COOTBETCTBYET SKCNEPTHOMY OTYETY

ot 16.02.2023 N= 3040

HUHCTE VKHI/IHH QCINEOOCBATENEHOCTE 0001)

1O MEJUITUHCKOMY ITPUMEHEHHUIO JIEKAPCTBEHHOT'O IIPEITAPATA

METOCTABNJI

PerucrpaiuoHHbII HOMeEp:

Toproeoe HaumeHoBaHuUe TIpeniapaTa: MeTocTabumn

Me:xayHapo/HOoe HelTaTeH TOBAHHOe HAUMEHOBaHHe: dTHIME TUITUAPOKCUIIUPH/IUHA
CYKITHHAT

JlexapcrBeHHast popma: TaGICTKH, MOKPHITHIE INICHOYHON 000JI0UKOM

CocTaB Ha oTHY Ta0/IeTKY:

Heticmsyiowee  6ewgecmeo:.  STUIMETWITHIPOKCHIIUPUANHA  cyknuHaTt — 125,00 wr.
Benomozamenvnvie  geujecmea:  NEIUIION03a  MHKpOKpHUcTauimueckas — 191,40 wr,
kpockapmesioza Hatpusa — 14,00 mr, moBumon-K25 — 14,00 mr, marausa creapar — 3,50 wmr,
KPEeMHHUSI TUOKCH/T KOJUTOUAHBIN — 2,10 wmr.

Cocmas obonouxu: ranpomerviosa — 6,00 mr, makporon-4000 — 1,25 mr, THTaHa JHOKCHT —

2,75 Mr.

Onucanue
Kpyribsie qBOSIKOBBITIYKIIBIE TaOJIETKH, MOKPBITHIE IUICHOYHOMW O0OJIOUKOW Oesloro WM MOUYTH
Gestoro npeta. Ha monepeunom paszpese TablIeTOK BUTHO SIpO OeJI0To Wi GeJI0T0 ¢ JKEJITOBATHIM

OTTCHKOM IIBCTA.

dapmakoTepaneBTHYeCKAs TPYIIIA: JPYrUe CPeICTBa IS JieueHHUs 3a00JIeBaHUN HEpBHOU

CHUCTCMBI.

Kox ATX: NO7XX

dapmakosornieckoe JaelicTeue
Dapmaxoounamuxa
DTHIMETHITHIPOKCHITHPHANHA CYKIIHHAT SIBJSIETCS WHTHOUTOPOM  CBOOOTHOPAUKATLHBIX

IPOIECCOB, MeMOPaHOIIPOTEKTOPOM. Ob6nanaeT TaKKe AHTUTHUIIOKCHYECKHM,
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CTPECCIIPOTEKTOPHBIM, HOOTPOITHBIM, Ipo BOSHHJ&EH%&EI_J?E&;HE'LHEH léﬁil'c;:'l;lgfﬁ%&%'xma

naerictBueM. OTHOCUTCS K KJIacCy 3-OKCUITUPHUIUHOB.

