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COOTBETCTBYET 3KCNEPTHOMY OTUYETY

MHUBHUCTEPCTBO 3PABOOOXPAHEHMSA POCCHIUCKOM ®EJEPAIIAA

HHCTPYKIIAA
1o MEI[HIIHﬂCKOMY IMPEMEHEHHIO JIEKAPCTBEHHOI'O IIPEITAPATA

Humonuu®

Perucrpanuonnsiii Homep: JCP-001296/10
Toprogoe Hazpanue: Huvonmu®

MeskIyHapoaHoe HenaTeHTOBAHHOE HauMeHoBaHue: HuMonunmu
JlexapcrBeHHas gopma: TabIeTKH, IOKPBITHIE TNIEHOYHOM 000I0UKOM
Cocras:

1 Tabnerxa, HOKPHITAs] INICHOYHOH 060I0UKOM, COMCPIKHT:

Meticmsyroujee gewjecmeo: HUMoaummH — 30 mMr. .

Bcnomozamenvuvle _sewecmea: — Kpaxman — KykypysHeid  — 68,00 Mr,  umemwmonosa
MHKpOKpHcTammayeckas — 90,00 mr, mopuxos K-30 - 70,00 mr, xpocniosuoH - 80,00 Mr, Maraus

creapar — 2,00 mr.

Mamepuanut Ona nanecenus obonouku. FMC xenrtsiii (runpomeniosa, Makporon-400, Makporoi-

6000, THTaHA JUOKCHI, KPacHTEIb OKCHJ JKeje3a enTsii) — 9,00 Mr, IpONMICHIIMKOIb —
1,00 mr.

Onucanmne
OBanbHBIE, JBOSKOBBIIYKIbIE TAOIETKH, TIOKPHITHIE IUICHOYHOH 000JI0UKOH, CBETIO-XKENTOro 1IBETa,

¢ puckoit Ha oxuol cropore. Ha uznome jxenrosaro-6enas macca.

(I)apmaKQTepaneBanecxaﬂ rpymnma

BJIOK&TOpBI KaJbOYICBEIX KaHaJIOB, CCJICKTUBHEBIC 6HOKaTOpBI KallbIHEBBIX KaHaJIOB C

IPEUMYIICCTBEHHBIM JeiicTBUEM Ha COCy/bl; IIPOM3BOJHEIC JUTHAPOIIMPHUIANHA.

Kox ATX: COSCA06

®apMaKoJornyecKHe cBONCTBa

DapmaxoOUHAMUKA

HyMOIHIIMH — CENeKTUBHEIM OJ0KATOp KAIBIHEBHIX KaHAIOB, IIPOU3BOAHOE NUIHAPONMPH/INHA,
OKa3bIBaeT HPEMMYIIECTBEHHO LepeGpOBa3oMIaTHPYIONIee U IPOTHBOMIIEMHIECKOE AeHCTBUE.

Mosxer NpeoTBpaliaTh MM YCTPAHATh CHa3M COCYNOB, BBI3BIBAGMBIH  PasIMIHBIMU

- Ba30aKTUBHBIMHU BEICCTBAMH (B TOM 4HCJIE CEPOTOHHHOM, IIpOCTarjlaHJIMHaMH, I‘I/ICT&MI/IHOM).
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Brarozaps BEICOKOH JIMIOQHIBHOCTH NPOHUKAET
TIpaxTHYeCKH He BIHsET Ha IPOBOJUMOCTS B CHHOATPHATBHOM 1 aTPHOBEHTPHKYIAPHOM y3iax, d

TAKKe COKPATHMOCTh MHOKapha. PedeKkTOpHO yBeNHMYMBACT YACTOTy CEPACHHBIX COKpanIeHui

(UCC) B oTBET Ha pacIIKpEeHUe COCYI0B.

V HauMeHToB ¢ OCTPHIMH HapyMIEHMSMH MO3FOBOTO KpOBOOOpAIUEHHA HMMOJHIIMH, pacninp;m
COCY/iBI TOJIOBHOTO MO3Ta, YIyYlIaeT MO3roBoe KposooGpaiyenue. Ilpu 3TOM JOTOMHUTEIBHAN
nepdysus, Kak IPABUJIO, BHIPAKEHA B IOBPEXICHHBIX 1 PaHee HEJOCTATOTHO KPOBOCHAGKACMEIX
yyacTkax Mosra. IIpuMeHeHHe HMMOJMIMHA TIO3BONSCT 3HAUMTEIBHO CHU3HUTH CMEPTHOCTE H
9acTOTY Pa3BUTHA HIIEMHUYECKHX HEBPOJOIHYECKUX paccTpoiicTs Ha hOHe cy6apaxHOMAATEHOTO

KPOBOU3JIAAHNA.

