COOTBETCTBYET ZKCNEPTHOMY OTUETY

ot 18.03.2025 N= 7202

OBILASI XAPAKTEPUCTHKA JEKAPCTBEHIFOFG TIPEITAPATA "0

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITPEITAPATA
Bunnonerus, 5 Mr, TadjeTKH

Bunnonerun, 10 Mr, TabneTku

2.  KAYECTBEHHBINA U KOJIMYECTBEHHBIN COCTAB
JelicTBytoliee BENIECTBO: BUHIOLIETUH

Buanouerun, 5 mMr, Ta0JIeTKH

Kaxxnast Tabnerka conepKUT 5 MI' BUHITOLIETHHA.

Bunnonerun, 10 mr, TabieTku

Kaxxnas Tabnerka comepxut 10 Mr BUHIIOIIETHHA.

ITomubIit MNEPCUCHb BCIIOMOTI'aTCIIbHBIX BCHICCTB IIPHUBCIACH B pa3aciic 6.1.

3. JEKAPCTBEHHASY ®OPMA
Ta0OmeTku.

BuHnouerud, 5 mMr, Ta0JIeTKH

TabneTku Kpyrion, JBOSIKOBBITYKIONH (opMbI, OT Oeroro 10 6eI0ro ¢ KeITOBATHIM OTTEHKOM
LBETA.

Buanouerun, 10 mMr, TabieTku

TabneTku Kpyryioi, TBOSIKOBBITYKJION (hOpMBI, OT Gesoro 10 OeNoro C JKeITOBaThIM OTTEHKOM
1[BETA, C PUCKOMN Ha OJTHOM CTOPOHE.

Jlunus paznoma (pucka) He IpeHa3HaYeHa JUIsl pa3iaMblBaHUs TaOJIETKU.

4.  KIMHHNYECKHUE JAHHBIE

4.1. Tloxka3aHusi K NPUMEHEHUIO

[Ipenapat BunnoieTuH noka3aH K IPUMEHEHUIO y B3pOCIIbIX MMALIMEHTOB B Bo3pacTe oT 18 ser.

— Hesponorusi: cumnTomMarnyeckass Tepanus IOCJIEICTBUN HUIIEMHYECKOTO UHCYJIbTA,
BepTeOpO0a3UIIPHON HEAOCTATOYHOCTH, COCYAMCTOM NEMEHIIMH, aTepOCKIIepo3a COCY/I0B
TOJOBHOTO MO3ra, MOCTTPaBMaTHUECKOW U THIEPTOHMYECKOW »sHuedanonaruu. [ns
YMEHBILIEHUS BBIPAKEHHOCTU HEBPOJOTMYECKUX U NCUXUUYECKUX HAPYIIEHUH, CBSI3aHHBIX C
HapyIICHUSIMU KPOBOCHA0KEHHSI TOJIOBHOTO MO3Ta.

—  OdranpmMonorus: XpOHUYECKHE COCYAUCTBbIE 3a00J€BaHUS CETYATKH M COCYAMCTOU
000JIOUKH TJ1a3a.

- OTollorus: CHHUKCHHUE ClIyXa ICPUCIITUBHOIO THIIA, 00JIe3Hb MeHLepa, OIyHIeHUC myma B
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yIax.

4.2. PeskuM 103UPOBAHMSA U CNIOCOO MPUMEHEHUS

PexxuM J103upoBaHusd

OO6w1uHO cyToyHas ao3a cocrapiser 15-30 mr (o 5—10 mr 3 pa3a B 1eHb).
Hauanbnas cytounas go3za coctapiseT 15 Mr. MakcumanbHas cyroyHast 1o3a — 30 mr.

Oco0BbIe IPVIIILI TAIUEHTOB

THayuenmoi ¢ Hapywenuem hyHKyuu nouex u neyeHu
[Tpu 3aboneBaHMsIX TMOYEK M MEYEHM MpenapaT Ha3HA4darOT B OOBIYHOW [03€, OTCYTCTBHUE
KyMYJISIIUU TIO3BOJISIET MPOBOJIUTH AJIUTEIbHBIE KYPChI JI€UCHUSI.

eTH
besomacHocts u 3ddexTuBHOCTE Tpemnapara BunmonetnH y agereid or 0 mo 18 ser He
YCTaHOBJIEHBI. JJaHHBIE OTCYTCTBYIOT.

