COOTBETCTBYET ZKCNEPTHOMY OTUETY
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OBLIASI XAPAKTEPUCTHKA JIEKAPCTBEHIOFO TIPEITAPATA 1004

1. HAUMEHOBAHME JIEKAPCTBEHHOI'O IPEITAPATA

MetyuunBen, 50 mMr/mi, pacTBop A1l BHyTPUBEHHOTO U BHYTPUMBIILIEYHOT'O BBE/ICHUS.

2. KAYMECTBEHHBINA U KOJTMYECTBEHHbBIN COCTAB

JleicTByrolee BEECTBO: ITUIMETHITHAPOKCUIIUPUINHA CYKIIMHAT.

Kaxxapiit Mt pactBopa cofepkuT 50 Mr STUIMETHITHAPOKCUITUPUINHA CYKIIMHATA.

Kaxnas ammymna oobemMoM 2 M cogepkut 100 Mr STHIMETHITHIPOKCUITUPHUINHA CYKIIMHATA.
Kaxnas ammnyna oobsemom 5 mit coiepkut 250 Mr STUIIMETHIITHAPOKCUITUPUIMHA CYKIIMHATA.
BcnomoratenbHbie BelllecTBa, HAJTUYUE KOTOPBIX HAJAO0 YUYUTHIBATH B COCTaBE JICKAPCTBEHHOTO
npemnapata: HaTpus metaducynbhut E222 (cm. paznen 4.4).

ITomubIit MNEPCUCHb BCIIOMOT'ATCIIbHBIX BCIICCTB IIPUBCACH B Pa3aciic 6.1.

3. JEKAPCTBEHHAS ®OPMA
PacTBOp 111 BHYTPUBEHHOI'O U BHYTPUMBILIEYHOT'O BBEICHUS.

[Tpo3paunblii OeCLBETHBIN UITH CIIErKa JKeITOBATHIN pacTBOp.

4. KIMHUYECKUE JAHHBIE

4.1. IToxka3aHusi K NPUMEHEHUIO

ITpenapatr MeryuunBen nokasan K IpUMEHEHHIO Y B3pOCIBIX B BO3pacTe OT 18 ner.

— OcTpble HapyIIEHHUs] MO3TOBOI'0 KPOBOOOpAIICHHUS.

— UYepenHo-Mo3roBasi TpaBMa, MOCJIEICTBUS YEPETHO-MO3IOBBIX TPABM.

— JlucuupkyasTopHas >HuedanonaTus.

— XpoHHnueckas UIIEMHs MO3Ta.

— CuHIpPOM BEreTaTUBHOW JUCTOHHH.

— Jlerkue (ymMepeHHbIe) KOTHUTHUBHBIE PACCTPONCTBA.

— TpeBoXkHBIE paccTpoiiCTBA IPU HEBPOTUYECKUX M HEBPO3OMOJOOHBIX COCTOSHUSAX .

— OcTpslii nHGAPKT MHOKap/a (C IEPBBIX CYTOK) B COCTaBE KOMIIEKCHOW TeparyH.

— IlepBuyHast OTKpBHITOYrojibHAs TIJIayKOMa pa3IUYHBIX CTaJHWii, B COCTaBe KOMILIEKCHOM
TEparnuu.

— KynupoBanue aOCTHMHEHTHOrO CHHApPOMA MpPHU  aJKOTOJM3ME C  IpeobiajaHueM
HEBPO30I0I00HBIX M BET€TaTUBHO-COCYTUCTHIX PACCTPOMCTB.

— OcTpas THTOKCHKAILMS AHTUIICUXOTUYECKUMH CPEACTBAMH.

— OcTpble THOHHO-BOCTIAIUTEILHBIE MPOIECChl OPIOMIHOW TOJOCTH (OCTPBI HEKPOTUUYECKHI
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MaHKPEaTUT, IEPUTOHUT) B COCTaBE KOMIUIEKCH

4.2. Pe:kuM 103MPOBaHNS M CIOCO0 NPUMeEHEeHUs!

PexxuM J103upoBaHusd

B3pocnvie: MmakcuManbHas cyTouHas 103a He Ao/kHA peBbimats 1200 mr.

Ilpu ocmpuvix HapyweHusax M03208020 Kpo8oOOpaujenus

[Ipenapar MeryuunBen npumensitor B nepBble 10-14 nHeil — BHYTPUBEHHO KallelbHO IIO
200-500 mr 2—4 pasza B cyTKku, 3aTeM BHyTpuMbIieyHo mo 200-250 mr 2-3 pasa B CyTKH B
Te4eHUe 2 HeJlellb, I0CIe Yero peKOMEHI0BaH Iepexo/1 Ha IPUeM MepopalbHbIX JIEKapCTBEHHBIX
dbopm.

Llpu uepenno-mo32060u mpasme u NOCIEOCMBUAX UEPENHO-MO3208bIX MPAEM

[Ipenapar MetyuunBen npumensitor B TeueHue 10—15 nHell BHYTPHUBEHHO KalelbHO IIO
200-500 mr 2—4 pa3a B CyTKH, MOCJ€ Y€ro PeKOMEHJIOBaH Mepexo]] Ha MpUEM MepopabHBIX
JIeKapCTBEHHBIX (OpM.