MexanusMm  JACUCTBHUS  DTWIMETWITHIAPOKCUNIMPHUAWHA  CYKIIMHaTa  OOYCJIOBJIEH  €ro
AHTUOKCH/IAHTHBIM U MEMOpPaHOIIPOTEKTOPHBIM JielicTBUeM. lIpenapaT HHTUOUpPYeT NepeKUCHOS
OKHCJICHUE JIUIUJOB, MOBBINIAET aKTUBHOCTh CYIIEPOKCHUIAOKCHARbI, TOBBIMAST COOTHOIICHHE
JTUTUI-0EIIOK, yAydinaeT CTPYKTYPY u dyHKITHIO MeMOpaHbI KJICTOK.
OTUIMETIITHIPOKCHITUPHANHA CYKIHHAT MOJYJIHPYET AaKTHBHOCTH MeMOpaHOCBSI3aHHBIX
(depMeHTOB (xanpLUH-He3aBUCUMOHN dochourcTepassl, aJCHIWIATIINKJIIA3kI,
AlCTUIXOJUHACTEPA3hl),  PELENTOPHBIX  KOMIUIGKCOB  (OeHzoamazenuHoBoro, ['AMK,
ANETHJIXOJIUHOBOTO), YTO YCHIIUBAET X CHOCOOHOCTH CBSI3BIBAHMSI C JIMTAHJIAMH, CIIOCOOCTBYET
COXpaHCHHIO  CTPYKTYpHO-QYHKIMOHAJILHOM  opraHuzalud  OuoMemOpaH,  TpaHCIOpTa
HEUPOMEHATOPOB U VIIYUIICHHUIO CHHANTHYESCKON Iepeaadd. DTHIMETHITHAPOKCUIIMPHIUHA
CYKI[MHAT TIOBBIMIACT COJIEPKAHHE B TOJOBHOM Mo3re JgodamuHa. BbI3piBaeT yCHIICHHE
KOMIICHCATOPHOM AaKTHBAIIMH a’poOHOTO TIJIMKOJIW3a W CHIDKEHHE CTeTICHH YrHeTCHUS
OKHUCIIUTEIBHBIX MpoIleccoB B Mukie Kpebca B yCIOBHSIX THIIOKCHH ¢ YBEITHUCHUEM COJIePIKAHHUS
AT® u kpeatundocdarta, aKTUBAIIUIO SHEPTOCUHTEIUPYIONUX (DYHKITUH MHUTOXOH]IPUH.
[ToBbimaeT pe3UCTEHTHOCTh OPTaHU3MAa K BO3ICHCTBUIO PA3IUUHBIX MOBPEKIAIOMHX (PaKTOPOB
IpU NATOJIOTUUECKUX COCTOSHUSIX (THUIOKCHS W HIIEMHS, HapyIIeHHUs MO3TOBOTO
KpoBoOOpalieHuss, HWHTOKCUKAIMSI HTAHOJIOM U AHTUINCUXOTHUYSCKUMH JICKapCTBEHHBIMHU
CpeACTBAMHU).

B ycloBUSX KPUTHYECKOTO CHHIKEHHUSI KOPOHAPHOTO KPOBOTOKA CIOCOOCTBYET COXpAHECHHIO
CTPYKTYPHO-(QYHKIIMOHATBHOW  OpraHH3allil MeMOpaH KapJUOMHUOIIUTOB, CTUMYJIUPYET
aKTUBHOCTh ~ MeMOpaHHBIX  (epmeHTOB -  (ochoaudcTepassl,  a/ICHUIATIIHKIA3HI,
aleTUIXOIUHACTepa3bl. llojaep:kupaeT pa3BUBAIONIYIOCA TPU OCTPOU HIIEMHH AaKTHUBAIHIO
a’spoOHOTO  TJIMKOJM3a W CHOCOOCTBYeT B YCJIOBHUSIX THUIIOKCHMM  BOCCTAHOBJICHHIO
MHUTOXOH/IPHATBHBIX OKUCIUTETLHO-BOCCTAHOBUTEIIBLHBIX MPOIECCOB, YBeauunBaeT cuntes ATO
u  KpeatuHdocharta. OOecrneuuBaeT IEJIOCTHOCTh  MOpP(OJOTHUSCKUX  CTPYKTYp H
(pUBHOTIOTHIECKUX dyHKIUH UIIEMUZHPOBAHHOTO MHUOKap/a.
YayumaeT KIMHHYSCKOe TeueHne HH(papKTa MHOKAP/1a, MOBRIIALT 3P PeKTHBHOCTH MPOBOTUMOMN
Tepalliy, CHHJKAeT YacTOTy BO3HUKHOBCHHUS apUTMHUM M HapYHICHUHW BHYTPUCEP/ICUHOU
IIPOBOIUMOCTH.

Hopmanusyer MeTaboiaudeckue TMpOIECcChl B HUIOIEMHU3UPOBAHHOM MHOKapje, IOBBIIIAST
AHTHAHTUHAIBHYIO AaKTUBHOCTH HUTPATOB, YJIy4IlaeT pEOJIOTHUYECKHE CBOMCTBA KpOBH,
VMEHBIIAST  TOCIEACTBHUS  penep(y3HOHHOTO  CHHJIpOMAa IIpU  OCTPOH  KOpPOHApHOH

HEJOCTATOYHOCTH.



COOTBETCTBYET SKCNEPTHOMY OTYETY
ot 16.02.2023 N= 3040

YMeHbIIaeT (EepMEHTATHBHYIO TOKCEMHIO aﬂﬂof@%%E%%%ggﬂgﬁﬁgiEﬁﬁj;g@prM

MaHKpeaTHTe.
YayumaeT MeTaboMu3M U KpOBOCHAOXKECHHE TOJIOBHOTO MO3Ta, MHUKPOIHPKYISIIHIO U
peoJIOTHUECKUEe CBOWCTBA KpPOBH, YMEHBIIAeT arperamuio TpomMOouuToB. Crabuimusupyer
MeMOpaHbl KJIETOK KPOBH (SPUTPOIUTOB U TPOMOOIIUTOB), CHMIKASI BEPOSITHOCTh Pa3BUTHUS
remoiuza. OOnagaeT THIOMHUIHISMHUSCKUAM JISHCTBHEM, VMEHBIIAST COJCpIKaHHe OoOMIeTo

XOJISCTEPHHA U JIUIIOIIPOTCUIOB HHU3KOM IJIOTHOCTH.

