OBIIASA XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O IIPEITAPATA

1. HAUMEHOBAHME JIEKAPCTBEHHOI'O IIPEITAPATA

buno6un popre, 80 mr, Kancysl.

2. KAYECTBEHHBINA U KOJTMYECTBEHHBINA COCTAB
AKTHBHBIA KOMIIOHEHT: THHKTO JIBYJIONIACTHOTO JIMCTHEB IKCTPAKT.
Kaxnas karcyna coaepkutT 80 M THHKIO JBYJIONACTHOTO JIMCTHEB OKCTPaKTa (TMHKIO
JIBYJIONIACTHOTO JIUCTBEB IKCTPAKT CyXOit*)
* ['MHKTO JBYJIOMIACTHOTO JMCTHEB IKCTPAKT CyXoi u3 ['MHKTO AByJomacTHoro juctheB (Ginkgo
biloba L., cemeiictBa ['unkrossix (Ginkgoaceae), folium).
CooTHOIIIEHHE KOJIUYECTBA JIEKAPCTBEHHOTO PACTUTENBHOTO CHIPbS K KOJHMYECTBY HCXOIAHOTO
skcTpakTa: (35-67) : 1. DkcTpareHTt — aleToH/Boa.
BcmoMorarenbHbIE BEIIECTBA, HATMYHE KOTOPBIX HA/IO YYUTHIBATH B COCTABE JICKAPCTBCHHOTO
npernapara; JeKCTpo3a XHuJIKasl, JaKTO3bl MOHOTHApAT, Kpacutenb azopyoun (E122) (cm. pasmen
4.4.).

ITonHbI MNEPCUCHb BCIIOMOT'ATCIIbHBIX BCIICCTB ITPHUBCACH B Pa3aciic 6.1.

3. JJEKAPCTBEHHAS ®OPMA
Kancynsr.
TBepabie xenaTnHOBBIE Karcybl Ne 2, KOpIyc ¥ KpbIIIeuKa PO30BOTO 1IBETA.
Copnepxxumoe KalcCya — HOPOLIOK OT CBETIO-KOPHUYHEBOIO 10 TEMHO-KOPHMYHEBOIO IBETA C

qaCcTulIaMH 0oyee TEMHOIO OBCTA. I[OHYCKaCTCﬂ HaJIM4HEe HEOOJIBIIUX KOMOYKOB.

4. KIMHUYECKHUE JAHHBIE
4.1. Iloxka3zaHusl K IPUMEHEHHIO
[Tpenapat buinobun ¢popre nokazaH K IPUMEHEHHUIO y B3pOCIbIX B Bo3pacTe oT 18 nerT.
e (CHUMNTOMAaTHYECKOE JIEUEHUE KOTHUTHBHBIX HApyIIEHHUH Y B3pOCHbIX (yXyALIEHHE
NaMsTH, CHYKEHHE KOHLIEHTPALMY BHUMaHUS U UHTEJUIEKTYaJIbHBIX CIIOCOOHOCTEN).
e B cocraBe KOMIUIEKCHOW Teparuu roJOBOKPYKEHUSI BECTHOYIIIPHOTO MPOUCXOXKACHHUS B
KayeCcTBE BCIIOMOTATEIbHOIO JI€UEHUS B AOMOJIIHEHUE K BECTHOYIISIPHON peabuIuTaluu.
e CumnromaTruyeckoe JieueHue THHHUTYCA (3BOH WIM IIyM B yIIIax).
4.2. PexxuMm 103MpOBaHNs U C1IOCO0 NPUMEHEHUs!

PexxuM 1o3upoBaHus

Cumnmomamuueckoe jiedenue KOSHUMUBHbIX Hapymenuﬁ Y 63pocCiblx



[Tpunumarte no 1 kancyne 2—3 pas3a B JICHb.
Komnnexcnaa ~ mepanus ~ 2010680KpydceHuss — 8eCMUOYIAPHO20 — NPOUCXOHCOCHUA U
cUMnmMomMamudeckoe iedeHue muHHUmyca (3601 Uil Wym 8 yuiax)
B3pocnbiv npunumaTth no 1 karncyse 2 pasza B IeHb (YTPOM U BEUEpPOM).
[TepBble mpU3HAKK YIyUYIIEHUS] OOBIYHO MOSIBIAIOTCS yepe3 1 mecs.
Kypc neuenust He meHee 3-x mecsieB (0COOCHHO Ui MAIMEHTOB TOXIIOTO Bo3pacta). Eciu
gyepe3 3 Mecsia yIydlleHHe He HACTYNHJIO WM CUMITOMBI 3a00JICBaHMs YCHUIIMBAIOTCS, Bpad
JOJKEH PEIIUTh BOMPOC O 11eJIeCO00pa3HOCTH AajibHeimel Tepanuu. [IpoBeaenre mnoBTOpHOTo
Kypca BO3MOKHO IIOCTIE KOHCYJIBTALIUU C BPAYOM.
Eciu Obi1 iponyIiieH npueM mperapara, MocIe Iy OIIHA ero MPUEM CIIeyeT MPOBOIANTh TaK, KaK
ATO yKa3aHO B JAHHOM pa3zjiesie, 0e3 KaKuX-Tu00 n3MEHEHUH.