Ipu oucyupxkyramopHoii suyegaronamuu 6 gaze oekomneHcayuu

IIpenapar MerynunBen cnenyer Ha3HadaTb BHYTPMBEHHO CTPYMHO WJIM KalleJbHO B J103€
200-500 mr 1-2 pasa B cyTku Ha npoTsbkeHuu 14 queil. 3atem BHyTpuMbIe4yHo o 100-250 mr
B CYTKHM B T€UEHHE IOCIEIYIOUINX JBYX HEJElb, I0CJIEe Yero PeKOMEHA0BaH Mepexo] Ha MpHeM
MEPOPATBHBIX JIEKAPCTBEHHBIX (popM.

s kypcosoii npounakmuku OuCYupKyIsimopHou sHyegharonamuu

[Tpenapat MetryuuaBen BBoaST BHyTpuMbIieyHO B 103¢ 200—250 mr 2 pa3a B CyTKH B TEUCHHE
10-14 nneit, mocie yero peKOMeH0BaH Mepexo/] Ha IPUEM MEePOPaIbHBIX JIEKAPCTBEHHBIX (HOPM.
Ilpu xponuueckot uwiemuu mosea

[Ipennapat MeryuunBen cnenyer Haznayath no 10 ma (500 mr) 1 pa3 B CyTKM BHYTPUBEHHO
KaleJbHO WJIM BHYTPUBEHHO CTPYHHO MEJ/UIEHHO Ha NpOTsHKeHMM 14 paHeil, mocie dero
PEKOMEH/I0BaH Mepexo/] Ha IpueM NepopabHbIX JEKapCTBEHHBIX (GOPM.

Ilpu neexux (ymepeHHbix) KOCHUMUBHBIX PACCMPOUCMBAX

[penapar MeryuaBen cienyer Haznayate mo 10 ma (500 mr) 1 pa3 B CyTKu BHYTPHUBEHHO
KaleJbHO WJIM BHYTPUBEHHO CTPYHHO ME/UIGHHO Ha NpPOTsHKeHMM 14 aHel, mocie dvero
PEKOMEH/I0BaH Mepexo/] Ha pUeM MepopaIbHBIX JEKAPCTBEHHBIX (POPM.

Ilpu mpegosicHvix paccmpoticmeax

[Tpenapat MetyunnBen npuMeHSIOT BHYTPUMBIIIEYHO B cyTouHOU 03¢ 100-300 M B cyTKH Ha
npoTsbkeHun  14-30 nHe#l, mocie uyero pekoMEHAOBaH IEpexo]] Ha MpHUEM MepopabHbBIX
JIeKapCTBEHHBIX (HOpM.

IIpu ocmpom ungapkme muoxapoa 6 cocmase KOMNIEKCHOU mepanuu

[Tpenapar MetynuaBen BBOAST BHYTPUBEHHO WM BHYTPUMBIIIICYHO B TeUeHHE 14 CyTOK Ha (hoHe
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MHTHOUTOPBI AQHIMOTEH3UHIIPEBPAILIAIOIIETO bepmenra (AIID), TPOMOOJIUTHKH,
AQHTUKOAryJssHTHbIE M aHTHArperaHTHBIE CPE/ICTBA, & TAKXKE CUMIITOMATUYECKUE CPENCTBA IO
HOKa3aHMSM.

B nepBble 5 cyTok JUIsl 1OCTHXKEHHMS MaKCUMallbHOrO 3¢ ¢eKTa mpenapar KelnaTelbHO BBOJUTh
BHYTPUBEHHO, B [1OCIIEYIOIIKE 9 CyTOK ITpenapaT MOXKET BBOJUTHCS BHYTPUMBILIEYHO.
BuytpuBennoe BBeneHue mnpenapara MeryuuHBen mpou3BoasT myTeMm KamenbHOW HH(DY3uH,
MEJJICHHO (BO M30ekaHMe HexXeNaTesbHbIX peakuuii) Ha 0,9 % pacTBope HAaTpUs XJIOPHUAA HIH
5 % pactBope aekTcposbl (rmoko3el) B o0beme 100-150 mn B Teuenue 30-90 mumyt. Ilpu
HEO0OXOIMMOCTH BO3MOKHO MEIJIEHHOE CTPYHHOE BBEAEHUE IpernapaTa, MpoJ0JKUTEIbHOCTbIO
HE MEHee 5 MUHYT.

BBenenue npenapara (BHYTPUBEHHOE WMJIM BHYTPUMBIIIEYHOE) OCYLIECTBISAIOT 3 pa3a B CYTKU
yepe3 kaxzable 8§ yacoB. CyTo4Has TepamneBTHYecKas J03a COCTaBisieT 6—9 MI/Kr Macchl Tena,
pasoBas 03a — 2—3 MI/KT Macchl Teia. MakcuMainbHasi CyTOYHas /1032 He JTOJDKHA MPEBBIMIATh
800 mr, pa3oBas — 250 mr.

IIpu omxpeimoy2o16HOl 21ayKOMe PasiudHblX CMaoull, 8 COCMage KOMNJIEKCHOU mepanuu
[Ipenapatr MeryuunBen BBogsaT BHyTpumbiiieyHo mo 100-300 mr B cytku, 1-3 pa3a B CyTKU B
TeyeHue 14 gHei.

IIpu abcmunenmHom anKo201bHOM CUHOPOME

[Tpenapatr MeryuunBen BBoaar B npo3e 200-500 Mr BHYTPUBEHHO Kale€JbHO WU
BHYTPUMBIIIEYHO 2—3 pa3a B CyTKH B T€UEHHE 5—7 AHEH.