Cnoco6 IIPUMCHCHUA

BnyTps, nocie ezpl.

4.3. TIpoTHBOMOKA3aHMSA

- FHHGp'—IYBCTBI/ITCJH)HOCTI) K BHHIIOLCTHHY HJIK K JIIO6OMy U3 BCIIOMOI'aTC€JIbHBIX BCIICCTB,
IIEPEYUCIICHHBIX B pazzaene 6.1.

— bepemMeHHOCTh, MEepHOJ KOPMJIEHHS TPYAbI0 W MPUMEHEHHUE Y JKEHIIMH C COXPAHEHHOM
JIETOPOTHON (PyHKIIMEH, He HUCTIONB3YIOIIUX HAJICKHBIA METOJ] KOHTPAICIIHH.

4.4. OcoOble yka3aHHSl M MepPbl NPEAOCTOPOKHOCTH NPH MPUMEHEHH U

C 0CTOPOKHOCTEIO

CungpoMm yanuHeHHoro wuHTepBaia QT, mnpuem mnpemapaToB, BBI3BIBAIOIIUX YUIMHEHHE
untepsana QT.

Koutpours OKT

Hamnume cwanpoma ymmmHeHHOTOo wHTepBaia QT W mpueM mpenaparoB, BBI3BIBAIONIUX
ymuaenne uarepsana QT, TpeOyeT nepuoaudeckoro koutposs IKI'.

4.5. B3aumoaeiicTBHe ¢ JAPYrMMH JIEKAPCTBEHHBIMH IMpenapaTamMu M JApPyrue BHBI
B3aUMOJACHCTBUSA

BzaumopeiictBuss He  HaOmromaeTcs MpH  OJHOBPEMEHHOM  MpPUMEHEHMH ¢  OeTa-
azpeHoOIokaTopaMu (XJIOPAHOJIOJ, THUHAOJOI), KIOMAMHUJIOM, TITHOCHKIAMHUIOM, JUTOKCHHOM,
aIeHOKYMapOoJIOM, THIPOXJIOPOTHAZHIOM W UMHUIIPAMUHOM.

OnHOBpeMeHHOE MPUMEHEHNE BUHIIONETHHA U aTb(a-METHIIIONBI HHOT/A BBI3BIBAJIO HEKOTOPOE
YCHJIEHUE TUIOTEH3UBHOTO 3((dekTa, MoITOMy MPU TaKOM JIEUEHUU TpeOyeTcs peryiaspHbIi

KOHTPOJIb apTepUaIbHOIO AABJICHUS.
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PEKOMEHIyeTCsl TPOSBIISITH OCTOPOXKHOCTh MPH OJHOBPEMEHHOM HAa3HAYEHUU C IpernapaTraMmi,
JIEUCTBYIOIIMMHU Ha LIEHTPAIbHYIO HEPBHYIO CUCTEMY U C IIpenaparamMu MpoTUBOAPUTMHUUECKOTO
Y QHTUKOAryJSHTHOTO JI€HCTBHUSL.

46. DepTWIBHOCTH, 0ePEMEHHOCTh U JAKTALMS

Bo Bpems OepeMEHHOCTH M B IEPUOJ TPYJHOTO BCKAPMIIMBAaHUSA, a TAKXKE Y JKEHIIMH C
COXPAHEHHON NeTOpONHOW (YHKIMEH, HE HMCIOIb3YIOIINX HAJICKHBIA METOJ] KOHTPAICTIIIHH,
IIPUMEHEHNE BUHIIOLETHHA TPOTUBOMNOKA3aHO.

bepemeHHOCTD

BuHmoneTH npoHUKaeT 4epe3 IUTAllCHTapHBIA Oaphep, HO B IUIALIGHTE W B KPOBU ILIOJA €TO
KOHIIEHTpAIlMsl HW)XKE, 4eM B KpoBU OepeMeHHO. McciemoBaHwsl Ha XKUBOTHBIX ITOKa3alid
PENPOIYKTUBHYIO TOKCUYHOCTb, BKJIIOYAs MOPOKH pPa3BUTHS y KpbiC. B wHccienoBaHusX Ha
JKUBOTHBIX TPU BBEICHUU OONBIIMX 103 BO3HUKANU IUIAlIGHTApPHBIE KPOBOTEUYEHUSA U
CIIOHTaHHBIE a0OPTHI, BEPOSATHO, B pe3yJbTaTe YCHIICHUS IJIAIEHTAPHOTO KPOBOTOKA. Bo Bpems
OEpEeMEHHOCTH MPUMEHEHHE BUHIIOIIETHHA MPOTHUBOIIOKA3aHO.

