo,
UCYe3aeT B TEUCHHE MEPBBIX JIBYX HEJEIb JICUCHUSI.

Hapynienne co cTOpOHEI OpraHa 3peHUs

Coo0mranocs o cirydasx pa3Butus muapuasa npu npumeHerann CUO3C, Takux kak (1yBOKCaMUH.
[TosTOMy manueHTaMm ¢ MOBBIIIEHHBIM BHYTPHUIJIA3HBIM JIaBJICHUEM WM MAalUEHTaM TPYIIIbI
MOBBILIICHHOT'O PUCKAa OCTPOIl 3aKPHITOYTOJIBHON TTIayKOMbI (DIIyBOKCAMUH CIIEAyeT Ha3HAuaTh C
OCTOPOKHOCTBIO.

['emMaTonornyeckue HapyIeHus

HmeroTes cooOmeH s O TAKUX BHYTPUKOXKHBIX KPOBOM3IHUSHHSX, KaK AKXMMO3BI U MypHypa, a
TaKkKe O JPYruX TIeMOpparMyecKuxX MPOSIBICHUSAX (HAIpUMeEp, JKEeNIyJA04YHO-KHILIEYHOEe
KPOBOTEUYCHHE WJIM TMHEKOJIOIHMYEeCKOEe/TIOCIePOI0BOE KPOBOTEUCHUE), HAONIOAABIIUXCS IPH
npumeHeann CHO3C. Heo0XxomumMo TpOSIBIATE OCTOPOXHOCTh IPH HA3HAYEHUH ITUX
JIEKaPCTBEHHBIX CPEJACTB Yy MOXKUJIBIX MAllMEHTOB U NAIlMEHTOB, OJHOBPEMEHHO MOJIYYarolIuX
npenapatsl, JeMcTByrolMe Ha TpoMmMOomMTapHyr (yHKIHIO (HampuMep, AaTUIHYHBIE
AQHTUIICUXOTHYECKHE CpeACTBAa U (PEHOTHA3MHbI, MHOTUE TPULUKIMYECKUE AHTHJICIPECCAHTHI,
AlETWICATUIMIOBYIO KHUCJIOTY, HECTEpOUJHbIE IPOTHUBOBOCHAIUTEIbHBIE JIEKAPCTBEHHbIE
npenaparsl), WIM IpernapaThl, YBEIMYMBAIOIIME PUCK pPa3BUTHA KPOBOTEUYEHUH, a TaKke y
NAalMEeHTOB C KPOBOTCUCHHUSIMU B aHAMHE3€ WMJIM CKJIOHHBIX K KPOBOTEUYEHHSM (Hampumep, c
TpoMOonuToneHueil uaum HapyueHueM koaryiasuuu). CHO3C Moryr yBeNIWYHMTh pPHCK
MOCJIEPOIOBOTO KPOBOTEUEHUS (CM. paznensl 4.6 u 4.8).

PaccrpoiicTBa cepiedyHoN NesITeIbHOCTH

BbU10 0TMEUeHO yBennueHue prcka yaiuHenus uarepsana QT Ha snexrpokapanorpamme (OKI')
U PpHUCKA pa3BUTUSA NAPOKCU3MAIBHOM JKEIyAOUKOBOW TaxWKapIuu THIIA «IIHPY3IT» IpU
KOMOMHHMpPOBaHHOW Tepanuu (IyBOKCaMHHA C TeppeHaguHOM WM AacTeMHU30JI0M, WIH
LU3AMPUIOM, B CBS3M C HapacTaHWEM KOHIIEHTpAaIMM MOCJIEeIHUX B IazMe KposH. [losTomy
(ryBOKCAaMUH HE ClIeyeT Ha3Ha4aTh BMECTE C TUMH IperapaTaMH.

@I1yBOKCAMUH MOXET BBI3bIBATh HE3HAUUTEIBHOE CHI)KEHHE YacTOThI CEPIECUYHBIX COKpAIEHUN
(Ha 2-6 ynapoB B MUHYTY).

DnexrpocyiaopoxHad tepanus (DCT)

OnbIT KIMHUYECKOTo npuMeHeHHs (iayBokcamuHa Ha ¢gone DCT orpaHudeH, MOITOMY Takas
Tepanust J0J’Ha IPOBOIUTHCS C OCTOPOKHOCTHIO.

CHHIPOM OTMEHEI

[Ipu mpekpameHuu npuema (GayBOKCaMHHA BO3MOXKHO pPa3BUTHE CHUHApPOMAa OTMEHBI, XOTS
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Ce® Biisaum

Y OTUETY

AMEIOLIMECST JaHHbIE JOKJIMHUYECKHX U KHHHHd&'I;'I/:I;c_I EQ&%E&BEMC

BO3HUKHOBCHHUS 3aBUCUMOCTU OT JiedeHHs (ayBokcamMuHOM. Hambosee d9acTble CHMIITOMBI,
OTMEUEHHBIC B CIy4ae OTMEHBI IperapaTta: TOJOBOKPYKEHUE, HAPYIICHUS YyBCTBUTEIHHOCTH
(BKJIFOUAs TTApECTEe3UH, 3PUTEIHLHOE PACCTPOMCTBO M OIMYIICHHE yIapa TOKOM), HapyIICHUS CHA
(BKJIFOUAsi OECCOHHUILY U SIPKUE CHOBUJICHHUS), BO3OYKICHUE, PA3IPAKUTEIHLHOCTD, CITyTAHHOCTh
CO3HAHMS, SMOIMOHAIbHAS JIAOWJIBHOCTh, TOJIOBHAas OO0Jb, TOIIHOTA W/WIW PBOTA, AHWApes,
MOTJIMBOCTb, OLLYIICHUE CePALICONEHNs, TPEMOP U TpeBora (cM. pazjaen 4.8).

BOJIBIIMHCTBO 3TUX CHMIITOMOB HWMEIOT CJIa00 WM YMEPEHHO BBIPAXCHHBIH XapakTtep u
KYIHPYIOTCS CaMOCTOSITENIFHO, OHAKO Y HEKOTOPBIX MAI[HEHTOB OHH MOTYT OBITh TSKEIBIMHU
W/WH JUTATETBHBIMUA. [10100HBIE CHMIITOMBI OOBIYHO BO3HHUKAIOT B TCUCHHE MTEPBBIX HECKOJIBKHIX
JTHEH Tociie mpekpaieHus JiedeHus. [1o 3Toil mpuurHe PEeKOMEHJIOBAHO MOCTEIIEHHO CHUXXATh
o3y (IIyBOKCAMUHA TME€pe]] IOJHOM OTMEHOW B COOTBETCTBHM C COCTOSIHUEM IallUCHTa
(cm. paznen 4.2).

Manus/runomanus

@DryBOKCaMUH CJEIYET C OCTOPOKHOCTHIO IMPUMEHSTH y MAIlMEHTOB C MaHUEH/TMIIOMaHUEH B
anamHese. [Ipu pa3BuTHM y manmeHTa MaHUWAKaJIBLHON (as3bl ClieAyeT MPEeKPaTUTh MPUMEHEHUE
¢dyBOKCaMUHa.