eTH
bezonacHocth U > dexTuBHOCTD y neTeit B Bo3pacte oT 0 1o 18 meT Ha JaHHBIII MOMEHT He
YCTaHOBJICHBI. /[aHHBIE OTCYTCTBYIOT.

Cnoco0 npuMeHeHus

Buytps. Kancynel ciaenyer nporiarsiBaTh LEIMKOM, 3alMBas HEOOIbIIUM KOJIMYECTBOM BOJIBI,
HE3aBUCHMO OT BPEMEHHM IIpUeMa IUIIH.

4.3. IIlpoTuBONOKA3aAHUS

['MrepyyBCTBUTENFHOCTE K THHKTO JIBYJIOIIACTHOTO JINCTHEB OJKCTPAKTy WIH JIOOOMY U3
BCIIOMOTATENbHBIX BEILIECTB, MEPEUMCIEHHBIX B pas3zaene 6.1.; MOHMKEHHas CBEPThIBAEMOCTb
KpPOBH; DJpO3MBHBII TacTpuT B CTaAMM OOOCTPEHHS; s3BEHHas OOJNe3Hb Kelyaka H
NIBEHAIATUIIEPCTHOW KHUIIKH B CTagud OOOCTPEHHUsS; OCTpble HApYIIEHUS MO3TOBOTO
KpOBOOOpAIIeHUsI; OCTPbII MHPapKT MUOKapa; 6epeMeHHOCTh (cM. pa3zen 4.6.).

4.4. OcoOble yka3aHus ¥ MepbI NPEeI0CTOPOKHOCTH NPH NPUMEHEHUH

C 0CTOpPOKHOCTBIO MPUMEHSIETCS Y TAIIUEHTOB C 3MUIIETICUEH, apTepruanbHON IMIIOTEH3UEH.

He ciemyer npeBbimarh peKOMEHI0BaHHBIE JT03bI penapara buinoowun dopre.

[lpr pa3BUTUM pEaKIUH TUIEPUYBCTBUTEIHHOCTH TPUMEHEHHE TMIperapara HeoOXO0IuMOo
PEKPaTUTh.

[Ipenapathl, coaepkaliye HKCTPAKT JIMCTHEB THUHKIO JBYJONACTHOIO, MOTYT TIIOBBIIIATH
CKJIOHHOCTh K KPOBOTECUeHHsIM. B KauecTBe Mephl MPeJOCTOPOKHOCTH NMPUMEHEHHE Iperapara
bunobun ¢opre cienyer nmpexkpatuTh 3a 3—4 IHS 10 XUPYPTHUECKOT0 BMEIIATENbCTBA. BakHo,
4TOOBI MAIlMEHTHI, KOTOPHIM MPEACTOUT XUPYPTrHUECKOE BMEIIATENBCTBO, MPOUH(OPMHUPOBAIU
Bpaya 0 MPUMEHEHUH JJAaHHOTO Mpernapara.

[Ipy 4YacTO BO3HMKAIOUIMX OUIYIIEHUSAX TOJIOBOKPYKEHHMs W IIyMa B yIIaX HEOOXOJUMO

oOpatuthcsi K Bpauy. B ciayuyae BHE3amHOro yXyZAIIEHUS WM TMOTEPU ClIyXa HYXHO



HE3aMeUINTEIbHO 00paTUThCcsl K Bpauy. [lanMeHTaM C MaToNOrMYecKd MOBBIIIEHHON
CKJIOHHOCTBIO K KpPOBOTEYEHHSM (IeéMOpparuueckuil quare3) W HalueHTaM C COIyTCTBYIOLIEH
AQHTUKOATYJIIHTHOW M aHTUTpoMOOLMTapHOW Tepamueil mnpemapar bunobun dopre ciemyer
MPUMEHSATH TOJIBKO MOCIIE KOHCYJIBTALIMHU C BPAYOM.