Jlakranus

BuHnoueruH npoHUKAaeT B IPyJHOE MOJIOKO. B uccienoBaHMsX C NPUMEHEHHUEM MEUYEHOTO
BHUHIIOLIETUHA PAJMOAKTUBHOCTh TPYIHOTO MOJIOKA ObLIa B JECITH pa3 BbBIIIE, YeM B KPOBHU
Marepu. B teuenue 1 ywaca B rpynHoe Mosnoko nponukaet 0,25 % mpuHSATON 103BI Mpernapara.
[TockonbKy BUHIIOLETUH MPOHUKAET B IPYAHOE MOJIOKO, @ IaHHbIE O BIUSHUU BUHIIOLETHHA Ha
JleTel TPYAHOTO BO3pacTa OTCYTCTBYIOT, IPUMEHEHHE €r0 BO BpeMs IPYJHOIO BCKApMIIMBAHUS
MIPOTUBOIIOKA3aHO.

)KGHHII/IHBI C ACTOPOAHBIM ITOTCHIIMAJIOM

JKeHIMHBI ¢ COXpaHEHHOW AETOPOIHONW (PYHKIMEH JOIKHBI MCIOJIb30BaTh HAJEKHBIA METO

KOHTpAIIeTUI BO BpeMsl IPUMEHEHUsI BUHIIOLETHHA. B MpOTHBHOM cilyyae npueM BUHIOLETHHA

POTHBOIOKA3aH.

4.7. BiusinMe Ha CHOCOOHOCTH YNPABJAATH TPAHCHOPTHBIMHM CPeACTBAMHU M padoTaTh €
MeXaHMu3MaMH

JlaHHbIe O BIMSIHUM BHUHIOLETHMHA HAa CHOCOOHOCTH YIPAaBIATh TPAHCHOPTHBIMU CPEJCTBAMU U

paboTaTh ¢ MEXaHHU3MaMH OTCYTCTBYIOT.

4.8. HexenateJbHbIe peaKIuu

Tabauunoe pE3IOME HEXKENaTeIbHBIX PEaKINi

B xone xnMHMYECKHX HCCIEIOBaHUN Hamboyiee 4acTO HeXeNaTelbHbIe PEaKIMH BO3HHUKAIU B
CIIEMYIONINX CHCTEMHO-OPTaHHBIX Kiaccax (mo kiaccudukanmum MeauIuHCKOTO CIIoBaps s

PEryJIATOpHON  JEsTeNbHOCTH), KOTOpblE€ TMPUBEAEHbl B COOTBETCTBUM C  YacTOTOU
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100), pe':;l_]yc_;' %(;lIE%E' Fi0o J_H‘-()Hgllf ITO?)GI)‘ 0Hens

penko (<1/10000).
CucTeMHO-OpraHHbIN KJ1acce Yacrora HexenarenbHble peakuuu
Hapymenust co ctTopoHbl Penxo JlelikonieHust, TPOMOOITUTOTICHUS

KPOBHU U TUM(PATUIECKOI

CHUCTCMBI

Ouens penko

AHCMI/ISI, AITJIIOTHHALA SpUTPOIUTOB

Hapymienust co cTopoHsl

HMMYHHOﬁ CHCTCEMBbI

OueHnb penko

PeaKHI/II/I TUIICPYYBCTBUTCIBHOCTH

Hapymenus merabonusma u Heuacto I'mnepxonecrepunemus

IIUTaHWS Penxo CHmxkeHue anmerurta, aHOPEKCHUs, CaxapHbIN
nuabder

[Icnxuyeckne HapyIeHus Penko Becconnuna, Hapymenne cHa, OeCrioKOiCTBO

Ouens penko

Duidopust, nenpeccust

Hapymienust co cTopoHsl

HEPBHOU CUCTEMBI

Heuacto

T'onoBHas 0oJb

Penko

['osloBOKpYy)KE€HME,  pPACCTPOMCTBO  BKYycCa,
CTYIIOp, OJIHOCTOPOHHUIN Nape3, COHIUBOCTb,

