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1O MEJUIIMHCKOMY ITPUMEHEHUIO JIEKAPCTBEHHOI'O IIPEITAPATA

Mupra3anun-TeBa

PerucrpanuoHHbIii HOMep:

Toprosoe HaumeHoBaHue npenapara: Muprasanus-Tesa
MexayHapoaHOe HENATEeHTOBAHHOE HAMMEHOBAaHUe: MUPTa3alliH
JlexapcTBeHHasi popma: TaOIETKH, TOKPBITHIE TNIEHOYHON 000I0YKON

Cocras:
JleicTByOIIEE BEMECTBO: MUPTA3aIlHH.

Muprazanua-Tesa, 15 mr, Ta6.]'IeTKI/I, MOKPBITHIE INICHOYHOM 000JI0YKOH

Kaxxnas Tabnerka, moKpbITask INIEHOYHOM 000JI0UKOH, cofepxkuT 15,0 Mr MupTaszamnuHa.
gcnomozcamenbHbvle 8eujecmasd.: JTaKTO3bl MOHOTHIPAT, KpaxMai KyKypy3HbIi IpeKeIaTUHU3UPOBAHHBIN
(xpaxman 1500), kpeMHHsT JUOKCH]l KOJUIOMIHBIA O€3BOIHBINA, KPOCKapMeio3a HATpHUsi, MarHus
cTeapart, IieHo4yHast obonouka — Omaapaii 03F22322 sxentoiit (runpomersiosa 6 cP, Turana nuokcus,
makporost/II3I" 8000, kpacuremns jxene3a OKCHJL KENThIH, KpaCUTENb kKejle3a OKCUI] KPACHBIH)

MuprasammHa-TeBa, 30 Mr, Ta0JIETKH, ITOKPBITHIE INIEHOYHON 000JI0YKON

Kaxxnas Tabnerka, mokpsITast INIEHOYHOM 000710uKOH, cofepxkuT 30,0 Mr MupTaszanuHa.

gcnomozameinbHule geujecmaa; TaKTO3bl MOHOTHIPAT, KpaxMai KyKypy3HbIi pexXeTaTHHU3UPOBAaHHBIN
(xpaxman 1500), kpeMHHs JHOKCHJI KOJUIOMJHBIA O€3BOJAHBIN, KpOCKapMeiio3a HaTpusi, MarHus
cTeapaT, IUIeHO4Has obosouka — Omnaapait 03F23252 opamkeBblil (runpomesioza 6 cP, Turtana
nuokcu, makporos/II13I" 8000, kpacuTens xene3a OKCUT JKEIIThIN, KPaCUTEIb Kejle3a OKCH] KPACHBIH )

Muprazanua-TeBa, 45 Mr, Ta0JIETKH, IIOKPBITHIE INIEHOYHON 000JI0OYKOM

Kaxxnas TaGnerka, moKpbITast INIEHOYHON 000I0UKOH, coaepkuT 45,0 Mr MUpTa3amnuHa.

8CnoMoz2amenvHble geujecmaa.; TaKTO3bl MOHOTHAPAT, KpaXMall KYKypy3HbIN MpeKeTaTUHU3UPOBAHHBIN
(kpaxman 1500), kpeMHHS NUOKCH KOJUIOWIHBIM O€3BOJHBINA, KPOCKapMeEIIo3a HATpHs, MarHus
cTeapar, mieHo4yHas obonouka — Omnaapait 03F28635 Genbrii (runpomernioza 6 cP, Tutana nuokcunu,

makporos/II2T" 8000)

Onucanue

MuprasammH-TeBa, 15 Mr, Ta0JIETKH, ITOKPBITHIE INIEHOYHON 000JI0YKOU

OBasibHbIE TBOSIKOBBIIYKJIbIE TOKPBITHIE MIJICHOYHONW 000JI0YKOM TaOJIETKH KENTOro I[BETa ¢ pUCKOH ¢
00eHX CTOPOH U MapKUPOBKOH «D» ¢ 0/1HOM CTOPOHHBI.
Pucka He nmpegHa3HaueHa 11 pa3aMbIBaHHSI TaOJIETKH.

Muprazanua-Tesa, 30 Mr, Ta0JIETKH, ITOKPBITHIE INIEHOYHON 000JI0OYKOH
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COOTBETCTBYET SKCNEPTHOMY OTUYETY

PUCKO# ¢ 00€UX CTOPOH U MAPKUPOBKOH «I» ¢ 0JTHOI CTOPOHBHI.
TabneTky MOXKHO pa3/ieTuTh Ha PaBHBIC TO3bI.

Muprazanua-TeBa, 45 Mr, Ta0JIETKH, IIOKPBITHIE INIEHOYHON 000JIOYKOM

OBaybHBIE JABOSKOBBIITYKIIBIE TTOKPBITBIC IUIEHOYHOH 000J04Koii TablieTku Oeioro OoBE€Ta C

MapKUPOBKOU «I» C OTHOW CTOPOHBI.

(I)apMaKOTepaneBaneCRaﬂ rpymmna: IICUXO0AaHAJICIITUKU, AHTUACTIPCCCAHTHI, Apyruc

AHTHUJICIIPECCAHTHI.
Kon ATX: NO6AX11

dapmakoJIorH4ecKue CBOMHCTBA

Mexanusm aeiictusl, hapmakoauaamuyeckue d3pdexTol

MuprazanuH SBISETCS TETPAUUKIMYECKMM aHTHIEIPECCAHTOM C IIPEMMYLIECTBEHHO CENATHBHBIM
nevicteueM. Ilpenapar 3¢ ¢dexkTuBeH NMpu AENPECCUBHBIX COCTOSIHUAX C HAJIMYUMEM B KIMHUYECKOH
KapTHHE TaKUX CHMIITOMOB, KaK HECIIOCOOHOCTHh HCIIBITHIBATH YIOBOJBCTBHE M PAAOCTh, MOTEPS
MHTepeca (aHTeIOHUS ), ICUXOMOTOPHAS 3aTOPMOKEHHOCTh, HAPYIICHHUS CHA (OCOOCHHO B BUJI€ PaHHHUX
npoOyKJIeHUI) U MOTepsl Beca, a TaKXkKe JPYIMX CUMITOMOB: CYUIUJAJbHBIE MBICIH M CYTOYHBIE
Kosie0aHUsl HACTPOEHHUS.

AnTuaenpeccuBHbIN 3¢ (deKT npenapata 0ObIYHO HACTYIAET yepe3 1 — 2 HeAenu JeyeHusl.
MupTazanud SBISIETCS aHTarOHUCTOM MPECHHANTUYECKUX aib(a-2-anapenopenentopo B [IHC u
YCWJIMBAaET LEHTPAJIbHYIO HOPAJAPEHEPrUUYECKYI0 M CEPOTOHMHEPIMYECKYIO Iepefady HEpPBHBIX
uMIysbcoB. [Ipu 3TOM ycuiieHHME CEpOTOHMHEPIMUECKON Iepelayd pean3yercsi TOJIBKO dYepes
cepoToHnHOBBIE 5-HT -penentopsl, NOCKOIbKY MHUpTa3anuH OJI0KHpyeT cepoToHuHOBbIE 5-HT2-u 5-
HTjs-peuentopsr.

Cunraetcs, 4ro 006a PHaHTHOMEpa MHUpTa3almMHa O0JAJAI0T AHTHJENPECCUBHON aKTMBHOCTHIO: S(+)
SHaHTHOMEp — OJIOKUpYA anbda-2-aapeHo- u cepoToHuHoBble S-HT2-penenTopsl, a R(-) sHanTHOMEp —
O5okupys cepotoHnHOBBIE S-HT3-penentopsi.

CenaTtuBHBIE CBOWMCTBa MHUpTa3anMHAa OOYCIOBIEHbI €ro0 AHTArOHMCTUYECKOW aKTUBHOCTBIO I10
OTHOIIEHHUIO K Hi-rucTaMHHOBBIM peLieITOpaM.

Kimmanueckas 3dbdhekTUBHOCTE U 0€30IIaCHOCTD

MuprtazanuH OOBIYHO XOpOILIO MEPEHOCUTCS, MPAKTUYECKH HE 00JafaeT M-XOJWHOOJOKHpYIOIIeH
aKTUBHOCTHIO M B TEpaleBTHUUYECKHX J03aX OKa3blBaeT OrpaHUYEHHbIN 3ddexT (Hampumep,
OpTOCTaTHYeCKas THUIOTEH3Ms) Ha CEpAEYHO-COCYIHCTyI0 cucrteMy (cMm. pazzmen «I[loGounoe

JIEUCTBUEY ).
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MOKCH(]DIIOKCAIMH-KOHTPOJIIMPYEMOTO HUCCIICAOBAHUS C ydacTHeM 54 310pOBBIX JOOpPOBOJIBIIEB,
MOJTy4YaBIIUX OOBIUHYIO 103y 45 MT, U 103y, IPEBHIIIAIONIYI0 TEPANEBTUYECKYIO, 75 MT.