He pekomenayercst npuMeHsaTh npenapat bunodun ¢popre BMeECTe ¢ alKoroem.

Ha ¢one mnpumeHeHus npenapaToB THHKIO JIBYJONACTHOTO Yy MAIlMEHTOB C SIWJICIICHEH
BO3MO’KHO TOSIBJIEHUE 3MUIIENTUUECKUX PUCTYIIOB.

BcnoMorarebHEIC BEIECTBA

Jlakmo3svl MoHo2UOpam u dexcmposa

[TanpeHTaM € peako BCTPEYAOUICHCS HACIEACTBEHHOM HENEPEHOCHMOCTBIO TalIaKTO3bI,
JTeUITUTOM JIAKTA3bl WIIN TIIOKO30-TAJIAKTO3HOW MabaOCOpOIMei He clieAyeT MPUHUMATh STOT
npemnapar.

1 xanicyna npenapara buno6un ¢opre comepxkut 196 Mr ycBosieMbIX yrieBOJIOB — JEKCTPO3a,
JaKTO3a, Kpaxmall KyKypy3Hbd (cM. pasgen 6.1.), uto coorBerctByer 0,0163 x1€0HBIM
enuannaM (XE); MakcuManbHas cyrouHas ao3a (3 karncynsl) coorBerctByeT 0,049 XE.
Kpacumenwv azopyoun (E122)

[Ipenapat buno6un dopte comepxxut kpacutenb azopyoun (E122), koTopelif MOXKET BBI3BIBATH
Pa3BHUTHE AJUIEPTUICCKUX PEAKITUH.

4.5. B3aumopeiicTBHe ¢ JPYrHMH JIEKAPCTBEHHBIMH MpenapaTtaMu W JApPyrue BH/bI
B3aUMOJACHCTBUSA

OpnHoBpeMeHHBI TpueM mpemnapara bunodbun dopre ¢ aHTUKOoaryiasHTamMu (B TOM 4YHUCIE
deHnpokyMoH, BappapuH) WJIM aHTHarperaHTamMu (B TOM  4YHCI€  KJIOMHUJOTpEl,
ANeTHICATMIIMIIOBAS KHCJIOTa), a TakkKe ¢ HECTePOUTHBIMH IPOTHBOBOCTAIUTEIHHBIMU
mpernapaTaMu MOXET OKa3blBaTh BIMSHHUE Ha JEHCTBHE yKa3aHHBIX MpPENapaToB, MOITOMY HX
OJIHOBPEMEHHBII mpueM He pekoMeHayercs. OJTHOBpEMEHHOE NPUMEHEHHE C THa3WTHBIMU
JTUYPETUKAMH, TPUIUKIUICCKUMH aHTHJIETIPECCAHTAaMH, MPOTHBOCYIOPOKHBIMU TperapaTamMH,
TCHTAMHIIMHOM TaKXXe HEe PEKOMEHTy€eTCH.

Bo3MOXHBI eIMHUYHBIE CIy4Yal KPOBOTEUYECHHsI y TAI[MEHTOB, OJHOBPEMEHHO MPUHUMAIOIINX
JICKapCTBEHHBIE CPEJCTBA, CHIDKAIONINE CBEPTHIBAEMOCTh KpOBH. [IpHUMHHO-CIIECTBEHHAS
CBS3b JIAHHBIX KPOBOTEYCHHWH C TIPUEMOM TMpENaparoB THHKITO JIBYJIONACTHOTO HE
MOJATBEpXKJIeHa. B cilydae, eciau OJHOBPEMEHHOE IPUMEHCHHE C BappapuHOM  SIBJISETCS
HEOOXOIUMBIM, PEKOMEHIYETCS aJIeKBAaTHBI MOHUTOPUHT MOKA3aTeNIel CBEPTHIBAEMOCTH KPOBU
B HauajJe Tepamuu mpemapaToM bumnoOwin ¢opre, mpu H3MEHEHHWH J03bI, TMPHU 3aBEPIICHUU
Tepanuu npenapatoM bunobun ¢opre, a Takke Npu CMEHE IpenapaTa, COIEePKAIEro SKCTPAKT

THUHKI'O ABYJOIIACTHOIO.



