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HNHCTPYKIUSA IO MEAUITUHCKOMY IPUMEHEHUWIO JTEKAPCTBEHHOI'O

ITPEITIAPATA
IJIEM ®
(EDEM)
Toprosoe Ha3zBanue
OaeM®
MexayHapoaHoe HeMATEHTOBAHHOE HAUMEHOBAHH e
Jesnoparaaua
JlekapcTBeHHas (popma
Cupor.
Cocras

1 M1 cupona conepKuT

akmueHoe seujecmaso. ae3noparaauna B nepecdere Ha 100 % BemectBo 0,5 Mmr;

gcnomozamenvHule sewecmea: copout (E 420); caxaposa; HaTtpus rugpodochaT 1o1eKaruapar;
HaTpus Oenzoar (E 211); nunaTtpus saerat; NpoNnuiIeHINIMKOJIb; KUCJIOTa TMMOHHAs, MOHOTH/IPAT;
xentelif 3akaT FCF (E 110); Boga ounieHHas.

Onucanne

Mpo3payHast Bsi3Kast )KUJKOCTh OPAHKEBOTO 1IBETA.

dapmakoTepaneBTHYECKAs IPyINIa

AHTUTHCTaMUHHBIE TIpenaparhl s CUCTEMHOro NMpUMeHeHMs. Jlpyrve aHTUTMCTaMHHHBIE CPE/ICTBA
JUI CUCTEMHOTO TpUMEHEHH . Jle3noparagus.

Konx ATX RO6AX27

DapmMaKoJI0ru4ecKne CBOMCcTBa

Dapmakoounamuka

Jle3nopaTauH SBISETCS MOIIHBIM CEJIEKTHBHBIM OJIOKATOPOM MepU(PEpUIecKUX TI'MCTaMUHOBBIX
Hi-peuenTopoB, KOTOpbIi He OKa3blBaeT cedaTuBHOro 3ddexra. JlenoparaguH - MEepBUYHBII
aKTUBHBIN METAOOJIUT JIopaTauHa.

[Tocne mepopanbHOro mpuema DneM® CelneKTUBHO Onokupyer nepudepuueckue Hi-rucramMuHoBbIe
peLenTopsl, MOCKOJBKY Mpenapar MOYTH He IPOHUKAET Yepe3 reMaTorHIedannueckuii 6apbep.
MHOTrOUNCIIEHHbIE HMCCIIEA0BAHMS TOKA3alM, YTO KPOME AHTUTMCTAMUHHOW aKTUBHOCTH JieM®
IIPOJEMOHCTPUPOBAJI  CBOM  IIPOTUBOAJIEPTMYECKME U NPOTHBOBOCHAIUTEIBHBIE  CBOWCTBA.
Vcranosneno, 4rto Jnaem® MOABISAET KacKal pasiMYHBIX PEAKIMU, JIEKAIMX B OCHOBE
aJIJIEPrU4ECKOro BOCIAJIEHNUs], @ UMEHHO:

* BBIJICJICHUE TIPOBOCIIATUTEIILHBIX ITMTOKHMHOB, BKtouas NJI-4, NJI-6, UJI-8, NJI-13;

* BBIJICJIEHUE MIPOBOCTIAJIUTENBHBIX XEMOKHHOB, TakuX Kak RANTES;

* IPOJIYKIUIO CYTIEPOKCUIHOTIO aHMOHA aKTUBUPOBAHHBIMH MOJIUMOPGHOSIEPHBIMU HEUTpOpMIIaMu;

* QJre31I0 U XEMOTAKCUC S03UHO(DUIIOB;

* SKCIIPECCHUIO MOJIEKYJI aAr€3UH, TAKUX Kak P-cenekTuH;

* [gE-3aBucuMoe BblIIENEHNE TMCTaMUHA, IpocTarianauHa D2 u nelikorpuena C4;

®



*OCTPBIM AJUIEPrUYCCKUNA OpOHXOCTa3M U aJJICPTUYECKHH KaIlllellb B XOJIe HCCJICIOBAaHMA Ha
KUBOTHBIX.