(I)apmalcoxmlemlca _

. Abcopbnus - NPaKTUYECKH IIOJIHAS. Bnonocrynnocn: — 8 - 12% (BoipaxkeHHBIH 3(deKT "nepBoro
TIPOXOXKAeHUs" Yepes MedeHb). Bpems JOCTIDKEHHS MaKCHMAIbHOM KOHﬁeHTpauHH (Tcmax) - 0.5
- 1 4, MaxcuMmanpHas konnentpaimsa (Cmax) cocrapiieT 31 Hr/mi. PaBHoBecHas KOHUCHTpAIHs
(Css) (uepe3 0.6 - 1.6 4 mocie o4epeqHOro NpueMa) B IUlasMme cocrasisetr 12.3 - 17.5 mr/Ma y
MOJIOJBIX M 26 HI/MII - Y HOXWIBIX JIFOJEH. Otmedaercs [IPOIIOPIOHANIBHELN POCT KOHIIEHTPAlUHK
B [UIa3Me NPH IOBBILEHNH PasoBOH 10351 10 90 M.

HuMomurmue B 3HAYUTENLHOH CTEHEHH CBASKBACTCA C GENKaMH IUTasMEI kpoBH (97-99%).
ITponukaer uepes nnauemépﬂmﬁ 6apbép. KoHuenTpanms HAMOIUIMHA M €r0 METabOIHTOB B
TPYAHOM MOJIOKe CYILIECTBEHHO IIPEBBIIIAET KOHIEHTPALMIO B masMe KpOBH. 4
BrBoguTcs moukamu (MeHee 1% - B HeuM3sMeHeHHOM Bupae) H ¢ xemunio (99%) B BHIE
MeTaboUTOB (MIEPBOCTENICHHYIO POJIb UTPAIOT zxemnporénmaum JHTHIPOTTHPUIHHOBOTO KONBIA
H OKHCIHTEILHOE pACIICIUICHHE CIOXHBIX 3(GHpoB). MeTabonMTbI IPAKTHYECKH JIANICHBI

. ¢apmaxonoruyeckoit akTHBHOCTH. K¥iHETHKa BBIBEICHUS — JIMHEHHAS.

Ioxazanus K npnmenemuo

HpocbnnaKTnKa W JeYeHHe MIIEMIIECKUX HEBPOJIOTHUECKHX PacCTPOMCTB, BBI3BAHHBIX CIIa3MOM
COCYZI0B TOJIOBHOTO Mo3ra Ha (oHe cy6apaxHOMIATBPHOIO KPOBOM3IHIHME BCIEICTBHE Pa3phisa
aHEBPH3MBI (II0C/IE TIPOBENECHHS BHYTPHBEHHOM Tepary HH(GY3HOHHBEIM PaCTBOPOM); BEIPaKCHHEIC
HapyIIEHHa (YHKIMA TONOBHOTO MO3Ia y HOXMIBIX (B T.4. CHWKEHHE NaMATH U CIIOCOGHOCTH K

KOHHEHTPALWMX BHUMAHHUS, SMOLMOHABHAS TaOUIEHOCTB).

IIporuBonoxasanus

e I HMIIEPIYBCTBUTCIIBHOCTh K HUMOJUIIHHY HIIM K JIIO6OMy N3 BCIIOMOTaTC/IBHBIX BEIUCCTB,

BXOZAIIMX B COCTaB Ipenapara,
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e BRIpRKEHHBIE HAPYIIEHMS OYHKIIHH TIeueHH (BT TEpariy HapyeHnH (yRKIwi Mo3Ta);

e OHOBpEMeHHOE TpHAMEHCHHe C pHOAMIMIMHOM HIH IPOTHBOIIMICHTHICCKUMA
npenaparamu (herobapOutal, GeHHTOUH, KapOamMaseMuH);

e bepeMeHHOCTS;

o Jlaxrammus;

e Bospacr go 18 ner. \

C 0CTOPOXKHOCTHIO

ApTepranbHas THNOTEH3Hs (CHCTONHYECKOE apTepHanpHOe HasieHue menee 100 mm pT.CT.),
BLIDOKEHHAs Opajukapius, HIIEMHS MHOKap/a, TDKEas cepaeuHast HEeJOCTaTOYHOCTh,
BHIPAXCHHAs XPOHWYECKas TouedHas (CKOpPOCTh KIy6odkoBoit (uusTpamyy Menee 20 Mi/MUH)
W/MIH [Ie4eHOYHAsS HEJOCTATOYHOCTh, BHYTPHUEPENHAs TMIEpPTEH3HA, TeHEpaIu30BaHHEIM OTeK

