COOTBETCTBYET 3KCMEPTHOMY OTYETY
ot 29.10.2024 N2 23869

OBIIAS XAPAKTEPUCTUKA JIEKAPCTBEHHOGFOTIPERAPATA 1002

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IPEITAPATA
Bunnonernn Okcnpecc, 10 Mr, TabneTku, TUCIIEPTUPYEMbIE B IIOJIOCTH PTa.
2. KAYECTBEHHBIW 1 KOJIMYECTBEHHBIA COCTAB
JelicTBytoliee BENIECTBO: BUHIIOLICTHH.

Kaxxnas Tabnerka, nucrieprupyemMas B OJIOCTH PTa, coaepxut 10 Mr BUHMOIETHHA.
BcrniomorarennHbIe BCIICCTBA, HAJIMYUC KOTOPBIX HAAO YUUTBIBATH B COCTABC JICKAPCTBCHHOTO
npemnapara: acnapram, MaHHHUTOJ (cM. pasaen 4.4.).

[TonHbIl epeyeHb BCIOMOTATEIbHBIX BEILIECTB MPUBEJICH B pasnene 6.1.
3. JEKAPCTBEHHAS ®OPMA
Tabnerku, qUCTIEPTUPYEMBIC B TTOJIOCTH PTa.

TabneTKu KpyTiIbie TBOSKOBBITYKIIBIE, OSIIOTO WU ITOYTH O€JI0T0 I[BETa CO CIIA0BIM XapaKTePHBIM
3aIaXxOM.

4. KIMHUYECKUE JAHHBIE
4.1. lloka3zanusi K NPUMEHEHUIO0
Bunnonetnn Dxcnpecc mokazaH K IPUMEHEHHUIO Y B3pOCIBIX B Bo3pacTe oT 18 ser.

- Hesponorus: cuMmnromaruuyeckas Tepanus IOCIEICTBUN HIIEMUYECKOIO HMHCYNbTA,
BepTeOpOOaZMISIPHON  HENOCTaTOYHOCTH, COCYAMCTOM JEMEHLUH, AaTepOCKIepo3a COCYAOB
TOJIOBHOI'O MO3r'a, IOCTTPABMAaTUYECKON U TMIEPTOHNYECKOM dHIedanonaTiuu. i ymeHbIIeHus
BBIPDA)KEHHOCTH HEBPOJIOTMYECKUX M TICUXMYECKMX HAPYIICHWH, CBS3aHHBIX C HAPYIICHHUSIMU
KPOBOCHA0>KEHUS TOJIOBHOT'O MO3Ta.

- OdTanbMOIOTHS: XPOHUYECKHE COCYAUCThIC 3a00I€BaHUS CETYATKU U COCYUCTON 000JI0UKH
riasa.

- OTonorust: CHM)KEHUE CiIyXa NEepUEenTUBHOTO Tuia, 0oje3Hb MeHbepa, OLIyLIeHHE IIymMa B
ylIax.

4.2. PexxuMm 103MpOBaHNs U C1IOCO0 MPUMEHEHUS

PexuMm no3upoBanus

Cyrounas no3a npemnapata cocrapiset 30 mr (o ogHoi Tabnetke 10 mMr 3 paza B CyTKH).

Oco0ble TPVIIILI TAIUEHTOB

Toowcunvie nayuenmol (cmapuie 65 1em)

He tpeGyercs mpoBOANTH KOPPEKIIHIO peKUMA TI03UPOBAHUS IO CPABHEHUIO C PEKOMEHIYEMOM
cxemoit. apMaKOKWHETHKA BUHIIONETHHA Y TIOKUJIBIX MMAIIMEHTOB 3HAYMMO HE OTIINYAETCS OT
TaKOBOH Y MOJIOJIBIX.

Iayuenmoi ¢ Hapywenuem hyHKyuu nouex u neyeHu

[Tpu 3a00neBaHUSIX TTOYEK U TICUEHU MperapaT Ha3HayaloT B OOBIYHOM J103€, OTCYTCTBUE
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KyMYJISAIUHA IIO3BOJISACT IIPOBOJUTH JJIUTCIIbHBIC

eTH
[TpenapaT npoTUBOIIOKA3aH K IPUMEHEHUIO Y JIeTEH U MOJAPOCTKOB B Bo3pacTe 10 18 ser,
MOCKOJIbKY 0e30macHOCTh U 3(h(heKTHBHOCTH IPUMEHEHUS BUHIIOLETHHA Y JaHHOW TPYIIIBI
NAIMEHTOB HE YCTAHOBJICHBI.