BeszonacHocTs puMeHeHus npenapara daemM® nersaM Oblia IpOJAEMOHCTPUPOBAHA B 3-X KIMHHYECKHX
uccienoBanusx. [Ipenapar HazHavancs AeTsM OT 6 mecsimeB 10 11 1er, KOTOpeIM OBLIIO HEOOXOIUMO
MIPOBEJICHUE AHTUTUCTAMUHHON Tepamuu, B CyTOYHOW 103e 1 mr (Bo3pacTHas rpymma - oT 6 10
11 mecsiueB), 1,25 mr (Bo3pactHas rpynna - ot 1 go 5 net) wim 2,5 mr (Bo3pacTHas rpynmna - ot 6 a0
11 ner). JleueHue nepeHOCUIIOCH XOPOIIO, YTO OBLIO MOATBEPKICHO pe3ybTaTaMHU KIMHHUYECKHX
1a00paTOPHBIX UCCIIEIOBAHMIA, COCTOSHUEM KU3HEHHO BXKHBIX (PyHKIMI oprann3ma u naaHsiMu DKIT
(Bxumtouas nmuHy uHTepBasia QT).

Bo BpeMs KIMHMYECKHMX MCCIIENOBAHUN €XKEIHEBHOE IPUMeHenHe npenapara Jdaem® B nose 10 20 Mr
B TeueHue 14 nHel He CONMPOBOXKIATOCH CTATUCTUYECKH KIMHUYECKH 3HAYMMBIMU M3MEHEHHUSIMH CO
CTOPOHBI CEPIEYHO-COCYIMCTOM CHCTEMBL. B XoJe KIMHHMKO-(apMaKOJIOTUYECKOTO HCCIICIOBAHUS
npuMeHeHus npenapara JueM® B 1o3e 45 Mr/cyTku (B 9 pa3 BbILIE TEPAeBTUYECKON 035I) B TCUCHUE
10 nueit He BbI3BaJIO ymuHeHus narepBaia QT.

Jle3noparaguH MOYTH HE MPOHHMKAET depe3 remartosHuedannueckuid Oapbep. [Ipu mpumenenuun
PEKOMEHIyEMOM J103bI 5 MI' HaCTOTa COHJIMBOCTH HE INpEBbIIlIaia TaKOBYIO B rpyire miamnedo. B xone
KIMHUYECKHX UCCIenoBanuii JneM® He BIMAI HA IICMXOMOTOPHBbIE (DYHKIUM HPHM HPHEME A03bI 10
7,5 mr.

Kpome mnpuHATOro pasgeneHus amiepruyeckoro PHHHUTA HAa CE30HHBIM M KPYTJIOTOJUYHBIN, IO
MPOJOJDKUTEIBHOCTH ~ CHUMIITOMOB — QJUIEPIMUECKUM  PUHUT MOXKHO TaKXe  aJbTepHaTUBHO
KIacCUUIUPOBATh HA  UHTEPMUTTUPYIOLMH W mepcucTUpyroumii. MHTepMUTTUPYIOMUN
QIJIEPTUYECKUM PUHUT OIpENEeNseTCs] KaK Hajluuue CUMIITOMOB B TeUeHHE MeHee 4 JHell B Helemnto
win MeHee 4 Henenb. B ciydae mepcucTupyromero aiepruieckoro puHuTa CUMIITOMBI HAOJI0IAl0TCS
B TeueHue 4 1Hel win 6osiee B HEJEI0 UM B TEUEHUE IIEPU0/1a, IPEBHIIIAIONIET0 4 HEJEINH.
Kiunugeckass >¢pQeKTuBHOCT mpenapara aeM® IIpu JIEYEHHH CE30HHOTO aJIeprH4ecKOro PHUHHUTA
ObUTa MPOJEMOHCTPUPOBAHA B YETHIPEX IUIAIE00-KOHTPOIUPYEMBIX KIMHUYECKUX HCCIECTOBAHUIX C
IIPUMEHEHUEM MHOTOKPATHBIX J103.