IIpu ocmpou unmoxcukayuy aHMUNCUXOMU4ECKUMU CPEOCMBaMU

[Tpenapat MeryunuBen BBoasiT BHyTpuBeHHO B 03¢ 200-500 Mr B cyTKH B TeueHue 7—14 nHeit.
Ilpu ocmpbix 2HOUHO-60CHANUMENLHBIX NPOYECCAX OPIOUIHOL NOIOCIU (OCPbILL HEKPOMUYECKUL
naHKpeamum, nepumonum)

IIpenapar MerynunBen Ha3HauarOT B NEpBbIE CYTKHM KaK B IPEAONEpPALMOHHOM, TaKk U B
MOCJICOTIEPAIMOHHOM TIeproie. BBoauMBbIe 03I 3aBUCAT OT (DOPMBI U TSDKECTH 3a00JICBaHUS,
pacnpoCTpaHEHHOCTH MPOIlEcca, BAPUAHTOB KIMHUUYECKOTO TeueHus. OTMeHa npenapara J0JKHa
IIPOU3BOJUTBECS MOCTENIEHHO TOJIBKO TIOCIE YCTOMYMBOIO IIOJOKUTENBHOIO  KJIMHHUKO-
nabopaTopHoro dddexra.

IIpu ocmpom omeynom (uHmepcmuyuanrbHOM) naHKpeamume

[Tpenapat MeryuunBen nasnauyatot no 200-500 mr 3 pasa B JeHb, BHYTPUBEHHO KamlelbHO (B
0,9 % pacTBOpe HaTpUs XJIOPUAA) U BHYTPUMBIILIEYHO.

Jlecxas cmenenb madcecmi HeKpOmMuYeckKko20 nauKpeamuma

[To 100-200 mr 3 pa3a B neHb, BHYTpUBEHHO KamenbHO (B 0,9 % pacTBope HaTpus XJIOpUaa) u
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BHYTPUMBIILIEYHO.

CpeaHﬂfl Cmenernb miaxxcecmu

ITo 200 mr 3 pa3a B 1eHb, BHyTpUBEHHO KanesnbHO (B 0,9 % pacTBope HaTpus XJI0pUIQ).

Tsoicenoe meuernue

B mynbc-no3upoBke 800 Mr B mepBbie CYTKH, IPU JBYKPATHOM PEKHME BBEACHHS; Jaliee IO
200-500 mr 2 pa3a B A€Hb C MIOCTETIEHHBIM CHUKEHUEM CYTOYHOH JI03BI.

KpaﬁHe mAoacesioe meyernue

B navanpHOM go3upoBke 800 Mr B CYTKM JO CTOMKOrO KYHNHUPOBAHUS IPOSIBICHUI
MAaHKPEaTOreHHOro IMIoKa, Mo crabmimms3anuu coctosHus no 300-500 mr 2 pa3a B 1eHb
BHYTpUBEHHO KameiabHO (B 0,9 % pacTtBope HaTpusi XJIOpHUJa) C IHOCTENEHHBIM CHH)KEHHUEM
CYTOYHOM JT03UPOBKH.

Cnoco6 IIPUMCHCHUA

BHyTpHUMBIIIEYHO UM BHYTPUBEHHO (CTPYHHO MJIM KaleJabHO).

CrpyiiHo npenapaT MeryuunBen BBOJST MEUIEHHO B T€YEHHE 5—7 MHUHYT, KalelbHO — CO
ckopocthio 4060 karmenb B MUHYTY.

WMHCTpYKLIMK 1O IMPUTOTOBJICHUIO JIEKAPCTBEHHOrO IIpernapara mepei MPUMEHEHHEM CM. B
pasnene 6.6.

4.3. IIlpoTuBONOKA3aAHUS

— I'mmepuyBCTBUTENBHOCTD K STHIMETHITHIPOKCUIIUPUINHA CYKIUHATY WM K JIOOOMY U3
BCIIOMOTATENbHBIX BEILIECTB, IEPEUNCIIEHHBIX B pa3zee 6.1.

— OcTtpas noyeyHast HeA0CTATOUHOCTb.

— OcTpas neyeHoYHas1 HeIOCTATOYHOCTb.

4.4. OcoOble ykazaHMsl 1 Mepbl NPeI0CTOPOKHOCTH NPH NPUMEHEHUH

BcnoMorarenbHEIE BEIIECTBA

[Tpenapat copepKuT HaTpUs METaOUCYIb(UT.

B otnenbHBIX ciayyasx, 0COOEHHO Y MPeapacloNoKEeHHbIX MalMEHTOB ¢ OPOHXUAIBHON acTMOI
IIPY TIOBBIIIEHHON YYBCTBUTEIBHOCTU K CyJIb(UTaM, BO3MOXKHO Pa3BUTHE TSKENIbIX peakluid
TUIEPUYBCTBUTEIBHOCTH M OpOHXOCTAa3Ma.

Janublii npenapar cogepkxut meHee 1 mmonb (23 mr) Hatpust Ha 1 MiI, TO €cTb, IO CyTH, He
COJIEP’KUT HATPUS.

4.5. B3auMojgelicTBMEe C JAPYIrHMH JIEKAPCTBEHHBIMHM IpenaparaMd W JApyrue BH/bI
B3aMMO/EHCTBHUA

YcunuBaer  fedcTBHE  OCH30MA3€MHHOBBIX ~ AHKCHOJWTHUKOB,  MPOTHUBOSIMMIECTITHUYECKUX
(kapbamazenuH), IPOTUBOMIAPKMHCOHUYECKHX (JICBOJIONA) JICKAPCTBEHHBIX CPE/ICTB.