TKaHEH TOJIOBHOT'O MO3Ta.,

C OCTOPOXKHOCTBIO CIECAYET Ha3HAYaTbhb OHHOBpeMCHHO C OH30IIMpaMHuJIOM H (bHeKaHHaMHI[OM

(BO3MOXKHO YCHJIEHHE BBIP@KEHHOCTH OTPHIATEIBHOIO HHOTPOIIHOTO IEHCTBHA).
Crenyer cOGNIONATH OCTOPOXHOCTH y TOXHIBIX IIAIMEHTOB BCIEACTBHE HauOOIbIUEH

BEPOSATHOCTH BO3PACTHHIX HAPYIIECHUH QYHKIMH HOYEK

Cnocod npnmenemlﬁ U X03b1

BHyTps, TAONETKH ClIeAyeT NpPOINIATHIBATE NEITHMKOM, 3amMBasg HeOONBIIAM KOJIHYECTBOM
JKHIKOCTH, HE3ABMCHMO OT IpreMa UK. JIHTepBaIs! MeXy IpHEeMaMy HOJDKHEI COCTABIATD HE
MeHee 4 u. ‘

PexoMenayeTcs COOMI0IaTh CIeAYIONMH PEKUM JO3HPOBAHM:

CybapaxnoudaibHoe KpoSOUsIUAHUE NOCIE PA3PbLEA AHEEPUSMbL '

ITo 2 Tabnerxu 6 pas B cyTku (cyTounas josa 360 mr). IlpodumaxTideckuil mpueM cleayer
Ha4MHATh B TeUeHwe 4X JHEH Iocie Hadana cy6apdxnonnanbﬁoro KPOBOM3JIMAHKSA ¥ IIPOOIKATE
B TedeHne 7 cyTok (1ociie HHpY3UOHHOM Tepaliy pacTBOPOM HUMOINIIKHA).

Hapywenue gpynxyuii 201061020 M032a y NAYUEHMOE NONCUTLO20 603PACHA

ITo 1 rabnerke 3 pasa B cyTxu (CyTouHas 1o3a 90 mr). |

IloGoynoe neiicTeue

Annepzuueckue peakyuu: KOXHbIA 3y, CBINb.

Co CI’ﬁOpOHbi CepOeyHO-COCYOUCmoll  cucimemsl. CHIDKGHHE apTEPHAlbHOTO  JaBIIEHUS,
6pajuKapAus WM TaxXUKapaus, apUTMHH, THIEPEMHs KOXKH IIHMIA, Pa3BHTHE MM yCyryOneHue

HMEBIIEHCS CepAeUHON HEAOCTATOYHOCTh H HIIEMUH MIOKapaa (0cO0eHHO y GOIBHBIX € TAKEIBIM
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OGCTPYKTHBHBIM IOPAXKEHHEM KOPOHAPHBIX apTepUH).
Co cmoponsl JicenydOuHO-KuWeyno20 mpaxma: TOLIHOTA, AHapes MM 3amop, METEOpH3M,
CYXOCTh ' BO pTy, H3MEHEHHE ammernTa (0OBIYHO TIOBBINIEHME), THIEPIIA3uA JECeH
(KpOBOTOUMBOCTH, GONE3HEHHOCTh, OTEYHOCTD), B pemddx Clyvasx — IMapajUTHIECKas KUIIeYHas
HETPOXOJIUMOCTb. ‘

Co cmoponbl HepsHoti CUCTEMBL: TOJIOBHAL 60JIb, TOTOBOKPY)KEHHE, aCTCHHSA, SKCTPATUPAMU/HEIC
HapymieHdst (aTakcws, MackooOpasHOE JMLO, MbINIEYHas PHUIHIHOCTB, TPEMOD, 3aTpyNHEHHE
[JIOTaHHA), CUMITOMBI BO30YKIEH!s LCHTPaIbHOM HepBHOH cHCTEMBI (0ECCOHHMI[A, HOBHIICHHASN
JBUTATENBHAS ~ AKTHBHOCTh,  BO3OYXICHME, arpecCUBHOCTB),  JICTIPECCHs,  Ype3MepHas
YTOMJIIEMOCTD, COHJIMBOCTS.