V NanMeHToB C auIeprudeckuM puHUTOM JneM® 3((GEKTUBHO yCTPaHsI TAKUE CUMIITOMBL: YHXAHHE,
BBIJIEJICHUS U3 HOCA U 3y, @ TAKXKE pa3ipakeHUe IJ1a3, CIe30TeUeHUe U TOKPACHEHNUE, 3yl Heba.
Dapmakokunemuxa

JlesnoparaguH HauMHAET ONpeAeNsAThCsA B IazMe B TedyeHue 30 MUHYT MOcie Mpuema mpernapara.
[Ipenapar DaeM® 3 PEKTHBHO KOHTPOJIUPYET CUMIITOMBI B TeueHue 24 yacoB. Je3noparaut Xopolio
BcachlBaeTcs. MakcuMasnbpHasi KOHIEHTpauus Ae3noparaguHa B miasMe Cmax JOCTUTAETCA B CPEAHEM
yepe3 3 4yaca, NEpUOJ IOJNYBBIBEJEHUS COCTaBIsIeT B cpeaHeM 27 4vacoB. CTeneHb KyMyJISILAU
7ie3710paTajiiHa COOTBETCTBYET €ro IMEepHOoJy IMOIYyBbIBEACHUs (IpUMEpPHO 27 4acoB) M KPAaTHOCTH
npuMeHeHus (1 pa3 B cyTku). buogocTymHoOCTh ae3noparaguHa Oblaa MPOIMOPIMOHAIBHA /103€ B
nuanasose oT 5 1o 20 mr.

Hesnopatagun  ymepeHHo (83-87 %) cBs3biBaeTcst ¢ Oenkamu 1uasmbl. Ilpu  mpumeHeHuun
ne3joparaauHa B 03¢ oT 5 10 20 mr 1 pa3 B cyTku B TeueHue 14 nHel NMpHU3HAKOB KIMHUYECKU
3HAYUMOM KYMYJISIIUY TIperapaTa He BhISIBICHO.

Huskast ckopocte mertabonu3ma Je3nnopaTajiHa OTMEUEHa y OKolIo 8 % CyOBEeKTOB, B KOTOPBIX
HAOII0a7I0Ch 3HAYMTEIbHOE TIOBBIIICHHE YPOBHS Mperapara B IUIa3Me€ M YJIMHEHHE IepHOAa
MOJTyBbIBEeIeHUs. PacripocTpaHEeHHOCTh Cily4aeB 3aMeJIeHUs] MeTa00IM3Ma MOXKET ObITh 00YCIIOBJIEHA
pacoBoOi MPUHAMIEKHOCTBIO. ITOT (PaKT CYUTACTCS MMOKA KIMHUYECKU HepeIeBaHTHBIM.

[Ipn mpoBeneHUU NEPEKPECTHBIX CPaBHUTENbHBIX HCCIIEJOBAHUNA C OJUMHAKOBOW J030M MpemnapaTa
ObU10 0OHAPYKEHO OMOIKBUBAJICHTHOCTH Mpenapara B popme TabIETOK U CHPOIIa.

[Ipn mnpoBeaeHun QGapMaKOKMHETUYECKUX MCCIEAOBaHUNA B MEIUAaTPUUECKON MpaKTHKE ObLIO
BbIsBIEHO, yTO mokazatenn AUC u Cmax Ae3noparaguHa (IpU NPUMEHEHHUH B PEKOMEHOBAHHBIX
7103aX) MOTYT OBITh NPUPABHEHBI K TAKUM K€ [MOKA3aTeNsIM Y B3pOCIBIX, IPUHUMABLINX J€370paTaivH
B (hopMe cupomna B 7103€ 5 MT.

Pesynbrarel uccnenoBanuii mokasanu, uto jaesnopataaud He yrHertaeT CYP3A4 unmu CYP2D6 u He
ABIISIETCA HU cyOCTpaToM, HU HHTHOMTOpOM P-rimkonporenaa.



Ioka3zanusi K NPUMEHEHUI0

JU1g yCTpaHEeHUs! CUMIITOMOB, CBSI3aHHBIX C AJUIEPIMYECKUM PUHUTOM, TAKUX KaK YMXaHUE, BBIICICHUS
U3 HOCa, 3y/[, OTEK U 3aJI0’)KEHHOCTh HOCA, a TaKXKe 3y/]l U IIOKpAaCHEHUE a3, clie30TeueHue, 3y Heba u
Kalleb.

