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W OBTIAS XAPAKTEPUCTUKA JTEKAPCTBEHHOI'O ITIPEITAPATA

MPUKA3OM OT 31.12.2025 Ne 1644
NMOCNEQOBATENLHOCTL 0007

1. HAUMEHOBAHMUE JIJEKAPCTBEHHOTI O IIPEITAPATA

buno6win, 40 Mr, kancymns

2. KAYUECTBEHHBII 1 KOJTUYECTBEHHBII COCTAB
AKTHBHBII KOMITOHEHT: THHKTO JIBYJIOMACTHOTO JINCTHEB IKCTPAKT.
Kaxnas kamncyma cogepkut 40 Mr THHKIO JBYJIONMACTHOTO JIMCTHEB 3KCTPakTa (THHKIO
JIBYJIOTIACTHOTO JINCTHEB 3KCTPAKT CyXO0ii*)
* 'HHKTO JIBYJIOTIACTHOTO JINCTBEB HKCTPAKT CyXoi u3 I'mHKro ABynonacTHoro nucteeB (Ginkgo
biloba L., cemeiicTBa ['mnkroseix (Ginkgoaceae), folium).
CooTHolIeHNE KOJIMYECTBA JIEKAPCTBEHHOTO PACTHTEIBHOTO CHIPhS K KOJWYECTBY HCXOJHOTO
sKkcTpakTa: (35-67) : 1. DKkcTpareHT — aleToH/Boja.
BcenomorarensHbie BeliecTBa, HAIMYUE KOTOPBIX HAZ0 YYUTHIBATh B COCTABE JIGKAPCTBEHHOTO
npenapara; JeKCTpo3a JKWJIKasi, JTAKTO3bl MOHOTHAPAT, KpacuTenb azopyoun (E122) (cm. pasgen
4.4.).

ITonubrit NEPCUCHb BCIIOMOTAaTCIIbHBIX BEUICCTB IIPUBEACH B pa3aciic 6.1.

3. JJEKAPCTBEHHAS ®OPMA
Karncyner.
TBepabie xenatnHOBbIe Kamncysbsl Ne 4, Kopmyc W Kpbliedka (hHoJeTOBO-KOPUYHEBOTO IIBETA.
CopmepxuMoe Karcysl — MOPOLIOK OT CBETIO-KOPHUUYHEBOTO O TEMHO-KOPUYHEBOI'O I[BETAa C

JacTuiamMu 0oJiee TEMHOrO OBCTA. JlonycxaeTcs[ HaM4re HeOOIbIINX KOMOYKOB.

4. KIMHUYECKHUE JAHHBIE
4.1. Iloxka3aHusi K NPUMEHEHUIO
[Ipemapar bunoGwui moka3zan K MPUMEHEHHIO Y B3POCIIBIX B BO3pacTe OT 18 merT.
e (CuMNTOMaTHYECKOE JIEYCHHE KOTHUTHBHBIX HApYIIEHUH Y B3pOCHbIX (yXyJIIIEHHE
MaMsTH, CHI)KEHNE KOHLIEHTPALUU BHUMAaHNUS U MHTEJUIEKTYaJIbHBIX CIIOCOOHOCTEH).
e B cocTtaBe KOMIUIEKCHOH TEpanHy rOJIOBOKPYXEHUS BECTHOYISPHOTO MMPOUCXOXKACHUS B
Ka4eCTBE BCIIOMOTATENILHOTO JICUCHHS B JIOTIOJIHEHHE K BECTUOYISIPHON PeaOUIUTAIIH.
e (CumnToMaTHYECKOE JICYeHNE THHHUTYCA (3BOH WIJIM IIYM B YIIIax).
4.2. Pe:xuM 103MPOBAaHUS M CIOCO0 MPUMEHEHUs