D apmaxoxunemuxa

Beacvieanue u pacnpedenenue

BeicTpo BcachIBaeTCa TNpH mpueMe BHYTPhL (mepuoa moiyabcopOumm — 0,08-1 u). Bpems
JIOCTHIKEHUSI MakCUMaibHOM KoHleHTpamuu (Tcmax) mpu npueme BHyTph — 0,46-0,5 1.
MaxkcumanbHast KoHIeHTpamus (Cmax) npu npueme BHYTpb - 50-100 Hr/muL

Beictpo  pacmpenensiercs B opraHax W TKaHsaX. CpegHee  Bpemsi  yAepiKaHHS
STUIMETUITHIPOKCHUIIUPUIUHA CYKIIMHATA B OpraHUu3Me IpU IIpuemMe BHyTpb — 4,9-5.2 4.
Memabonusm

MeTaGonu3upyeTcs B EYSHH MyTeM TJIIOKYpOHHUpOoBaHUsl. M ieHTUHUITHpOBaHO 5 MeTaOOIUTOR:
3-okcunupuauHa Gocdar - obpasyercss B ICUSHH W INPH YYACTHH IMeJI0ouHOM docdarasbl
pacniafgaetcsi Ha GochOpHYIO KUCIOTY U 3-OKCUIUPUIUH; 2-i MeTaOoIMT - (hapMaKOJIOTHUSCKH
AKTHBHBIH, 00pa3yeTcs B OOJILITUX KOJUYSCTBAX M OOHApy)KHBaeTCAd B Mode Ha 1-2 cyT mocie
BBEJICHHS, 3-1 - BLIBOJUTCS B OOJIBIHUX KOJIHYESCTBAX C MOUOH; 4-U U 5-# - TIIIOKYPOHKOHBIOTATHIL.
Buiseoenue

IIepuon mostyBeiBeieHus npu npueme BHYTPb (T12) — 4,7-5 4. BeIcTpo BBIBOJMTCSA ¢ MOYOU B
OCHOBHOM B BHjae MeTabomutoB (50% 3a 12 9) W B HE3HAYHTSIHLHOM KOJHYESCTBE - B
HensmeHeHHOM BHje (0,3% 3a 12 u). HaubGosnee UHTEHCUBHO BLIBOJHUTCS B TEUSHUE TEPBHIX 4 U
mocie mpuema mnpemnapata. [lokazaTenu BbIBEJeHHS ¢ MOYOW HEHU3MEHEHHOTO IMpemapara U

MeTabOJIUTOB HMEIOT HUHIUBHUIYAJIbHYIO BapHa6eJIBHOCTB.

IToxazaHus K NpUMeHeHHIO
® [IOCJISJICTBUSL OCTPHIX HApYHICHHH MO3TOBOrO KpPOBOOOpAINEHHUS, B TOM YHCJE IOCIE
TPAH3UTOPHBIX  HIIEMHUYSCKHX aTak, B ¢asze CcyOKOMIIeHCAIlMM B  KadecTBe
Ipo(UIAKTHIECKUX KYPCOB;
e JIeTKas YepeIHO-MO3roBas TpaBMa, MOCICCTBHS YePSITHO-MOBTOBBIX TPABM;
e DoHIeQaTONMATHH  Pa3IMYHOTO TeHe3a  (JUCHUPKYJSITOpHBIE, JHUCMETaOOIUUECKHUE,

MOCTTPAaBMAaTHUUCCKHC, CMeIIIaHHI)Ie);
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CHHPOM BereTaTUBHOM JUCTOHHUH,

JIeTKHe KOTHUTUBHBIE PACCTPOHUCTBA aTePOCKIIEPOTHUECKOTO TEHERA;

TPEBOXKHBIE PACCTPOHCTBA IIPU HEBPOTUUESCKUX U HEBPO3OIOJOOHBIX COCTOSHUSX;
uieMudeckas 60ie3Hb cepAna (B cocTaBe KOMIUICKCHOH Tepalun),