JInst ycTpaHeHUsl CUMIITOMOB, CBSI3aHHBIX C KPAlIMBHUIIEH, TAKUX KaK 3Yy/1 U BBICHIITAHUS.
IIporuBonokasanus

[ToBpIlIEHHAsT YyBCTBUTENIBHOCTh K JE3JIOpAaTauHy, K JIIOOOMY BCIOMOTaTEJIbHOMY KOMIIOHEHTY
IpenapaTa Wiy K JopaTaJuHy.

B3auMopaeiicTBHe ¢ IPYrUMH JIEKAPCTBEHHBIMU CPeICTBAMM U JAPYyrue BUAbl B3aNMOAeCTBH A
KiimHnuecku 3HA4YMMBIX WM3MEHEHMM B IUIA3MEHHOM KOHLEHTpaUuW Je3jopaTajuHa IIpU
HEOJHOKPATHOM COBMECTHOM IIPUMEHEHHHM C KETOKOHA30J0M, 3PUTPOMHUIMHOM, a3UTPOMHULIMHOM,
(hITIOOKCETHHOM, IIMMETHINHOM OOHapYKEeHO He Obu10. B cBsA3M ¢ TeM, 4To (pepMEHT, OTBEUAIOIINN 3a
MeTabonu3M Je3jopaTajiiHa, HE YCTaHOBJICH, B3aMMOJCHCTBHE C JAPYTUMHU JIEKAPCTBEHHBIMU
CPEICTBaMH MOJIHOCTBIO HCKIIIOUYUTh HEBO3MOXHO.

Ena (xupHBIN BEICOKOKAJIOPUUHBIN 3aBTpaK) WA TPEUTIPPyTOBBIM COK HE BIUAIOT HA pPaclpe/eicHUue
Jie3710paTauHa.

Brusnue na pezyniomamot 1a60pamopHuIx uccied08anuti

[Ipumenenue npenapara JueM® HEOOXOAMMO IPEKPATUTH HNPHMEPHO 3a 48 YacoB 1O NMPOBEICHUS
KOXHBIX P00, MOCKOJIbKY aHTUTHCTAMUHHBIE MPenapaThl MOTYT MPEAYIPEKIaTh BOSHUKHOBEHHE MU
YMEHBIIATH MPOSBIECHUS MOJOKUTEIBHBIX JEPMATOJOTHYECKUX PEaKIUi Ha pa3paKUTelu.
Oco0eHHOCTH NPHUMEHEeHU s

B xo1e KIMHUKO-()apMaKOJIOTHIECKUX MCCIeI0Banui DaeM® He ycuauBai Takue 3G (EKThI aTKOrOJIs:
HapylUIeHHE T[CUXOMOTOPHOW (YHKIMU ¥ COHJIMBOCTh. Pe3ynbTaThl INCHUXOMOTOPHBIX TECTOB
CYLIECTBEHHO HE OTJIMYAJIUCH y IAIMEHTOB, MOAydYaBIIMX DaeM® , W MalHMEHTOB, NMPUHUMABILIHMX
1ane0o, OTAEIbHO UJIH BMECTE C alTKOTOJIEM.

YV GOJBHBIX C MOYEYHOM HENOCTATOYHOCTHIO TSHKENOM CTENEHW HpHMEM IIpemapara JaeM® cremyer
OCYIIECTBIISITh MO KOHTPOJIEM Bpada. JICKapCTBEHHOE CPENICTBO COJEPIKUT COPOUT, MOITOMY €ro He
clielyeT IPUMEHSTh MallueHTaM C BPOKJICHHONW HEMEPEHOCUMOCTBIO0 (DPYKTO3BI.