CekcvanipHas quchVHKIAS

CHO3C MoryT BbI3bIBaTb CHUMITOMBI CEKCyalbHOW IUCPYHKIMH (cM. pasnen 4.8). beuin
HOJy4YeHbl COOOIIEHUSI O MPOJODKUTENIBHOW CEeKCyalbHON IUC(YHKIMHM, CUMITOMBI KOTOPOM
COXPAaHsUINCh HECMOTPsI Ha npekpaenue npuema CHO3C.

BcrnoMmorarensHble BellecTBa

[Ipennapatr TaHukceH cosogapM COIEPKUT MAHHUTOJ, KOTOPBIM MOXET OKa3bIBaTh cllaboe
ciaburtenbHOe JeiicTBHE.

[Tpenapat Tanukcen comodapm conepxuT MeHee yeM | MMonb Hatpus (23 Mr) B Talnerke, TO
€CTh IIPAKTUYECKH HE COACPIKUT HATPHSL.

eTH

@yBOKCAaMUH HE JOJDKEH INPUMEHATHCS Ui JICYEHHs JeTell M MOApPOCTKOB 10 18 ier 3a
UCKJIIOUEHHEM MAIMeHTOB ¢ 00CEeCCHBHO-KOMITYJIbCUBHBIM paccTpoiicTBoM. M3-3a HemocTaTka
KJIIMHUYECKOI0 ONbITa (DIyBOKCAMUH HE CIIEIyeT MPUMEHSTH AJIsl JIeUeHus Jenpeccuu y neteil. B
KJIINHAYECKUX HCCIENOBAaHUAX, IPOBEICHHBIX CpEeau JETEd W IOAPOCTKOB, CYHMUUIAIBHO-
00yCJIOBJIEHHOE TOBEJCHHE (CYHWIUAATIbHBIE MOMBITKM M MBICIN) U BpakIeOHOCTh (TJIaBHBIM
o0pa3oM arpeccusi, ONIO3ULIMOHHOE IOBEIEHHE W THEB) HAOMIONAIMCH Yalle y MalueHTOB,
NOJYYaBIIMX AHTUAEIPECCAHT, 10 CPAaBHEHMIO C MOMTy4aBIIMMHU mianebo. Eciu Ha ocHOBaHUUM

KIMHUYECKOM l'IOTpe6HOCTI/I pEe€ICHUE O JICUCHHUH IIPUHATO, 3a HIAIUCHTOM IOJIXKHO OBITh
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Kpome Toro, monrocpouHbie AaHHBIE O OE30MACHOCTH ISl JETEH W MOAPOCTKOB, KACAIOUIHECs
pOCTa, CO3p€BaHI/I$I, KOTHUTHUBHOT'O U ITOBCACHYCCKOT'O pa331/1T1/1;1, OTCYTCTByIOT.

4.5. B3anMojeiicTBHe C JAPYrHMHM JIeKAPCTBEHHbIMH TMpenapaTaMyd W JApPyrue BHJbI
B3aHNMOJAEeHCTBUSA

Nuruduropet MAO

@DryBOKCaMUH HEJb3sI IPUMEHSTH B cOUeTaHUU ¢ HHruouropamu MAQO, BKIIrOUast THHE30IH I, U3~
3a pHCKa pa3BUTHs CEPOTOHMHOBOTO CHHIpoMa (cM. pazzen 4.3).

Bansane (bJ'IVBOKcaMI/IHa Ha OKHCJIMTEIIHLHBIM IIPOLIECC JIPYTHX IIPEnapaToB

@1yBOKCAaMUH MOXKET MHTHOMPOBaTH META0OJIM3M IMPENnaparoB, KOTOPbIE METabOIM3UPYIOTCS
ornpeneneHHbIMU H30ohepmenTamu ruToxpoma P450. B uccnenoBanusx in Vitro u in vivo mokaszax
MOIIHBIN UHTHOUpYOmUK 3P dekT drayBokcamMmruHa Ha uzodepmeHTsl 1uTOoXpoma P450 1A2 u
P450 2C19 u B menbiied creneHu Ha uzodepmeHTsl 1uToxpoma P450 2C9, P450 2D6 u
P450 3A4.

[IpenapaTsl, KOTOpBIE B 3HAYUTEIHHONH Mepe METaOOIU3UPYIOTCS ITUMHU M30(pepMEHTaMH, TpU
OJIHOBPEMEHHOM TNPUMEHEHUU C (IYBOKCAMUHOM MOTYT HUMETh OOJbIINE KOHIEHTpPALUU
JEHCTBYIOIIErO BEIIECTBA B IJIa3Me KPOBU WUJIM B CIy4yae MpPOJIEKapCTB, TAKUX Kak, HampuMmep,
KJIOMUJIOTPEJ, — MEHbIIINE KOHLIEHTPALlUU aKTUBHOro Mertabonurta. Takue mpemapaTsl clemyer
Ha3HayaThb B MUHUMAJbHOW J103€ WJIM CHHU3UTH /103y JO MHUHHUMAJIbHOW NPU OJHOBPEMEHHOM
OpUMeHeHun ¢  QuiyBokcaMuHOM. TpeOyercs TmiaTenbHOe HaOMIOAEHUE IJIa3MEHHBIX
KOHIIEHTpalui, 3 PeKToB UIN MOOOYHBIX IEUCTBUH, a TAK)Ke KOPPEKIIUS JO3bI ITUX MpEnapaToB
MpU HEOOXOJIUMOCTH. ITO OCOOCHHO 3HAUYUMO IS TMpEenaparoB, KOTOPbIE HMEIOT Y3KUU
TEpaNeBTUYECKUN UHJICKC.

Pamenreon

[Tpu npueme payBokcamuHa /iBa pa3a B ieHb o 100 Mr B Teduenue 3 gHel nepea 0JJHOBPEMEHHBIM
OJIHOKpaTHBIM IPUMEHEHUEM TIpernapara pamenTeoH B 103e 16 mr 3Hauenue AUC (ruromaas nos
KPUBOI «KOHIEHTpalUs-BpeMs») AJisl paMeNTeOHa yBeIUYMIOoch npulian3utensHo B 190 pas, a
3HaueHue Cmax (MakcHMaibHas KOHIIGHTPAIMS) YBETUYHIOCH MpHOIU3UTENbHO B 70 pa3 mo
CPaBHEHHIO C STUMHU MapaMeTpaMu IpU Ha3HAYEHUH OJHOTO PaMeNTEOHa.

HDeHaDaTI)I C Y3KUM TECPANICBTUYCCKUM HHACKCOM

[TateHTHI, OTHOBPEMEHHO TMpPHHUMAIONIME (IYBOKCAMHH W  Tpemaparsl ¢ y3KUM
TEpaneBTUUECKUM MHJIEKCOM, IO/IBEpPraronmecs MeTaboinu3My OJHUM WM HECKOJIbKUMHU
n30(pepMEHTaMHU IUTOXPOMA, HHTUOUPYIOMMMHU (ITyBOKCAMUH (TaKue Kak TaKpUH, TEO(QUILIINH,
METa/I0H, MEKCHJICTHH, ()eHUTOMH, KapObaMa3enuH M IUKJIOCHOPHH), TODKHBI HAXOJUTHCS MO

THIATENBHBIM HaOmoAcHUeM. [Ipu HE0OXOAMMOCTH PEKOMEHAYETCS KOPPEKIHUS T03bl ATHX
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npernaparosB.