Croco0 rmpuMeHeHus

BuyTpb, nocne enpl.
Tabnetkn BuHmnoneTnH JKcnpecc MOKHO MPOIJIAThIBATh LIETUKOM C HEOOJIbIINM KOJIHMYECTBOM

BOJBI, ITPU 3aTPYAHCHHUU INNIOTAHUA Ta6HeTKy CJICAYCT IIOMCCTUTH Ha A3BIK JIA pacCaCbIBaHUs.

4.3. IlpoTuBONOKA3aAHUS

— I'unepyyBCTBUTENBHOCTh K BHHIIOLETHHY WIM JIOOOMY M3 BCIOMOIAaTElIbHBIX BEIIECTB,
NIEPEYUCIICHHBIX B pazzaene 6.1.

— bepemeHHOCTb, NepuoA KOPMIJIEHUS TPYAbI0 M NPUMEHEHHE y JKEHUIMH C COXPaHEHHOU
JIETOPOTHOM (PyHKIIMEH, HE NCIIOJIB3YIONTNX HAJCKHBIN METO KOHTPAIICTIIIHH.

— [JHetckuii Bo3pact Ao 18 set (BcieAcTBUE OTCYTCTBUS JAaHHBIX KIMHUYECKUX UCCIIEIOBAHUIN).
— @OEHWIKETOHYpHS.

4.4. OcoOble yKa3aHus U Mepbl PeI0CTOPOKHOCTH IIPH NPUMEHECHUH

C 0CTOPO’KHOCTBIO

CungpoMm ymnuHeHHoro wuHTepBana QT, mnpuem mnpenapartoB, BbBI3BIBAIOLINX YAJUHEHUE
untepsana QT.

Kourpons KT

Hannune cunnpoma ymmHenHoro uHTepBasia QT u mpuem mnpemapaToB, BbI3BIBAIOIIMX
ynnuHeHue uarepsaia QT, Tpedyet nepuoaudeckoro koutposs IKI'.

BcnomMmorarennHble BellecTBa

HpenapaT COACPIKUT acCllapTaM U MOKET OKa3aTbCs BPCAHBIM JJIA JIIOJIEH ¢ (beHHHKeTOHypHeﬁ.
HpenapaT COACPIKUT MAHHUTOJ U MOXKCT OKa3bIBATh cnaboe cllabuTeNbHOE JIeiicTBHE.

4.5. B3amMmopeiicTBHMe ¢ JPYTHMH JICKAPCTBEHHBIMHM MpenaparamMH W JApyrue BHIbI
B3aMMO/EHCTBHUA

B3aumopeiicteue He  HaOmomaeTcs NpU  OJHOBPEMEHHOM  TIpUMEHEeHWH ¢  Oera-
azpeHoOIokaTopaMu (XJIOPAHOJIOJ, MHHAOJON), KIOMAMUJIOM, TIHOCHKIAMHUIOM, JUTOKCHHOM,
areHOKYMapOoJIOM, THIPOXJIOPOTHAZUIOM U UMHUTIPAMHUHOM.

OaHOBpEeMEHHOE MPUMEHEHUE BUHIIONETHHA U alb(a-METHIIIONBI HHOT/IA BBI3BIBAJIO HEKOTOPOE
YCHJIEHUE TUIOTEH3UBHOTO 3((dekTa, Mod3TOMYy MPH TAKOM JICUCHUU TpeOyeTcs peryispHBIN
KOHTPOJIb apTEPUATHHOTO JaBJICHUS.

HecmoTpss Ha OTCyTCTBHE [aHHBIX, MOATBEPXKIAIONINX BO3MOKHOCTh B3aWMOJICUCTBUSA,
PEKOMEHIYEeTCS MPOSIBIATh OCTOPOXKHOCTh MPH OJHOBPEMEHHOM HA3HAYCHUU C TIperapaTramMu,
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Y QHTHKOATYJSTHTHOTO JICHCTBUS.
4.6. ®epTHIBHOCTD, 0EPEMEHHOCTD U JAKTALMSA

Bo Bpemsi OepeMEHHOCTH W B MEPHUOJl TPYJHOTO BCKApPMIIUBAHUS, a TaKKe y JKEHIIUH C
COXPAHEHHON NeTOpOMHOW (DYHKIMEH, HE WCIONB3YIOIINUX HAISKHBIA METOJ] KOHTpAICIIUH,
IIPUMEHEHNE BUHIIOLETHHA IPOTUBONOKA3aHO.