CornacHo JMHEHHOMY MOJEIMPOBAHUIO €-max, ObUIO CHENAaHO MPEANOoJIOKEeHHE, YTO YJIMHEHHE
untepBasia QTc ocraBasioch Ha ypOBHE HIDKE IIpefena KIMHUYECKH 3HA4YMMOTO YJUIMHEHUS
(cm. paznen «OcoOble ykazaHus»).

dapMakoKHHETHKA

Abcopoyus

ITocne nepopasibHOro NpueMa mnpenapara MUpTa3anuH ObICTpO BecackiBaeTcs (OnonoctynHocts 50 %),
JOCTUTast MAKCUMaJIbHON KOHIEHTPANH (Cmax) B TUTa3Me KPOBU MPUOIIM3UTENHHO Yepe3 2 vaca.
[Tpuem nuM He OKAa3bIBACT BIUSHUS HA (apMaKOKHHETHKY Iperapara.

Pacnpeoenenue

Oxono 85 % mupTa3anuHa cBsi3bIBaeTCs ¢ OeaKaMu 1a3mMbl. PABHOBECHAs KOHIIEHTPALUs TOCTUTAETCs
yepe3 3 —4 nHs, U B JabHEHUILIEM OHA HE MEHSIETCS.

Buompancgopmayusa

OCHOBHBIMU NIYTSMH €ro MeTaboiM3Ma B OpPraHU3MeE SBIAIOTCA JEMETWIMPOBAHUE M OKUCIIEHHUE C
nociuenyomeil konstoranueit. M3odpepmentsr nuroxpoma P450 (CYP2D6 u CYP1A2) yyactByroT B
oOpa3oBaHuM §-THApOKCMMeTabonuTa MUpTa3anuHa, B TO BpeMs Kak wuzopepment CYP3A4,
MIPEOJIOKUTENBLHO, OlpeiensieT oo0pazoBanue N-1eMeTUIMPOBaHHBIX U N-OKHUCIEHHBIX META00JIUTOB.
JlemeTunMupTazanuH (papMaKkoIOoruyeck HEaKTUBEH.

Onumunayus

MuprazanyH akTUBHO METaOOIM3UPYETCs M BBIBOJUTCS MOYKaMU U 4Yepe3 KHILIEYHHK B TEUEHHE
HecKoNbkuX faHel. Cpennuii nepuos noinyBbeiBeAeHus (T12) coctaBnsier ot 20 no 40 yacoB (peako 10
65 yacoB). bonee kopotkuii T1/2 HaOIrOAAaETCS Y MOJIOJIBIX JIFOJEH.

Jlunetinocms (Heaunetinocms)

B pexkomenayemom namamazoHe 103 (GapMaKOKMHETUYECKHE IOKa3aTeld MHpTa3alliHa HMEIOT
JUHEIHYI0 3aBUCUMOCTh OT BBEJIEHHOM J103BI ITpenapara.

Ioueunas HeoocmamoyHoCmy

Knupenc MupTazanmHa CHUXKAETCsl IPU OYEUYHOM HEJOCTaTOYHOCTH.

Ileuenounas nedocmamouHocmo

Kimmpenc MupTazanuHa CHUKaeTcs pY MNEYEHOYHON HE0CTaTOYHOCTH.

IToxka3zaHus K NPUMEHEHHIO
IIpenapar Muprasanus-TeBa mokazaH K NPUMEHEHHUIO Ul JICUEHUs JCNPECCUU Y B3POCIBIX CTaplIe

18 ner.
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IIpoTuBONOKA3aAHUSA

COOTBETCTBYET SKCNEPTHOMY OTUYETY

¢ [ UNepuyBCTBUTEIHHOCTh K MUPTA3aMHY HIIH K JTIOOOMY M3 BCIIOMOTaTEIbHBIX BEIIECTB, BXOIAIINX
B COCTaB IIpernapara.
e OnHOBpEMEHHBIN IPUEM C MHTUOMTOpaMH MOHOAMUHOOKcH1a3bl (MAO).

e Jlerckuii Bo3pact 10 18 rner.

C 0CTOpPOKHOCTHIO

Koppexkmus pesxuma 103UpOBaHUs M PETYJISIPHBIA BpaueOHbI KOHTPOIb HEOOXOAUMBI JUIS CIEIYIOLINX

KaTeropui NanueHTOB:

® TAIMEHTHI C AMHJICTICUEH U OPraHMYECKUMU MOPaKEHUSIMU TOJOBHOTO Mo3ra (Ha (oHe Tepamnuu
MHUPTa3alMHOM B PEIKUX CITydasx BO3MOXKHO Pa3BUTHE CyI0pPOT);

® [AIMEHTHI C IEYCHOYHOM UM TOYEYHON HETO0CTaTOUHOCTHIO;

e TalMeHThl ¢ 3a0oieBaHMsIMH cepaua (HapylIeHHe MPOBOJMMOCTH, CTEHOKApAWs WM HEIABHO
IIEpEHECEHHBIN HH(APKT MUOKap/a);

® TAIMEHTHI ¢ epeOPOBACKYIISAPHBIMU 3a00I€BaHUSIMH (B TOM YHCIIE C UIIEMHYECKUM HWHCYJIHTOM B
aHaMHe3e);

® TAIMEHTHI C apTePUATBHON TMIOTEH3UEH U COCTOSHUAMHU, MPEIPacIoiaralollliMU K TUIIOTOHUU (B
TOM YHCJI€ C IeTHJIpaTaliiei U THIIOBOJIEMUEH);

® [IalMEHTHI, 3JIOYNOTPEONAIONMe JIEKAPCTBEHHBIMU CpPEACTBAMH, HMMEIOLIUE 3aBUCHUMOCTb OT
JIEKapCTBEHHBIX CPENICTB, BIUSAIOLUIMX HA IICHTPAIBbHYIO HEPBHYIO CUCTEMY, NAIUEHTHI C MAHUSAMH,
TUTIIOMaHUSMH.

Kak u npyrue anTuaenpeccanTbl, MUPTa3aluH CIEAYET C OCTOPOKHOCTBIO MIPUMEHSTh B CIEIYIOIINX

CIIyqasx:

e HapylIEHNE MOYEHUCITYCKAHMsI, B TOM YUCJIE IPH TMIEPIUIA3UU NPEACTATEIbHON KEIIE3bI;

e ocCTpasi 3aKpbITOYTOJIbHAs TJIayKOMa U TIOBBIIIEHHOE BHYTPHUTJIa3HOE JIaBJICHHUE;

e caxapHbIi auaber;

® IIp¥ OJHOBPEMCHHOM HAa3HAYCHUU C 66H3OHI/I336HI/IH3MI/I.

IIpumeHeHne npu 0epeMEHHOCTH M B IEPHO/I IPYAHOT0 BCKAPMJIMBAHUS

bepemeHHOCTH

I/IMGIOHH/IeCSI OFpaHI/I‘—IeHHI)Ie JAHHBIC YKaSI)IBaIOT Ha TO, 4YTO HpI/I HpI/IMeHeHI/II/I MI/IpTaSaHI/IHa y
OepeMEHHBIX JKEHIIMH He OBLIO BBHISBICHO MOBBIINIEHHOTO PUCKAa BPOXICHHBIX MOPOKOB Pa3BUTHS
mwioaa. B xoze uccnenoBanuil y )KUBOTHBIX HE OBLIO BBISIBJICHO KIIMHUYECKU 3HAYUMOTO TePATOT€HHOTO
JIEHCTBHSA, OJJHAKO OTMEYAI0Ch TOKCHYECKOE BIUSIHNE HA IO/,

[To smumeMHuoIOTHYECKUM AaHHBIM NMPUMEHEHWE MHTHOUTOPOB OOpAaTHOTO 3axBaTa CEPOTOHHMHA MPH

OepeMEeHHOCTH, OCOOCHHO Ha MO3HUX CPOKaX, MOXKET YBEITMUYNBATh PUCK Pa3BUTHSI IEPCUCTUPYIOIIEH
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HCIIBITAaHUH, IOATBEPKAAIOIINX B3aMMOCBS3b MEXKy IPUMEHEHNEM MupTasanuHa u pazsutuem [1IJII'H,
IIOTEHIMAIbHBIM PUCK HENb3s UCKIKYaTh, IPUHUMAs BO BHUMaHUE MEXaHU3M JCUCTBUS MUpPTa3alHa
(moBBILIEHHE KOHLEHTpalMKU cepoToHHHa). CreqyeT ¢ OCTOPOXKHOCTbIO Ha3HayaThb MHUPTA3alluH
OepeMeHHBIM JKeHIMHaM. EciM MupTasanuH NPUMEHSJICS HENOCPEACTBEHHO Iepell poJaMH WU
HE3aJ0Jr0 J0 POJOB, TO B IOCIEPOJOBOM IIEPUOAE CIEAYeT MOHUTOPHPOBATb COCTOSHHE
HOBOPOXKIEHHOTO Ha IPEIMET BO3MOKHBIX IIPOSIBICHUN CUHIPOMA «OTMEHBD».

I'pyHOE BCKapMIIMBAHHUE

Pe3y.]'II>TaTI)I OKCIICPUMCHTOB Yy JKUBOTHBIX U OI'PaHUYCHHBIC JaHHBIC B OTHOIICHHUH YC€JIOBEKA YKAa3bIBalOT
Ha TO, 4YTO ¢ MAaTCPUHCKUM MOJIOKOM MHUPTA3aIllMH BBIBOAUTCA B OYCHBL MAJIbIX KOJIMYCCTBAX. HOJILBy
IMPpUMCHCHUS MpeIiapara Ajid MaTCPU BO BPEMA KOPMJICHUA I'PyAbIO CIICAYET OUCHHUBATHL OTHOCUTCIIBHO
BO3MOJXHBIX PHUCKOB JIA pe6eHKa.