[Ipy nOpUMEHEHMH C  TUMNOTEH3UBHBIMH  CPEICTBAMH  BO3MOXHO  IOTEHIMPOBaHUE
runoreH3uBHOro dddexra. OmHO uCCIETOBAaHUE B3aUMOACUCTBHS TIOKA3aJI0, YTO THUHKIO
JIBYJIOIIACTHOTO JIMCTHEB JKCTPAKT MOXKET YBEIMYHMBATh MaKCUMAJIbHYIO KOHLIEHTPALUMIO B
wiasMe KpoBU HudbequnuHa. Y HEKOTOPbIX YYaCTHHKOB HCCIIENOBaHMsS HaOI0/1a710Ch
YBEIMYEHUE MAaKCUMajJbHOM KoOHUeHTpauuun 10 100 %, 49To npuUBOAWIO K Pa3BUTHUIO
TOJIOBOKPY>KCHHS U YCUJICHUIO TSHKECTH NPUITUBOB.

He pexomenyeTcst oqHOBpEeMEHHOE MMPUMEHEHHE ¢ A()aBUPEH30M, TaK KaK BO3MOKHO CHUKCHHE
€ro KOHIIGHTpallud B Iula3Me KpoBU BcieactBue wuHAyKuu wu3odepmenta CYP3A4 mon
BJIMSTHUEM 3KCTPAKTa TMHKTO JIBYJIOMACTHOTO.

UccnenoBanue B3auMOJACHCTBHS C  TaJWHOJIOJIOM TIOKa3bIBA€T, YTO OJKCTPAKT THHKIO
JIBYJIOITIACTHOT'O MOXET MHTMOUPOBATh KHUINEUHBbIE P-TIHUKONPOTEHMHBI. DTO MOXKET YBEIUYMBATH
BO3/ICIICTBIE YYBCTBUTEIBHBIX K P-TTUKOMpPOTEHHY JEKapCTBEHHBIX CPEJCTB B KHUIIEYHUKE,
TaKUX Kak JaburarpaH, B CBA3M C YE€M MpPH HUX OAHOBPEMEHHOM NPHUMEHEHUU HEOOXOAMMO
co0Ir0aTh OCTOPOKHOCTb.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTD U JIAKTALMS

bepeMeHHOCTH

DKCTpPaKT THHKIO JBYJIOMACTHOTO MOXKET YXYIIIMTh CIIOCOOHOCTH TPOMOOLIMTOB K arperaiuu,
YTO MO>KET MOBBICUTH CKIIOHHOCTh K KPOBOTE€UEHUSIM. Pe3ysIbTaToB Hccie0BaHui Ha JKUBOTHBIX
HEJIOCTAaTOYHO /I OLIEHKH PENpOyKTUBHOW TOKCHMYHOCTU. [IprMeHeHue mpu OepeMEeHHOCTH
MPOTUBOMOKA3aHO.

Jlakranus

HewusBecTHO, BBIIENSAIOTCS JIM META0OJMUTHI HKCTPAKTa JUCTHEB THHKIO JBYJOMACTHOTO C
TPYIHBIM MOJIOKOM, YTO HE IO3BOJIAET HMCKIIOYUTH PUCK I HOBOPOXKIEHHBIX/MIIAICHIICB.
[IpumeHeHue B IepUOA TPYAHOTO BCKAPMIIHBAHUS HE PEKOMEHIyeTCs.

DepTUabHOCTD

HCCJ’IG}IOB&HI/IH UIA  OLCHKH BJIHWSAHUA Ha q)epTI/I.]'H)HOCTI) n}0)1e171 HE TIPOBOJUIHUCE. B
HCCJIICAOBAHNH Ha CaMKax MBIIIIEHN OBIJIO OTMEYEHO BIUSIHHAE Ha q)epTI/IJ'H)HOCTB.

4.7. Bausinne Ha CHOCOOHOCTH YNPABJIATH TPAHCHOPTHBIMH CPeACTBAMH H padorath ¢
MeXaHUu3MaMH

B mnepuon mpumema mnpemapara bumobun dopre crieayer coOnrogaTh OCTOPOKHOCTH TMPHU
BBITIOJTHCEHHUH TIOTCHIHAJIBHO OIIaCHbIX BHUJIOB JCATCIBHOCTH, Tpe6y}0m1/1x MMOBBIIIIEHHOM
KOHIIGHTPAallMM BHUMAaHUS U OBICTPOTHI IICHXOMOTOPHBIX peakiuii (B TOM dHcIe IpHU
YIPaBIEHUU TPAHCIIOPTHBIMM CPEACTBAMM M MexaHu3Mamu). llpu pa3BuUTHM HEXenaTeIbHBIX
peakuui, B TOM YHCIE TOJOBOKPYKEHHUS, HEOOXOIMMO BO3JEpXkKaTbCcsi OT YIPABICHUS

TPAHCIIOPTHBIMHU CPEACTBAMU U MEXaHU3MAaMMH.