YuuteiBas y3KUH TEpaneBTUYCCKUN HWHACKC MUMO3UAA M €ro HM3BECTHYIO CIIOCOOHOCTH K
yanuHeHuto uHTepBana QT, coBMecTHOe TpUMEHEHHWE TUMO3Waa W (IyBOKCaMUHA
MIPOTHUBOIIOKa3aHo (cM. pasnen 4.3).

TpunukInyecKnue aHTHACIPECCAHTHI M HEHPOJICTHKH

[Tpu oTHOBpEMEHHOM MPUMEHEHUU (IIyBOKCAMUHA HAOIIOIAIOCH MOBBIICHNE KOHIIEHTPAIUU B
JIa3Me KPOBU TPUIMKIMYECKUX AHTHUJICTIPECCAHTOB (HANpPUMEp, KIOMHUIIPAMHUH, UMHUIIPAMUH,
AMUTPUIITUINH) U HEHPOJIENTUKOB (HAIpUMep, KII03aliH, OJaH3aliH, KBETHANNH), KOTOpbIE B
3HAYUTEILHON CTEIEHH METa0oJM3upyroTCs n3odepmentoM mutoxpoma P450 1A2. B cBs3u ¢
9THM, €CJIM Ha4aTo JieueHre (PIIyBOKCAMUHOM, JTOJKHO OBITh PACCMOTPEHO CHIKEHHUE 03Bl ITHX
[IpenapaToB.

benzoana3enuHbl

HpI/I OIHOBPECMCHHOM IIPUMCHCHHU C (bHyBOKCEIMI/IHOM 6CH30,I[I/Ia3eHI/IHOB, MMOABCPIrarOmnuXxcCsa
OKHCJIHUTCIBHOMY MeTa6OHI/I3My, TaKUX KaK TpHa3ojaM, MHUAAa30JiaM, ajlpas’ojlaM H JuascCliaM,
BO3MOJXHO IOBBINICHUC HMX KOHLCHTpAllMKU B INJIa3Me€. I[OBy 9THUX 6CH3OIII/Ia3€HI/IHOB CIICaycCT
YMCHBIINUTDL HA BpEMS IIpUCMa q)HYBOKcaMI/IHa.

Cryyau TOBBIICHUS TIA3MEHHOM KOHIIEHTPAIlUH

[Ipy oAHOBpEMEHHOM MpPUMEHEHUH (IyBOKCAMMHA W POIMMHUPOIA MOXKET MOBBIIIATHCS
KOHICHTpausg poIvuHUpOJIa B IIJIa3M€, TaKHUM O6p330M YBCIIUWUMBAsA PUCK Pa3BUTUA
nepeo3UPOBKU. B Takux cityyasx peKOMeHAyeTcs KOHTPOJIb KOHLIEHTPALMK POITMHUPOJIA HITH, B
cilydyae HEOOXOJTUMOCTH, CHIDKEHHE €ero J103bl Ha MepHoA JieueHHUs (IyBOKCAaMHHOM U TOCIHE
MMpEKpalmcHuA €ro NpuMCHCHUA.

[lpu  B3ammopeWcTBUM  (UIyBOKCAMHHA C  IPOMPAHOJOJIOM  OTMEYAJOCh  TTOBBIIICHHE
KOHIIEHTpaLUil IPONpaHo0a B IJ1a3Me. B ¢Bs3M ¢ 3TUM MOXXHO PEKOMEH/I0BaTh CHUKEHHE J103bI
IPONPAHOJIOia B CIIy4yae OAHOBPEMEHHOTO IPUMEHEHUS C (DITyBOKCAMHHOM.

[Ipu npumeHenun (ayBOoKCaMMHAa B KOMOHMHaIMM € BappapuHOM HaOII0AallOCh 3HAYUMOE
MOBBILICHHE KOHILIEHTpalui BapdapuHa B IJIa3Me€ KPOBH M YUIMHEHHE MNPOTPOMOMHOBOTO
BpPEMEHH.

Ciyyau yBEIWYEHUS YacTOThl MO00UYHBIX 3 dEKTOB

Coo0majioch 0 €IWHUYHBIX CIydasx KapJAHOTOKCHYHOCTH IMPU OJHOBPEMEHHOM MPHUMEHECHUHU
(bIyBOKCAaMWHA U THOPUJIA3HHA.

Bo Bpemst mprema ¢h1yBokcaMrHa KOHIIEHTpaIus KoernHa B MIa3Me MOXKET MOBBIIIATHCS. Takum
o0pa3oM, TaIUEHThl, KOTOPhIE MOTPEOSIOT OONBIIOE KOJIMYECTBO HAMUTKOB, COJCPIKAIIUX
Ko(pewH, IOJDKHBI CHU3WTh WX TNOTpeOleHHMEe Ha TMepuoj mnpueMa (IyBOKCaMHHA, €CIIH

HaOmogaroTcs  HeOmaronpusTHeie dA(QekThl KodenHa, Takhe KaKk TpeMop, OINIYIIEeHUE
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cepaneOueHusi, TONTHOTa, OECIIOKOMCTBO, 0€CCOHHUIIA.

H3odepment nuroxpoma P450 3A4

Tepdenamun, acremMuson, IU3aNpHUI, CHIACHAPWI: TPH KOMOWHUPOBAHHOW TEpamuud C
¢b1yBOKCAaMUHOM KOHIIEHTpaluu TepdeHaauHa, acTeMu30ia WM Lu3anpuia B IJI1a3Me KPOBU
MOT'YT HapacTaTh, yBeJIUunBas puck yanuuenus uatepsaia QT na OKI' u puck napokcuzMaibHOM
KEITYA0UKOBOW TaXUKAPAUM THIA «IUPYIT». [losTomMy (prryBokcamMuH HE JOHKEH Ha3HAYATHCS
BMECTE C 3TUMHU IpenapaTamu.

[ 1roKypoHHpOBaHHE

(DJIYBOKcaMI/IH HC OKAa3bIBACT BJIMAHHNA Ha KOHICHTPAIWIO IUTI'OKCHHA B IIa3M€.

IToyeyHas SKCKpenus

q)JIYBOKcaMI/IH HC OKa3bIBACT BJIMAHHWA HAa KOHICHTPAIWIO aTCHOJIOJIA B IIa3MC.

dapMakoJHHAMHYSCKHE B3aUMOACHCTBUS

B ciiydae ogHOBpeMeHHOTO puMeHeHHs (hIyBOKCaMUHA C CEPOTOHMHEPTHUECKUMU MpenapaTaMu
(TakMMH Kak TPHUNTaHBL, Tpamanoi, OympeHopduH, OynpeHopdun/Hanokcon, CHUO3C u
npenapaThl 3Bepo00s MPOABIPSBICHHOTO) MOTYT YCUJIMBATHCS CEPOTOHHHEPrUYecKre 3PQeKTsl
¢di1yBOKCaMuHa, KOTOpPbIE MOTYT MPHUBECTH K MOBBIIICHUIO PUCKA PA3BUTUS CEPOTOHUHOBOTO
CHH/POMA, MOTEHIIMAILHO OMACHOTO JIJIS )KM3HHU COCTOSIHUSA (cM. pasnen 4.4).