DepTHIbHOCTH

HccnenoBanus penpoayKTUBHOM TOKCUYHOCTH Ha KMBOTHBIX HE MPOJIEMOHCTPUPOBAIM KAaKOT0-1H00

BIIMSIHUA Ha (PePTHILHOCTD.

Cnoco0 npuMeHeHHsI M 103bI

PexxuM 103upoBaHus

Bspocnvie

DddexTrBHAsA CyTOUHAS 1032 OOBIYHO COCTABIACT MEXy 15 mr u 45 Mr; HadanbHas 1032 COCTABIISIET
15 mr unu 30 mr.

[lepuon nonyBeiBeieHUs MUpTa3anuHa coctasisgeT 20 — 40 yacoB U MOATOMY Npenapar HOAXOAUT s
npueMa | pa3 B CyTKH.

[IpeanoutuTensbHee MpUHUMAThH MpeEnapaT Kak OJHOKPATHYIO 103y mepen HOouHbIM cHOM. [Ipemapar
Muprazanus-TeBa MOKHO Takke Ha3Ha4aTh JJIA MpueMa 2 pas3a B CyTKH, OJIETIMB CYTOUHYIO 03y Ha
2 npuema (OMH pa3 yTPOM U OJIMH pa3 Ha HOUb, O0Jiee BHICOKYIO JI03Y ClIeyeT MPUHIUMATh Ha HOYB ).

JITUTENLHOCTD JIEUEHUS

Jleyenue cienyeT mo BO3MOXHOCTH IPOJOJIKATH IO MOJIHOIO OTCYTCTBUSI CHMIITOMOB Y IAallMEHTA B
TeueHue 4 — 6 mecsues. [locne aToro edeHre MOXHO MOCTENEHHO OTMEHATh. MUpTa3aluH HAYMHAET
OKa3bIBaTh CBOE JielicTBUE OOBIYHO Tocie 1 — 2 Henenb jeueHus. JleueHne ajjekBaTHOM 10301 T0JIKHO
IIPUBECTH K MOJIOKUTEIIBHOMY OTBETY uepe3 2 — 4 Henenu. IIpu HEZOCTaTOUHOM OTBETE Ha JICUEHUE
7103y MOXHO YBEJIMYMBAThH 10 MaKCUMalIbHOU J103bI (45 Mr). B ciydae oTCyTCTBHS OTBETa Ha J€UEHUE
emé yepes 2 — 4 HeJenu JIeUeHUE CIeaAyeT IPEKPaTUTh.

Oco0ble rpynsl MalueHToB

Hat;uenmbz noosicus10co eo3pacma
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yJIOBJIETBOPUTEIHHOTO M 0€30I1aCHOTO OTBETA HA JICUCHHE, YBEIIMUCHHUE 03Bl CIIETyET MPOU3BOAUTH MO
HETNOCPECTBEHHBIM HaOII0ICHUEM Bpaya.

Iayuenmoi ¢ noueunoii HedoCmMamouHoCmoio

VY NanueHToB ¢ MOYE€YHOH HEAOCTATOUHOCTBIO CPEHEN MM TSHKETION CTeNeHM (KJIMPEHC KpeaTHHHHA
(KK) < 40 mu/MHH) KJIMpEHC MHpTa3alMHa MOXET OBITh CHUXKEH. DTO CIEAYeT YYUTHIBaTh NPH
Ha3HAUYeHUM TMpermapara MuprasanuH-TeBa OaHHON Trpynmne mnamueHToB (cM. pazgen «OcoOble
yKa3aHus»).

Ilayuenmvi ¢ neueHOYHOU HEOOCMAMOYHOCHBIO

VY ManueHToB ¢ MEYEHOYHOH HETOCTaTOYHOCTHIO KIIMPEHC MHPTA3allMHA MOXKET OBITh CHIKEH. JTO
ClleqyeT Y4YUTBIBaTh NpU Ha3Haue€HUHU Mpenapara MuptazanuH-TeBa JaHHON TrpylIe MalUEHTOB,
0COOEHHO MalUEeHTaM C MEYEHOUYHOW HEJOCTAaTOYHOCTHIO TSDKEIOH CTENeHH, TaK Kak INpPUMEHEHHue
MHUpTa3aliHa y JAHHOM TpyHIbl NallMEHTOB He M3ydanoch (cM. paszzaensl «OcoOble ykazaHus», «C
OCTOPOKHOCTBIO®).

Jletn 1 moapocTku 110 18 et

bezonacnocts u 3 dexTrBHOCTS Mpenapara MuprazanuH-TeBa y Aetell ¥ MOJPOCTKOB B BO3pPACTE 10
18 net He ycTaHOBIEHBI. [[aHHbBIE OTCYTCTBYIOT.

Crooco0 nmpuMeHeH st

TabmeTkn CJICAYCT IPUHUMATDh BHYTPb, ITPU HCO6XOI[I/IMOCTI/I 3arnuBas )KUAKOCTBIO, U IPOIJIaThIBATh, HE
Ppa3’KCBbIBAs.

Tabnerky 30 Mr MOKHO pa3/ieIUTh HA PaBHbIE JJO3bI.

ITo0ouHoOE nelicTBUe

Pesrome nmpodmiig Oe30mmacHoCTH

VY manueHToB ¢ nenpeccuel HaOIOgaeTcs psii CHUMIITOMOB, 00YCIIOBICHHBIX 3a00JI€BaHUEM, TTOITOMY
WHOTJa OBIBAET TPYAHO PA3IUYUTH CUMIITOMBI, CBSI3aHHBIE ¢ 3a00JIeBaHUEM, U CUMIITOMBI, BI3BaHHBIS
MIPUMEHEHUEM MHUpTa3arHa.

B paHmomMusMpoBaHHBIX  IJIANE00-KOHTPOIMPYEMBIX  HCCIAEAOBAHUSAX  HAWMOOJEe  YacThIMU
HEeXKENaTeIbHBIMU PeaKIMsIMH, BCTpeUaBIIUMHUCS Oonee 4yeM y 5 % TAalMeHTOB, MOTy4YaBIINX
MUpPTa3anuH, ObUTH COHJIMBOCTb, CEJATUBHBIM d(PQPEKT, CyXOCTh BO PTY, YBEIMYEHHE MACCHI Tela,
TIOBBIIICHHE aMMETUTA, TOJIOBOKPY)KCHHUE M YCTaJIOCTh.

Ha ¢one tepanuu muprazanmHOM OBLIN 3apETHCTPUPOBAHBI CEPhE3HBIE HEXENAaTeIbHBIE PEAKIIUU CO
CTOPOHBI KOXXM UM TOJKOXKHBIX TKaHel, Bkitoyas cunapom CruBeHca-/[>KOHCOHA, TOKCHUYECKUI
AMUACPMATBHBIA HEKPOJIU3, JICKAPCTBEHHAS! PEaKlus C Y03MHO(DHUINEH U CHCTEMHBIMH CUMITOMAaMU
(DRESS-cunapom), Oyiuie3Hbli nepMaTUT W MyJIbTH(GOpMHas sputeMa (cM. pasaensl «OcobObie

yKazaHus», «C OCTOPOKHOCTHIO).
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1a11e00-KOHTPOJIUPYEMBIX UCCIICJIOBAHM (BKJIIOYAs KaK MPUMEHEHHE 0 IMOKa3aHHUI0 «TITy0OKOe

JEIIPECCUBHOE  pAacCTPOMCTBO», Tak W 1O TMPOYMM I[IOKa3aHUsAM). MeTa-aHaIM3  BKIIFOUMI
20 uccienoBaHUM € 3alJIJaHUPOBAHHOMN MPOIOIHKUTEILHOCTBIO JieueHus 10 12 Heaens ¢ yyactuem 1501
nanuenTta (134 manueHTo-roaa), KOTOpble MOJIyYaid 1036l MupTa3anuHa 10 60 mr, u 8§50 manueHToB

(79 nmampenTo-1€T), KOTOpHIE MOTy4an rianedo. C meapio COXpaHeHUs! CPABHUMOCTH ¢ IPUMEHEHHUEM

1ane6o mpoJyUIeHHbIE (a3l ITUX MCCIEOBAHNH OBLITN UCKITIOYEHBI U3 aHATN3A.

TabanaHoe pE3FOME HEXKENIaTEIbHBIX peaKIHi

HpeI[CTaBJ'IeHHBIe HHUKC HAaHHBIC I10 HEXKECIATCIbHBIM PEAKIUAM KJ'IaCCI/I(l)I/II_[I/IPOBaHI)I 10 CUCTCMHO-

OpraHHbIM KJIaCCaM U 4aCTOTC BO3HUKHOBCHUS.

OHpeZ[GJIeHI/Ie YaCTOTbI HEXKCIATCIBbHBIX pCaKHI/Iﬁ MMPOBOAUTCA B COOTBETCTBHUH CO CIICAYIOIINMU

KpUTepUsMH: 04eHb yacTo (>1/10), gacro ( >1/100, vHo <1/10), mHeuacto (>1/1000, vHo <1/100), peako

(>1/10000, HO <1/1000), ouenp penko (<1/10000), yacTora HeM3BeCTHA (HA OCHOBAHUHM MMEIOITUXCS

JaHHBIX OLICHUTD HGBO3MO)KHO) .