bepemeHHOCTD

BuHnoneTH mpoHUKaeT yepe3 IUIalleHTapHbI Oapbep, HO B IUIALIEHTE M B KPOBU ILIOJAA €0
KOHIIEHTpalusi HW)Ke, 4YeM B KpoBU OepeMeHHOi. MccrnemoBaHus Ha XUBOTHBIX I1OKa3alu
PEIPOYKTUBHYIO TOKCHYHOCTb, BKIIIOYAsl MOPOKH pPa3BUTUS y Kpbic. B uccnenoBaHusix Ha
JKUBOTHBIX TTPU BBEJICHUHU OOJIBIINX 103 BO3HUKAIIU TIJIAIlCHTAPHBIE KPOBOTCUCHHUS U CIIOHTAHHBIE
abopThl, BEPOSTHO, B PE3YJIbTATE YCUJIEHUS IUIALIEHTAPHOIO KPOBOTOKA.

JlakTaims

BuHmoneTH npoHMKaeT B TpyJHOE MOJIOKO. B wHccienoBaHUSX ¢ MPUMEHEHHEM MEUEHOTO
BUHIIOIIETUHA PAJUOAKTUBHOCTh TPYJHOTO0 MOJIOKA Oblla B JECATh pa3 BHIIIE, YEM B KPOBU
Matepu. B Teuenue 1 yaca B rpynHoe Mosoko nponukaet 0,25% npuHATOM 10361 Ipenapara.
[TockonpKy BUHIOLIETUH MPOHUKAET B TPYJHOE MOJIOKO, & IaHHBIE O BIUSHUU BUHIIONETHHA HA
JIeTel TPYAHOTO BO3pacTa OTCYTCTBYIOT, IPUMEHEHHE €r0 BO BpPEMs IPYJHOTO BCKApPMIIMBAHUS
MIPOTUBOIIOKA3aHO.

4.7. BausiHue HA CIOCOOHOCTDH YIpaBJsATh TPAHCHOPTHBIMHU CpEACTBaAMH H paﬁDTaTl) C
MEXaHU3MaMHU

I[aHHBIe O BJIMJAHHMH BHHIIOLNCTHMHA Ha CIIOCOOHOCTh YIIPaBJIAITH TPAHCIIOPTHBIMU CPEACTBAMU U
pa6OTaTI> C MCXaHHU3MaMHu OTCYTCTBYIOT. B nepuoa JICYCHUA IIPpU HAJIMYHUH HEKEIATCIbHBIX
peaKHHI’I CO CTOPOHBI HeHTpaHBHOﬁ HepBHOﬁ CHUCTEMBI, B ILCIAX 6C3OHaCHOCTI/I, naluceHTaM
CIIeayeT CO6J'IIOI[3.TB OCTOPOKHOCTb BO BPEM: YIPABJICHUA TPAHCIIOPTHBIMHU CPEACTBAMH WA
pa6OTI>I C MCXaHHU3MaMHU.

4.8. HexenarejibHbIEe peakuuu

TabnmuHoe PE3I0OME HEXKENATCILHBIX PEaKIINH

[IpencraBieHHbIE HIDKE JAHHBIE 10 HEKENATENBHBIM pPEaKIUsAM KIACCH(PUIIMPOBAHBI T10
cucteMHo-opranHeiM kimaccam (COK) m gactore BO3HMKHOBEHMs. YacToTa BO3HHMKHOBEHUS
HEe)KENNaTeNbHBIX peakIMii ompenensiach B COOTBETCTBMM C Kiaccudukanueil BcemupHoit
Opranuzanuu 3apaBooxpaHeHus: oueHb vacto (>1/10), gacro (>1/100, mo <1/10), HedacTo
(>1/1000, vO <1/100), penxo (=1/10000, o <1/1000), oyenp penko (<1/10000), uwactoTa
HEM3BECTHA (Ha OCHOBAHWHU MMEIOIIUXCS TaHHBIX OLIEHUTh YaCTOTY HEBO3MOXKHO).