@iyBOKCAaMUH TNPUMEHSUICS B KOMOMHAIMM C TpernaparaMy JUTUS Ui JIEYEHHUS TSDKEIIbIX
NAlMEHTOB, IJIOXO OTBevarolmx Ha ¢apmakorepanuto. CreayeT OTMETHTb, YTO JHUTUH (H,
BO3MOXHO, TakXe TpUNTo(aH) YCWIMBAET CepOTOHMHepruyeckue >(PQexTsl mpenapara, U
MO3TOMY TaKOro poAa KOMOMHUpOBaHHas (apMmakoTepanusi JOJDKHA MPOBOJUTHCA C
OCTOPOKHOCTBIO.

[Ipy OgHOBpEMEHHOM MPUMEHEHHM HENPSAMBIX AHTHKOAryJsHTOB U (IyBOKCaMHHA MOKET
YBEJIMUUTBCS PUCK pa3BUTHA remopparuil. Takue mNanueHTsl AODKHBI HAXOAWUTBCA IIOJ
HaOJIr0IeHueM Bpaya.

Kak u npu npumMeHeHnn Ipyrux NCUXOTPOMHBIX IPENapaToB, BO BpeMs JieueHUs (pIIyBOKCAMHUHOM
nanueHTaM HeoO0X0IMMO BO3JIEPKUBATHCS OT YHOTPEOIEHHUS aIKOTOJIsl.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTh U JIAKTALUS

bepemeHnHoCTH

ONUAEMHOIOTUYECKHE JaHHbBIE TAI0T OCHOBaHUA MPEANO0IOKUTh, 4To mpuMenenne CHO3C npu
OepeMeHHOCTH, B OCOOCHHOCTH Ha MOCIEAHUX Mecsiax 0epeMEeHHOCTH, MOXKET MOBBICUTh PUCK
nepcuctupytomeit serouHoi runepreHzun (IUJI)) nHoBopokmeHHBIX. MMeromiuecss JaHHBIE
nokassiBaioT, uto [1JII" Bo3HMKaeT mpubim3utenbHo B 5 ciyyasx Ha 1000 poxxaenuit (B oTiimune
oT 1-2 cinyuyaeB Ha 1000 poxnenuii, eciu math He npumenssia CMO3C Ha mociaegHux cpokax

OEpEMEHHOCTH).
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He pekoMeHmyeTcss IpUMeHeHHe (IyBOKCAMHHA BO Bﬂgi;f;%g&g{é%g@ﬂh@; Gl ene

Cly4aeB, KOTJa KJIMHUYECKOE COCTOSHUE KCHINWHBI YKAa3bIBA€T HA HEOOXOIUMOCTH €ro
MIPUMCHCHHUS.

bbutn onricaHbl OTAENBHBIE CIIy4al CUHAPOMA OTMEHBI Y HOBOPOKJICHHBIX I1OCIJIE UCTIOIB30BaHUS
(byBOKCaMHHA B KOHIIE O€PEMEHHOCTH.

Y HEKOTOPBIX HOBOPOKIeHHBIX Toctie Bo3aeiicTeus CMO3C B TpeTheM TpuMecTpe OepeMEeHHOCTH
BO3HUKAJIU 3aTPyTHCHUSI KOPMIJICHHSI /WM ABIXaHUS, CYJOPOKHBIC PACCTPONCTBA, HECTAOMIIbHAS
TeMIeparypa Tejla, THUIOINIMKEMHs, TPEMOp, HAPYLIEHUS MBIIIEYHOIO TOHYCA, CHHIPOM
MOBBIIICHHOW HEPBHO-PE(IIEKTOPHON BO30YIHMMOCTH, LUAHO3, Pa3/IPaKUTEIbHOCTD, JIETAPTUs,
COHJIMBOCTb, PBOTA, TPYJHOCTH C 3aCHIIAHUEM M HEMPEPBIBHBIN IJIay, YTO MOIJIO MOTPeOOBaThH
0oJiee MPOIOJIKUTENBHYIO TOCIUTAIN3ALINIO.

Jlannple HaOMIONEHUN yKa3bIBAlOT Ha TMOBBIIMICHHBIM pUCK (MEHEe dYeM JBYKPATHBIN)
nocnepoaoBoro kposoreueHus nociue npuema CUO3C B TeueHue mecsa 10 poxKACHUs peOeHKa
(cm. paznenst 4.4 u 4.8).

JlakTanus

@yBOKCAaMUH TMPOHUKAET B TPYJAHOE MOJIOKO B HEOONBIIMX KOJIMYECTBaX. B CBA3M C 3TUM,
mpemnapar He JOJDKEH MPUMEHSThCS B IEPHO]] TPYTHOTO BCKaPMIIMBaHUS.

DdepTUabHOCTD

UccnenoBanus penpoyKTUBHOM TOKCUYHOCTH Y dKUBOTHBIX TTOKA3aJd, YTO (DITyBOKCAMUH BIUSET
Ha PEMpPOAYKTUBHYIO (DYHKIIMIO CAMIIOB M CaMOK, MOBBINIAET PUCK BHYTPUYTPOOHOW Trubenu
IJI0/a U CHUXKAET MAcCCy Tela IUI0JA B J03aX, MPEBBIIAIOIINX MAKCUMAIbHBIE PEKOMEHI0BAHHBIE
JI03BI JIJIS1 4eIoBeKa MpUOIM3UTENBHO B 2 pa3a. KpoMe Toro, HaOIr01a10Ch MOBBIIIICHHE YaCTOTHI
MepUHATAITHFHOM CMEPTHOCTH JCTCHBIIIEH B Mpe- U OCTHATAJILHBIX HCCIIEIOBAHUAX. 3HAUUMOCTh
ATUX JAHHBIX JUISI YeJIOBEKa HeM3BeCcTHA (CM. pazfaen 5.3).

@diyBOKCAMUH HE ClieAyeT Ha3HauaTh IMAllMeHTaM, KOTOphI€ IUIAHUPYIOT OepeMEHHOCTh, 3a
WCKIIFOYCHHEM CJIy4aeB, KOT/Ia KIMHUYECKOE COCTOSHUE TallMeHTa TpeOyeT Ha3HAYCHUSs
(bayBOKCaMUHA.