AMHC3HUA

OueHb penko

Tpemop, ciazmbl

Hapymenus co ctopoHbl

oprasa 3peHus

Penko

OTexk cocka 3pUTeNbHOrO HEpBa

OueHnb penko

I HUIICPEMUsT KOHbIOHKTHBBI

HapyieHnus co cTopoHsl Heuacro Bepruro
OpraHa ciyxa U JJaOMpuHTa Penxo ['nnepaxysus, runoaxkysus, IyMm B ymax
Hapy1ieHnus co cTopoHsl Penko Nmemus / nHpapkT MHUOKapa, CTEHOKapIus,

cepaua

6paI[I/IKapI[I/I$I, TaXUKapaua, SKCTpaCUuCTOINA,

OIIYIICHHUE CepIIeOneHUs

Ouens penko

Aputmust, uOpHILIALMS TpeacepaAnii

Hapymienust co cTopoHsI

COCYJIOB

Heuacto

Caumxenne AJ]

Penko

[ToBbimienne AJl, «IIpUITUBBI»,

TpoMOODIeOUT

Ouens penko

JlabunsHOCTh AJ]

H(CJ'Iy,Z[O‘-IHO-KI/II_HeLIHLIC

HapyILIEHUs

Heuwacro JluckoMpopT B JKUBOTE, CYXOCTh BO PTY,
TOILIHOTA
Penxo bons B onuractpum, 3amnop, auapes,

AUCIICIICUA, pPBOTA
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Hapymenus co ctopoHbl Penxo DOputeMa, THUOEPrujpo3, KOXHBIA 3y,
KOKH Y TIOJIKOKHBIX TKaHEel KpaluBHULIA, ChIIb

OueHnb penko Hepmatur
OO01ue HapylIeHus u Penko ActeHnus, HeJOMOTraHue, YyBCTBO )Kapa
peaklMK B MECTE BBEACHUS OueHb penko YyBcTBO auckomMdopTa B TPYIHOM KIETKe,

TUIIOTEPMHUS

JlaGopaTopHbie 1 Heuacto Cuamxenne A/l
MHCTPYMEHTAJIbHbIE JaHHbIE Penxo [ToBbimenne AJl, runepTpurivuepuaeMus,

nenpeccusi cermeHta ST wHa  OKIT,
YMEHbILIEHUE / yYBEJIUUYEHUE qucna
J03WHO(DHIIOB,  TIOBBIIIICHHE  AKTUBHOCTHU

«MIEYEHOYHBIX» (PEPMEHTOB

OueHb penko YMeHbIlIEHHE / yBenu4yeHue qucia
JEUKOLUUTOB, JPUTPONECHUS, YMEHBIICHUE
TPOMOMHOBOI'O BPEMEHH, MOBBIILIEHUE MacChl

TCI1a

COO6HI€HI/I€ 0 ITOA03PEBACMBIX HCXKCIATCIbHBIX PCAKIINAX

BaxxHo coobmiaTe 0 mojo3peBaeMbIX HEeKeIaTeNbHbIX PEeaKIUIX MMOCJe PerucTpaluu npenapara
C 1enplo oOecredyeHHs HENmPEephIBHOTO MOHHUTOPUHTA COOTHOIIGHHUS <«II0NIb3a — PHCK»
JIEKapCTBEHHOI'0 Mpenapara. MeIuuHCKUM pa0OTHUKAM PEKOMEHIYeTCs COOOIIaTh O JII0ObIX
M0JI03PEBAEMbIX HEKENATEIbHBIX PEAKLMAX JIEKAPCTBEHHOTO IpernapaTa uyepe3 HalMOHaJlIbHbIE
CHUCTEMBl COOOIIEHUS O HEXeNIaTeNbHbIX pPEeaKIHUsIX TOoCyIapcTB — WwieHOB EBpasuiickoro
HKOHOMHYECKOTO COI03a.

Poccniickas @enepanus.