Co cmoponbt cucmemsl Kpogemeoperus.: TPOMOOIIMTOIICH), ar PaHyJIOLHUTO3.

Co cmoponvl ObIXamenbHOl CUcmeMbl: 3aTPyTHEHHE JBIXaHUs, Kallle/lb, CTPHAOPO3HOE JbIXaHue,
THIIOKCHS. ‘

Co cmoponbl ONOpHO-08U2AMENbHOU CUCEMBL! 60ﬂg3Hei{HocTL H OTéqHOCTL CyCTaBOB.

Brusinue na nabopamopuvle noxasameny: TOBHIIERAE aKTUBHOCTH "IIEYEHOYHBIX" TPAHCAMIHAS,
menounoif  docdarashl M TamMa-TIyTaMuiTpaHchepassl, HapylleHHe OQYHKIMHM IIOHEK ¢
TOBBIIICHHEM KOHIIEHTPALMM MOYCBIHBI H/HIHM KPEATHHHUEA B IIa3Me KPOBH.

IIpouue: nepmbepnqecme OTeKH, IOBBIIIEHHOE nomomeneﬂne CHIDKeHHE (QYHKIHH I0YeK
(HOBBIIIIGHI/IC KOHICHTpaITuH MOYCBHHEI, I‘I/IIIereaTI/IHeMI/IH) ranaKTopex YBCIAYCHHUE MaCChbl

TCIA.

Ilepeno3upoBka

ITpu ocTpO¥t TIepe103UPOBKE MPENApaTOM Humonus® MOTyT BO3HUKHYTH CIEAYIONHE CHMIITOMBL:
3HAUNTENBHOE CHIKEHUE apTepuanbHoro gasnenus (AJD), Taxuxapaus wid Opanuxapzaus, 6onu B
SIIMTACTPHH, PA3ININE HEBPOIOTHISCKHE paccTpoicTBa. '

Jleuenue \

Ilpy TOSBIEHHH CHMITOMOB OCTPOH TI€PENO3MPOBKH NPHUMEHEHHE HUMOJMIMHA HYXKHO
HEMEJIEHHO HPEKPaTHTh. MepOIPHITHS IO 0KA3aHHI HEOTIOXHOM IIOMOIIH NPH HEPEN03UPOBKE
OnpefeNsMoTcs ce CHMOTOMaMi. ECIH OTMEYaeTcs 3HAUYMTENBHOC CHIDKEHHE apTCPHAlbHOTO
masnenus (AJl), ciegyer BBECTH BHYTPHUBCHHO- ponéMHH uin  HoparmuHeppuH. Tak Kak
cneunqueckne AHTHIOTH] HUMOJHUIIMHE HE M3BECTHEI, JalbHEHIIas Tepanus IPYyTUX CHMIITOMOB

TIEPEAO3MPOBKH JOJDKHA OBITH CHMITOMATHYECKOM. HepBaﬂ IIOMOUIHF BKJIKOYAECT IPOMBIBAHHC

JKenyaKa v IpUueM aKTUBHPOBAHHOTO YITLA.




7 09 7075 b ,
- o 7 ) ;
or 17.09 ;J._h 2 23446

[Bxogaum 3 MN=4321384

i

COOTBETCTBYET 2KCNEPTHOMY OTYETY

BsanmopeiicrBMe ¢ JPYrWMH  JeKAPCTBEHHBIMM CPEACTBAMM M Jpyrue  BHIBI
B3aHMOJCIiCTBUSA

KceH06nomKM, Bnn;ﬁomne Ha aKTHMBHOCTh H30(hepMeHTa CYP3A4, MOTYT MEHATH
MeTaﬁonﬂ‘_{eCKﬁff'I KIHPEHC HIMOAUIMHA.

Vcxos U3 ONbITA MPUMEHESHHUS HUQEINUNMHA, MOXKHO OXHAATh, YTO PUMAMIMIUH, UHIYIHUPYSL
AKTHBHOCTh (DEPMEHTOB IIEYEHH, CNOCOGEH YCKOPHTh MeTaboiu3M HHMOJMIIMHA, W TPH HX
OIHOBPEMEHHOM IPUMEHEHUH () (HEKTHBHOCTE HUMOJHMIIMHA CHHIKAETCS.