VYMeHblaeT TOKCUYECKOE AeHCTBUE dTAaHOJIA.



COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 05.05.2025 N2 11610

(NOCNEOQCBATENEHOCTE 0004)

4.6. bepeMeHHOCTD M JIAKTAIUA

bepemeHHOCTB

[Tpemapar MerynuaBen npoTuBonoka3aH B Iepruoi 0EpeMEeHHOCTH.

Jlakranus

[Ipenapar MeryuunBen npoTuBonokasas B nepuoj rpyIHOr0 BCKapMJIMBaHUSI.

4.7. BuusiHde Ha CMOCOOHOCTH YNPABJIATH TPAHCHOPTHBIMHM CPeICTBAMH M PadoTarh C
MeXaHNu3MaMu

B nepuon nedenuss He0OX0IUMO COOJIIOIaTh OCTOPOKHOCTD MPH YIPABICHUHU TPAHCIOPTHBIMU
CPEICTBAMU U 3aHSATHH JPYTUMHU MOTEHIIUAIBHO OMACHBIMU BUJIAMU JESTEIIbHOCTH, TPEOYIOLTUMU
MOBBINICHHON KOHIICHTPAIIUU BHUMAHUS U OBICTPOTHI ICHXOMOTOPHBIX PEaKIIUK.

4.8. HexenarejibHbIEe peakuuu

Pesrome mpoduisg 6e3onacHOCTH

Bo u30exaHue BO3HHKHOBEHHS HEKEIATENbHBIX peaKHI/Iﬁ PEKOMCHAYCTCA CO6J'IIO,Z[8.TB PEKUM
A03UPOBAHHUA U CKOPOCTh BBCACHMS IIpCIiapara.

PesroMe HexxenaTeabHbIX peaKIIui

HexxenaTenbHble peakiMy MPEJCTaBICHb B COOTBETCTBUU C MOPAXKEHHEM OPTaHOB U CHUCTEM
OpraHOB B TIOCTEIOBATEIBHOCTH MEIUIIMHCKOTO CJOBaps s HOPMATHBHO-IIPaBOBOM
nesitenbHOocTH (MedDRA). YacroTa BO3HMKHOBEHMSI pacHpelensulack B COOTBETCTBUU CO
CJIEYIOIIMMHU KaTeropusMu: oueHb yacto (>1/10), gacto (>1/100, o <1/10), neuacto (>1/1000,
HO <1/100), peaxo (>1/10000, no <1/1000), ouens penko (<1/10000), yvactoTa HensBecTHA (Ha
OCHOBAHMHU UMEIOIUXCS JAHHBIX OLEHUTh HEBO3MOXKHO).

Hapywenus co cmopoHbl UMMYHHOU cucmemsl: OUYEHb PEIKO — aHAQWIAKTUYECKUH IIIOK,
AQHTMOHEBPOTUYECKUHN OTEK, KPAaTUBHHIIA.

Tcuxuyeckue napywienus: 04eHb PEIKO — COHITUBOCTbD.

Hapywenus co cmoponvl Hep6Hotll cucmembl: 04€Hb PEIKO — FOJOBHAs 00Ib, TOJIOBOKPYKEHHE
(MOXeT OBITH CBS3aHO C YPE3MEPHO BBHICOKOH CKOPOCTHIO BBEICHUSI U HOCHT KPaTKOBPEMEHHBIN
XapaxTep).

Hapywenus co cmopomuvi cocyoog: O4€Hb PENKO — IOHWKEHHE apTepHalbHOrO JaBJICHUS,
MOBBIIIIEHUE apTePUAIBHOTO JIABIEHUS (MOXKET OBITh CBA3aHO C UPE3MEPHO BBICOKON CKOPOCTBHIO
BBEJICHUSI U HOCUT KPAaTKOBPEMEHHBIN XapaKkTep).

Hapywenus co cmopoHvl OvixamenbHOU cucmemvl, Op2aHo8 2pYOHOU KIemKU U cpedoCmeHus.:
OYEHb PEJIKO — CYyXOH Kalllesb, IepIIeHue B ropiie, TMCKoM(OpPT B TPYAHOH KIIETKE, 3aTpyJHEHUE
JbIXaHUs (MOXKET OBITh CBSI3aHO C YPE3MEPHO BBICOKOM CKOPOCTBIO BBEJCHHS U HOCHUT
KpaTKOBPEMEHHBIN XapaKTeD).

Kenyoouno-kuuieunvie Hapyuwienus: O4YeHb PEOKO — CYXOCTb BO PTY, TOIIHOTA, OLIYIEHUE
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HENPUSTHOTO 3araxa, MeTaJIMYeCKU MPUBKYC BO PTY.

COOTBETCTBYET ZKCNEPTHOMY OTUETY

Hapywenus co cmopoHvl Kodcu 4 NOOKONICHBIX MKAHel. 0YEHb PEAKO — 3y, CblIlb, THIIEPEMMUSL.
Obwue napyuienusi u peakyuu 6 Mmecme 66e0eHus: OUYeHb PEIKO — OLLYILIEHUE TEIIa.