JlesnoparaauH cieayeT Ha3HauyaTb C OCTOPOYKHOCTHIO OOJBHBIM, KOTOPbIE UMENIU MPUCTYI CYJIOpOT B
aHaMmHe3e. Jletu MoryT ObITh 0ojiee UyBCTBUTENBHBIMU K PAa3BUTHIO HOBOTO MPHUCTYNa CyAOPOT MpH
JIYEHUU Je3jopaTaiuHOM. Bpau J0mKeH MNpUHATH pElIeHHEe O MPEeKpalleHUud  JICUEHHS
7ie3J10paTalnHOM OOJIbHBIX, Y KOTOPBIX MPH MPUMEHEHHUH ITperapara HalJtoJajicsl IPUCTYI CyA0pOr.
[IpenapaT coaepUT COEMHEHHSI HATPHSL, YTO HY>)KHO YUUTBIBATh MAlUEHTaM, HaXOSIIUMCS Ha JUETe
C KOHTPOJIMPYEMBIM COEPKAHUEM HATPHS.

Ilpumenenue é nepuod depemennocmu uiu KOpmaeHus 2pyosio

BesomacHOCTh HpUMeHeHUst mpenapata JaeM® OepeMEHHBIM HE YCTaHOBJEHA, I[O3TOMY HE
PEKOMEHIyEeTCsI IPUMEHSTH €r0 BO BpeMsi 0EpeMEHHOCTH.

JlesnoparaquH NPOHUKAET B IPyAHOE MOJIOKO, IIOITOMY JKEHIIMHAM, KOPMSILIUM TPY/bIO, IPUMEHATh
npenapar J1eM® He PEKOMEHIYETCS.

Cnocobnocmp énuames HA CKOPOCMb PeAKUUU NPU YRPACIEHUU AGMOMPAHCHOPMOM UU OPYZUMU
MexaHuImamu

[TaneHTOB CieyeT MPOMH(POPMHUPOBATH, YTO B OYEHb PEIKUX CIydyasX BO3MOXKHO BO3HHKHOBEHHE
COHJIMBOCTH, YTO MOXKET IOBJHUATH HA UX CHOCOOHOCTH YIPABIATH aBTOMOOHMJIEM M CIOXHBIMU
MEXaHU3MaMH.

Cnoco0d npuMeHeHus M 103bI

[IpenapaTt npuHUMAaIOT BHYTPb HE3aBUCUMO OT IpUEMA IUILH.

Jemu.

- B Bo3pacte oT 6 10 11 mecsaues: no 2 mi cupona (1 mr aesnoparagusa) 1 pas B cyTKu;

- B Bo3pacTte ot 1 10 5 met: mo 2,5 mut cupomna (1,25 mr nesnoparaaunaa) 1 pa3 B CyTKu;

- B Bo3pacte oT 6 10 11 ner: mo 5 mu cupona (2,5 Mr ne3nopataansa) 1 pas B CyTKH.

Bspocavie u noopocmxu cmapuwe 12 nem: no 10 ma cuporna (5 mr gesnoparaauta) 1 pa3 B CyTKH.

JUia n03upoBaHus Ipenapara peKOMEHIYETCsl UCIOIb30BaTh JT03UPYIOIINE JIOKKY WU JAO3UPYIOIINN
CTaKaH C COOTBETCTBYIOUIMMHU JICTICHUSIMH.



[TpoaomKUTENEHOCTD JICUEHUS 3aBUCUT OT TSKECTH U T€UEHUs 3a00JIeBaHUS.

JleyeHne HWHTEPMUTTHPYIOIMIETO AJICPrUYEeCKOro pUHUTA (HAIMYUE CHUMIITOMOB MeHee 4 JHEH B
HeZeNo Win MeHee 4 Hezlelb) HeoOXOOUMO MPOBOJAUTH C YYETOM JaHHBIX aHaMHe3a: MPEeKPaTUTh
MOCJIE WICUE3HOBEHHUSI CHUMITOMOB M BOCCTAaHOBHTH IIOCIIE TOBTOPHOTO WX BO3HUKHOBEHHUs. l[lpu
MEPCUCTUPYIOIIEM aJUIEPIrHUeCKOM PUHUTE (HAIU4YUE CUMIITOMOB Oosee 4 qHel B Hexemto win Oolee
4 Henenb) HEOOXOAUMO MPOAOIDKATH JICUCHHE B TEUCHHE BCETO MEPHOAA KOHTAKTA C aJUIEPTECHOM.
Jlemu.