CucTeMHO-OpraHHbIi

Yacrora HesxkenarenbHble peakuuu
KJjace
Hapymenust co ctTopoHbl Penxo JlelikonieHust, TPOMOOITUTOTICHUS
KpPOBH M TUM(paTHIECKON Ouensb penko AHeMusl, arrIIOTUHALUS SPUTPOLIUTOB

CHCTEMBI
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Hapymenus co cTopoHbI
MMMYHHOH CHUCTEMBI

Ouenb peako

Peaxlill TlfehUyBeThir ebiocTu 002

Hapymenust merabonusma u | Hedacto I'unepxonecrepuHeMust

OATAaHUS Penxo CHIKeHHe anmneTuTa, aHOPeKCUs, CaxapHbIi
nuabder

[Icuxuyeckue HapylIEeHUs Penko becconnuia, HapylIeHue CHa,

OECIIOKOMCTBO

OueHb peko

Diidopust, nenpeccust

Hapymenus co ctopoHbl
HEPBHOM CUCTEMBI

Heuacto

TonoBHas 00

Penxo

['onoBokpyskeHue, pacCTpoiiCTBO BKYyCa,
CTYHOp, OTHOCTOPOHHUH Mapes,
COHJIUBOCTb, aMHE3US

OueHb peko

Tpemop, cnazMbl

Hapymienust co cTopoHsI
opraHa 3peHust

Penxo

OTek cocka 3PpUTCIIBLHOI'O HCPBA

OueHb peKo

anepeMI/m KOHBIOHKTHUBbBI

Hapymenust co ctopoHbl Heuacto Bepturo
oprasa ciyxa u jabupunra | Peako ['mnepaxy3us, rHnOaKy3Hus, IyM B yIax
Hapymenus co cTtopoHbI Penko WNmemusi/uHbapKkT MUOKapa, CTEHOKApAHS,

cepama

Opaaukapaus, TaXuKapaus,
9KCTPACHUCTOJINS, OLYIIIEHUE CepALleOneHus

OueHb peniko

AputMmus, GUOpHILISIMS TIpeacepanit

Hapymienust co cTopoHsI
COCY/IOB

Kenynouno-kuieynbie
HapyILIEHUs

Heuacto CHmxenme aprepuanbHoro gasienus (AJl)

Penxo [ToBbimienne AJl, «IIpUITUBBI»,
TpomMbodIIeouT

OueHb peiKo JlabmpHOCTD AJ]

Heuacro JluckoMopT B )KHUBOTE, CyXOCTh BO PTY,
TOILIHOTA

Penko bone B anuractpuw, 3anop, ruapes,

JUCIICTICUA, PBOTA

OueHb peiKo

Hucdarusi, cromatut

Hapymienust co cTopoHsl
KOXKH ¥ TTOJIKOXKHBIX TKaHEeH

Penxo

Oputema, TMIIEprUIpO3, KOXKHBIN 3y,
KparvBHHUIIA, CHIITb

Ouensb penko

Hepmarur

OO01me HapymeHus 1
pEaKIuK B MECTE BBEICHUS

Penxo

ACTeHI/IH, HCAOMOTI'aHUC, YYBCTBO JKapa

OueHb penko

UyBcTBO 1uckoMpopTa B IpyIHOM KJIETKe,
TUIIOTEPMHUS

JlaboparopHsble u
UHCTPYMEHTAJIbHBIE TaHHBIE

Heuacto

Caumxenne AJ]

Penxo

[ToBeimenune AJl, runepTpuriniepuieMus,
nenpeccus cermerTa ST na OKT,
yMEHBIIIeHUe/ YBEIUYeHHUE YHCIIa
503UHO(]DUIIOB, MOBBIIIEHNE AKTUBHOCTH
«MI€YEHOYHBIX» (PEPMEHTOB

Ouensb penko

YMeHblIeHNEe/ yBeTUUEHUE YUCIIa
JENKOLNTOB, JPUTPONEHUS, YMEHBIIICHHE
TPOMOHMHOBOT'O BPEMEHH, OBHIILICHHUE
Macchl Tella
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BATENEHOCTE 0002)
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Coo0111eHrE 0 T0I03PEBAEMBIX HEKEIATEIbLHE] DeaKHI/IhQ JCNENC

Baxxno cooOmare 0 TOJ03PEBAEMBIX HEXKENATENBHBIX PEAKIUAX IOCIIe PETUCTpalluu
JICKapCTBEHHOTO TIperapara ¢ Ieibio 00eCreveHrs HEMPEePhIBHOIO MOHUTOPHUHTA COOTHOIIICHUS
«oNb3a — PHUCK» JICKAPCTBEHHOTO Tpernapara. MeauIuHCKUM paOOTHUKAM pPEKOMEHIYETCS
Co00IIaTh O JIFOOBIX TOI03PEBACMBIX HEKEIATEIBHBIX PEAKIUAX JEKAPCTBEHHOTO Ipernapara
yepe3 HallMOHAJIBHBIE CHCTEMBI COOOIIEHUS O HEXENIATEeIbHBIX PEaKIUAX rOCyIapCTB — WICHOB
EBpa3uiickoro 3KOHOMHYECKOTO CO03a.