4.7. Bausinde Ha CHOCOOHOCTH YNPABJSATH TPAHCHOPTHBIMHU CpeICTBAaMU U padorath ¢
MeXaHM3MaMu

®yBOoKCaMUH, Ha3HAYABIIUHCS 3I0POBBIM JOOPOBOJBIIAM B A03ax 10 150 mr, HE BIMSI WU
OKa3bIBAJI HE3HAYUTEIHHOE BIUSHNAE HA CTOCOOHOCTH K BOXKICHUIO aBTOMOOWJIEM U YIIPaBIICHUE
MalllMHAMU Y HE BT HA ICUXOMOTOPHBIEC HAaBBIKU, CBSI3aHHBIE C YIIPABJIEHUEM TPAHCIIOPTHBIMU
CpeICTBAMU U MEXaHU3MaMU. B TO ke BpeMst UMEIOTCS COOOIIEHUS O COHTUBOCTH, OTMEYaBIIEHCS
BO BpeMs JieueHus: IyBOKCaMHUHOM. B CBS3M ¢ 3TUM peKOMeHIyeTcs MPOSBISATh OCTOPOKHOCTh

0 OKOHYATCJIbHOI'0 OIIPCACICHNUA HHAWBHUAYAaJIbHOI'O OTBETA Ha IIpcriapar.
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4.8. HexkeslaTesibHbIE peaKIIUU

Pesrome npoduiist 6e3onacHocT

[ToGounsie >¢ddexTsl, HaOMOJABIIMECS NPU TNPOBEICHHH KIMHHUYECKUX HCCICAOBAaHUHI, C
4aCTOTOHM, YKa3aHHOM HW)KE, 3a4acTyi0 ObUIM CBS3aHHBI C 3a00J€BaHHEM, a HE C MPOBOIUMBIM
JCYCHUEM.

PesroMe HexxenaTeabHbBIX PEAKIUT

HexenarenpHble peakiuy pacipeIe]ICHbl B 3aBUCHMOCTH OT YaCTOTHI X BOZHUKHOBEHUS: OYCHb
yacrto (>1/10); gacto (ot >1/100 mo <1/10); Heyacto (ot >1/1000 g0 <1/100); peaxo (ot >1/10000
10 <1/1000); ouenb peako (<1/10000); yacTora Hen3BeCcTHA (HAa OCHOBAHUHM UMEIOIITUXCS JIAHHBIX
OLICHUTh HEBO3MOKHO).

OHOOKpUHHblE — HApYWeHUs: 4YacTOTa HEW3BECTHA — THUINEPHPOJAKTUHEMHS, CHHIPOM
HEeaICKBATHOW MTPOIYKIMH aHTUINYPETHUECKOTO TOPMOHA.

Hapywenus memabonuszma u numauus: 4YacTO — aHOPEKCHS; 4YacTOTa HEWU3BECTHA —
TUIMIOHATPUEMHUSI, YBEIUYEHUE MACChI T€JIa, YMEHBIICHUE MAcChl Tela.

Tlcuxuueckue Hapywienus: HEYACTO — TAJUTIOLMHAIIMHM, COCTOSIHUE CIIyTAHHOTO CO3HAHUA,
arpecCUBHOCTD; PEJIKO — MAHMSI; 9aCTOTa HEM3BECTHA — CYUIIUIATBHOE MBIIIUICHUE, CYHITHIATBHOS
noBeaeHue (cM. pazaen 4.4).

Hapywenus co cmoponvl HepsHOU cucmemsl: 9acTO — TPEBOTa, MOBBIINICHHAs BO30YAUMOCTD,
0eCroKOMCTBO, OECCOHHMIIA, COHITUBOCTh, TPEMOP, TOJIOBHAS 00JIb, TOJOBOKPYKEHHE; HEYACTO —
OKCTpaNMpaMUJIHbIE HAPYIICHUS, aTaKCHs, PEIKO — CYJIOpOTH; YacTOTa HEWU3BECTHA —
CEPOTOHHHOBBIA CHHJIPOM, COCTOSIHUS TIOJO00HBIC 3JIOKAYECTBCHHOMY HEHPOICITUYECKOMY
CUHAPOMY (COBOKYITHOCTh CHMITOMOB, TAKUX KaK THIIEPTEPMHUS, PUTHIHOCTH MBIIII], MUOKIIOHYC,
7aOUTBPHOCTh ABTOHOMHOW HEPBHOW CHCTEMBI C BO3MOXHBIMH OBICTPHIMH W3MEHEHUSIMU
JKU3HEHHO BaXKHBIX MMapaMeTpPOB, M3MCHECHHE IICUXMYECKOTO CTaTyca, BKIIOYAs CITyTaHHOCTh
CO3HaHWsI, Pa3IPAXKUTEIHHOCTh, KpailHee BO30YKICHHE, TOXOIAIIee J0 ISIUPUS W KOMBI)
(cMm. pasznmen 4.4), akaTU3MS/TICUXOMOTOpHOE BO30OyxkaeHue (cM. pasmen 4.4), mapectesus,
JTUCTEB3USI.

Hapywenus co cmoponvl opeana 3penus: 4acToTa HEU3BECTHA — TJIayKOMa, MUIpUA3.
Hapywenus co cmoponvl cepoya: 4acto — OllylleHne cepaAueOneHNs/ TaXuKapIns.

Hapywenusi co cmoponst cocy0os: HE4acTo — OpTOCTaTHUECKast TUIIOTEH3MS; YaCTOTa HEM3BECTHA —
KpOBOTEUECHHsI  (HampuMep, IKEITyJOYHO-KHIIEYHOE  KPOBOTEUEHUE, T'MHEKOJOTHYECKOe
KPOBOTEYEHHE, SKXUMO3, ITyPIypa).

Kemyoouno-kuuieunvie HapyuieHus: 4acto — OOJIb B JKUBOTE, 3aIlop, IUapesi, CyXocTb BO PTY,
JUCIIETICUS, TOITHOTa™, pBOTA.

Hapywenusa co cmoponvl neuenu u dcenuesbl8o0Awux nymeii. peako — HapylmeHue (yHKIUN
12
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TIEYEHH. (NMOCNENOBATENEHOCTL 0002)

Hapywenus co cmoponbl Kodcu u nOOKOJICHbIX MKAHel: 4aCTO — IOBBIIIEHHOE IOTOOTAEICHUE;
HEYacTO — KOXKHBIE PEaKIUH TUIEPUYBCTBUTEIBHOCTH (BKIIOYAs, aHTMOHEBPOTHYECKUH OTEK,
Chlllb, 3yA); PEAKO — peakiuuu (OTOUYBCTBUTEIBHOCTH; YacTOTa HEM3BECTHA — CHUHAPOM
CruBeHca-/[>kOHCOHA/ TOKCUYECKHUH M IepMalIbHbIM HEKPOJIN3, MOJUMOpP(HAs SpuTeMa.
Hapywenua co cmopoHvl MbluleuHol, CKelemHOu U COeOUHUMENbHOU MKAHU: HE4acTo —
apTpajrus, MUAJITUs; YaCTOTa HEM3BECTHA — MEPEIIOMBI KOCTEeH™*.

Hapywenus co cmoponvl nouex u Mou4esbleo0sAuux nymeti. 4acTOTa HEU3BECTHA — HApPYyILECHUS
MOYEHCITyCKaHUs (BKJIIOYas 3aJe€pXKKy MOYM, HEAEp)KaHHUE MOYM, NOJUIAKUYPUIO, HOKTYPHUIO U
SHYpE3).