D} PeKTHBHOCTS M OG€30IIaCHOCTh NPUMEHEHHsS cupomna JaeM® IeTsaM 10 6 MECALEB HEe YCTAHOBIICHBI.
[Ipemapar He peKkOMEHIyeTcs Ha3Ha4yaTh JeTsAM [0 6 MecsleB s JICYEHUS XPOHHYECKOU
UAMONIATHYCCKON KPAITUBHUIIBI U JIETSIM 710 12 MecsIeB JUIsl JICUSHUS aJUIepPrUuIecKOro PHHHTA.
Ilepeno3upoBka

B ciydae mepeno3MpoBKM TNPUMEHSAIOT CTAaHIAPTHBIE MEpHI, HANpaBICHHBIE Ha yJaJCHUE
HeaJcopOMPOBAHHOIO aKTUBHOTO BEIIECTBA, IPUMEHSIIOT CUMIITOMATUYECKOE JICUECHHUE.

[Ipu nmpumeneHuu ne3noparajanna B A03ax 10 45 Mr (4to B 9 pa3 mpeBbIIIaeT PEKOMEHIyEMBIE) B XOJIE
KIIMHUYECKUX HCCIEIOBAaHUN Yy B3pOCIBIX U MOJPOCTKOB KIMHUYECKHM 3HAYUMBIX 3 (HEKTOB He
Ha0JII01aTI0Ch.

JlesnoparaguH He yHamsercs IyTeM TeMOAualn3a, BO3MOXHOCTh €ro yAaleHus IyTeM
MIEPUTOHEATBHOTO JIalIN3a HE yCTaHOBJICHA.

ITo0ouyHbIe nelicTBUA

B mpomecce KIMHMYECKUX HCCICIOBAHUN [0 IMOKA3aHWSIM, BKIIOYAs QUICPTUYCCKUN PUHUT U
XpPOHUYECKYI0 HIUOMATHYECKYI0 KpalMBHUIY, O HEXenaTelbHbIX »J¢¢deKkrax y MNarueHToB,
MOJTyYaBIIUX J03Y 5 MI' B CYTKH, cooOmanu Ha 5 % yaiie, 4eM y MalleHTOB, MOTyYaBIIuX Iiane0o.
Yame Bcero, mo CpaBHEHHIO ¢ Ianedo, coodmanu o Takux MmoOoYHbIX 3(pdexTax: yToOMIIEeMOCThb
(1,2 %), cyxoctb BO pry (0,8 %) u rosoBHas 6016 (0,6 %). Bo BpeMs KIMHUYECKUX HCCIIEIOBAHUN
npenapara JneM ® y gereit ot 2 10 11 €T KOIMYECTBO CIydaeB MOOOYHBIX PEaKLuUii OblLIa OJMHAKOBA
Kak B TpyMIe NpUMEHEHHUs CHpOIa, TaK U B rpyime mianedo. Y nereit oT 6 g0 23 MecsieB Hanboee
yacTbIMU (TI0 CpPaBHEHHUIO C IUIale00) HeXeslaTelnbHbIMU sBJIEHUAMU Obutn guaped (3,7 %),
MOBBILIEHUE TeMIiepatypsl (2,3 %) u 6ecconnuna (2,3 %).

CymiecTByeT pPHCK TICHXOMOTOPHOW THIEPAKTUBHOCTH (AHOMAJILHOTO TIOBEICHHUS), CBSI3aHHOW C
MPUMEHEHHEM Je37opaTaiiHa (YTO MOXET MPOSBIATHCS B BUIE 3J0CTH W arpeccuu, a Takke
BO30OYXKICHHE).

B moctpeructpanmonHomM nepuojie HaOMIOAANUCh (4acToTa HeM3BeCTHA): yauuHeHue unteppana QT,
apuTMUs U OpaauKapIus.

Hpyrue nobounbie 3h(EeKT, 0 KOTOPHIX OUYEHb PEAKO COOOIIANIOCH BO BPEMS MOCTMAPKETHHIOBOTO
NIepUo/1a, MPUBENICHBI B TAOJIUIIE HIKE.