COO6H.I€HI/IC 0 ITOA03PEBACMBIX HEXKCIIATCIBbHBIX PCAKIINAX

BaxxHo co001aTh 0 0103peBaeMbIX HEXKeNaTeIbHBIX PEAKIUAX OCIIE PErUCTPalMY IIpernapara ¢
LEeNbl0 O0ECleueHusi HENPEPHIBHOIO MOHUTOPUHIA COOTHOLUEHHUS «IOJb3a — PHUCK»
JIEKapCTBEHHOTO Mpenapara. MeIuuHCKIM pa0OTHUKAM PEKOMEHAYeTCs COOOIIaTh O JIHOOBIX
MOI03PEBAEMBIX HEXKENATENIbHbIX PEaKIUAX JIEKApCTBEHHOrO Ipernapara 4epe3 HalMOHAJIbHbIE
CUCTEMBbl COOOIIEHUN O HEeXelaTeNbHBIX peaklUUsx TOoCyJapcTB — ujieHoB EBpasuiickoro
SKOHOMHYECKOI'O COH03a.

Poccuiickas ®@eoepayus

109012, r. Mocksa, CnaBsiHCKas 1iomans, 1. 4, ctp. 1

OenepalnibHas ciryx0a 1Mo Haa30py B cdepe 3npaBooxpanenus (PocsnpaBuaazop)

Tenedon: +7 (800) 550-99-03

Anpec 3neKTpOHHOM mouThl: pharm@roszdravnadzor.gov.ru

Anpec untepHeT-caiita: https://roszdravnadzor.gov.ru

4.9. llepeno3upoBka

B cBs31 ¢ HU3KOI TOKCHYHOCTBIO MEPEI03UPOBKA MAJIOBEPOSATHA.

CumMnToMbI

[Tpu cnyvaiinoii mepe103upoBKe BOZMOKHO HapylIeHHe cHa (0eCCOHHUIIA), B HEKOTOPBIX CIydasix
COHJIMBOCTh M ceaanus. [Ipy BHYyTpUBEHHOM BBEIEHUHM BO3MO>KHO IMOBBIIIEHUE apTEPUATIBLHOTO
JIaBJICHUS.

Jleuenue

Kak npaBuiio, He TpeOyeTcst — CHMITOMBI HCYE3al0T CAMOCTOATENNBHO B TeUEHHE CYTOK. B oco6o
TSDKEJIBIX ClIydasiX Hpu OECCOHHMIIE PEKOMEHAYETCS MPUMEHEHUE OJHOT0 M3 CHOTBOPHBIX U
AQHKCHUOJINTUYECKUX CPEJACTB JUIsl MpueMa BHYTphb (HuTpazenam 10 wmr, okcazenam 10 mr umum
muazenam 5 wmr). [lpum ype3mMepHOM MOBBILIEHUU apTEPUATBHOIO JABJIEHUS MPUMEHSIOT

THUIIOTCH3UBHBIC CPCACTBA ITOA KOHTPOJICM apTCPUATIBHOT'O JABJICHUA.

5. DPAPMAKOJIOTMYECKUE CBOHCTBA

5.1. ®apmakoaMHAMHYeCKHe CBOiicTBA

dapmakoTepaneBTHUECKasi TpyIIa: Ipyrue CpeiucTBa A JiedyeHHs 3a00JieBaHUIl HEpBHOM
CUCTEMBI.

Kog ATX: NO7XX

MexaHusM aeiictus U hapMakoaruHaMudeckre Y heKThI
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WHTHOUTOPOM CBOOOJHOPAIUKAIBHBIX TPOIECCOB, MeMOpaHompoTekTopoMm. OOnamaeT Takxke
AHTUTUIIOKCUYCCKUM JICHCTBUEM, MTOBHIIIAET YCTOMYNBOCTH OPTaHU3MA K CTpPECCy.

Mexanu3m  neWCTBUS — ATWIMETWITUAPOKCUIIMPHUIIMHA  CYKIIMHAaTa  OOYCIIOBJIEH  €ro
AQHTUOKCHIaHTHBIM U MEMOPaHOMNPOTEKTOPHBIM JAelicTBUeM. [Ipenapat UHruOUpyeT nepekrucHoe
OKHCIICHHE JIMIUIOB, TOBBIIIAET aKTUBHOCTh CYNEPOKCHIOKCHIA3bI, MOBBIIIAET COOTHOILICHHUE
JTUNHUI-0EII0K, YITY4IIaeT CTPYKTYPY U (DYHKIIUIO MEMOPaHBI KIIETOK.
OTUIMETUITHIPOKCUIIUPUANHA CYKIMHAT MOJEJIUPYET aKTUBHOCTh MEMOPaHOCBS3aHHBIX
dbepmMeHTOB (KampIUii-HE3aBUCUMOM dbochoamndcrepassl, aJICHWIATIINKIIa3bl,
AlleTUIXOJMHACTEPA3bl),  PEIENTOPHBIX  KOMIUIEKCOB  (OSH30Ma3enMHOBOIO,  ramMma-
amuHoMaciisiHON  kuciaoTel (CAMK), aneTHaXOJMHOBOTO), YTO YCHIIMBAET HMX CIIOCOOHOCTD
CBSA3BIBAHUSA C JIMTAHAAMH, CIOCOOCTBYET COXPAHEHHUIO CTPYKTYpHO-(PYHKIIMOHAIHHOU
opraHu3anuy OuoMeMOpaH, TPaHCIOPTa HEUPOMETUATOPOB M YIYUIICHHIO CHHANTHYECKON
nepeaayn. DTUIMETHITHAPOKCUTTUPUIIHA CYKIIMHAT TOBBIIIACT CO/IEPKaHUE B TOJIOBHOM MO3Te
nohamuHa. BrI3pIBaeT ycuiieHHe KOMIIEHCATOPHOW aKTUBAIIMH a3POOHOT0 TITUKOJIN3a U CHIDKEHHUE
CTENEHH YTHETeHUS OKHCIUTENBHBIX MpoleccoB B Iukie KpebGca B yCIOBUSX THIIOKCHU C
yBEJIMUEHUEM cojepxkaHus aneHo3uHTpudochopHoit kucinotel (ATD) u kpeatundocdara,
AKTHBAIIAIO YHEPTOCHHTE3UPYIOMNUX (PYHKIIMH MUTOX OHIPHUH.