IIpemuecTByroEe /:mnTenLHoé_ Ha3HAYeHHe WHAYKTOPOB MMKPOCOMAIBHOIO OKHCIEHHS
((beH06ap6HTané, (esrTOMHA I/IJIPI'Kap6aMaSCHI;IHa) [OBBIIIAET METa00IM3M HUMOAUIIHA.
I'pefinpyToBEIA COK MOAABIAET METRGONMN3M TUrHAPONHPATHHOB. COueTaHus TPpeHnppyToBOro
COKa’'M HHUMOJAMIMHA cjlemayerT u3beratb, T.K. 3TO MOXET NPHUBECTH K HénpencxasyeMOMy
IIOBBIIICHHIO KOHIEHTPAIMH HUMOAMITHHA B nasme. OHOBPEMEHHOE IPUMEHCHNE HUMOIHIIIHA C
[HMETHIMHOM MM BalbIPOEBOM KUCIIOTOM TAKKe MOXKET IPHUBECTH K OBBILICHHIO KOHIIEHTPAIUK
HEMOJMTIHHA B ITA3Me. | |

CoyeTaHHOE TIPUMEHEHME HHMOIWIMHA M  (IYOKCETHHA CONPOBOXAAETCS ITOBBILCHHEM
KOHICHTPaLUH HHMOJIHHHHa B mrasMe (ga 50%), OpM 5TOM KOHUEHTpauws (IyoKCeTHHA
SHAYUTENBHO CHIDKAETCS, 2 KOHIEHTPAIMS €r0 aKTHBHOTO MeTabOoNIHTa HOPQIyOKCETUHA OCTACTCs
HEM3MEHHOM.

OHOBpEMEHHOE JUIUTENBHOE HPUMCHOHUE HMMOJMIMHA ¥ - HOPTPHUTHIMHA NPUBOMHAT K
HEOOIBIIOMY CHIDKEHUIO KOHIIEHTPA) HUMOJUIIHA (IIPH STOM KOHIICHTPaIK HOPTPUITIIAHA B
INa3Me KpOBM HE HM3MeHsercs). Y HAaIHeHTOB, HaXONAIMXCA Ha JNOJTOBPEMEHHOH = Tepaluy
TaNTONepHONOM, He OOHADYXEHO JICKAPCTBEHHOTO  B3aUMONEHCTBMS  HHMOJUIIMHA  C
TAIONEPUIOTIOM. |

HuMmoaunuH Ipy OJHOBPEMEHHOM BHYTPHBEHHOM H%HaéeHnn c 3ﬁn03y1114H0M HOPUBOITHUT K
SHAMUTENLHOMY YBEIMYEHHIO IUIOINAIH 110 KPUBOK «KOHueHTpaumI-BpeMx» (AUC) nocnennero u
CHIDKEHMIO 00BEMa €ro pacrpeeneHust U KIHpeHca.

HonasmsieT MeTabOMU3M NPa303HHa H Jp. alb(}a-afapeHoOI0KaTopOB, BCICACTBHE Yero BO3MOYKHO
YCHIICHHE THIIOTCH3HBHOTO 3 dexta. -

V NaNMeHToB, NPUHUMAIONIMX TMIIOTCH3UBHEIC HpeHaparsl (IHypeTHKH, GeTa-anpeHOGI0KaTOpbL,
HHTHOUTOPHI aHTHOTSH3MHIPEBPAIIAIOIIETO (bépmeHTa, AHTATOHHCTH PELENITOPOB aHrHoTeH3uHa 11,
IpyrHe 6I0KaTOPHI KAIbIUEBLIX KaHANOB, allb(a-aapeHo0I0KaToOphl, MCTHIIONA, CHMITATONHTHKH H
[p.), HasHauenne npenapara Havormmu® ycunusaer Bmpameﬁnocﬁ TUIOTEH3UBHOTO neficTeus. B
CHJIy 3TOTO BO BpEMs HpPHMMEHEHMS HMMOMINHA HEJONyCTAMO BHYTPHBEHHOE BBeleHHe Oera-

aJipeHOOIOKATOPOB.
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COOTBETCTBYET 2KCNEPTHOMY OTHETY