Kraccel/cuctemb! opraHos [ToGouHbIe peakuun

Co CTOpOHBI ICUXHUKH TJUTIOLHAIH

Co CTOPOHBI HepBHOI\/'I CHUCTEMBI TOJIOBOKPY’KCHUEC, COHJIMBOCTDh, IICUXOMOTOpPHAA
TUIEPAKTHBHOCTB, CYIOPOTH

Co cropoHsI cep/a TaXUKap/us,  OIIyIIEHWE  CepIIecOneHUs,
yIUTMHEHHE UHTEepBaja QT,
CYIPABEHTPUKYJIIPHAS TAXUAPUTMUS

Co CTOpPOHBI KeTYA0YHO-KUIIIEYHOTO TPAKTA 00JIb B XKMBOTE, TOIHOTA, PBOTA, TUCIIEIICUS

Co cTopoHBI renaToOMIMapHON CUCTEMBbI yYBEIMYEHUE YPOBHS (PEPMEHTOB TIEUEHHU,

TIOBBIIICHHBIN OMIMPYOHH, TeNaTHT, JKeITyXa

Co CTOPOHBI CKEJICTHO-MBIIIEYHOM CHUCTEMBI U | MUAITHSI
COCIMHUTEILHON TKaHU

Co CTOPOHBI KOXH U IMOAKOXKHBIX TKaHeM (I)OTO‘-IYBCTBI/ITCHLHOCTL

OO6mue HapylIeHus peaxkuuu TUIEePYYyBCTBUTEIHHOCTH
(anadpmnakcusi, orek KBHMHKe, OABIINIKA, 3YI,
ChIIb, KPAITMUBHUIIA)




JlenoparaguH MMOYTH HE MPOHMKAET B LEHTPAJbHYI0 HEpBHYIO cucrteMy. llpu npumeHeHun B
pPEKOMEHAYeMOM J03€ sl B3pOCHBIX, KOTOpas COCTaBJISIET 5 MI, HE OTMEYaJOCh ITOBBIIICHHUS
MOKa3aTeisl YacTOThl COHJIMBOCTM IO CpaBHEHUIO C Tpymmnoil miane6o. B kimHMYeckux
UCCIENOBaHUAX Tpenapar DaeM® B OJHOPa30BOM CYTOYHOM 103€ 7,5 MI HE OKa3blBaj BIMSHMS Ha
MICUXOMOTOPHYIO aKTUBHOCTb.

Cpok rognoctu

2 roja.

Cpok rogHOCTH Tocie BCKphITUS (uiakoHa — 90 CyTOK.

He ynotpe6nsats npenapat mocie UCTEYeHUs CpoKa FoJJTHOCTH, YKa3aHHOTO Ha YIIaKOBKeE.

YcnoBust XxpaHeHUus

[Ipu temnepatype He Bbimie 30 °C.
XpaHUTh B HEJJOCTYITHOM JJIsl ICTeH MecTe.

YnakoBka

I[To 60 Ma1 mmu 100 mu BO (akoHBI CTEKJIIHHBIE C BHUHTOBBIM TOPJIOM KOPHYHEBOTO IBETA,
YKYIIOpEHHBbIE KpPBIIIKAMU BUHTOBBIMU C PE3b0OH € KOJIBLIOM KOHTpousis packpeitus. Ha ¢nakon
HAKJICUBAIOT ATUKETKY-CaMOKJIEHKY.

Kaxnplii (nakoH BMecTe C JIOKKOM JO3MPOBOYHOM, JO3UPYIOLIMM CTaKaHOM M HHCTPYKLHEH 110
MEAUIIMHCKOMY IPUMEHEHHUIO TOMELIAI0T B [IAYKy U3 KapTOHA.

YcaoBus ornycka

bes penenra.

IIpousBoanTeab

I[TAO «®apmax».

MecToHaXO0K/AeHUEe NPON3BOIUTEIS M €r0 a/ipec MecTa OCyIecTBJIeHHS JeATe1bHOCTH.

VYkpauna, 04080, r. Kues, yin. ®pynse, 74.

JlaTa nmocJiegHero nepecMoTpa

12.09.2018.