Poccuiickas ®@eoepayus

®denepanbHas ciayx0a 1mo Haa30py B cdepe 3apaBooxpanenus (PocsnpaBHanzop)

Anpec: 109012, r. Mocksa, CraBstHCKas IJI0IIa/1b, 1. 4, cTpoeHue 1

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

OnexTpoHHas mouta: pharm@roszdravnadzor.gov.ru

Caiit B nHGOPMaIMOHHO-TEIEKOMMYHUKAIIMOHHOM ceTu «HTepHeT»!
https://www.roszdravnadzor.gov.ru

4.9. llepeno3upoBka
CuMITOMBI

JlanHble O TmEepero3UpPOBKE BUHIIOIETMHOM OTCYTCTBYIOT. OjHOKpaTHbli npueM 360 mr
BUHITOIIETUHA HE BBI3bIBAJ KJIMHUUECKU 3HAYMMbIX PEaKLUi, B TOM YHUCJIE CO CTOPOHBI CEP/IEYHO-
COCYIIUCTON CHCTEMBI.

Jleuenue

PexoMenmoBaHo IIPOMBIBAHHUEC JKCIYJAKa, MNPUCEM AKTHBUPOBAHHOI'O YIJISI, CUMIITOMATHUYCCKAA
TCparus.

5. PAPMAKOJIOTMYECKHE CBOMCTBA
5.1. ®apmakoaMHaMHYeCKHe CBOMCTBA

dapMakoTepareBTUYECKass TPYIIA:  I[CUXOAHAICITUKH, ICUXOCTUMYJISITOPBI,  CPEJCTBA,
MPUMEHSEMBIE TIPU CUHAPOME JedHUIMTa BHUMAHHS C THICPAKTUBHOCTHIO, M HOOTPOITHBIE
CPEJICTBA; IPYTHE TICUXOCTUMYJISITOPBI 1 HOOTPOTTHBIE CPEICTBA.

Kox ATX: NO6BX18.

MexaHu3M ASUCTBUS U d)aDMaKOHI/IHaMI/ILIeCKI/Ie Bd)(beKTBI

MexaHu3M [EHCTBHs BUHIIOLIETHHA CKJIAJBIBACTCS U3 HECKOJIBKUX DJIEMEHTOB: OH YIIy4IlIaeT
MO3TOBOH KPOBOTOK U METa0O0IM3M I'OJIOBHOT'O MO3Ta, OKa3bIBaeT OJ1arornpHusITHOE BO3/IEHCTBHE HA
PEOJIOTMYECKHUE CBOMCTBA KPOBH.

HeliponipoTekTrBHOE  JEUCTBHE pealn3yeTcss 3a CUeT CHIDKEHHsS HEOJarompusTHOTO
IUTOTOKCUYECKOTO BIMSIHUSI BO30YXKIAIOIIMX aMHHOKHUCIIOT. Blokupyer noteHuan3aBucUMbIe
Na* u Ca®" kanamst 1 NMDA- u AMPA-penentops!. [T0BBIIIaeT HEHPOMPOTEKTHBHOE JIEHCTBHE
a/IeHO3MHA. BUHIOIIETHH CTUMYIHPYET METab0IM3M TOJIOBHOT'O MO3Ta: OH YBEJTMYMBAET 3aXBaT U
noTpelyieHue TIIIOKO3bl U KHciaopoja. [IoBblaeT TONEPaHTHOCTh K THIIOKCHU; YBEITUYHMBACT
TPAHCIOPT TJIIOKO3bI, €AMHCTBEHHOIO MCTOYHUKA DHEPIUU Il TKaHU IOJIOBHOTO MO3Ia, 4epes
remMatosHIedanuyeckuii 0apbep; cMemaeT MeTadoJu3M TJIOKO3bl B CTOPOHY SHEPreTHYeCKU
Gosiee BBHINOAHOTO a’pobHOro mytd. CesekTHBHO MHrHOUpyeT Ca’'-KalbMOyJIHH3aBHCHMYIO
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(TAM®) u nukianueckoro ryanosuHMoHodocdara (i’ M®) rosoBHOro Mo3ra, KOHIIEHTPALIUIO
AT® u coornomenne ATO/AM® B TKaHSIX TOJOBHOTO MO3Ta; YCHIIMBAET OOMEH CEpOTOHWHA U
HOpaJpeHaJINHA B TOJIOBHOM MO3Tre, CTUMYJIHPYET HOPaAPEHEPTrHYECKyI0 HEHpOMeInaTOPHYIO
CHCTEMY, a TaKX€ OKa3bIBAaeT aHTUOKCHJAHTHOE JICHCTBHE; B pe3yiabTaTe BCEeX ATHX A(PPEKTOB
BUHITOIIETUH OKAa3bIBAET LIEPEOPONPOTEKTUBHOE JCIICTBHE.