CucreMHO-OpraHHbIi Yacrora He:xenatenbHble peakuiun
KJIace
Hapyiienus co ctopoHbl Yacrora Yruerenue GyHKIIMH KOCTHOTO MO3Ta
KpOBH M TUM(pATUUYECKOH | HEM3BECTHA | (TPaHyJIOLUTONEHHUS, arpaHyJIOLNUTO3, allJlaCTHUECKAs]
CHUCTEMBI aHeMHUs U TPOMOOLIUTONIEHHST) (CM. TaKKe paz/el
«Oco0ble yKka3zaHUs»), 303UHODUITHS
OHJOKpPUHHBIE Yacrora CHHIIpOM HealleKBaTHOW CEKPELMH
HapyLIeHUs HEU3BECTHA | aHTUAMYPETUYECKOTO TOPMOHA, TUIEPIPOIaKTUHEMHUS
(¥ poACTBEHHBIE CUMIITOMBI, HAIPUMEp TajakTopes 1
TUHEKOMAaCTHSI)
Hapymenuns merabomusma | OueHb VBenu4eHre Macchl Tena', MoBbIIEHHbIH anneTurt!
Y IUTaHUS 4acTo
Yacrora I'unonarpuemMus
HEU3BECTHA
[Icuxnueckue Hapymenust | Yacto HeoObIuHbIE CHBI, CITyTAHHOCTh CO3HAHMS, TPEBOra’>,
6ecconnua’®’
Heuwacro HouHble KOMIMAaphl>, MAHUs, 2KUTALKS,
TaJTIOLMHAIUMH, ICHXOMOTOPHOE BO30Y KICHHIE
(BKJIOYAs aKaTU3HUIO ¥ TUIIEPKUHE3UIO)
Penxo ATpeccuBHOCTh
Yacrora CyuiuanbHele uaen’, cynnuaaisHoe nosenenue’,
HEU3BECTHA | COMHaMOYJIH3M
Hapymenus co ctopoHsl Ouenb Connusocts'*, cenanus', ronopnas 60>
HEPBHOM CHCTEMBI 4acTo
Yacro Jletaprus', ronoBoKpy KeHHe, TPEMOP, AMHE3US®
Heuacto HapeCT€31/IH2, CUHAPOM «OECTIOKONHBIX HOTY,
00MOpoK
Penxo Muokionyc
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COOTBETCTBYET SKCNEPTHOMY OTUYETY

Yacrora Cynopotu, cepotbHNHOBEI CHEAPOM. HapecTesim -~
HEU3BECTHA | CIM3UCTON 000J0YKH POTOBOM MOJIOCTH,
PacCTpONCTBO apTUKYJISILUU
Hapymenns co cropoHsl Yacro OprocraTnyeckas rUIOTEH3Hs
COCyAoB Heuacto CHMKEHHE apTepUANbHOTO JABJICHUS
KenynouHo-kuieyHsie Ouenb CyxocTb BO pTY
HapyILICHUSA 4acTo
Yacro Tommora®, quapes?®, ppora?, 3amop’
Hegacro CHuxeHue 4yBCTBUTEIIBHOCTHU CIM3UCTON 000I0UKH
II0JIOCTH pTa
Penko ITankpearur
Yacrora OTek cau3ucToil 000JI04YKH MOJIOCTH PTa,
HEU3BECTHA | MOBBILIEHHOE CIIOHOOT/IEICHHE
Hapyienust co ctopoHsl Penxo [ToBblllIEHHE aKTUBHOCTH TPAHCAMHUHA3 CHIBOPOTKHU
IIEYEHU U
JKEITYEBBIBOISLIMX ITyTEU
Hapymenus co cropons! Yacro KosHast ChIIb>
KOKH U TIOAKOXHBIX Yacrota Cunnpom CruseHnca-/[>koHcoHa, OyJIIe3HBbIH
TKaHEH HEU3BECTHA | IEPMATUT, MyJIbTH(POPMHAs S3pUTEMA, TOKCUUIECKUI
ANUAEPMAIIbHBIN HEKPOJIN3, JIEKAPCTBEHHAS PEaKIUs C
903MHO(PUIINEH U CUCTEMHBIMH CUMITOMaMHU
(DRESS-cunnpom)
Hapymenus co ctopoHbl Yacro Aprpanrus, Muanrus, 6076 B criuHe!
MBIIIEYHOH, KOCTHOH U Yacrorta Pa6omuonus’
COETUHUTENIbHOM TKaHU HEeH3BecTHA
Hapymenns co ctopoHbl Yacrorta 3anepkka MO4H
[IOYEK ¥ MOUYEBBIBOIALINX | HEM3BECTHA
yTen
Hapymenunst co ctopoHbl Yacrora [Ipnanusm
PENPOAYKTUBHON CUCTEMBI | HEU3BECTHA
1 MOJIOYHBIX JKEJIe3
OOume HapyeHus U Yacto [epudepudeckue oTeku', yTomaseMocTh
PCAKIII B MECTE BECACHIL | yqcrota I'enepanu30BaHHBIA OTEK, JTOKAIN30BAHHBIN OTEK
HEU3BECTHA
JlaGopaTopHsbie 1 Yacrota VYBennyeHrne akTUBHOCTH KPEATHHKUHA3BI
UHCTPYMEHTAJIbHbIE HEU3BECTHA
JTAHHbBIE

—_—

B X01€ KIMHUYECCKUX I/ICC.]'IGJIOBaHI/Iﬁ JAaHHBIC ABJICHUSA OTMEYAJIUCh CTATUCTHYCCKU JOCTOBCPHO Yalle

Ha q)OHC TCpalliu MUPTA3alIMHOM, YEM IIPpU IPUMCHCHHUU nnaue60.

2 B X01€ KIIMHNYECKNX I/ICCJ'Ie}IOBaHI/Iﬁ JAaHHBIC ABJICHUA OTMCYAINCHh Hallle P NPUMCHCHUN rmaue6o,

4€M Ha q)OHC TCpaliu MHUPTA3allMHOM, OJHAKO pa3sHULIA HC ObllIa CTATUCTUYCCKHU HOCTOBCpHOﬁ.

3 B X0J€ KIMHHUYCCKUX I/ICC.]'Ie)IOBaHI/Iﬁ JAaHHBIC ABJICHUSA OTMEYAJIMCh CTATUCTHYCCKU JOCTOBCPHO Yalle

IpY IPUMEHEHUH T1ae0o, yeM Ha (JOHE Tepanui MUPTA3auHOM.

4 CHuxenue JO3bI OOBIYHO HE IPUBOJUT K YMCHBIICHUIO COHJIMBOCTHU H/Uau U30BITOYHOTO CE€IaTHUBHOI'O

NeHCTBUS, OHAKO MOXKET IPUBECTH K CHMYKEHUIO 3(P(PEeKTUBHOCTH aHTUJICTIPECCAHTA.
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>Tlpu JeYeHUH aHTHAEIPECCAHTAMH MOTYT MOSBHTHCSA WU a5 Gottie '%EEQEEH;}ML:'%eHC;F'a u

COOTBETCTBYET SKCNEPTHOMY OTUYETY

OcccoHHMIa (KOTOphIE TaKXe MOTYT OBITh cHUMITOMaMH Jenpeccuu). Ha ¢one Tepamuu
MUPTa3alMHOM ObUIH OTMEUEHBI CIyYau BO3SHUKHOBEHHS WM YCUJICHHS TPEBOTU M OECCOHHMUIIBI.

% Bein 3aperncTpUpOBAHBI CIyYad CyUIMAATBHBIX HAMEPEHHH 1 CYHIMIAIbLHOTO MOBEICHNS Ha (hoHEe
Tepaluyl MHUPTA3allMHOM MJIM BCKOpE IIOCie MpeKkpauieHus Tepanuu (cMm. paszzpensl «OcobOble
yKa3aHus», «C OCTOPOKHOCTHION).

7 O cIydaiax pa6,Z[OMI/IOJ'II/ISa COO6H_[8,J'IOCI) B CBs3U C CCPOTOHHMHOBBIM CHUHAPOMOM U Hepe,Z[OSHpOBKOﬁ
HCCKOJIBKMMU IIpCriapaTaMu. B MMOCJICAHCM Cliydac MHNPUYUHHO-CICACTBCHHAA CBA3b C IIPUCMOM
MUpTa3aliiHa HE ObLIa YCTaHOBJICHA.

8 B 6osbIIMHCTBE CITyYaeB CHMIITOM MCUe3all Ocie OTMEHBI IIpenapara.

OnuncaHne OTACIBHBIX HEXKEIATEABHBIX PEAKITUHN

HpI/I OLCHKEC AAaHHBIX, IMOJIYUYCHHBIX B XO4€ KIIMHHUYCCKHUX HCCHGHOB&HHﬁ, Ha6JIIOI[aJIOCI) BPEMCHHOC
IOBBIIICHUEC aKTUBHOCTHU TPpaHCAMUWHA3 U raMMa-TrJIyTaMUJITPAaHCIICTITHAAa3bl (OI[HaKO HEC COO6HIaJIOCI) 0
KaKux-1100 HeXelaTeIbHBIX pe€aKknuigax, CBA3aHHLIX C IIPpUCMOM MHUPTA3aIlIMHA, KOTOPbIC BO3HHUKAJIN C

OOJIBIIIEH YaCTOTOM, YeM IPU MPUMEHEHHUH T11a1e6o0).