Hapywenus co cmopombl penpoOyKmueHOU cucmembl U MOJAOYHBIX Jicesie3; HEYaCTO — HapyIlIEHUe
(3azeprkKa) SIKYJIALMM; PEAKO — FaJIaKTOPEsl; YaCTOTa HEM3BECTHA — aHOPra3Musi, MEHCTpyaJlbHbIE
HapyleHus (Takue Kak aMeHopes, TMIIOMEHOpesi, METpopparusi, MEHOpparus), 1ociepoaioBoe
KpOBOTEUEHHE™ **,

Obwue napywenus u peaxyuu 6 mecme 66e0eHus. 4acTO — aCTEHUs, HEJJOMOTaHUE; 4acToTa
HEM3BECTHA — CUHJPOM OTMEHBI Ipenapara, BKI0Yas CUHAPOM OTMEHbI Y HOBOPOXKJICHHBIX, YbU
MaTepH MpUHUMAaNK (IIyBOKCAMUH Ha MO3HUX CPOKax OepeMeHHOCTH (cM. paszen 4.6).

* - TomHoTa, MHOIZIA CONPOBOXKIAeMasi PBOTOM, SBIAETCS HamOoJee 4acTo HAOII0AAEMbIM
no00YHBIM 3((PEKTOM, CBSI3aHHBIM C JiedeHHeM (IyBOKCaMHHOM. YacToTa mposBIEHUS, Kak
NPaBUJIO, YMEHbBIIAETCS B TEUCHHUE TIEPBBIX JIBYX HE/EIb IPUMEHEHHs ITperapara.

** - DNuAeMUOJIOTHYECKUE HUCCIIEI0BaHMS, BBINOJIHEHHBIE, TJIaBHBIM 00pa3oM, C y4yacTHeM
nanueHToB B Bo3pacte 50 jeT u crapiue, MoKa3ajlyd MOBBILIEHHE PUCKA MEPEIOMOB KOCTEH y
nanuenToB, noixydaBmux CUO3C u TpUIMKINYeCKHe aHTU ICTIPECCAHThI. MeXaHU3M MOBBIIICHUS
pHCKa HEU3BECTEH.

*** - JlaHHO€ sBIEHHME OBUIO 3apeTUCTPUPOBAHO A TepamneBTuyeckoro kimacca CHUO3C
(cm. paznenst 4.4 1 4.6).

CI/IH)IDOM OTMCEHBI ITOCJIC MPEKPAIICHUA ITPUMCHCHHUA d)J'IVBOKcaMI/IHa

[Tpexpamenne npuMeHeHUs ¢GryBokcaMuHa (0COOEHHO PEe3KOe) YacTO MPUBOIUT K Pa3BUTHIO
cuHApoMa oTMeHbl. Hanbonee yacTple CUMIITOMBI, OTMEUEHHBIE B CIy4yae OTMEHBI Ipernaparta:
TOJIOBOKPY)KCHHE, HAPYIICHWS YyBCTBUTEIBHOCTH (BKJIIOYAs TAPECTEe3UH, 3PUTEIHHOE
PacCTpONCTBO U OIIYIICHHUE yapa TOKa), HApyIIeHUs 3achlaHus (BKIII0O4Yass OECCOHHUILY U SIPKHE
CHOBHJICHHUS), BO30YXXJEHHE, Ppa3IpakKUTEIbHOCTh, CIHYTAHHOCTh CO3HAHMS, AMOIMOHAIBHAS
7aOUITBPHOCTh, TOJIOBHAs O0ONb, TOINHOTA W/WIM pPBOTA, AWapes, IMOTIMBOCTh, OINYIICHUE
cepAneOnueHus, TpeMOp 1 TpeBora (cM. paszaen 4.4).

BonbIIMHCTBO 3TUX CHMOITOMOB UMEIOT C/1a00 MIIM YMEPEHHO BBIPAKEHHBIN XapaKTep U KyIUpPYIOTCs
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CaMOCTOATENIBHO, OJTHAKO Y HEKOTOPBIX MAIIIEHTOB OHU MO@%%I%E&%WBTM/EI&:I[]'_Il;fl“léJ'IILIH‘IﬂIMI/I

Ilo »roii mpuumHe, ecnu JjedeHue (hIyBoKcaMHHOM Oolnbllle HE TpeOyeTcs, PEeKOMEHIyeTcs
IIOCTENIEHHO CHIKATh 703y J0 ITOJHOM OTMEHBI Npenapara (cM. paszensl 4.2 u 4.4).

eTu
Bo Bpems 10-HenenbHOro mniane6o-KOHTPOIMPYEMOro MCCIEOBAHUS Y JIeTeH U MOAPOCTKOB C
OKP nHeOnaronpusTHbIC SIBICHUS, TAKHE KaK OECCOHHUIIA, aCTEHUS, MOBBIIIEHHAsI BO30YIHMMOCTb,
TUIEPKUHE3MUS, COHJIMBOCTh M JUCIHEINCHS Yallle NPOSBISINCH Yy MalUEHTOB, MOJIYYaBIIMX
npenapar, o CpaBHEHHMIO C NallMeHTaMH, oJly4yaBIIMMH 11ane6o. Cepbe3Hble HeOIaronpusTHbIE
SBJICHUS B 3TOM MCCIIEJOBAHUY BKJIFOYAJIM HOBBIILIEHHYIO BO30YAUMOCTb U TUIIOMaHHUIO.
Cynoporu y aetei u HoJpOCTKOB ObUIM 3aperuCTPUPOBAHbl BHE KIIMHUYECKUX UCCIIEJOBAHUM.

COO6HI€HI/I€ 0 TOA03PEBACMBIX HEXKCIATCIBbHBIX PCAKITNAX

BaxxHo cooOmaTte 0 TOM0O3pEBAaEMbBIX HEXKENATEIbHBIX PEaKIHAX IOCIe pPErucTpaiuu
JIEKapCTBEHHOTO Tpernapara ¢ 1ejbl0 00SCICYCHHS HEIPEPHIBHOTO MOHUTOPUHTA COOTHOIIICHHUS
«T0JIb3a — PHUCK» JIEKAPCTBEHHOTO Tmpemapara. MeAUIMHCKUM pPaOOTHUKAM PEKOMEHIYeTCs
co00IIaTh O JIFOOBIX TO03PEBACMBIX HEXKEIATEIIBHBIX PEAKIUAX JICKAPCTBEHHOTO Iperapara
yepe3 HallMOHAJIbHBIE CUCTEMBI COOOIICHHS O HEXKETATeNbHBIX PEaKIUIX roCyAapCTB — YICHOB
EBpazuiickoro 3KOHOMHYECKOTO CO03a.