4.8. HexkeslaTesibHbIE peaKIIUU

PesroMme HexxenaTeabHBIX PeaKIi

Knaccudukanus dYacToThl pa3BUTHS HEXKENATCNbHBIX PEAKIMHA COMVIACHO PEKOMEHIAIUSIM
Bcemuphoii opranusaiuu 3apaBooxpanenus (BO3): ouens ywacrto (> 1/10), gacto (ot > 1/100
1o < 1/10), medacro (ot > 1/1000 mo < 1/100), penko (ot > 1/10000 o < 1/1000), oyeHs peaxo
(< 1/10000, Bxarouast OTHAEIBbHBIE COOOINEHHUS), YacTOTa HEH3BECTHA (HMCXOAS U3 HMMEIOIIUXCS
JAHHBIX YaCTOTY BO3HUKHOBEHUS OTPEICIIUThL HEBO3MOXKHO). B Kax10¥ rpymie HekenareIbHbIe
pEaKIMK TMPEICTaBICHBl B MOPSAKE YMEHBIICHUS MX CEpbe3HOCTH. HexenarenbHbIE peakiuu
CTPYIIITUPOBAHBl B COOTBETCTBUU C MOPSJAKOM HAa OCHOBAaHMHM CHCTEMHO-OPTaHHBIX KIJIACCOB
(COK).

Hapywenus co cmoponsl Kposu u iumMpamuieckou cucmemvl.

OYCHB PEIIKO — CHIDKCHHUE CBEPTHIBAEMOCTH KPOBH. VIMEIOTCSI COOOIIEHUSI O BOSHUKHOBCHUU TIPU
JUTATEIILHOM MPUMEHEHHH TIPENapaToB TMHKIO JIBYJIOMIACTHOTO KPOBOTCUCHH (KPOBOM3IIMSHUC
B TJIa3; HOCOBOE, IIepeOpaabHOE, KEIyJOYHO-KUIICYHOE KPOBOTCUCHHE) Y TAIUCHTOB,
OJIHOBPEMEHHO MPUHUMABIINX CPEJICTBA, CHIDKAIOIIUE CBEPTHIBAEMOCTh KPOBH.

Hapywenus co cmopoHsl uMMYHHOU CUCTEMbL:

YaCcTOTa HEU3BECTHA — PEAKIIUU TUIICPUYBCTBUTEIBHOCTH, B TOM YHUCIIC aHA(DUIAKTHYCCKHH MIOK.
Hapywenus co cmopoHbl HepHOU cucmembl:

OYEHb PEJIKO — rOJIOBHASI 00JIb, TOJIOBOKPYKEHHUE, OECCOHHUIIA.

Hapywenus co cmopoHbl opeana ciyxa u iabupunma:

4acTOTa HEU3BECTHA — HAPYIIIEHUE CITyXa.

JKenyoouno-kuueynvle napyulenus:

OYEHB PEJIKO — TOITHOTA, PBOTA, IUApesi, 00JIb B KHUBOTE.

Hapywenusi co cmoponsi Kodcu u NOOKONHCHOU MKAHU.:

OYEHb PEIKO — ANICPIUYEeCKHe KOXKHBIE PEeakiuu (THIEpeMHs, OTEK, KOXHBIH 3y, KOKHAs
ChITIb).

B ciiyyae BO3HWKHOBEHUS KaKWX-TMOO HEXKEIATENbHBIX pPEaKIWid TpUeM Ipernapara cleayeT
MPEKPATUTh U OOPATUTHCS K JIeUalleMy Bpauy.

COO6H.ICHI/IC 0 TOA03PEBACMBIX HEXKCIIATCIBbHBIX PCAKIINAX

Baxxno coo0mate 0 MOAO03peBaeMbIX HEXKENATEeNbHbIX pPEaKIUsAX I[Oocle PperucTpaluuu
JIEKapCTBEHHOI'0 Tpernapara ¢ 1ebi0 00ecnedeHrs HePephIBHOIO MOHUTOPUHTA COOTHOIICHUS
«T10JIb3a — PUCK» JICKAPCTBEHHOTO Ipernapara. MeAMIHMHCKUM pabOTHUKAM pPEKOMEH]yeTcCs
coo01aTe O JIIOOBIX TMOJ03pPEBAaEMbIX HEXKENATENIbHBIX PEeaKIUsAX JEKapCTBEHHOTO Ipemnapara
yepe3 HallMOHAJIbHBIE CHCTEMBI COOOILIECHHS O HEKENATENbHBIX PEaKLUsAX TOCYyAapCTB — YWICHOB

EBpa3uiickoro 3K0HOMHUYECKOTr0 COI03a.