Pexxum mo3uposanus
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TTpr CHUMIITOMAaTH4YeCKOM JICYCHUH KOTHUTHUBHBIX HApYIICHUH y B3pOCHBIX: MO 1—2 Kamncyisl
3 pa3a B JicHb.
[Ipr roJOBOKPYXEHWU BECTHOYISPHOTO NPOHUCXOXKICHHUS W CHUMITOMAaTHYECKOM JICYCHUH
TUHHUTYCA: 3 Karcyibl B IeHb, PAacIpe/ieIeHHbIC B TEUCHHE THS.
[lepBble mpu3HAKU yTydmIeHHUs 0ObIYHO HOABIAIOTCS yepe3 | mecsn. Kype neuenus cocraBnsieT
He MeHee 3-X MecseB (0cOOEHHO UIS MalMeHTOB MOKUIOTO Bo3pacrta). Ecim wepes 3 mecsma
YJIYy4YII€HUE HC HACTYIWJIO WJIM CUMIITOMBI 3a00JIeBaHusA YCHIIUBAIOTCA, Bpad JOJDKCH PCHIUTDH
BOTIPOC O IIesieco00pa3HOCTH JanbHelel Tepanuu. [IpoBeaenne moBTOPHOro Kypca BO3MOXKHO
IMOCJIC KOHCYJIbTalMU C Bpa4OM.
Ecnu Ob11 mponyIiieH npueM npenapara, MociaeayoNnid ero MprueM ciieIyeT MPOBOJIUTh Tak, Kak
3TO yKa3aHO B JJAaHHOM paszene, 6e3 Kakux-1100 U3MEeHEeHUH.

eTu
besomacHocTh U 3¢ dexTHBHOCTL Yy AeTeil B Bo3pacte oT 0 mo 18 yner Ha JaHHBIH MOMEHT He
YCTAaHOBJICHBL. J|aHHBIE OTCYTCTBYIOT.

Crioco6 mpruMeHeHus

Bayrps. Karcynsl ciemyer mporiaTeiBaTh MEIUKOM, 3alMBasi HEOOJIBIIMM KOJHMYECTBOM BOJIBI,
HE3aBUCUMO OT BPEMEHH ITpHeMa THIIIH.

4.3. [IpoTuBONOKA3aAHUSA

['unep4yBCTBUTENFHOCT, K THHKIO JIBYJIOMACTHOTO JIMCTHEB JKCTPAKTY HIM K JIOOOMY U3
BCIIOMOTATEJIbHBIX BELIECTB, NMEPEUYHCICHHBIX B paszzuene 6.1.; MOHMW)KEHHAash CBEPTHIBAEMOCTD
KPOBH; DOPO3MBHBIM TacTpUT B CTagud OOOCTpeHMs; si3BeHHass OOJIe3Hb JKeNmyAKa H
JIBEHAQ/ILATUIIEPCTHON KUIIKK B CTaAMU OOOCTPEHHUS; OCTpble HapyUIeHHsS MO3rOBOTO
KpOBOOOPAIIIEHHUST, OCTPhIH HHPAPKT MUOKap1a; OEpeMEeHHOCTh (cM. paszzen 4.6.).

4.4. Oco0ble ykazaHusi 1 MepPbl MPEI0CTOPOKHOCTH NMPHU NMPUMEHEHUH

C 0CTOPOKHOCTBIO IPUMEHSIETCS y NALIMEHTOB C SMWIEIICUEH, apTepHaaIbHON THITOTEH3HEH.

He cnenyer npeBbliaTh peKOMEHI0BaHHbIE 03Bl Iipenapara bunoous.

[Ipn pa3BUTUM peakIi THIEPUIYBCTBUTEIHLHOCTH MPUMEHEHHE TMpernapaTa HEoOXOIHMO
MIPEKPATHUTD.