KyIoupoBaHHe aOCTHHEHTHOTO CHHJpOMa IIpH aJKOroju3Me ¢ IpeoOiagaHHeM
HEBPO3OMOAOOHBIX W  BEreTAaTUBHO-COCYJUCTBIX PACCTPOMCTB, IMOCTaOCTUHEHTHBIS
paccTpoicTBa;

COCTOSIHUSA II0CJIE OCTPON HHTOKCHUKAIIMH AHTUIICHXOTHYECKUMH CPEICTBAMY,
ACTeHHYECKHEe COCTOSHHS, a TakkKe Uil NPOQUIAKTHKH pPa3sBUTHSL COMATHUYECKHX
3a00s1eBaHUH 110/ BO3CHCTBUEM SKCTPEMAJIbHBIX (DAKTOPOB U HATPY30K;

BO3/ICHCTBHE SKCTPEMAIbHBIX (CTPECCOBBIX) (PAKTOPOB.

Hp OTHBOIIOKAa3aHUA

MOBLIMICHHAA YYBCTBUTCJILHOCTD K IIpCIIapary;
OoCTpasd MCYCHOYHAA HEAOCTATOTHOCTD,
OoCTpasd MoYCHHad HEJOCTATOYHOCTD,

Z[eTCKI’Iﬁ BO3pacT.

IIpumeHeHIe IPU GepeMEHHOCTH U B TIEPHO/I TPYAHOT 0 BCKAPMIINBAHUSA

Hpenapa’r IMPOTHUBOIIOKA3aH IIPpH GepeMeHHOCTI/I H B I[ICPHUO/J I'PYAHOI'O BCKapMJIUBAHHA B CBA3H €

HEJOCTAaTOYHBIMH JAaHHBIMH IO Sq)(beKTI/IBHOCTI/I # 0e30IacHOCTH Iperapara B JaHHBIC IICPUOIBI.

Cmoco® NPpHUMEHEHUHA U TO3bI

Buytps, mo 125-250 mr 3 pasa B CYTKH; MaKCUMaJIbHasI CyTo4Has fo3a — 750 mr (6 TabieTok).

JITUTeIBHOCTD JICUeHHsI 2-6 HEJeb; U KYITHPOBAHHS aJIKOTOJIBHOW aOCTHHEHITHH — 5-7 JHEH.

JleueHne nmpekpaniaroT MOCTEIICHHO, YMEHBIIAs JI03Y B TeUeHUE 2-3 JTHEH.

Hawanenas moza — 125-250 mr (1-2 TabneTku) 1-2 paza B CYTKH € MOCTSTICHHBIM TOBBITISHHUEM JTO

[IOJIYUeHUS TepaneBTUIecKoro 3 dexTa; MakCUMalbHasg cyTouHas go3a — 750 mr.

HpO).'[OJ'IH(I’ITeJ'IbHOCTB Kypca Tepalluu y OOJILHBIX ¢ HIIEMHYSCKOH 00JIE3HLIO cepana HE MCHEC

1,5-2 mecsues. IloBTopHbie Kypehl (110 peKOMEH/IAINH Bpaya), )KeJIaTeIbHO MPOBO/IUTH B BECCHHE

— OCCHHHC IICPHUO/IbI.

IToGounoe neiicTBHE

Co CMOPOHbL numeeapumeﬂbHoﬁ cucmemost. TOMIHOTA, CYXOCTh CIIM3UCTOU 000JI0UKH ITOJIOCTH

pTa, quapes.



COOTBETCTBYET 3KCMEPTHOMY OTYETY

ot 16.02.2023

(NOCNEACBATENBEHOCTL 0001)

= 3040

Hpowue: AJVICPTAYCCKUC pCaKIluH, COHJINBOCTD.

Ilepeno3upoBka

B cBs3sm ¢ HU3BKOM TOKCHYHOCTBIO TIEpeIO3UpOBKa MajioBepostHa. llpu ciyualiHo
[epe03UPOBKE BO3ZMOIKHO BO3HUKHOBEHHE COHJIMBOCTH U CE/IallHH.

JleueHue, Kak MpaBuio, He TpeOyeTCs — CHMIITOMBI HCUS3aI0T CAMOCTOSTEIILHO B TCUCHHE CYTOK.

B TsprenbIxX citydasx npu OeccoHHuUIle — HuTpasenam 10 mr, okcazemam 10 Mr win [uazenam 5 Mr.