Poccniickas @enepanns

109012, r. Mocksa, CnaBsiHCKasI IUIOMAIb, 1. 4, cTp. 1

®OenepanbHas ciyx0a 1Mo Haa3o0py B cdepe 3apaBooxpanenus (Poc3apaBuaazop)

Ten.: +7 499 578 06 70

®daxc: +7 495 698 15 73

pharm@roszdravnadzor.gov.ru

www.roszdravnadzor.gov.ru

4.9. Ilepeno3npoBka

CHMITOMEI

K Haubonee XapakTepHbIM CHMIITOMaM OTHOCSATCSA >KEITyJOYHO-KHMILIEYHbIE PacCTpPONCTBA
(TomrHOTa, PBOTA U AMapesi), COHIMBOCTh U TOJIOBOKpYx)eHue. Kpome Toro, MeroTcst cooOIeH s
0 HapyLIEeHUSX CEepJIeYHON JeATeNbHOCTH (TaxukKapaus, Opaiaukapiaus, apTepuaibHas
TUIOTEH3UsI), HApyIIEHUAX (PyHKIIMU MTEYeHU, CYyIOporax U KOMe.

q)JIYBOKcaMI/IH UMECT IHI/IpOKI/Iﬁ TepaHeBTI/IquKI/Iﬁ HNHIACKC B OTHOIIICHUN pI/ICKa HepeﬂO3I/IpOBKI/I.
C MoMeHTa BBIITYCKa Ha PBIHOK COOOIIEHHS O CIy4asX CMEPTH, MPUITHMCAHHBIEC MEePe103UPOBKE
TOJIBKO (pITyBOKCAMHHOM, OTMEYAIIMCh KpaiiHe penko. HawBeicimas 3aperucTpupoBaHHAs 1032
(bayBOKCaMUHA, IPUHATAST OJHUM TAIUEHTOM, cOocTaBmUiia 12 T. DTOT ManmueHT ObUT MOJTHOCTHIO

usneueH. bornee cepbe3Hble OCIOXKHEHHMS] HAOMIOAATUCh B CiIy4asX [peIHaMepeHHON
14
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IepE03UPOBKH ()IyBOKCAMHHA B COYETAHHH C APYTHMH. Hp&raparns | ETTEHD

Jleuenne

Crnenuduueckoro anTuaoTa GryBokcaMruHa He cymecTByet. [Ipu nepeno3upoBke peKOMEHIyeTcst
MIPOMBIBAHHE KEIYJKa, KOTOPOE AOHKHO MPOBOIAUTHCA KaK MOXKHO paHbIIE IOCe MpueMa
mpenapara, a TaKkke CUMITOMaTHYecKoe jieueHne. Kpome Toro, peKkoMeHayeTcss MHOTOKPaTHBIN
HpI/IeM aKTI/IBI/IpOBaHHOI‘O yri, HpI/I HGO6XOI[I/IMOCTI/I HAa3HAYCHUC OCMOTHYCCKUX CJIa6I/ITeJIBHBIX.

DopcupoBaHHBIN TUype3 WK Tuain3 He ()()EKTUBHEI.

5. DPAPMAKOJIOTMYECKUE CBOHCTBA

5.1. ®apmakoaMHAMHYeCKHE CBOCTBA

®apmakorepanepruueckas rpynna. Ilcuxoanamentuku. AnTtHzaenpeccaHTbl. CeleKTHBHbBIE
UHTUOUTOPBI 0OPATHOTO 3aXBaTa CEPOTOHHHA.

Kox ATX: NO6ABOS.

Mexanusm ngeiicTBus

HccnenoBanust 1O CBSA3BIBAHHIO C PEIETITOPAMH MTOKA3aJIH, YTO (PIIyBOKCAMUH SIBIISIETCSI MOIITHBIM
UHIHOMTOPOM OOpaTHOrO 3axBaTa CEPOTOHMHA Kak in Vitro, tak u in VIVO ¢ MHHUMAIbHBIM
CPOJACTBOM K CEPOTOHHMHOBBIM pelentopam. Ero cnocoOHOCTh CBS3BIBATBCA C O |
B-ampeHoperienTopaMu, THCTAMHUHOBBIMH, M-XOJHWHO- WM JO0()aMHUHOBBIMH pEHENTOpaMu
HE3HAUUTEIbHAs.

dyBOoKcaMUH 00J1a/1a€T BEICOKUM CPOJICTBOM K 61l-perientopam, 1eicTBYs Kak UX arOHHUCT.

5.2. ®apMaKOKHHeTHYECKHE CBOMCTBA

AOcopOruus

[Tocne npuema BHYTpPH (PIyBOKCAMUH IOJHOCTBIO BCACHIBACTCS M3 JKEITYIOYHO-KHIIEYHOTO
TpakTa. MakcuMalibHble KOHLIEHTpAIMY MpernapaTa B IjIa3Me KpoBH OTMEYaroTcs yepes3 3-8 4acos
nocJie npuema. AGcomoTHas GMOJJOCTYITHOCTh COCTaBIsIET 53 % mocie nepBUYHOro MeTabonn3ma
B nieueHn. OTHOBpEMEHHBIH NpreM (hTyBOKCAMHHA C TTUIIEH He BIHsIET Ha (PapMaKOKHHETHKY.

Pacnopenenenune

Cesi3piBaHue (uiyBOKcaMMHa C Oenkamu 1utasMbl coctaBisier 80 % (in vitro). O0bem
pacripenesneHus — 25 n/kr.

buorpancdopmarms

Metabonu3m QuryBoKCaMUHa MPOUCXOIUT, II1aBHBIM 00pa3oM, B eueHu. XoTs uzopepmeHt 2D6
uToxpoma P450 sBnsieTcst OCHOBHBIM B MeTabon3Me (hIyBOKCaMHMHA, KOHIIGHTpalUs pernapara
B IIJJa3Me KPOBH Yy JIUI] CO CHIDKEHHOU (PyHKIMEH 3Toro n3odepMeHTa He HAMHOI'O BBIIIIE, YEM Y
JIMLL ¢ HOPMAJIbHBIM METa00JIN3MOM.

CpenHuii mepuo NMOJTYBBIBEACHUS W3 IUIa3Mbl KPOBU, COCTABJISIONIMN JI1 OJHOKPATHOM JO3BI

15
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13-15 gacoB, HECKOIBKO YBETUIMBACTCS PHU MH JroxpaThGN_r I;Mcé7r2§%t5)' a-‘[—)a'BilIOBtéHaﬂ

KOHIIEHTpalus B IUIa3Me KPOBHU, KaK IIpaBuilo, JocTUraercs B reueHue 10-14 nueit.
OnyBOKCaMUH MoOJABEpraercs OuoTpaHcpopManuu B TMe4YeHH (TJIABHBIM 00pazoM, IyTeM
OKHUCJIUTEILHOTO JIEMETHWJIMPOBAHMS) 1O MEHBIICH Mepe 10 JEBITH METa0OJUTOB, KOTOpPbIE
BBIBOJATCA uepe3 Moyku. J[Ba riaBHBIX MeraboiuTa 00JMaarOT HE3HAUYUTENbHON
(apMakoIOrH4ecKoil aKTUBHOCTHIO. [Ipounme MeTabonHuThI, BEPOSTHO, (apMaKOIOTHUECKU
HEaKTUBHBI.

®yBOKCAaMUH 3HAYUTENBHO WHTHOMpyeT nutoxpom P450 1A2 u P450 2C19, ymepeHHO
uHruoupyet rmuroxpomsl P450 2C9, P450 2D6 u P450 3A4.

JInHeNHOCTh (HEIMHEHHOCTB)

dapMaKOKHHETHKA OJHOKPATHOW J03bl (UIyBOKCAaMHUHA JIMHEHHa. PaBHOBeCHas KOHIICHTpAIUS
¢1ryBOKCaMuHa BhIIIE, YeM KOHIICHTPAI[Us OJTHOKPATHOM A03bI, ¥ JaHHAS HETIPOIIOPLIMOHAIBHOCTD
OoJee BeIpaykeHa MpU 00Jiee BHICOKUX CYyTOYHBIX J1032X.