[Ipemapatbl, comep)Kamipe SKCTPAKT JUCTHEB THHKIO JIBYJIOMACTHOTO, MOTYT IOBBIIIATH
CKJIOHHOCTh K KPOBOTE€UEHHsIM. B kadecTBe Mephl IpeIOoCTOPOKHOCTH MPUMEHEHHE TpernapaTa
bunoOun ciemyer nmpexkpatuth 3a 3—4 MHS 10 XUPYPTrUYECKOr0 BMEIIATENIbCTBA. BaxkHO, YTOOBI
MAIMEeHThI, KOTOPBIM MPEACTOUT XUPYPTUUECKOE BMEIIATENLCTBO, TPOMH(MOPMHUPOBAIN Bpaya o

INPUMCHCHUHN JAHHOI'O ITperiapara.
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ITpr 4aCTO BO3HMKAIOLIMX OILYHUIEHUSAX TOJOBOKPY)KEHHMs M IIymMa B YIIaX HEOOXOAMMO
oOpaTuTbCs K Bpady. B ciaydae BHE3amHOro yXyALIEHUs MIM TOTEPH CIyXa HYKHO
HE3aMeUINTEIbHO OOPaTUTHCS K Bpauy.

ITaneHnTaM ¢ MaTOIOrMYECKH MOBBIIIEHHON CKJIOHHOCTBIO K KDOBOTEYEHHUAM (FE€MOpPPArMueCKUi
Jarte3) U NalMeHTaM ¢ COMYTCTBYIOIIEH aHTUKOATyJISHTHOW M aHTUTPOMOOLMTAPHON Tepanuei
npenapaT bunoOui ciaegyer NpUMEHATh TOIBKO 110Ce KOHCYIIBTALUH C BPAYOM.

He pexomenyeTcs npuMeHsTh npenapar buinoOmin BMecTe ¢ alnkoroyiem.

Ha ¢one npumeHeHus npemnapatoB T'MHKIO JBYJIOHNACTHOIO Y MAI[MEHTOB C JIMIENCUEH
BO3MOYKHO ITOSBJICHUE SMUIECNTHYECKUX IIPUCTYIIOB.

BcnomorarenpHbie BCIICCTBA

Jlakmo3svl Monocudpam u oexcmposa

[lamentamMm ¢ peako BCTpeHarolIeHCss HACIEICTBEHHOW HENEepeHOCUMOCThIO TIajaKTO3bl,
JNePUIMTOM JIaKTa3bl WIK IITIOKO30-TaIaKTO3HON MajbabcopOIuel He cielyeT NPUHUMATh 3TOT
npernapar.

1 kancyna mpenapara bumoOnin comepkut 98 Mr yCBOSIEMBIX YTIICBOJOB — JIEKCTPO3a, JIAKTO3a,
KpaxMasl KyKypy3Hbiid (cM. pasznen 6.1.), uto coorBercTtByeT 0,0082 xme6HbIM equannam (XE),
MaKcHUMaJIbHas cyTouHas no3a (6 karcyn) coorBerctByet 0,049 XE.

Kpacumens azopyoun (E122)

[Ipemapar bunmoOun coxepxutr kpacurenb azopyoun (E122), KoTOpwlii MOMKET BBI3BIBATH
pa3BUTHE AJUIEPTUUECKUX PEaKLni.

4.5. B3aumopneiicTBMe ¢ JAPYIrMMH JIEKAPCTBEHHBIMH MpenaparaMM M Jpyrue BHIbI
B3aMMOJeiicTBHS

OpnHOBpeMEHHbIM mpueM mpemnapara bunobun ¢ aHTUKoaryiasHTamMu (B TOM  4YHCIE
(eHnpokyMoH, BapdapuH) WM  aHTHAarperaHTaMp (B TOM  4YMCJI€  KIIOMUJIOIped,
aleTUICAIMIIIOBAsT KHUCJIOTa), a TaKkKe€ C HECTEPOMIHBIMU IPOTUBOBOCHAINTEIBHBIMU
npernaparaMd MOKET OKa3blBaTh BIMSHME Ha JEHCTBHE yKa3aHHBIX IPENapaToB, MO3TOMY HX
OJTHOBPEMEHHBI TpueM He pekoMmeHmyercs. OIHOBpEeMEHHOE TPHUMEHEHHE C THA3UIHBIMHU
TUYpPETUKaMHU, TPULIUKINYECKUMU aHTHIETPECCAaHTAMU, MPOTHBOCYIOPOKHBIMH TIpETIapaTaMHu,
TeHTaMUIITHOM TaKke HE PEeKOMEH/TYeTCsl.