®denepanbHas cinyx0a 1Mo Haa30py B chepe 31paBOOXpaHEHUS.

Anpec: 109012, r. Mocksa, CnaBstHCKas Iiiomaisp, 1. 4, ctp. 1.

Tenedon: +7 800 550 99 03

DnexkTponHas moyra: pharm@roszdravnadzor.gov.ru

Caiit B uHGOPMaIIMOHHO-TEIEKOMMYHUKAIIMOHHOM ceTu «HTepHEeT»:
https://roszdravnadzor.gov.ru/

4.9. Ilepeno3upoBka

JlaHHBIE O TIEpEO3UPOBKE BUHITOETUHOM OTCYTCTBYIOT.
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CHUMOTOMBEI

OnnokpaTHbIM npueM 360 M BUHITOLIETHHA HE BBI3bIBAN KIIMHUYECKH 3HAYMMBIX PEaKLUid, B TOM
YHCJIE CO CTOPOHBI CEPAECUHO-COCYIUCTON CUCTEMBI.

Jleuenue

PekoMeH70BaHO TPOMBIBaHHE >KETyJaKa, MPUEM AKTUBUPOBAHHOIO YIJISl, CHMIITOMAaTHYeCKas

Tepanus.

5. ®APMAKOJIOIT'MYECKHUE CBOMCTBA

5.1. ®apmakoguHaMHYeCcKHe CBOicTBA

®dapMakoTepaneBTUYECKass TPYIIa: ICUXOAHAICNTUKH, TICUXOCTUMYJSITOPBI,  CPEICTBA,
MPUMEHSEMBIE TIPU CUHApPOME NedUIMTa BHUMAHHS C THICPAKTUBHOCTHIO, M HOOTPOITHBIE
Cpe/CTBa; APYrUe MCUXOCTUMYJIISITOPBI K HOOTPOITHBIE CPE/ICTBA.

Koxn ATX: NO6BX18

Mexanusm neiicteus U bapMmakonuHamuueckue 3O deKTol

MexaHu3m JeHCTBUS BUHIIOLETHHA CKJIAJbIBACTCSI U3 HECKOJIBKMX 3JIEMEHTOB: OH YJy4YIlaeT
MO3rOBOH KPOBOTOK M METa0OJIM3M T'OJIOBHOI'O MO3ra, OKa3bIBaeT OJIArONpUSATHOE BO3/AEHCTBHE
Ha PEOJIOTHYECKUE CBOMCTBA KPOBHU.

HeiiponporekTopHoe AeMCTBHE pealin3yeTcsl 3a CUeT CHIDKEHUS  HeOJaronpusTHOTO
LUTOTOKCUYECKOTO BIMSIHUS BO30YXKIAIOLIMX aMUHOKHCIOT. BilokupyeT moTeHIuai3aBuUCUMble
Na* u Ca?" kananst 1 NMDA- u AMPA-penentops!. [10BEIIIIaeT HEHPOIPOTEKTHBHOE JEHCTBIE
a/IeHO3MHA. BUHMONETHH CTUMYIHPYET METab0IN3M T'OJIOBHOTO MO3ra: OH YBEJIIMYMBAET 3aXBaT
U NOoTpebiieHne TIII0KO03bl U KHciaopoa. [loBbIIaeT TONEpaHTHOCTh K TMIIOKCUU; YBEJIWYUBAET
TPaHCMOPT TJIFOKO3bI, €IMHCTBEHHOTO MCTOYHUKA SHEPTUU Ul TKAHU T'OJIOBHOI'O MO3ra, 4epes
remMatosHIedanuyeckuil 0apbep; cMelaeT MeTadoJU3M IIIIOKO3bl B CTOPOHY IHEPreTHYECKH
6osee BBHINOAHOTO a’pobHOro mytH. CesekTHBHO MHTHOUpyeT Ca®’-KalbMOIyTHH3aBHCHMYO
ul M®-pocoausrcrepasy; NOBBIIIAET COJAEpKaHUE LUKINYECKOro aJeHO3MHMOHOdochara
(UAM®) u nuxinyeckoro ryaHosuHMoHogocdara (uI'M®) rosoBHOro mMo3ra, KOHIEHTPALIHIO
AT® u cootHomienne ATO/AM® B TKaHSAX TOJIOBHOTO MO3Tra; YCUIMBAET OOMEH CEpOTOHUHA U
HOpAJpEHAINHA B TOJOBHOM MO3T€, CTUMYJIHPYET HOPAAPEHEPTUYECKYI0 HEMPOMEIUATOPHYIO
CUCTEMY, a TaK)K€ OKa3blBaeT aHTHOKCHJAHTHOE JEHUCTBUE; B pe3yibTaTe BceX 3TUX 3P(HEKTOB
BUHITOIIETUH OKAa3bIBAET LIEPEOPONPOTEKTUBHOE JACHCTBHE.