Ilepeno3upoBka

CuMITOMBI

Cumnrombl 00b19HO cnabo BbeipakeHbl. CooOmanocs o0 yruerenun [[HC, compoBoxaaBmmMcs
JIe30pUEHTAlIel U TMPOJOHKUTETBHBIM CEAATUBHBIM J3(PPEKTOM B COYETAaHUU C TaXUKapAHeH u
HEOOJIBIIIMM TOBBIIICHUEM WJIH CHIDKEHUEM apTepHabHOTO JaBiieHus. OQHAKO MPU J103aX, HAMHOTO
MPEBBIIAIONINX TEPANeBTUYECKYIO0 /03y, B OCOOCHHOCTH TIpU TIEPENO3UPOBKAX HECKOIBKUMHU
npernapaTamu, TPUHATHIME OJJHOBPEMEHHO, CYIIECTBYET BEPOSITHOCTH 00Jiee Cephe3HBIX MOCIEeICTBUN
(BKJTIOYaAs METaNbHBIN HcXoM). B Takux chmyuasx Takke coobmanock o0 yminHenun uaTepBana QT u
TaxXuKapJuu 10 TUITY «Upy T» (torsades de pointes).

Jleuenue

B cnyuae mepeno3upoBku HEOOXOIUMO MPOBEACHUE CUMITOMATUYECKOW TEparuu Ui MOAEPKaHuUs
KU3HEHHO BaXHBIX (YHKIMN OpraHu3Ma, a TakKe MOHHTOPHHT 3iekTpokapauorpammbl (OKT).

Cne)lyeT BBECTH aKTI/IBHpOBaHHBIﬁ YTOJIb WJIX BBIIIOJITHUTH IPOMBIBAHUEC KCITYIKA.

B3al/IMO}IeI7lCTBI/Ie C APYIruMM JICKAPCTBCHHBLIMHU CPEACTBAMUA

dapmakoguHAMHUUECKOE B3aUMOAEHCTBUE

e MuprasanuH He cleayeT NPUMEHAITh B coueTaHuu ¢ uHruoutropamu MAO u B TeUeHHE ABYX HEJENb
nocnie mpekpaiieHus JedeHuss uHruouropamu MAOQ. Jledenne unrubutopamu MAO cremyer
HAYMHATH HE PaHEe YeM uepe3 JIBe HeJIeH MOCIe MPEKpaleHus ISYCHUSI MUPTa3aluHOM (CM. pa3ael
«IIpoTuBoOIIOKa3aHUNY ).

OMHOBpEMEHHBII TIpUEM C JPYTUMH CEPOTOHWHEPrHUecKuMH mpemnaparamu (L-tpuntodanom,
TpunTaHamMu, TpaMaaoJoM, JIMHC30JIUAOM, MCTHUJIICHOBBIM CHHUM, CCIICKTUBHBIMHU I/IHI‘I/IGI/ITOpaMI/I

00paTHOrO 3axBaTa CEPOTOHMHA, BeHJA(paKCHHOM, MpernapaTaMu JUTUS U IpenapaTtamMu 3Bepo0ost
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npoabipsBiaeHHOTr0 (Hypericum perforatum) MOMKET npﬂg&;PﬂER]cb@ﬁamH&bJﬁﬂHH&éoro

cunapoma (cM. pasaen «OcoOble yKa3aHUs»).

e MupTra3anuH MOXXET YCHWJINBATh CEJaTHBHBIE CBOWCTBAa OEH30/MA3EMUHOB M JPYTUX CEAATUBHBIX
cpeactB (B 4acTHOCTH, OOJBIIMHCTBA AHTUIICUXOTHYECKUX CPEJACTB, AaHTAaroHUCToB Hi-
TUCTAMUHOBBIX PELENTOPOB, OMUONAOB). CieayeT MpOsBIATH OCTOPOKHOCTh NMPHU Ha3HAUYECHUU
BBIIIIEYKAa3aHHBIX JICKAPCTBEHHBIX CPEACTB BMECTE C MHPTA3allMHOM W TMPOBOJIUTH Ooliee
TIIATEJIbHBIN KIMHUYECKU MOHUTOPHHT .

e Mupra3zanuH MOXET YCWIMBAaTh JEIPECCUBHOE JEHCTBUE AJKOIOJIsI Ha LEHTPaIbHYIO HEPBHYIO
cucremy (LIHC), mosTomMy namueHTsl JOJDKHBI OBITH MPEAyHpekIeHbl 0 HEOOXOIUMOCTH n30eraTh
YHOTPeOJIEHHUS CIUPTHBIX HAITUTKOB MIPH IPUEME MUPTAa3aIuHa.

e MuprazanuH npu npuMeHeHuu B 103¢ 30 mr 1 pa3 B CyTKU BBI3bIBAT HEOOIBIIIOE, HO CTATUCTUYECKU
nocroBepHoe moBbimenne  MHO  (Mexnaynapognoe HopmanuzoBanHoe CooTHOIIEHUE) Yy
MAIMEHTOB, MOJIy4YaBIIUX JieueHue BapdapuHoM. Henb3s uckimodats 0ojee BhIpaXKEHHBIN 3P QeKT
mpu 6oiee BHICOKOM 103e MupTa3anuHa. Pexkomennayercsa kontponuposate MHO B cinyuae neueHus
Bap(papvHOM B COYETAaHUU C MUPTA3AIIMHOM.

e [lpu OIHOBpPEMEHHOM MPUMEHEHMM MHUpPTa3alMHAa C IPYIMMH JIEKapCTBEHHBIMH Ipernaparamy,
KOTOpBIE MOTYT BBI3bIBaTh yiIMHEeHHE nHTepBana QTc (Hanpumep, HEKOTOpPbIE AaHTUIICUXOTHUYECKHE
npenapaThl WIM aHTUOMOTUKH), a TAKKE MPHU MEePeAO3HMPOBKE MUPTA3AIMMHOM IMOBBILIAETCS PUCK
ynnuHenus uHTepBaia QT nHa OKI' w/unm BOSHHUKHOBEHHS >KETYJOYKOBBIX apUTMHM, HampuMep
TaxUKapIuu MO TUIY «ITHPYIT».

dapMakoOKHHETHYECKOE B3aUMOAENCTBUE

e KapOamazenuHn u ¢denutonn (uHaykTopel u3zopepmenta CYP3A4) yBenuuuBamu KIMPEHC
MUpTa3anuHa NpUOIN3UTENIBHO B 2 pa3a, 4YTO MPUBOAMUIIO K CHUIKEHHUIO KOHLIEHTPALUA MUpTa3anuHa
B miazme Ha 60 % u 45 % coorBercTBeHHO. [Ipu moGaBnenuu kapOamasenvHa WIH APYroro
MHAYKTOpa MeYEeHOYHOTro MeTaboan3Ma (HampuMep, pudaMIuiuHa) K Tepanid MUpTa3aliuHoOM Py
HE0OXOIMMOCTHU CJelyeT YBEIMUUTh 03y MupTrazanuHa. [Ipu npekpaiieHun npueMa MHAYKTOPOB
MEYEHOYHOI0 MeTaboIM3Ma MOXKET BOSHUKHYTh HEOOXOJUMOCTb CHUKEHHSI 103bl MUpTa3alHa.

e [IlpumeHneHue B coueTaHUM ¢ MOIIHBIM HHruouropom wuszopepmenta CYP3A4 kerokoHazoom
MNPUBOJIMIO K TOBBIIEHUI0O Cpax B IJa3Me M IUIOUIAAM TOJ KPUBOHW 3aBUCUMOCTHU
«koHeHTpanus — Bpemsi» (AUC) mupTazanuna npubausutensHo Ha 40 % u 50 % cooTBETCTBEHHO.

e [Ipu mpUMeHEHHH B COUYETAHUU C MUMETHUIMHOM (ciabbiM nHruouTopoMm nzopepmentoB CYP1A2,
CYP2D6 u CYP3A4) cpennsis KOHIEHTpaIMsI MUpTa3aliHa B TJIa3Me YBEIUYUBaeTcs 0oyiee yeM Ha
50 %. CnenyeT nposiBISITH OCTOPOKHOCTD MPU IPUMEHEHUH MUPTA3allMHA B COYETAHUU C MOIIIHBIMU

uaruouTopamu  u3zopepmenta CYP3A4, wunruburopamu mnporteassl BHUY, a3onpHBIMH

10
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COOTBETCTBYET SKCNEPTHOMY OTUYETY

HCOGXOI[I/IMOCTI/I CJICAYCT YMCHBIIUTL O3y MUpPTAa3allMHa.
e B HCCIICAOBAHUAX II0 H3YYCHUIO BSaHMOHCﬁCTBHﬁ MHUpPTa3alliH HE OKa3bIBaJl BJIUAHUA Ha

(bapMaKOKI/IHCTI/IKy IMapOKCETHHA, AMUTPUIITUIIMHA, pUCTICPUAOHA UIIN ITPEIIapaTOB JIUTHUA.