VYiydmaeT MHUKPOUUPKYJISIUIO B TOJOBHOM MO3I€ 3a CYET WMHTHOMpPOBAHHS arperanuu
TPOMOOLIUTOB, CHIKEHUS TATOJIOTMYECKH MOBBIIICHHOW BA3KOCTH KpPOBH, IOBBIIICHUS
CIIOCOOHOCTH 3PUTPOLUTOB K JehopMallii 1 MHTHOMPOBAHUS 3aXBaTa aJeHO3MHA; CIIOCOOCTBYET
nepexoay KHUCIOopo/a B KJIIETKH 3a CYET CHIDKEHUS K HEMY CPOJICTBA 3PUTPOLIUTOB.
N30upaTenbHO YBEIMYMBAET MO3TOBOM KPOBOTOK 32 CUET YBEIMYEHHUS MO3TOBOHM (pakuuu
CepACYHOro BBIOpOCA, CHIDKEHHS LEpeOpalbHOTO  COCYAMCTOrO  CONPOTHBICHUS  0e3
CYIIECTBEHHOT'O BIMSHUS Ha CHCTEMHBIE ITOKA3aTeN KpOBOOOpaeHus (apTepruaibHOE T1aBJICHAE
(AHl)), cepaeunblii BBIOPOC, YACTOTy CEpACUYHBIX COKpalleHHH, oOmiee mnepudepuyeckoe
COCYAMCTOE CONPOTHBJICHHE); HE BBI3bIBACT 3(PPeKT «oOkpansiBanusy». Ha done nmpumeneHus
BUHIIOIIETHHA YJIy4IlIaeTCsi KPOBOCHAOKEHUE MOBPEKICHHBIX (HO €elle HEe HEKPOTHU3UPOBAHHBIX)
Y4aCTKOB UIIEMHUHU ¢ HU3KOU niepdysueit («oOpaTHbIil 3G dekT 00KpaabIBaHUI).

5.2. ®apmakokuHeTHYECKHE CBOWCTBA

AOGcopouus

BunnoneruH ObICTpO BcachlBaeTCs MOCIIE IpUEMa BHYTPb U yepe3 1 4 JoCTUraeT MakCUMaibHOU
KOHIIeHTpauu# B KpoBH (Cmax). BcackiBaHre MPOMCXOAUT TIIaBHBIM 00pa30M B MPOKCUMAIBHBIX
oThenax kumeyHuka. He moxaBepraercs Merabonu3My NpU HPOXOXKICHUHM 4Yepe3 CTEHKY
KHILIEYHUKA.

Pacnpenenenue

B noxnmHUYECKHUX MCCIEeOBaHUSIX BBEACHUS PaIOaKTUBHO MEYEHOTO BUHIIOLIETHHA BHYTPh OH
OTIpEeIeNsAICS B HAWBBICIIMX KOHIEHTPALMAX B TEYEHH U JKETYJOYHO-KHIIEYHOM TPaKTe.
MakcuManbHas KOHIICHTpAIMs B TKaHSAX OTMedYaeTcsl uepe3 2—4 dvaca IMociie IpHeMa BHYTPb.
KonuuecTBO pajiioakTUBHOTO M30TONA B TOJOBHOM MO3T€ HE MPEBBINIAIO TAKOBOTO B KPOBH.
CBs3b ¢ OenkamMu B opraHu3Me uesioBeka — 66%. O0bvem pacnpenernenus cocrapisieT 246,7 + 88,5
JI, 9TO CBHJICTEIILCTBYET O 3HAUYNUTEIIBHOM CBSI3BIBAHUU C TKAHSMHU. BHOIOCTYITHOCT MPH TIpHEMe
BHYTpB — 7/%. Knupenc cocraBnsier 66,7%, uyTo mpeBbIIIaeT Iia3MeHHbI 00beM nieuenu (50 1/4),
MeTaboIM3M MPEUMYIIECTBEHHO BHETIEYCHOYHBIN.