[ToBbImIaeT pe3sUCTEHTHOCTh OPraHU3Ma K BO3ACHCTBHUIO PA3IMYHBIX MOBPEXKIAIOMNX (aKTOPOB
OpU  TATOJNOTHYECKHX COCTOSHUAX (TUIOKCHUS U HIIEMHUs, HapyIIeHHEe MO3TOBOTO
KpOBOOOpAIIIEHHS, HMHTOKCUKALUS OSTAHOIOM U AHTUIICUXOTHMYECKUMHU JIEKapCTBEHHBIMU
CpencTBamMm).

B ycrnoBHsIX KPUTHYECKOTO CHIDKEHHS KOPOHApHOTO KPOBOTOKA CIIOCOOCTBYET COXPaHEHHUIO
CTPYKTYpHO-(DYHKIIMOHAIBHONH  OpraHM3aluil MeMOpaH KapJHOMHOLUTOB, CTUMYIHUPYET
AKTUBHOCTh ~ MeMOpaHHBIX  (epMeHTOB  —  (docdoaudcTepasbl,  aACHUIATIIUKIA3BL,
aleTHIXOMMHACTEpasbl. [lomaepkuBaeT pa3BHBAIONIYIOCS TPHU OCTPON HINEMHH aKTHBAITUIO
areTHIXOMUHACTepasbl. [lomaepkuBaeT pa3BHBAMOIIYIOCS MPH OCTPOH HWIIEMHUH aKTHBAIHIO
a)pOOHOrO  TIWKONHM3a H  CIIOCOOCTBYET B  YCJIOBUAX THUIIOKCHM  BOCCTAaHOBJICHHIO
MUTOXOHJIPHAIILHBIX OKHUCIUTEIHLHO-BOCCTAHOBUTEIBHBIX MPOIIECCOB, yBenn4ynBaeT cuute3 ATD
u  kpearmHdocdara. OOecrmeymBaeT  IMEIOCTHOCTH  MOPQOJOTHUECKHX  CTPYKTYp |
¢duznonornueckux (HYHKIHNA WIIEMU3UPOBAHHOTO MHOKAp/Aa. YITydIIaeT KIMHUYECKOE TeUCHUE
uH(papKkTa MHOKapAa, TMOBbIIAeT 3(P(HEKTUBHOCTh MPOBOJMMOMN Tepamuu, CHIKAEeT YacTOTy
BO3HHUKHOBEHUS apUTMUU U HAPYIIEHUI BHYTPUCEPACUHON MPOBOTUMOCTH.

Hopmanusyer Meraboiudeckue TMpouecchl B HWIIEMH3UPOBAHHOM MHOKApZe, MOBBIIIAET

AQHTHAHTUHAIbHYI0O AaKTUBHOCTb HUTPATOB, YIY4YIIAeT pPEOJOTMYEeCKHe CBOICTBAa KpOBH,
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YMEHBIIAET  TOCIEACTBHU  pernepdy3noHHOLO CHAERQJE%Q-*-TE%U%E": ];CBHGPIr!cl'iblHOﬁ

HEZ0CTaTOYHOCTH.

Crioco6cTBYET COXpaHEHUIO TAHTIIMO3HBIX KJIETOK CETYATKH M BOJIOKOH 3PUTENILHOTO HEpBa MpU
porpeccupyronieil Heponaruu, NPUYMHAMU KOTOPOM SBISIIOTCS XPOHMYECKAs HIIEMHS U
TUNOKCHs. YiydmaeT (GyHKIHMOHAJIbHYIO aKTHMBHOCTh CETYAaTKM U 3pUTENIbHOTO HeEpBa,
YBEJIMUYUBAsL OCTPOTY 3PEHHUSI.

YMmenpmaer (EpMEHTATUBHYIO TOKCEMHIO M DHJIOTEHHYI0 MHTOKCHKALMIO TIPU OCTPOM
MaHKpeaTure.

Viydmaer MeTaboiau3M M KPOBOCHAOXKEHHE TOJIOBHOTO MO3ra, MHUKPOLUPKYISALUIO U
pPEOJOTHYECKHE CBOMCTBa KPOBM, YMEHBINACT arperanuio TpomOomuToB. CraOuiu3upyer
MeMOpaHbl KIETOK KPOBU (IPUTPOIMTOB M TPOMOOLMTOB), CHWXKAS BEPOSTHOCTH DPA3BUTHUS
remonu3a. OO0nagaeT TUIMOJUNUIEMHUYECKUM JIEHCTBUEM, 3a CYET YMEHBIICHHS COJEp>KaHus
001Iero X0JIeCTEpUHA U JIUTIONPOTEHI0B HU3KOH MIIOTHOCTH.