Oco0ble ykazaHus

CVI/IL[I/I[[/ CYHIMAAJIBHBIC MBICJIH MJIWM KIMHHUYCCKOC YXYAINCHUC TCUCHU A 3a00JICBAHUS

JIroboe nmernpeccuBHOE PAcCTPOMCTBO caMO MO ce0e yBENMYMBACT PUCK CYWIUAAIBHBIX MBICICH U
CYULIUJANBHOTO TIOBEJIEHUS. DTOT PUCK COXPaHSIETCs IO TEX MOp, MOKa He OyAeT JOCTUTHYTa 3HAUnMast
pemuccus. [lockonbky ynydiieHHe MOXXET HE HAcTylaThb B TEYCHHE MEPBBIX HECKOJIbKHUX HEIETh
Tepanuu (WJIK JOJbIIE), COCTOSHUE TMAalMEHTOB JOJDKHO TIHIATEIbHO MOHHTOPHUPOBATHCS 0
HACTyIJIeHUs yayudmieHus. KinHuueckue HaOMIOJEHUS IOKAa3bIBAlOT, YTO PHUCK CYHUIIHJA MOKET
YBEIIMYMBATHCS HA PAHHUX CTAIUSIX BBI3IOPOBIICHHUS.

[TarueHTHl, y KOTOPBIX B aHaAMHE3€ OTMEYAIOCh CYMIIMJAIbHOE IMOBEACHUE, a TaKXKE MAI[MEeHTHI, Y
KOTOpBIX JI0 Hayajia Tepallid OTMEYaJMCh BBIPAKECHHBIE CyHIIMAaIbHbIE HaMEpPEHHUs, OTHOCATCA K
TPYIIE MOBBIIIEHHOTO PHUCKA IMOSBICHUS CYUIIMIATBHBIX MBICICH WM MOMBITOK CYWUIUJIA U JTOJDKHBI
HaXOJUTHCS TOJ IPHUCTAIbHBIM HaOmo/eHueM. MeTa-aHanu3 pe3yJbTaToB, IOJYYEHHBIX B XOJ€
1a11e00-KOHTPOJIUPYEMBIX  KIMHUUYECKUX HCCIEAOBAHUN MO TMPUMEHEHHIO aHTHJICIIPECCAHTOB Y
B3POCJIBIX MAIIMEHTOB C ICUXHUYECKUMHU PACCTPOICTBAMHU, BBISIBIII 00Jiee BBICOKUH PUCK CYHITHAATIBHOTO
MOBE/ICHUS y MAIMEHTOB, MOJYYaBIIMX AHTHUJENPECCAHThl, MO0 CPAaBHEHUIO C Tpymmoil miarnedo, B
BO3pacTHOM Tpymnre A0 25 Jer.

[TarmenTsl, TOMyYalolIMe TEpamuio aHTHUJENpeccaHTaMH (OCOOEHHO TMAalMeHThl U3 TPYMIbI
MOBBIIIEHHOTO PUCKA), TOJDKHBI HAXOAUTHCA TOJ MPUCTAIBHBIM HAONIOJIEHUEM, OCOOCHHO B Hauase
Tepanuu, a TAkKKe B Cllydyae KOPPEeKTUPOBKHU J103bl. [lanimeHTs! (a Takxke JI11a, OCYLIECTBISIONINE YXO/
3a HUMH) JIOJDKHBI OBITh TIPEAYTNPEKIACHBI O HEOOXOJMMOCTH CBOCBPEMEHHOTO BBISBIICHUS JIFOOBIX
MPU3HAKOB KIMHUYECKOTO YXYIUICHUS, CYWLUJATBHOTO TOBEICHHUS, CYMIIMAAIbHBIX MBICIEH WU
HEOOBIYHOTO TIOBEICHHUS, a TAKXKE O HEOOXOIMMOCTH He3aMeUIUTENIBHO COO0IAaTh Bpady O MOSIBICHUU
JAHHBIX CHMITTOMOB.

C yuyeToM BO3MOXKHOCTH CYWIIHJA, OCOOEHHO B Hadyajle TepamnuH, CleQyeT Ha3HayaTb MalleHTy
HaMMEHbIIIee KOJIMYECTBO TAOJIETOK MpernapaTa ¢ IeJIbI0 CHIKEHHSI pHCKa Mepe03UPOBKH.

Yruerenne ¢dyHKIMNA KOCTHOIO MO3ra

[Ipn nprMeHeHnu MUpTa3anvHa OTMEYAJIUCh CIydau YTHETeHUs (YHKIMH KOCTHOrO MO3ra, OOBIYHO
IMPOSABIIOIIErOCS B BHJE TPaHYJIOLMTONCHHHM WM arpaHysonuTo3a. B Xome KIMHUYECKHX
UCCIICIOBAaHUM TIpenapaTa B PEIKHX CIydasx OTMedalcsi oOpaTuMBblii arpanyiouuTto3. B xone
MIOCTMApKETUHTOBOTO HAOIIOJICHHS arpaHyJIOIMTO3 PETUCTPUPOBAJICS B OYEHb PEIKHUX CIIydasiX, U B

OOJILIITMHCTBE CIIy4aeB OH TaKkKe ObUT 0OpAaTHMBIM, OJHAKO OBLJIO OTMEYEHO HECKOJBKO JICTAIBHBIX

11
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HCXOJI0B, KOTOpbIE PErMCTPUPOBAINCH B OCHOBHOM |Y naun'eg%l-a—lggdﬁ“ggqtﬁ %})gt_r'\/'j E.I]:IIQI:ILVGT

BHHUMATEIHHO OTHECTUCH (M MPOMH(DOPMHUPOBATH MAlMEHTA) K TAKUM CHMIITOMAaM, KaK TOBBIIICHHE
TEMIIEpaTyphl Tella, OOTU B TOpJie, CTOMATHT U JAPYTUM MPU3HAKAM TPUIIIONOJ00HOTO CHHAPOMA; TIPU
MOSIBJICHUU TTOJA0OHBIX CHUMIITOMOB CJIEIyeT IPEKPaTUTh JICUCHUE U CIEIaTh aHAJIU3 KPOBH.

Kenryxa

[Ipu nosiBIeHUU MPU3HAKOB JKEITYXH JICUCHUE CIEAYET MPEKPATUTD.

Cocrostaus, Tpedvioume Ha0aIeHUs Bpaya

Crnenyer Ha3HayaTh MpenapaT ¢ OCTOPOKHOCTHIO, @ TAKKE OCYILIECTBIISTh PETYISIPHOE U TILATEIbHOE

Ha0JI0/IeHNe 32 MAllMeHTaMU IIPU CJIEeIYIOIINX COCTOSIHUAX/3a001€BaHUSX

e Dnuiencusi 1 OpraHuuecKrue MOpakeHus rOJIOBHOTO MO3ra. XOTs KIMHUYECKUH OMBIT I10Ka3bIBaET,
YTO 3MUJIEHTUYECKHUE MPUCTYIBI BOZHUKAIOT PEAKO KaK IPH JICYEHUH MHUPTA3alMHOM, TaK U IPU
JICYEHUU JpPYTMMM aHTUJENpEeccaHTaMM, I[pernapaT HEoO0XOAMMO MPHUMEHSTb C  0Co0oM
OCTOPO’KHOCTBIO y MAIIUEHTOB C SMUJICNTUYECKUMU PUCTYNIaMU B aHamHe3e. Jleuenne HeoOXoaumo
MIPEKPATUTh B CIy4Yae Pa3BUTHUS WIHM YBEIUYEHUS YACTOThI MHICITUYECKUX TPUCTYTIOB.

e [leyeHouHas HenOCTAaTOYHOCTH. [Ipyu mepopanbHOM INpueMe MUpPTa3alMHa B J03€ 15 MI KIMpeHC
MUpTa3aliHa yMEHbIIaics MNpubmuzuTenbHo Ha 35 % y MalMeHToB C  MEeYEHOYHOH
HEJ0CTaTOYHOCThIO JIETKOW WJIM CpEJHEM CTeNeHW TSHKECTH IO CPaBHEHUIO C MalMeHTaMH C
HOpMaibHOW (QyHKIMeW mneueHu. CpeaHsisi KOHIEHTpalUs MUpTa3alMHa B IJ1a3Me€ KpPOBHU
yBEJIMYUBAIACh NMPUOTU3UTENHHO Ha 55 Y.

e [loueunas HegocraTouHOCTH. [IpH MepopanbHOM pUEeMe MUpPTa3anuHa B 103€ 15 Mr y manueHToB ¢
noueyHoi HegoctaTouHocThIO cpeanert (KK 10 — 40 mn/mun) unu Tsokenoii crenenu (KK menee 10
MJI/MUH) KITUPEHC MUpTa3aluHa yMeHbIancs npudauszurenabHo Ha 30 % u 50 % cooTBEeTCTBEHHO, IO
CPaBHEHHUIO CO 3710pOBbIMH 100OpoBojbIiaMu. CpeHssi KOHLIEHTpalus MUPTa3aliHa B IJ1a3Me KPOBU
yBenuuuBaigach Ha 55 % u 115 % cooTBeTCTBEHHO. Y MAIIMEHTOB C MOYEUYHON HEIOCTATOYHOCTHIO
nerkoii creneHu Tspkecth (KK 40 — 80 mMi/MuH) 3HAUUTENBHBIX OTIMYMNA IO CPAaBHEHHUIO C
KOHTPOJILHOM TpyNION He HAOII0AaI0Ch.

e 3a0oneBaHusi cepAlla, TakWe Kak HapylIeHHe NPOBOJAWMOCTH, CTEHOKApAMs U HEIaBHO
MEepPeHEeCeHHbI WHGApKT MHUOKapAa. B JaHHBIX choydasx HeOoOXOJUMbI OOBIYHBIE MeEpbI
MIPEIOCTOPOKHOCTU MPU HA3HAYECHUN MUPTa3alliHa U COMYTCTBYIOIIEH Teparuu.

e Huskoe apTeprajibHOE J1aBJICHHE.

e (CaxapHplif nuaber. Y MHalMEHTOB C caXapHbIM JAMA0ETOM aHTUIENPECCAHThl MOTYT BIUSATH Ha
YPOBEHb TJIIOKO3bI B KpPOBHU. MoeT moTpeOOoBaThCS KOPPEKIMS J03bl MHCYJIMHA W/WIW JI03BI
MepopaibHbIX THIOTJIMKEMUYECKUX MpenapaToB. PekoMeHyeTcs TiareabHoe HabtoIeHue.