Poccuiickasa ®@eoepayus

109012, r. Mocksa, CraBsiHckas 1., 1. 4, ctp. 1

@DenepanbHas ciryx0a 1o Haa30py B cdepe 3ApaBOOXpaHEHHUS

Ten.: +7 (800) 550 99 03

Anpec 311, mouthl: pharm@roszdravnadzor.gov.ru

Be6-caiit: https://roszdravnadzor.gov.ru

Pecnybnuxa Benapyco

220037, r. Munck, ToBapuilieckuii nep., 1. 2a

PecnyOnukanckoe yHutapHoe mnpennpusarue «LleHTp 9SkcmepTu3 W UCHBITAaHUN B
3IpaBOOXPAHEHUI)

Ten.: + 375 (17) 242 00 29

Anpec a11. mouthl: repl@rceth.by

Be6-caiit: www.rceth.by

Pecnybnuxa Kazaxcman

010000, paiion baiikonsip, r. Actana, yi. A. Mmanosa, a. 13, BLl «Hypcayner 2»

PI'TI na ITXB «HanuuoHaJIbHBINA LEHTP SKCHOEPTHU3bI JIEKAPCTBEHHBIX CPEJCTB U MEIUIIMHCKUX
u3nenuit» Komutera MemuIMHCKOTO M (apMaleBTUYECKOro KOHTpois MuHHCTepCTBa
3apaBooxpanenust Pecnybnuku Kazaxcran

Ten.: +7 7172 235 135

Anpec 31. noutsl: farm@dari.kz

Be6-caiit: www.ndda.kz

Pecnyonuxa Apmenus

0051, r. Epesan, np. Komuraca, 1. 49/5

«Hay4HbIii LIEHTp AKCHEPTU3Bl JIEKAPCTB W MEIUIMHCKUX TEXHOJOTH HMEHH aKaJeMHKa
3. 'abpuensHa»

Ten.: +374 60 83 00 73

Anpec 2. moutsl: admin@pharm.am, vigilance@pharm.am, letters@pharm.am

Be6-caiit: http://www.pharm.am

Kuipevizckaa Pecnybauka

720044, Uyiickas o0iacts, T. bumikek, yi. 3-1 Jluaus, 1. 25

JlemmapTaMeHT JIeKapCTBEHHBIX CPEACTB U METUIIMHCKHUX H3ICTHIA

Ten.: +996 (312) 21 92 86

Anpec 3. moutsl: dlsmi@pharm.kg

Be6-caiiT: www.pharm.kg

4.9. Ilepeno3upoBka



Jlo HacTosImero BpEeMEHH O Cciydasx [epeJo3HpOBKH Tpenapata bumodun ¢opre He

coob1anock. B ciydae pa3BuTus nepe1o3upOBKH JICUEHUE CUMIITOMAaTHYECKOE.

5. ®APMAKOJIOTHUECKHUE CBOMCTBA
5.1. ®apmakoauHaAaMHYeCKHE CBOMCTBA
®dapmakoTepaneBTUUYECKass Tpynna: ICUXOAHAJENTUKHU; CPEACTBA I JICUCHHUS JIEMEHIUU;
JIpyTUE CPeICTBA JIJIs JICUCHUS] IEMEHIINHU
Koxn ATX: NO6DX02

MexaHu3M ASHCTBUS 1 d)aDMaKOHI/IHaMI/IqCCKI/Ie CBOMCTBA

[Ipenapatr bunobun ¢opre pacTUTENbHOrO MNpoUcXoXkaeHus. IlloBblmaeT ycTOHYMBOCTH
OopraHM3smMa K THIIOKCHH, OCOOEHHO TKaHEll TOJOBHOrO Mo3ra. TopMO3UT pa3BUTHE
TPaBMaTHUYECKOTO MM TOKCHYECKOIO OTE€Ka TOJOBHOIO MO3ra, YJIydllaeT MO3IOBOE U
nepugepruyeckoe KpoBooOpalleHe, yiayylliaeT peoJornyeckie CBOMcTBa KpOBH.