Buorpancdopmarnus

OCHOBHBIM MeTa0OJUTOM BHHIIOLETHHA SBISETCA anoBHMHKamuHOBas kuciora (ABK), moms
KoTopoi y denoBeka coctabisieT 25-30%. [Tociie mpruemMa BHHITOIICTHHA BHYTPb ILIOMIAIb IO
KpuBOil «koHIeHTpauusa-Bpems» ABK B 2 paza Gosibliie TakoBOM 10OCII€ BHYTPUBEHHOT'O BBE/ICHHUS.
D10 cBumerenbcTBYeT o ToM, 4To ABK o0Opa3syercs B mporecce merabonm3ma MEpBOTO
OPOXOXKACHUS ~ BHUHMOLETHHA.  JpyruMu  W3BECTHBIMU  METaOOJIMTaMH  SIBJISIOTCS
TUAPOKCUBUHIIONETUH, rupokcu-ABK, nurunpoxkcu-ABK-rnunuHar, a Takke X KOHBIOTAThI C
[JIIOKYPOHHJIAaMH W/WiK cynbdaramu. B TOKIMHUYECKHX HCCIEAO0BAaHMUIX BBISIBICHO, YTO B
HEM3MEHEHHOM BHUJI€ BUHIIOLETHH BBIIENAETCS B HEOOIBIIOM KOJIUYECTBE.
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COOTBETCTEYET ZKCNEPTHOMY OTYETY
ot 29.10.2024 N= 23869
[Tpu 3ab0seBaHUAX MMEYEHU U MOYEK KOPPEKIUH T03bI %'%M%%T@;Qﬁ&:bgo%éﬁ%‘rbm

MeTaboIM3Ma BUHITOIIETUHA — OTCYTCTBHEM KyMYJISLINU.

DIMMUHALUA

ITpu MHOrOKpaTHOM IpUeMe B 03¢ 5 n 10 Mr KMHETHKa BUHIIOLIETUHA JIMHEIHas. PaBHOBECHbBIE
KOHIleHTpanuu coctaBisin 1,2 £ 0,27 ar/mn u 2,1 £ 0,33 ur/mu, coorBercTBeHHO. [lepuon
nojyBbIBeeHUs y yenoBeka — 4,83 £ 1,29 4. B uccienoBaHusx ¢ paauoaKTUBHONH METKOM
npernapar BbIBOJWJICS MOYKaMU W 4epe3 KulleyHuk B npornopuuu 60:40. B moxkimmHUYECKHX
WCCJIEIOBAHMAX 3HAYUTENIbHAS 4YacTh PaJMOAKTUBHOCTH BBISABISAIACH B JKEIYM, HO 3HAYUMas
KHUIIEYHO-TICYUCHOYHAs] LUPKYJSALMS HE HalJleHa. ANOBMHKAMMHOBAs KHUCJIOTa BBIBOJUTCS
MOYKAMH TyTE€M TPOCTON KIYOOYKOBOW (DUIBTpPAIIMHU, TEPHOJ] IOJYBBIBEICHUS 3aBHCUT OT
MPUHSATOM 1036l U yTHU BBEACHUS BUHIIOLETHHA.

Oco0Bble IPVIIILI TAIUEHTOB

ITaryeHThl MOKUIOr0 BO3pacTa, MAlMEHThI C HAPYIICHUEM d)VHKHI/II/I IICYCHHU U ITOYCK

BI:I?IBJIGHO, qTO (bapMaKOKI/IHeTI/IKa BUHITIOLCTHHA Y ITOKHUJIBIX MMAMCHTOB 3HAYUMO HC OTJINYACTCA
OT TaKOBOM Y MOJIOABIX IMMALIUCHTOB, KYMYJIALUS IIpCIliapaTa OTCYTCTBYCT. HOSTOMy BHHIIOLCTHH
MOXHO Ha3Ha4daTb IMallUCHTaAM C HApYUICHUAMU q)yHKIII/II/I INEYCHU M IOYCK AJIHUTCIBHO U B
OOBIYHBIX J03ax.

6. PAPMAIIEBTUYECKHE CBOMCTBA
6.1. IlepeueHb BCcIOMoOraTe/ibHbIX BelIECTB

apoMaTH3aTOp JIMMOHHBIN;

apoMaTH3aTOp MEHTOJIOBBIN;

acriapram;

THIPOJI03a HU3K03aMellleHHas (Tuapokcunponiienioiao3da LH-21);
rmIeposa 1uoereHar,

KpaxMaJs KyKypy3HbIi ITPEKeJIaTUHU3UPOBAHHBIN;

KpPOCTIOBUJIOH;

MarHusi creapar;

[Taprex ODT (MaHHUTON — KpOCKapMeIio3a HaTpusl);

CTEapUHOBAs KUCIIOTA.