Kak u Opyu OpUMCHCHHUHU APYIUX aHTHUACIIPCCCAHTOB, IIPHU HNPHUMCHCHHM MHPTA3alliHa MOI'YT UMCTH

MECTO CIACAYIOMUE COCTOAHMA:
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COOTBETCTBYET 3KCTIEPTHOMY OTHYETY

JICYCHUs TMAlKUEHTOB C IIHU30(peHUel WiIh IPYyrUMH MCHUXOTHUYECKUMHU HAPYUICHUSIMH, MOTYT
YCUJINTBCS TapaHOU1aJIbHbIE UJIEH.

JleripeccuBHas ¢a3za OUITOIAPHOTO pacCcTpoiicTBa Ha (poHE JIeUeHUST MOKET TPAaHC(HOPMUPOBATHCS B
MaHHaKanpHy0 (azy. [lanuenTsl ¢ MaHHeW/olMroMaHuell B aHaMHE3€ JOJDKHBI HaXOJIUTHCS TMOJ
MPUCTAILHBIM HaOII0AeHneM. MUpTa3anuH cielyeT OTMEHHUTD, €CIIM Y MAIlMeHTa OTMEUEH MePexo/]
B MaHUaKaJbHYIO (a3zy.

XOTsl MUpTa3alvH HE BbI3bIBAET IPUBBIKAHHUS, IOCTPETUCTPALIMOHHBII OMBIT IPUMEHEHUS ITpenapara
MIOKA3bIBAET, YTO PE3KOE IMPEKPAIICHUE JICUECHHUS IOCIE MPOJOJIKUTEIBHOTO MPUMEHEHUS MOXKET
WHOI'/Ia CTaTh MPUYMHOM CHUMIITOMOB «OTMEHBD). BOJBIIMHCTBO pEaklUMil «OTMEHBD» SBISIIOTCA
cnabbIMH M caMooTrpaHruuBarommmMucs. Hanbomnee yacto cooOmanoce 0 CIEAYIOMMX CHMIITOMAX
«OTMEHBI»: TOJIOBOKPYXKEHHUE, aKUTAlUsl, TPEBOra, rojioBHas OO0Jb M TOMIHOTAa. XOTA O HHUX
COOOIIATOCh KaK O CHUMIITOMaX «OTMEHBD», CIEAYyeT yUUTHIBaTh, YTO ATH CUMITOMBI MOTYT OBITh
CBSI3aHBI C OCHOBHBIM 3a0osieBaHueM. JleueHWe MHPTA3allMHOM PEKOMEHIyeTCs MpeKpaliaTh
nocTerneHHo (cM. pazaen «Crocod mpruMEHEeHHUS U T03BI»).

MuprazanuH HEOOXOJMMO C OCTOPOXXHOCTBIO Ha3HauaTh MallMeHTaM C HapylleHUueM
MOYEHCITyCKaHHs, B TOM YHCJIE NIPU THNepTpodun MpeacTaTeNbHOMN kKeyesbl, a TAKXKe MalueHTaM ¢
OCTpPOW 3aKpBITOYTOJIbHOM TIJIayKOMOW M TOBBIIIEHHBIM BHYTPHUIJIa3HBIM JaBlI€HUEM (OJIHAKO
HEraTUBHOE BJIMSHME TIpMEMa MHUpTa3allMHa MaJOBEPOSTHO B CBA3M C TEM, 4YTO
aHTHUXOJMHEPruyeckas akTHBHOCTb IIperapara O4eHb cJ1ado BhIpakeHa).

AKaTHU3M/ICUXOMOTOPHOE BO30YK/I€HHE: NMPUMEHEHUE aHTHUJIEIIPECCAHTOB CBS3aHO C Pa3BUTUEM
aKaTU3MU, KOTOpasi XapakTepu3yercs: CyObeKTUBHO HETPUSATHBIM UM TPEBOKHBIM BO30YKIEHHUEM C
MOBBIIIEHHOW JBUraTeNbHON aKTHUBHOCTHIO. Hanboniee BEpOSITHO MOSBIEHHE TAaKUX CHUMIITOMOB B
TE€YEHHE MIEPBBIX HECKOJIBKHUX HENEIb JICUCHMsI. Y BEJIMUEHHUE 1036l B IaHHOM CIIy4ae MOXET 0Ka3aThb
HEraTUBHOE BIIMSIHUE HA COCTOSIHUE 3/10POBbs MAlMEHTA.

Bmustane wmuptazanuaa Ha wHTepBan QTcC omneHwWBanum B paHIOMU3MPOBAHHOM, IIIANE00 H
MOKCH(IIOKCALIMH KOHTPOJIMPYEMOM KIMHUYECKOM MCCIIEJOBAHUH, BKIIOYABIIEM 54 310pOBBIX
100pOBOJIbIIA, IOCPEICTBOM aHaJIN3a M0 TUITY SKCIO3UIHSA-0TBET. DTO HCCIeA0BaHNE MTOKA3ao0, YTO
7036l MUpTazanuHa 45 Mr (TepameBTHuYeckas) M 75 Mr (IpeBbIIIAIOIIas TEPareBTUYECKYIO) HE
OKa3blBIM BIUSHUSA Ha KIMHAYECKM 3HauuMmoe YyuMHeHne wuHtTepana QTc. B xoxe
MIOCTMApKETUHTOBOIO TMPUMEHEHHUs] MHpTa3alMHa ObUIM 3aperuCTpUpOBaHbl CIy4ad YAJTMHEHUS
nnatepBana QT na DK, xxenmyaoukoBas Taxukapaus (B TOM YHCIIE TAXUKAPIUS TIO TUITY KITUPYIT») U
BHe3amHass cMepTh. OpHako B OOJNBIIMHCTBE CIIy4aeB 3TH CHMIITOMBI OTMEYaluCh Ha (QoHE
NEPeO3UPOBKH WIM y TMAIMEHTOB ¢ ApyruMHu (akropamu pucka yanuHenus uHtepBasia QTc,

BKJIKO4Yas O,Z[HOBpGMGHHLIﬁ npueMm JByX HWJIHW HCCKOJIbKUX JICKAPCTBCHHLIX MPCHapaTos,
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COOTBETCTBYET 3KCMEPTHOMY OTYETY

JIeKapCTBEHHBIME cpeacTBamMmu» U «Ilobounoe neiictBuey). CieayeT coOar0aaTh OCTOPOKHOCTD MPH
Ha3HAUYEHUW MHpTa3alrHa MAleHTaM C CepACYHO-COCYIUCTHIMU 3a00JIEBaHUSAMH, a TAKXKE NpPU
HaJIMYUU B CEMEIHOM aHaMHe3e yAJuHeHHoro unHtepBasia QT wiM mpu comyTCTBYIOLIEH Tepanuu
JIpYyTUMH IIpernapaTamMu, KOTOpble MOTYT BbI3bIBATh yIHMHEeHHE nHTepBayia QTc.

['unonarpuemus. [Ipu npuMeHeHNN MUpPTa3alIMHA ONMCAHBI KpaifHe peAKUe CIydau THITIOHATPUEMHH.
[TarenTam U3 TPYIIBI prcKa (MOXKHUIIBIM MAIMEHTaM HJIM HallMeHTaM, IPUHUMAIOIIUM IpenapaTsl,
KOTOpBIE MOTYT BBI3BIBATh THMIIOHATPUEMHIO) mpemapar MuprazanuH-TeBa ciiegyeT Ha3HayaTh C
OCTOPOKHOCTBIO.