VYiydmiaer MHUKPOLMPKYJSIMIO B TOJOBHOM MO3T€ 3a CYeT HWHTUOMPOBAHHUS arperanuu
TPOMOOIIMTOB, CHIKEHHUSI MATOJOTMYECKH TMOBBIIIEHHOW BS3KOCTH KpOBH, ITOBBIIICHUS
CIIOCOOHOCTH  JIPUTPOLUTOB K JedopMaluu W UHTHOMPOBAaHMS 3axBaTa aJ€eHO3MHA,

CHOCO6CTByeT nepexoay KucCjIopoJa B KJIICTKH 3a CUET CHUKCHHUA K HEMY CPOACTBA OPHUTPOIIMTOB.
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CEpJIEYHOr0  BBIOpOCA, CHWXKCHHS I[EepeOpaIbHOTO COCYAWCTOTO  COMPOTHUBIICHUS 0Oe3
CYIIECTBEHHOTO BIIMSIHHSI Ha CHCTEMHBIE TIOKazaTelu KpoBOOOpamieHus (apTepuanbHOe
nasnenue (AJl), cepaeuHplii  BBIOPOC, HYAaCTOTYy CEpACYHBIX  COKpalleHW#, ooOiee
nepudepudeckoe COCYJIUCTOE CONPOTUBIICHKE); HE BBI3bIBaeT d(hdekT «oOkpaapiBaHus». Ha
¢doHE TPUMEHEHUs BHHIIOIETHHA YIy4lIaeTCs KPOBOCHAOKEHUE MOBPEKIACHHBIX (HO emie He
HEKPOTU3MPOBAHHBIX) YYAaCTKOB HIIEMHH C HH3KOW mepdy3ueit («oOpatHbiii  3ddext
0OKpa/IbIBAHH»).

5.2. dapMakoKHHeTHYEeCKHE CBOWMCTBA

AOGcopouus

BunmoneTH ObICTPO BCachIBaeTCs MOCIIE MPUEMa BHYTPb U 4epe3 1 9 ToCTHraeT MaKCUMaTbHON
KOHIIeHTpauu B KpoBH (Cmax). BcackiBaHHE MPOUCXOAUT TIIABHBIM 00Pa30M B MPOKCUMAIBHBIX
oTHeNnax KuileyHuka. He moaBepraeTcs MeTaOONM3My TIpU MPOXOXKICHUU 4Yepe3 CTCHKY
KHIIICYHHKA.

Pacnpenenenne

B IOKIMHUYECKUX MCCIEOBAaHHUIX BBEICHHUS PaJIOAaKTHBHO MEYEHOT'O BUHIIOIIETUHA BHYTPb OH
OIIpEJIETsUICS. B HAMBBICIIMX KOHIEHTPALUUSAX B ITIEYCHU WU IKEITYJAOYHO-KUIIEYHOM TPAKTE.
MaxkcumanbHasi KOHIEHTpalUs B TKaHSAX OTMeYaeTcst yepe3 2—4 yaca mocie mpueMa BHYTPb.
KonmdecTBO paguoakTHBHOTO M30TOMA B TOJOBHOM MO3T€ HE MPEBBIIIAIIO TAKOBOTO B KPOBH.
Ces3p ¢ Oenkamu B opraHusme desjgoBeka — 66 %. OObem pachpenesieHus COCTaBIISIET
246,7 + 88,5 11, UTO CBUAETENBCTBYET O 3HAUUTEIBHOM CBA3BIBAHUM C TKaHSIMU. BuogocTynmHoCTh
npu npueme BHYTpb — 7 %. KiupeHc cocrasnser 66,7 %, 4To npeBbllIaeT MJIa3MEHHbIN 00beM
nedyeHu (50 j1/4), MeTaboIu3M MPEUMYIIECTBEHHO BHETIEYCHOYHBIH.