OxkaspIBaeT [10303aBUCHMOE PETYJIMPYIOIEe BIMSHME Ha COCYIAHUCTYIO CTEHKY, pacIIMpsieT
MEJIKUE apTEPUH, TIOBBIIIAET TOHYC BEH.

[TpensTcTBYeT 0O0pa30BaHUIO CBOOOAHBIX PAJAMKAJIOB M HNEPEKUCHOMY OKHUCICHHIO JIUIHJOB
KJIETOUYHBIX MeMOpaH. Hopmanusyer BbICBOOOX/AE€HUE, TOBTOPHOE IOIJIOUICHUE U KaTaOoJIu3M
HelipoMenaTopoB (HOpAINUHEPPUH, J0(PaMHH, alleTHIIXOJINH) U UX CIIOCOOHOCTh K COETUHEHHIO
C peuenTopamu. YiydiiaeT 0OMEH BEIIECTB B OpraHax M TKaHAX, CIIOCOOCTBYET HAKOIJICHUIO B
KJIETKaX MAaKpO3pIoB, TIOBBIIICHUIO YTHIM3alUU KUCJIOPOAAa W TJIOKO3bl, HOPMaIu3aluu
MEAMATOPHBIX MTPOLIECCOB B LIECHTPAJIILHON HEPBHOM CHCTEME.

5.2. ®apmakoKuHEeTHYECKHE CBOHCTBA

AOcopOuus

[Tocne npuema BHYTPh OMOJOCTYITHOCTH TEPIEHIAKTOHOB (THHKIroNug A, TUHKroauaB wu
omnobamma) cocraBisger 80 % s ruHkroauaa A, 88 % mna runkrommaa B w79 % mns
ounobanuaa.

Pacnopenenenune

[Ipu mnpueme BHYTPh MHK IUIA3MEHHOM KOHIIEHTPAIIMU COCTaBIsl  16—22 Hr/mn  Juis
ruakroiauaa A, 8—10 ar/ma gug ruakroiauna B u 27-54 ur/mn g 6unobanuma. CBA3LIBaAHUE C
OenkamMu TuTa3Mbl KpoBH cocTaBisieT 43 % mis runakronuna A, 47 % s ruakronmuaa B u 67 %
U1 6rtobanuaa.

OIMMUHALUA

[Tepuon monyBeiBeneHus — 3,9 yaca st TuHKronuaa A, 4-6 gacoB juisi TuHKronmga B m 2—
3 gaca msa omtobanuaa.

5.3. JlaHHbIe JOKJIMHHYECKOH 0e30macHoCTH



B JOKIMHMYECKUX JaHHBIX, IIOJYYeHHBIX MO pe3ylbTaTaM CTaHIAPTHBIX WCCIICIOBaHUN
dapMakosoruueckoii  0€30MacHOCTH, TOKCHYHOCTH  TPH  MHOTOKPAaTHOM  BBEJCHHH,
TCHOTOKCHUYHOCTH, KAaHOCPOICHHOI'O0 IIOTCHIIMAJIA, perOHYKTHBHOﬁ W OHTOT€HETHYECKOI

TOKCHUYHOCTH, 0COOBII BpEA JIA UCJIOBEKA HE BBISABJICH.

6. ®APMAIIEBTUYECKHE CBOHCTBA
6.1. IlepeyeHp BCioMOraTeJIbHbIX BellleCTB
JlexcTpo3a sxujiKas [ 1eKCTpo3a, OJIMro- U MoJMcaxapuipl |
JlakTO3BI MOHOTHPAT
Kpaxman KkyKypy3HbIi
Tanbk
Kpemuus nuokcu KomiouHbINH
Marnus cteapar
Kpacurens xenes3a okcun yepsiii (E172)
Kpacutens xene3za okcup kpachblil (E172)
Turtana auokcun (E171)
Kpacurenpb azopyoun (E122)
Kenatun
6.2. HecoBMecTUMOCTH
Henpumenumo.
6.3. Cpok roqHOCTH (CPOK XpaHeHHsI)
3 roza.
6.4. OcoOble MepbI NPEAOCTOPOKHOCTH NIPH XPAHEHUHU
XpaHuTh npH TemnepaType He Boie 25 °C, B OpUrHHaIbHON yIIakoBKe (OucTep).
6.5. Xapakrep u coaep:kaHue NEPBUYHOH YIIAKOBKH
[To 10 kancyn B Onmcrepe u3 komOuHupoBaHHoro wmarepuana [IBX/TIBAX wu ¢donbru
AITFOMUHHUEBOM.
[To 2 nnu 6 GnUCTEepOB BMECTE € JIMCTKOM-BKJIAIBIIIIEM MIOMEIIAIOT B MAYKy KAPTOHHYIO.
He Bce pa3meps! yiakoBOK MOTYT OBITh JIOCTYIHBI JUISl peaTH3aliH.
6.6. OcoOble Mepbl NPeIOCTOPOKHOCTH TPH YHUYTOKEHHMH  MCIOJb30BAHHOIO
JIEKAPCTBEHHOI0 MNpenapara WJIM OTX0A0B, TMOJYYEHHbIX IOcjde NpPUMEHEeHUus:
JICKapCTBEHHOI'0 Npenapara, u Apyrue MaHuIyJIsiiU ¢ penapaTom