Oco0Bble IPVIIILI MAIKEHTOB

dapmakokrHEeTHKa (IyBOKCAMHHA OJMHAKOBA Yy 3I0POBBIX JIOJACH, MOXKWIBIX JIHI WK
HAIMEHTOB C MOYEYHOM HEAOCTATOUYHOCThI0. MeTaboiu3M (1yBOKCAMHUHA CHIIKEH y MAallMEeHTOB
¢ 3a00JIeBaHUSIMH [I€UYEHHU.

PaBHOBecHas KOHLIEHTpaLMs (uIyBOKCaMUHA B IJIa3Me BJIBOE BhIILIE y AeTel (B Bo3pacte 6-11 ner),
4yeM y mnoJpocTkoB (B Bospacte 12-17 ner). KoHnentpanuu npenapara B Ila3Me€ KPOBH Y
MOJIPOCTKOB CXOJHBI C KOHIIEHTPALMSIMH Y B3POCIIBIX.

5.3. laHHbIe TOKJINHUYECKOIi 6e30MacHOCTH

®nyBokcaMuH 00JaJa€T HU3KOW TOKCUYHOCTBIO. [ JTaBHBIE CHUMITOMBI OCTPON TOKCHYHOCTH,
3aMEUYEeHHbBIE y MBIIIEH U KpbIC MpU IpreMe (pIyBOKCaMHHA, PETUCTPUPOBAIIN HA JIETAIbHBIX WIIN
OJIM3KO K YPOBHSIM JIETaIbHOM O3UPOBKAM M BKIIIOYAJIN: KOHBYJBCHUU, OpaJMIIHO?, MUApPUA3 U
aTaKCHUIO C MUOTOHHUEH.

HccnenoBaHusi TOKCUMYHOCTH MHOTOKPATHBIX J03 Y TPBI3YHOB M COOAaK BBISBUJIM CIIEAYIOIINE
U3MEHEHHUS: CHIDKEHHE IpUpOocTa Beca Tella U MOTpelsieHHe MNUIIM, U HE3HAYUTENbHbIE
THCTOJIOTUYECKHE M3MEHEHHUs (MapeHXMMaTo3Has JereHepalys) B NEeUeHH, CHUKEHHUE YPOBHS
JUIHUIOB B CHIBOPOTKE KpoBHU. DIyBOKCAMMH HE NMPOSIBIISII MyTar€HHOTO MJIM KaHLEPOI€HHOIO
a¢dextoB. dayBoKkcaMHUH CHIKAN (GePTHILHOCTD Y KpbIc. [Ipy BBeeHNN OepeMeHHBIM KpbicaM
nepopaigbHO (IyBOKCaMHHA B TEUEHHE BCEro MepHoJia OpraHoreHe3a HabJro1al0Cch YBEIHUEeHHE
aMOpHodeTaTbHON CMEPTHOCTH, CHIPKEHHE MacChl Tella IUI0/1a M yBEJTHMUEHHE CITy4aeB MaToJI0I U
IJ1a3 moa (CKJIaauaToi ceT4aTKy) Ipy BO3AeHCTBUN (DIIyBOKCAMHHA, TPEBHIIIAIOIIEM IIPUMEPHO

B4 pasa BO3,I[€I>'ICTBPIG Ha 4€JIOBC€KA B MaKCHUMAJIBHBIX PEKOMCHAYEMBIX 103aX.
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6. DAPMAIIEBTUYECKHUE CBOMCTBA (NOCNEOCQBATENBHOCTL 0002)

6.1. [lepeyeHb BCIOMOTraTeJbLHBIX BelIECTB
ManHnuroIn

Kpaxmain kykypy3HbIi

Kpaxmai npexxenaTuHU3MpOBaHHBIN

KpeMHust AMoKCcHT KOJUITOU AHBII

Harpus creapundymapar

[Lnenouynas 00oI04YKa

['nnponosa (ruapOKCUIPONMILIEIIIIN03a)

['unpomernosa 2910 (ruapOKCHITPOITHIMETHIIIEILTION03)

Tanbk

Turana quoxcuy (E171)

6.2. HecoBMecTHMOCTb

He npumennmo.

6.3. Cpok roaHocTH (CpOK XpaHeHHs)

3 rona.

6.4. OcoOble MepbI MPEIOCTOPOKHOCTH MPU XPAHEHUH

XpaHUTh B OPUTMHAIBHOMN YIIaKOBKe (ITauke KapTOHHOW) Mpu Temnepatype He Bbie 25 °C.

6.5. XapakTep u cofep:kaHHe MEePBUYHOI YITAKOBKH

[To 10 TaGneTok B KOHTYPHYIO SYEHKOBYIO YNAKOBKY W3 IUIEHKHU NOJMBHHUIXJIOPUIHON HIIU
wienku [IBX/TIBAX u ¢oabru amoMUHUEBOH eYaTHOM JaKUPOBaHHOM.

IMo 2, 3, 4,5, 6, 7 uiu 8 KOHTYPHBIX SYEHKOBBIX YMAKOBOK BMECTE C WHCTPYKIHEH IO
NpUMEHEHHIO (JINCTKOM-BKJIAIBIIIIEM) B TIAUKY M3 KapTOHA.

6.6. Oco0ble Mepbl MNPeJOCTOPOKHOCTH MNPH  YHUYTOKEHHHM HMCIOJbB30BAHHOIO
JIeKAPCTBEHHOr0  Ipenapara WJIH  OTXOA0B, IOJYYEHHBIX TMOcjJe TPUMeHEHHs
JIEKapPCTBEHHOI'0 NpenapaTa ujim padoTbl ¢ HUM

OcoOble TpeOoBaHUsI OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPALIMOHHOI'O YIOCTOBEPEHUS

Poccus

000 «I'poTtekcy

195279, r. Canxr-IlerepOypr, MHayCTpUanbHbIi IPOCHEKT, A. 71, Kopi. 2, muT. A
Ten.: +7 812 385 47 87

dakc: +7 812 385 47 88

grtx@grotexmed.com
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7.1. llpencraBuTeib AepKaTessi PericTPAlMOHHOIO §H&¥o%‘%TEHE'H':: CThb 0002]

[Iperen3uu noTpedbuTeneil HAPaBIATH 110 ATPECY:

Poccus

000 «I'poTtekcy

195279, r. Cankr-IletepOypr, UnaycTpuanbHblil mpocmnekT, 1. 71, kopi. 2, 1ut. A
Ten.: +7 812 385 47 87

@axc: +7 812 385 47 88

ccc@grotexmed.com

8. HOMEP PET'UCTPALIMOHHOI'O YIOCTOBEPEHUA

9. TATA NEPBHYHON PETMCTPAIIMA (IIOATBEPXKJIEHHSA PETMCTPAIINMN,
NEPEPEI'MCTPALIUN)

JlaTta nepBoii perucTpanuu:

10. IATA IEPECMOTPA TEKCTA

OOmast xapakTepuCTHKa JIEKApCTBEHHOro IpenapaTa TaHMKCEH conodapM JOCTylHa Ha
uH(pOpMallMOHHOM TmopTaje EBpa3suiickoro SKOHOMHMYECKOTO COr03a B HH(OPMALMOHHO-

KOMMYHHUKAIMOHHOH cetn «uTepHe™ http://eec.eaeunion.org/.
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