C OCTOpOXHOCTBIO CIEMlyeT Ha3HAYaTh - ONHOBPEMEHHO C JM30IHPaMUIOM, (IEKaHHHOM,
IIPOKANHAMEIOM, XHHUIHHOM M APYTUMH IPENapaTaMH, BHI3HIBAIOIIUME YUTHHEHAE HHTEPBAIA

QT (BO3MOXHO YCHIECHHE BBID2KEHHOCTH OTPULATENLHOTO UHOTPOIHOTO ACHCTIBHA M YUTHHEHMS
uatepBana QT). -

OnHOBPEMEHHOE HA3HAYEHHE € HUMOJMIMHOM IOTEHIMAIHO HEPPOTOKCHYHBIX npenapéms
(mampumep, aMnnbrnHKosn,noﬁ, 11e(aTOCIIOPHHOB, (HYPOCEME/Ia) MOXET TIPHBECTH K HAPYIIEHHIO
dyHKIIH modex. B cirydae He0GXOTMMOCTH UX OTHOBPEMEHHOTO TIPUMEHEHHUS, & TAK)KE Y GOMBHBIX _
¢ TIOYEYHOH HEOCTATOYHOCTHIO, euerue JOJDKHO TIPOBOAMTHCS IIOX TLIATEIBHBIM KOHTPOJIEM

. pysxuum mouek. IIpu o6HapyxeHuH HapymieHusA (YHKIHMH HOYEK IPHEM HMMOIHIMHA CIEXYyeT
IIPEKPaTUTE. |
VCHIIMBACT apUTMOIEHHOE JICHCTBHE JIEKAPCTBEHHBIX IIPENIAPATOB, CIIOCOOCTBYIOUIMX BBIBEACHUIO
HOHOB Kanws. [ToBBIIaeT PUCK PasBHTHA MOOOTIHEIX S((EKTOB CEPAEIHBIX TNIMKO3MIOB, XUHU/MHA,
KapOaMasenyua, IMKIOCIOPHHA, TeO(QHIINHA, BABIPOEBOK KHCIOTBI, IIPENApaToB JIUTHS. .
unorensuBHEH 3G(EKT YCHIMBAETCS [PH OFHOBPEMEHHOM HA3HAYEHHMHM € HMHTAIALMOHHBIMH
AHECTETHKAMH.

I'MnoTeH3HBHEI 3()(EKT CHIDKAIOT CUMIIATOMUMETHKH, HECTEPOHIHBIE NPOTHBOBOCIAIUTEIBHEIC
npenapaTs (0JaBleHHe CHATE3a TIPOCTATTIAH/IMHOB, 3aIepiKKa HATPHS I JKHIKOCTH B OpraHu3Me),

3CTPOTeHHI (33/1epIKKa KUAKOCTH B OPraHMU3ME).

- Oco0ble ykazanus _

HasnaueHue Hnmonnnnna' NAIIEHTaM  TOKHIIOTO BO3pacra ¢  GONBIIMM  KONHYECTBOM
COITyTCTBYIOIIUX 3a00JIeBaHUM, TSKEI0H noqeqﬁoﬁ HEIOCTaTOYHOCTRIO (CKOPOCTH KIIyOOIKOBOI
$unprpanuu Menee 20 MIVMHH) U TSOKEIBIME CEPICIHO-COCY AMCTHIMH 3a00JIeBaHUAMH HOJDKHO
ObITh 0COOEHHO TIIATENBHO OO0OCHOBaHO. Bo BpeMs Tepammu M MOCHE €€ OKOHYAHHS TaKue
MALMENTH HYXIAIOTCS B PETYIIPHOM BpadeOHOM HaOMIOAeHUN (BKITIOYas HeBponofnqecxoe).

V manueHToB ¢ HapynieHUsMH (YHKIHM ITeYEHH M3-33 CHIDKCHHS ﬁHTechBHocm BBIP2XEHHOTO
3¢ deKTa «IEPBOTO MPOXOXK/CHUSD) Yepe3 IedeHb H 3aMeUIeHAs METaGOMMIEecKoM HHAKTHBAIY
HUONOCTYIIHOCTh HUMOJHIIMHA MOXET MOBHINATLCS. BCIEICTBHE 3TOr0 OCHOBHOE H NOGOYHOE
JeHCTBHE HUMOIUIMHA, B YACTHOCTH €ro THIIOTCH3UBHEBIM 3 (deKT, MOryT ycHnHuBaThca. B Taxux
CIydasx 103y npenapaﬁa clelyeT CHHU3HTh B 3aBHCHMOCTH OT CTEIICHH CHmkeHus AJl, a mpu
HeoOXO0MMOCTH IIPHMEHEHHE HUMOJUIIMHA CIEAYeT IIPEKPATHT.