BI/IOTDaHC(bODMaHI/IH

OCHOBHBIM MeTa0OJUTOM BHHIIOLETHHA SBISETCA anoBHMHKaMuHOBas kuciora (ABK), mons
KOTOpoi y yenoBeka coctasisger 25-30 %. [locne mpuema BUHNONETHHA BHYTPh IUIOIIAJb MO
KpuBOil «koHUeHTpauus — BpeMs» ABK B 2 pa3a Oonbllie TakoBOH Mociie BHYTPUBEHHOTO
BBeICHUs. DTO cBUAETeNbCTBYeT o ToM, uTo ABK o6pasyercs B mpouecce Merabonusma
HEPBOTO MPOXOXKJEHUs] BUHMOLETHHA. JIpyrUMH HW3BECTHBIMH METaOOJUTAMH  SBIISIOTCS
TUAPOKCUBUHIIONETHH, TUAPOKcH-ABK, murunpokxcn-ABK-rnunmnar, a Takke UX KOHBIOTATHI C
[IIOKYPOHUJIaMU W/WiK cyibdaTamMu. B JOKIMHUYECKUX HCCIIEIOBAaHUSAX BBISIBIEHO, YTO B
HEM3MEHEHHOM BHUJI€ BUHIIOLETHH BbIIENSIETCS B HEOOIBIIOM KOJIUYECTBE.

[Tpu 3a0o0neBaHMAX MEUYEHU M MOYEK KOPPEKIHMs J103bl HE TpeOyeTcs B CBSI3U C OCOOCHHOCTBIO

MeTabo1M3Ma BUHIIOLIETUHA — OTCYTCTBHEM KYMYJISIIHH.
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OIMMUHALNS

ITpu MHOTOKpaTHOM IpueMe B 03¢ 5 1 10 Mr KMHETHKa BUHIIOLIETUHA JIMHEIHAs. PaBHOBECHbBIE
KOHIeHTpanuu coctaBistmy 1,2 + 0,27 ar/mn u 2,1 + 0,33 Hr/mn coorBercTBeHHO. [lepuon
nojyBbIBeeHUs y yenoBeka — 4,83 £ 1,29 4. B wuccienoBaHusXx ¢ paaMoakTUBHOM METKOM
npernapar BbIBOJWIICS MOYKaMU M 4epe3 KuiieyHuk B npornopuuu 60:40. B noxknmHMYecKux
MCCJICIOBAHUAX 3HAUYUTENIbHAS 4YacTh PAJMOAKTUBHOCTH BBISBISUIACH B JKEIYM, HO 3HAYUMas
KHUIIEYHO-TICUCHOYHAs] IUPKYJALMS HE HaleHa. ANOBHHKAMHHOBAS KHUCIOTa BBIBOJUTCS
MOYKAMHU MyTE€M MPOCTON KIYOOUYKOBOM (DUIIBTpALlMU, IMEPHOJ IOJYBBIBEICHUS 3aBUCUT OT
MIPUHSATOM 1036l U IIyTH BBEACHUS BUHIIOLETHHA.

Oco0BbIe IPVIIILI TAIUEHTOB

Hauuenmbl NOJHCUTI020 80o3pacma, nayuennivl C HapyuleHuem qbyHKI/ﬂ/lu ne4yeHu u nodexk

BBIFIBJ'IGHO, qTo Q)apMaKOKI/IHCTI/IKa BUHIIOLCTHHA Y IIOXWIIBIX MMAalIMCHTOB 3HAYMMO HC
OTJIMYACTCSA OT TaKOBOMU Y MOJOJBIX MAOUCHTOB, KYMYJIALUA IMpE€riapaTa OTCYTCTBYCT. HO3TOMy
BUHIIOLCTHH MOXXHO Ha3HA4YaTb MAaOWUCHTAM C HapyYHICHUAMU (bYHKIII/II/I INECYCHN M II0YCK

JUINTCIIBHO U B OOBIYHBIX J03ax.