BzanmoneiicTBHe ¢ IPYrYMH JIeKAPCTBEHHBIMHU TP elapaTaMu
YeumuBaer  jedictBue  OeH30MA3SMIUHOBBIX ~ AHKCHOJMTHKOB,  TMPOTHBOSMIICHTHUSCKHUX
(kapGamMazenuH), MPOTHBOMAPKUHCOHHUUESCKHUX (JICBOJIONA) JIGKAPCTBEHHBIX CPEJCTB, HUTPATOB.

VMeHbBIIaeT TOKCHYISCKOS ,Z[eﬁCTBI’IC 9TaHoOJIA.

Oco0ble ykazaHusa
I pumenenue 6 neouampuu

Hpenapa’r He Ha3HAYaloT ASTSIM B CBSI3H ¢ HEJOCTATOUHOMN HU3YUCHHOCTBIO JeHUCTBHUS mperapara.

BmisiHue Ha croco0HOCTH K BOKIEHIIO ABTOTPAHCIIOPTA M YIIPABJIeHUIO MeXaHH3MaMH
B nepuon neueHus HEOOXOUMO COOIIOIATH OCTOPOXKHOCTD TPH YIPABICHUH TPAHCIOPTHBIMHU
CPeACTBAMH U 3aHITHUH JPYTUMH NOTSHITHAIBHO OTIACHBIMHU BH/IAMH JISATSILHOCTH, TPEOYIOIMUMHU

MOBBIMICHHOH KOHICHTpAalu BHUMAaHHUA U 6bICTp0TI>I IMMCUXOMOTOPHBIX pCaKHHﬁ.

dopma BhITyCKaA

TabeTKH, MOKPHITHIC TUICHOYHOM 060JI0uK0# 125 Mr.

I[To 5, 10, 25 wuma 30 T1abieTok B KOHTYPHYH SYSHKOBYIO VYIAKOBKY W3 IUICHKH
MOJTUBUHUWIXIIOPUIHON JUOO0 TUICHKH TOJMBUHUIXIIOPUTHON/ TTOTMBUHIWIHICHXIIOPUIHON |
(oJBIH ATFOMUHUEBOMN TICUaTHOW JJAKUPOBAHHOM.

Uma mo 5, 10, 25 wm 30 TaGneTok B KOHTYPHYIO SIUSHKOBYIO YIIAKOBKY W3 MaTepuala
KOMOHMHHPOBAHHOTO Ha OCHOBE (OJIBIH (TPEXCIOWHBIM MaTepHall, BKIIOYAIONUN ATFOMUHUEBYIO
(dobTy, TUIGHKY U3 OPUSHTHPOBAHHOTO MOMHUAMHU/IA, TIOJUBHHIIXJIOPUIHYIO IJICHKY) U (QOJILIH
AJIFOMHHHUEBOH II€YaTHOM JIAKUPOBAHHOM.

1, 2, 3, 4, 5, 6, 8 umu 10 KOHTYpHBIX SUYCHKOBBIX YIIAKOBOK BMECTe ¢ HMHCTPYKIMEH MO

MeIUITMHCKOMY TIPUMEHSHHUIO (JIMCTOK-BKJIA/IBIII ) TOMEIIAIOT B KAPTOHHYIO YIIAKOBKY (TAUKY).
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VY c1oBUS XpaHeHHs (MOCNEACBATENBHOCTL 0001)

IIpu Tremnepatype He Bbimie 25 °C.

XpaHUTh B HEAOCTYIHOM UL JISTeH MeCTe.

Cpok rogHocTH

3 roga. He MPUMCHSTH 11O HCTCUYCHUHU CpOKa TOAHOCTH.

YceaoBus OTIIYCRA U3 alITeK

OTIycKaroT 10 perenTy.

JepxaTesib perucTpaliioHHOro yjaocropeperus: OO0 «Atowum

Poccus, 445351, Camapckas o0u., . JKurynesck, yi. ['mapoctpoutesnei, 1. 6.
HpomBomurean: OO0 «Ozon»

Poccus, Camapckast 0651, 1.0. XKurynepck, r. XKurynesck, yii. I'uapoctpouTtenei, 1. 6.
Oprammzanus, npuHuMaian nperewsu: OO0 «Ozon»

Poccus, 445351, Camapckast o61., 1.0. XKurynesck, r. XKurynesck, yi. 'uapoctpoutenei, 1. 6.
Ten.: +79874599991, +79874599992

E-mail: ozon@ozon-pharm.ru