5.2. ®apMaKOKHHeTHYeCKHe CBOlicTBa

AOGcopouus

[Tpu 0JHOKpPAaTHOM M KypCOBOM IpHeMe MakcuMaibHas KoHIEHTpanus (Cmax) B TJIa3Me KPOBU
nocturaercs depes 0,58 gaca. [Ipu BBenennu B 103¢ 400—500 mMr (Cmax) B I1a3mMe KpoBu — 3,5—
4 MKT/MJ1.

Pacnpenenenne

beictpo  pacmpenensiercs B opraHax M TKaHax. CpenHee  BpeMs  yIAEpKUBaHUSA
ATUIMETWITUAPOKCUITUPUINHA CYKIIMHATa B opranusme — 0,7—1,3 gaca.

buorpaucdopmarms

MeTtabonu3upyercst B IEYCHU ITyTEeM TIIIOKYpPOHHpOBaHus. aeHTHHUIIMPOBAHO 5 METaOOIUTOB:
3-okcunupuauHa ¢ocdar — obpa3yercs B HEUEHH W TNPH y4acTUU LIeNOYyHOU QocdaTassl
pacmanaetrcs Ha GocPOpHYIO KUCTOTY U 3-OKCUMTUPHUANH; 2-i MeTa0OIUT — papMaKoIOTHIeCKH
aKTHBHBIN, 00pa3yeTcsi B OOJBIINX KOJTMYECTBAX U OOHAPYKUBAETCS B MOY€ Ha 1—2 CyTKH ToCIie
BBEJICHHS; 3-11 — BRIBOAUTCS B OOJIBIITNX KOJTMYECTBAX C MOYOM; 4-i U S5-I — TITIOKYPOHKOHBIOTATHI.
DJIMMHUHALNS

BreiBoauTCs M3 miia3Mbl KpOBU OBICTPO M MPAKTUYECKH HE ompenersieTcs depes 4 daca B HEW.
beicTpo BBIBOIWTCS ¢ MOUOl B OCHOBHOM B Buie MmeTabonutoB (50 % 3a 12 vacoB) m B
HE3HAUYUTEIbHOM KoiimdecTBe — B HemsmeHeHHOM Buiae (0,3 % 3a 12 wgacos). Ilokazarenu
BBIBE/ICHUS C MOYOW HEM3MEHEHHOTO ATUIMETHIITHAPOKCUTUPUINHA CYKIIHHATA B METa0OJIUTOB

HUMCIOT UHANBUAYAJIbBHYIO BapI/Ia6eJ'ILHOCTL.

6. PAPMAIIEBTUUECKHE CBOMCTBA
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(MOCNEQOBATENEHOCTE 0004)

6.1. Ilepeyenb BcnoMoraTeibHbIX BelllECTB

Hatpus merabucynshut (HaTpusi 1UCyIb(UT)

Bopna nia unbekiui

6.2. HecoBmecTumMOCTD

B cBsi3u ¢ OTCYTCTBHEM HCCIIEIOBAaHUM COBMECTUMOCTH, JAHHBIM JIEKapCTBEHHBIH Npenapar He
ClieyeT CMENIMBAaTh C JPYTMMH JICKApCTBEHHBIMH mpernaparamu, 3a uckmodenuem 0,9 %
pacTBOpa HaTpus xJjopuaa wid 5 % pacTBopa JeKCTPO3bI (TIIOKO3BI).

6.3. Cpok roaHocTH (CpOK XpaHeHHs)

3 rona.

6.4. Oco0ble Mepbl NPEI0CTOPOKHOCTH NPH XPaHEHUHU

B 3amumnierHoM oT cBeTa Mecte mpu Temneparype He Boie 25 °C.

6.5. XapakTep u coiep:kaHie NEPBUYHON YIAKOBKHU

IIpu npoussoocmee nexapcmeennozo npenapama na OO0 «Bengapmy», Poccus

ITo 2 My, 5 M1 penapaTa B aMIyJibl OECLIBETHOTO WJIM CBETO3ALIUTHOIO HEMTPAIBHOIO CTEKIIA.
Ha amnysnbl 1OMONHUTENBHO MOKET OBITH HAHECEHO OJIHO, JBAa WJIU TPU L[BETHBIX KOJIbLA.

Ha amnyny Hak/IeMBarOT CaMOKJIESIIYIOCS STUKETKY.

I[To 5 ammyn noMeIarT B KOHTYPHYIO SIUEHKOBYIO YIIAKOBKY U3 IUIEHKHU ITOJIMBUHWIXJIOPUIHON U
IUICHKH  TOJIMMEPHONW  MONMATWIEHTepepTalaTHOM wiu  0e3  IUIGHKHM  MOJMMEPHOMN
oA TUIIeHTEeped TaTaTHOM.

1, 2 KOHTypHBIE AYEHKOBBIE YIIAKOBKU IIOMEIAIOT B MAa4YKy U3 KAPTOHA.

B xaxyro nmayky BKJIaJbIBAIOT JTUCTOK-BKJIA/IBIII, CKAPU(PHUKATOP aMITYJIbHBIH.

CkapuduxaTop aMImynbHbIN HE BKJIAABIBAIOT IIPHU UCIIOIB30BAHUM aMITyJI ¢ KOJIBIIOM H3JIOMA WU
C HaJIpe30M M TOUYKOI.