Oco0ble TpeOOBaHUS OTCYTCTBYIOT.



7. JEPXKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHUSA
CnoBenus
AO «KPKA, n.1., HoBo mectoy», llImapwemnika necra 6, 8501 HoBo mecto
Ten.: +386 733121 11
®axc: +386 7 332 15 37
Anpec 3. moutsl: info@krka.biz
7.1. IIpeacTaBUTENb J€PsKATE/IsI PETHCTPALMOHHOIO YI0CTOBEPEHHUS

[Iperen3zun HOTDC6PITCJ'ICI>1 HampaBJIATH I10 aApPCCy.

Poccuiickasa ®@eoepayus

000 «KPKA-PYC»

143500, MockoBckast 00u1., r. Mctpa, yin. MockoBckasi, 1. SO

Ten.: +7 (495) 994-70-70

®dakc: +7 (495) 994-70-78

Anpec 351. moutsl: Krka-rus@krka.biz

Be6-caiit: www.krka.biz

Pecnybnuxa benapyco

[IpencraButenscTBO AknuonepHoro odmectBa «KRKA, tovarna zdravil, d.d., Novo mesto»
(Pecnybnuka Cnosenust) B Pecriyonuke benapychb

220114, r. Munck, yn. @unumonoBa, 1. 2517, oduc 315

Temn.: 8 740 740 9230

®axkc: 8 740 740 9230

Anpec s1. moutsr: info.by@krka.biz

Be6-caiiT: www.krka.by

Pecnybnuxa Kazaxcman

TOO «KPKA Ka3zaxcrtan»

050059, r. Anmatsr, ip. Anb-®apabdwu, 1. 19, odpuc 207

Ten.: +7(727) 311 08 09

@axc: +7(727) 311 08 12

Anpec 3. moutsl: info.kz@krka.biz

Be06-caiit: www.krka.biz

Pecnyonuxa Apmenus

[TpencraButensctBo «Kpka, 1.1., HoBo mecto» B PecriyOnnke ApmeHus
0001, r. Epesan, yn. Han6aunsn, a. 106/1 («CASAT-HOBA» BU3HEC-IIEHTP), oduc 103
Ten.: +374 11 560011

Anpec 3. moutsl: info.am@krka.biz


mailto:info@krka.biz
mailto:krka-rus@krka.biz
http://www.krka.biz/

Be6-caiit: www.krka.biz

Kuipevizckasn Pecnybnuka

[TpencraButenbctBo AO «KPKA, ToBapHa 3apasui, 1.4., HoBo mecto» B Kbipreizcrane
720040, Yyiickas obmacts, . bumikek, OyipBap DpKuHIUK, 1. 71, 670K A

Ten.: +996 (312) 66 22 50

Anpec s1. noutsl: info.kg@krka.biz

Beo6-caiiT; www.krka.biz

8. HOMEP PETUCTPAIIMOHHOI'O YJIOCTOBEPEHUSI
JITI-Ne(000187)-(PT-RU)

9. JIATA MMEPBUYHOI PETUCTPALIUM (MOATBEPKIEHUSI PETUCTPALIMH,
MEPEPETUCTPALIAN)

Hata nepBoii peructpauuu: 2 anpens 2021 r.

10. JATA IEPECMOTPA TEKCTA
25 okts6ps 2023 r.

OOmast  xapakTepucTHKa JIEKapCTBEHHOTro Impemapara bunobun ¢opre gocTynmHa Ha
nH(pOpMallMOHHOM TmopTaje EBpa3suiickoro SKOHOMHYECKOrO cO03a B HH(DOpPMalMOHHO-

KOMMYHUKaIMOHHOM cetn « HTepHe™» https://eec.eaeunion.org.
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