6.2. HecoBmecTuMOCTD

He npumennmo.

6.3. Cpok rogHocTu (CpOK XpaHeHus1)

2 rona.

6.4. Oco0ble Mepbl NPEAOCTOPOKHOCTH PH XPAHEHUHU

XpaHuThb Npu TemrepaType He Bblie 25 °C Bo BTOpUYHON yIakoBKe (MMayke KApTOHHON).

6.5. Xapakrep u coaepkaHue NEPBUYHON YIIAKOBKH

I[To 10 unm 30 TaGneToK B KOHTYPHYIO SUYEHKOBYIO YIAKOBKY U3 TUIEHKHU TMOJIMBUHIIXJIOPUAHON U

(donbru aIOMUHUEBON MEYaTHOM JTAaKUPOBAHHOM.
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COOTBETCTBYET ZKCNEPTHOMY OTHETY

ot 29.10.2024 Ne 23869

I[To 30 wmm 90 Tabmerok B OaHKY TMOJUMEPHYIO Hﬂgl:ﬂg%@ééggb%wﬁéﬂgfhl Wl us

nonudTHIIeHTepedTanaTa. Kpeiiika U3 MoJmMITUIICHA WIH U3 MTOJIAIIPOITUIICHA.

[To 1, 3, 6 KOHTYPHBIX SIYEHKOBBIX YIAKOBOK 110 10 TabsieTok uimu 1o 1,2, 3 KOHTYpPHBIX STYEHKOBBIX
ymakoBku 1o 30 Tabnerok, uiau mo 1 6aHKe MOTMMEPHOU /sl ISKAPCTBEHHBIX CPEJICTB BMECTE C
WHCTPYKIMEH 10 MPUMEHEHHIO TOMEIIAI0T B TAYKy U3 KapTOHA.

6.6. OcoOble Mepbl MNPeIOCTOPOKHOCTH TPH YHUYTOKEHHMH  MCIOJb30BAHHOIO
JIEKAPCTBEHHOI0 mpenapara WJM  OTX0A0B, TMOJYYEHHbIX [OcCJde MpPUMEHEeHUs:
JIEKAPCTBEHHOI0 Mpenapara, ¥ Apyrue MaHuIMyJsiiHU ¢ NpenapaToM

Oco0ble TpeOOBaHMS OTCYTCTBYIOT.
7. AEP KATEJIb PETUCTPAIHIMOHHOI'O YIOCTOBEPEHUSA

Poccniickas @enepanys

3A0 «Kanondapma mpogaKIIH»

141100, MockoBckast 0011., r.0. II{&xxoBo, T. Ll{énkoBo, yiu. 3apeunas, a. 105.
Ten.: +7 (495) 797-99-54.

Anpec snekTponHoi moutsl: safety@canonpharma.ru

7.1. IlpeacTaBUTEb J€pPKATE/IsI PETHCTPALMOHHOTO Y10CTOBEPEHUSI

IIpereH3uu HOTDC6HTCJI€I>1 HAaIrpaBJIATH I10 aApECy.

Poccniickas @enepanys

3A0 «Kanondapma mpogaxis»

141100, MockoBckas 00u1., T.0. [1]&nkoBo, r. [I]énkoBo, yn. 3apeunas, a. 105.
Ten.: +7 (495) 797-99-54.

Anpec anekTponHo# mouTsl: safety@canonpharma.ru

8. HOMEP PETUCTPALIMOHHOI'O YAOCTOBEPEHUA

9. TATA NMEPBUYHOM PETMCTPAIIMM (IIOATBEPXKJIEHHUS PETUCTPALIUH,
INEPEPETUCTPALINN)

Jlata nepBoii peructpanuu:

10. JATA IEPECMOTPA TEKCTA

OOmiasi xapakTepuUCTHKa JIEKapCTBEHHOTO Tpenapata BuHNOUETHH OKcrpecc IOCTynmHa Ha
UH(QOPMAIIMOHHOM TopTane EBpa3suiickoro 3KOHOMHYECKOTO coro3a B HH(OpMaIMOHHO-
KOMMYHUKAIIMOHHOM cetn «HTepHeT» https://eec.eaeunion.org/.
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