HecMoTps Ha OTCYTCTBHE y CENEKTHBHBIX ONOKATOPOB KalbIMEBHIX KaHATOB CHHIPOMA

"oTMeHBI", IEpeH IPEKPaNIeHUEM JIEYSHHU PEKOMEHIYETC HOCTENEHHOE YMEHbIICHNE J03.
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Ecnt BO BpeMst Tepanmuu NanueHTy TpeOyerca IPOBECTH XMPYpPrH4eCcKOe BMEMATeNbCIBO 1OJ
ofIueit aHecTesnel, HEO6XOMMMO IPOMH(OPMUPOBATH BPAYA-AHECTE3MOIIOTa O TOM, YTO IALMEHT

TIPHHUMACT HUMOJIUIIMH.

Yupagienune TPaHCHOPTHHIME CPENCTBAMM H Paf0Ta ¢ MEXaHM3MaMH
B nepuoj nedenns HeoO6XoauMO cOOTIONATE OCTOPOKHOCTH IPH BOXKICHUM aBTOTPAHCIIOPTA M
3aHATHSAMH APYTHMM [OTCHIUATBPHO ONACHBIMH BHIAMH JIEATeNLHOCTH, TPeOYIomMMM

TIOBBIIICHHON KOHICHTpaluy BHUMaHUA 1 6I>ICTpOTBI JICHXOMOTOPHEBIX peaxum“d.

@obMa BBINYCKA

TabneTKy, HOKPEITHIE IIEHOUYHOH 000109K0M, 30 Mr.

ITo 10 Tabnerox B an./auraproro usera IIBJX 6muctep uix an./ajn CTpHUIL.

ITo 1, 2, 3, 5 i 10 GiHCTEPOB/CTPUIIOB BMECTE C HHCTPYKLHMEH 110 MEAUIMHCKOMY IPUMEHEHHUIO

B KapPTOHHYIO MAYKy.

Cpox ronsocru
3 roga.

He ucnons3oBath Ipenapar 1o HCTCYECHUH CPOKa YOLAHOCTH, yKaSaHHOTC Ha YIIaKOBKEC.

Yeaosus xpaHeHust
B 3amuIeHHoM OT CBeTa MECTe, IIpH TeMIepaType He Boie 25 °C.

XpaHHUTH B HEOCTYIIHOM VIS JIETEH MecCTe.

YeoBusi oTnycka

~ OTnycxaror 1o pelenty.

IpoussoauTtens/PacoBmMK (TepBHYHAA YIIAKOBKA) /Y HAKOBINHK
(BTOpUYHAsA(NIOTPEOUTEIbCKASA) YIAKOBKA) /BRINYCKAIOIIMIA KOHTPOJIb KaYecTBAa

Cumnexc Papma IIsT. JITa.

C-7 mo C-13 u C-59 mo C-64, lentp PasButusa Curagmu, CUJKVYJL, Curanmm, Kotasap —
246149, Mucr. ITaypu I'apxsan, YTTapakxasm, I/IHﬁHa

Vnakopmuk (BTopuuHas (moTpeSHTeNbCKasd) ~ yNaKOBKA) /Bpinyckaromuii  KOHTPOJb
KavecTa/OprauMsauus, HPHHAMAIOAst IPeTeH3HH OT MoTpeduTeei
000 «Acnexryc hapmar, Poccns

MockoBckas 0611, I.o. Jleaunckui, 1. Pazsmika, Tep. Kapran 1, Bia. 9




COOTBETCTBYET 3KCNEPTHOMY OTYETY
ot 17.059.2025 N= 23446
(Bxogaupi M3 N24321334)

Ten.: +7 (495) 660-94-76, +7 (916) 205-06-04

OnextponHas noyra: safety@aspectus-pharma.ru

Baanesen perucTpauuoHHoro ynoc'ronepemm
000 «ECKO (DAPMA» Poccus

121471 . Mocksa, Moskaiickoe 11., 1. 29, stax 1, momenienue VI, komnara 39, oqmc3

Y10THOMOYEHHBIH IPEACTABUTEND

000 «ECKO ®APMA» Ackeposa E.M.