WIn

IIpu npoussoocmee nexapcmeennozo npenapama na OO0 «Bengapm-My, Poccusa

[To 2 mn, 5 ma mpenapata Bo ¢uIakoHbBI U3 cTekia | rugponuTuyeckoro kiacca, yKynopeHHbIE
poOKaMu PE3NHOBBIMU, 00KaThle ATFOMUHUEBBIMH UM KOMOMHUPOBAHHBIMH KOJITAYKaMH.

Ha ¢nakoH HakIenBalOT ITUKETKY CaMOKJIESIIIYIOCS.

[To 5 ¢nakoHOB MOMEIIAIOT B KOHTYPHYIO SUEHKOBYIO YMAaKOBKY W3 IIJICHKH IOJUMEpPHOM,
FEPMETUYHO YKPBITOM MHOTOCIOWHBIM KOMOWHUPOBAHHBIM MaTe€pHalioM WM 0€3 Hero, Wiu
MJICHKOW TTOJIMMEPHOM Win 0e3 Hee.

1, 2 KOHTypHBIE SUEHKOBBIE YMakoBKM MM 5, 10 (1akoHOB BMecCTe € JHCTKOM-BKIJIAJBIIIEM
MOMEIIAIOT B IAUKy U3 KapTOHA.

6.6. Oco0ble Mepbl MNPeJOCTOPOKHOCTH TNPH  YHUYTOKEHHH  MCIOJb30BAHHOIO

JIEKapPCTBEHHOI'0 NMpenapara Wi 0TX0J0B, MOJYy4YeHHbIX Mocje MPUMeHeHHs npenapara, u
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Apyrue MAHMMYJISLHMH ¢ TPenapaTom

IIpuroToBaeHUE JICKAPCTBEHHOrO Mpemapara

[Ipu wHOY3MOHHOM crocobe BBeIeHHsS mpemapar cienyer pasBoguTh B 100-150 mu 0,9 %
pacTBopa HaTpHs XJIOpUAa WK 5 % pacTBopa JEKCTPO3bI (TITFOKO3bI).

Yrunmsanus

Oco0ble TpeOoBaHUS OTCYTCTBYIOT.

7. AEP/KATEJIb PETUCTPAIIMOHHOT' O YIOCTOBEPEHU S
Poccuiickas @enepanus

OO011ecTBO ¢ OTpaHUYCHHON OTBETCTBEHHOCTHIO «Bendapm» (000 «Bendapm»)
115184, r. Mocksa, O3epkoBckuii tiep., A. 12, a1. 1, mom. |, kom. 9

7.1. IlpeacraBuTe/b AeprKaTeJisi perHCTPALMOHHOIO YI0CTOBEPEHHUS

IIpereH3un HOTDC6HT€J'I€I>1 HAaImpaBJIATH I10 aAPECy.

Ilo sonpocam bezonacnocmu u 3¢pekmueHocmu 1eKkapcmeeHHo20 npenapama oopawamscs K
oepoicamento pecucmpayuoHH020 YOOCHOBEPEHUSL:

Poccuiickas ®@enepanus

OO611ecTBO ¢ OrpaHMYEHHOM 0TBETCTBEHHOCTHIO «Bendapm» (000 «Bendapm»)

640008, Kypranckast 06:1., r. Kypran, npocriekt Koncturyuun, 1. 11

Ten.: +7 (3522) 48-60-00, 55-51-80

E-mail: fsk@velpharm.ru

Ilo 6onpocam xauecmea 20mogou NPoOyKYuu oopawamovcs K npou3so0Umeinto i1eKapcmeeHHo20
npenapama:

Poccniickas @enepanus

OO111ecTBO ¢ OTPaHUYEHHON OTBETCTBEHHOCTHIO «Benpapm» (000 «Bendapm»)

640008, Kypranckas o0:., r. Kypran, npocnext Koncturynuuu, a. 11

Ten.: +7 (3522) 48-60-00, 55-51-80

E-mail: fsk@velpharm.ru

WIn

Poccniickas @enepanvs

OO011ecTBO ¢ OrpaHMYEHHON OTBETCTBEHHOCTHIO «Bendapm-M» (OO0 «Bendapm-My»)

124460, r. MockBa, BH.TEp.I. MyHUIUNAIbHBIA OKpYyr CHIMHO, TI. 3€JIEHOrpaj, IPOCIEKT
I'enepana Anekceesa, 1. 50

Ten.: +7 495 780-00-70

E-mail: quality@velpharm-m.ru

10


mailto:fsk@velpharm.ru
mailto:fsk@velpharm.ru

COOTBETCTBYET 3KCNEPTHOMY OTUYETY
ot 05.05.2025 N= 11610

8. HOMEP PETMCTPAIIMOHHOTO YJOCTOBEPE UMY EATEIIEHDCTS 0004)

9. JATA MEPBUYHOI PETMCTPALIMM (ITOJTBEPKIEHUSI PETUCTPALINM,
MEPEPETMCTPALIMN)

Jlata nepBoii peructpanuu:

10. IATA IEPECMOTPA TEKCTA

OO0miass  xapakTepucTHMKa JIEKapCTBEHHOro mpemapata MerynunBen  goctynmHa  Ha
MHPOPMALIMOHHOM TIOpTaie EBpasuilckoro SKOHOMHYECKOTO COK3a B HWH(POPMALMOHHO-

KOMMYHHUKAIMOHHOM cetn «HTepHeT» https://eec.eaeunion.org/.
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