6. ®APMAIEBTUUYECKHUE CBOWCTBA
6.1. IlepeyeHb BCIOMOraTe/IbHBIX BELECTB

Buanoouerud, 5 mr, TabiaeTku

Lemrono3a MUKPOKPUCTAININYECKAS

Kpaxman kyKkypy3HbIU MpeKeTaTUHU3UPOBAHHBIN
Kpemuus 1MOKCH KOJITTOUAHBIN

Marnus creapar

Buunoouerun, 10 mr, Tabnerku

[{enmrono03a MUKpOKpUCTAIIMYECKAS

Kpaxman kyKkypy3HbIH MpeKeTaTUHU3UPOBAHHBIN
KpemHus nuokcny KoJIouHbINn

Marnus creapar

6.2. HecoBMecTHMOCTH

He npumenumo.

6.3. Cpok rognoctu (CpoK XpaHeHHUs)

3 rona.

6.4. Oco0ble Mepbl MPEeI0CTOPOKHOCTH NPH XPAHEHHH

XpaHUTh B 3aIUIIIEHHOM OT CBETa MECTE MPHU TeMIiepaType He Boite 25 °C.
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6.5. XapaxkTep u coJep:KaHue MEPBUYHOI YIIAKOBK

[To 10 mmm 15 TabneTok NOMEIIAIOT B KOHTYPHYIO SYEHKOBYIO YIAKOBKY W3 IUICHKH

NOJMBUHUIXJIOPUIHON U (DOJIBI'H aTFOMHUHUEBOM NEUYaTHOHN JIAKUPOBAHHOM.

ITo 3, 5 mnu 9 KOHTYPHBIX SYEHKOBBIX yIMakoBOK 1Mo 10 Tabierok wim 1o 2, 4 uin 6 KOHTYPHBIX

SAYEUKOBBIX YMAKOBOK IO 15 TabieTok BMeCTe ¢ MHCTPYKLHUEH IO MPUMEHEHUIO MOMELIA0T B

[a4YKy KapTOHHYIO.

6.6. OcoOble Mepbl NPeIOCTOPOKHOCTH TPH  YHUUYTOKEHUHM  MCIOJH30BAHHOIO
JICKapCTBEHHOI'0 IMpemnapara HWJIHM OTXO0A0B, IIOJYYECHHBIX I0CJI€¢ IPHMEHEHHA
npenapara, u Apyrue MaHUIyJISALUH C IPENnapaToM

Oco0ble TpeOOBaHUS OTCYTCTBYIOT.

7. JEPXATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHMUS
Poccuiickas ®@enepanus

000 «M3Bapuno ®apmay, Poccust

108817, r. MockBa, km BrykoBckoe mocce 5-it (1. Buykosckoe), nsia. 1, ctp. 1.
Tenedon: +7 (495) 232-56-55;

®daxkc: +7 (495) 232-56-54.

Onekrponnas nmoura: info@izvarino-pharma.ru

7.1. IlpencraBuTe/ib AepiKaTesisi perucTPAallMOHHOIO Y/10CTOBEPEeHHs

IIpereH3un HOTDG6HTCJI€I>1 HapaBJIATh IO aAPECy.

Poccuiickas ®enepanus

000 «M3Bapuno dapmay, Poccust

108817, r. MockBa, kM BHykoBckoe mocce 5-it (. Buykosckoe), nsia. 1, ctp. 1.
Tenedon: +7 (495) 232-56-55;

®akc: +7 (495) 232-56-54.

OnekrponHas moura: info@izvarino-pharma.ru

8. HOMEP PETUCTPAIIMOHHOI'O YAOCTOBEPEHUA

9. JATA NMEPBUYHOM PETUCTPAIIMU (ITOJATBEPKJIEHUSI PETUCTPAIINH,
HEPEPEI'MCTPALINN)

JlaTa niepBoii perucTpanuu.

10. JATA NEPECMOTPA TEKCTA
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OOmiass  XxapakTepucTUKa  JIEKQPCTBEHHOTO npena': ng %9@&1.@%% HCLE)E?VPI;IQB ) Ha

UHPOPMALIMOHHOM TopTaie EBpasuilckoro 5KOHOMHUYECKOro coo3a B HH(POPMALMOHHO-

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