CepoToHMHOBBIN cHHIpPOM. l[lpu OJHOBPEMEHHOM WPUMEHEHUHU CENEKTUBHBIX WHTHOUTOPOB
0o0paTHOro 3axBaTa CEPOTOHMHA U JAPYTHX CEPOTOHUHEPTHYECKHX MpPErnapaToB MOKET BO3HUKHYTh
CEepOTOHMHOBBIM CHUHAPOM (cM. pasznen «B3aumoneilcTBue ¢ JIpyruMu  JIEKapCTBEHHBIMU
cpeactBammu»). CHUMOTOMaMH CEpOTOHMHOBOTO CHHAPOMA MOTYT OBITh JIMXOPAJKa, PUTHIHOCTS,
MHOKIIOHYC, PpAacCTPOMCTBO BEreTaTHBHOW HEPBHOW CHUCTEMBI C BO3MOXXHBIMH OBICTPBIMHU
KoJeOaHUsSMU KU3HEHHO BaXXHBIX TOKa3aTeleld (YHKIMOHAIBHOTO COCTOSIHHUS OpraHu3Ma,
W3MEHEHUE TICUXUYECKOTO0 COCTOSHUS, BKJIOYasl CIyTAHHOCTh CO3HAHUS, Pa3apaKUTEIbHOCTh U
CUJIBHOE BO30YK/IeHUE, TPOTPECCUPYIOIIEe B PACCTPOUCTBO CO3HAHMS U KoMy. CienyeT coOmo1aTh
OCTOPOXKHOCTH Y OCYIIECTBIISITh TIIATEIBHBIN KITMHHYECKUI KOHTPOJIb IPY OJTHOBPEMEHHOM MTPHEME
3THX IpenapaToB ¢ MupTazanuHoM. [Ipu mosiBiIeHUM MOAOOHBIX CUMITOMOB CIEIYET MPEKpaTUTh
JieyeHHe MHUPTA3allMHOM W HadaThb CHMIITOMaTHYecKoe JjedeHue. [locTperucTpaliioOHHBIN OIBIT
MPUMEHEHHs TIperapara IMOKa3bIBaeT, YTO CEPOTOHWHOBBIM CHHIPOM Y TMAIMEHTOB, KOTOPBIE
MOJIy4al0T MOHOTEPANMI0 MHUPTa3allMHOM, BO3HUKaeT O4YeHb penako (cMm. pasgen «lloGounoe
NEHCTBUEY ).

HexxenarenbHble peakUMH CO CTOPOHBI KOXHM M TOAKOXKHBIX TkaHed. Ha ¢one Ttepanun
MHUPTA3allUHOM TOCTYIAIM COOOLIECHHS O Pa3BUTUU CEpPhE3HBIX HEXKENATeNbHBIX peakiuil co
CTOPOHBI KOXM M TOJAKOXXHBIX TKaHeW, BKIo4as cUHIpoM CTHBeHca-J[)KOHCOHA, TOKCUYECKHUN
SNUACPMANbHBIA  HEKPOJIN3, JIEKAPCTBEHHYIO pEaKIUI0 C HS03MHOPWINMEH U CHUCTEMHBIMU
cumnroMamu (DRESS-cunapom), Oymie3Hblil JepMaTUT U MyJIbTH(QOPMHYIO 3pUTEMY, KOTOpPbHIE
MOTYT OBITh ONACHBIMHU JUIS )KM3HU WIIM CMEPTENIbHBIMU. ECiM MOSIBIIAIOTCS MPU3HAKU M CUMIITOMBI,
yKa3bIBAIOIIME HAa 3TU PEaKIMK, MUPTA3aIluH CJIeyeT HeMeUIeHHO oTMeHUTh. Eciin Ha hoHe nmpuema
MHUpTa3anuHa y MaueHTa pa3Buiach 01Ha U3 3TUX peakluid, IedeHHne MUPTa3allMHOM BO30OHOBIISATh
HE ClIeTyeT.

[IpumeHeHne y TOXWIBIX MNalMeHToB. [lalMeHTh MOXWIOTO BO3pacTta OOBIYHO Oosee

YyBCTBUTEIbHBI, 0COOCHHO B OTHOIIICHUHU MOOOYHBIX (PPEKTOB aHTHIETTPECCAaHTOB. B KiImHNYECKUX

14



COOTBETCTBYET SKCTIEPTHOMY OTHETY

) =
.l

HCCICO0BAHUAX HE OTMECYAIOCh, YTO Yy IMAIIMCHTO HO)KI/IJ'IH;I'C; l;(;!’:%gc Hg)ﬁgll:cllfleﬂﬁ}ﬁﬂ'e 'ﬁel'éﬁl(‘HI/II/I

BO3HHUKAIOT 4HalllC, YE€M B APYTUX BO3PACTHBIX I'PYIIIAX.

e [Ipu neueHNN MUPTA3aIMHOM CIIeAyeT N30erath ynoTpeOiIeHus aKkoToJis.

Jletn u moapocTtku g0 18 jet

Muprazanud HE CIAeayeT MPUMEHSATh Yy JeTed W moApocTkoB muaname 18 ner. CyuiuaanbHbie
MposiBICHUS (ITOTBITKK CaMOYOUKCTBA M CYMITMIAIBLHBIC MBICIIA) U BPKICOHOCTh (TIPEUMYIIIECTBEHHO
arpeccus, OIIO3UIIMOHHOE TOBEICHUE M THEB) B XOJ€ KIMHUYECKUX HCCIICIOBAHMM HAOIIOAAINCH
3HAQUUTEJILHO Yallle B TPYIIIE JETEH U MOJPOCTKOB, MPUHUMABIINX aHTUICIPECCAHTBI, IO CPABHEHHIO C
IpyNnol MalMeHTOB TOro K€ BO3pacTa, MpUHMMaBIIUX Iianebo. Eciu, ucxons u3 KIMHUYECKOM
HE0OXOMMOCTH, BCE-TaKW MPUHUMAETCS pEIIeHHe O MPUMEHEHUHU IpernapaTa, cleAyeT TIIATeIbHO
KOHTPOJIUPOBAThH MOSIBICHUE CYHIUMIAIBHBIX CHUMITOMOB Yy TMalUEHTOB. Kpome TOro, OTCYyTCTBYIOT
JAHHBIE JIOJTOCPOYHBIX HCCICAOBAaHUN OE€30MaCHOCTH OTHOCUTEIBHO POCTA, CO3PEBAHMS, a TAKKE
KOTHUTHBHOT'O U TIOBEJIEHYECKOT'O Pa3BUTHUS Y IETEH U MOJIPOCTKOB.

BcnomMorarenbHbI€ BENIECTBA

Jlakmosza

JIaHHBIN JIEKapCTBEHHBIM Ipenapar He ClelyeT NPUHUMAaTh NAlUEHTaM C PEAKO BCTPEYAOIIEHUCs
HACJIEICTBEHHOW HENEPEeHOCUMOCThIO TaJaKTO3bl, JIAKTa3HOM HEIOCTaTOYHOCThIO WM TIIIOKO30-
rajlakTO3HOUM ManbabcopOInei.

Hampuu

JlaHHBIN JI€KapCTBEHHBIN MpernapaTr colepKUT MeHee 1 Mmoiub (23 mr) Hatpust Ha | TaOrerky,

MOKPBITYIO TJIEHOYHOM 000JI0UKOM, TO €CTh, 110 CYTH, «HE COJNEPKUT HATPUSD.

Baunsinne Ha cIOCOOHOCTH YIIPABJISITH TPAHCIIOPTHBIMHU CPEACTBAMM M MEXaHHU3MAMH

MupTrazanuH OKa3bIBaeT yMEPEHHOE BIMSHHUE Ha CIOCOOHOCTh YIPABJIATh TPAHCIIOPTHBIMH CPEACTBAMU
1 paboTarh ¢ MexaHu3MaMHu. MUpTa3anH MOXET CHUXKaTh KOHIIEHTpAII0 BHUMaHUS (OCOOEHHO Ha
HaydaJbHOM JTare JieueHus1). B mporecce nedeHns aHTHIENIpecCaHTaMy MAalMeHTaM ciielyeT u30erarb
BBITMOJIHEHUS] TOTEHLUAIBHO OMACHBIX BHUAOB JAEATENbHOCTH, TPEOYIOIIUX BBICOKOH CKOpPOCTH

TICUXOMOTOPHBIX peaKuHﬁ, TaKHX, KaK BOXKIACHHC ABTOMOOMIIS MITH YHpaBJICHUC MCXaHU3MAaMU.

dopma BbINIyCKA

TabneTku, MOKPHITHIE TNIEHOYHON 0000uKOM, 15 Mr, 30 MT, 45 Mmr.

ITo 10 Tabnerok nomematoT B [I1BX/antomMuHneBsie 6I1CTEPHI.

IIo 3 Onucrepa BMecTe€ C HMHCTPYKIHEH MO MEAWLIMHCKOMY NPUMEHEHHUIO MOMEIAIOT B IMaYKy

KapTOHHYIO C KOHTPOJIEM MIEPBOT0 BCKPBITHUS.

YciaoBusi XpaHeHusI

Xpanuts npu temnepatype He Boie 30 °C.
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XpaHUTh B HEOCTYITHOM JIJIs1 IeTel MecTe!

Cpok rognoctu
3 rona.

He IIPUMCEHATH 110 UCTCUCHUHN CPOKA 'OJHOCTH.

YcaoBus oTnmycka

OTIycKarT Mo penenTy.

HanmMeHoBaHMe epkaTe/isi pericTPALMOHHOI0 YI0CTOBEPEHHS JIeKAPCTBEHHOI0 Npenapara
Ucnannus

Axrasuc ['pynn IITC exd.

IIpousBoauTenb
Axrasuc JITa.

BJIB015-016, byne6ens Munactpuan Dcteiit, 3eiityn 3TH 3000, ManbTa.

Opranusanus, NPUHAMAKOLIAs NIPETEH3UH NOTpeduTe el
Poccuiickas @enepanns

000 «TeBa»

115054, Mockga, yi. Banosas, 35

Ten.: +7 (495) 644 22 34

Anpec anekTpoHHo# nouTsl: info@teva.ru
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