Bo3MOXHBI €MHUYHBIE CIy4ad KPOBOTCUCHHS Yy TMAIMEHTOB, OJHOBPEMEHHO MPUHUMAIOIINX
JIeKapCTBEHHBIE CPEJICTBA, CHIKAIOIINE CBEPTHIBAEMOCTh KpoOBU. [IpHYMHHO-CIieACTBEHHAs
CBS3b JAHHBIX KPOBOTEUEHHUH C TMPHUEMOM IIpernaparoB THUHKIO JBYJIONACTHOTO He
noJATBEpKAeHa. B ciydae, ecin OJHOBpPEMEHHOE NpPUMEHEHHE C Bap(hapHUHOM SBISETCS
HEOOXOAMMBIM, PEKOMEHIyeTCsl aIeKBATHBII MOHUTOPHUHI MTOKa3aTesiell CBEPTHIBAEMOCTH KPOBH

B Ha4daJIC TCpallMu IpcrapaTomM BI/IJ'I06I/IJ'I, Ipu U3MCHCHUU OO3bI, IIPU 3aBCPUHICHUH TCpallnnu
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npenaparoM bHIOOMII, a TakXke IIpM CMEHE IIpernapara, COJACpKaIIEro SKCTPAKT TI'MHKIO

JIBYJIOTIACTHOTO.
I[Ipy npuMeHeHMM C  TUIOTEH3MBHBIMM  CPEICTBAMHM  BO3MOXHO  IOTEHLIHPOBAaHUE
TUNOTEH3UBHOTO 3¢dekra. OIHO HCCIeTOBaHNME B3aUMOACHCTBHS II0KA3ajlo, YTO THHKIO
JIBYJIONIACTHOTO JIUCTHEB DJKCTPAKT MOXKET YBEIMYUBATH MAaKCHMAaJIbHYIO KOHIIGHTPAIMIO B
miasMe KpoBW HudeaumuHa. Y HEKOTOPHIX YYaCTHHUKOB WCCIIEOBaHUS HAOIIOIAOCH
YBEJIMYEHHE MAaKCUMallbHOM KoHueHTpaiuu 10 100 %, YTo nOpUBOAMIO K Pa3BUTHIO
TOJIOBOKPYKEHUS U YCUJICHHUIO TSKECTH MPUIIUBOB.

He pexoMenayercs 01HOBpEMEHHOE MTPUMEHEHHUE C 3(haBUPEH30M, TaK KaK BO3MOYKHO CHIDKEHHUE
€ro KOHLEHTpalMM B IUIa3Me€ KpoOBU BcieacTtBue HHAyKuuu u3odpepmenta CYP3A4 mon
BJIMSIHUEM DKCTPAKTa TMHKIO JIBYJIONACTHOTO.

UccnenoBanue B3aUMOJEHCTBUS C TaJMHOJIONIOM IOKa3blBAE€T, YTO JKCTPAKT T'MHKIO
JIBYJIONIACTHOI'O MOKET MHTMOMPOBATH KUILIEUHbIE P-rIMKONpOTenHBl. ITO MOKET YBEIMYUBATh
BO3/I€MCTBHE YYBCTBUTENBHBIX K P-TIIMKONpPOTEHHY JI€KapCTBEHHBIX CPEJICTB B KHUIIEYHHKE,
TaKUX Kak Ja0uraTpaH, B CBSI3M C 4YeM IPH HUX OAHOBPEMEHHOM INPUMEHEHHUH HEOOXOIMMO
coOJII01aTh OCTOPOKHOCTb.

4.6. PepTUIBHOCTD, 0€PEMEHHOCTb U JIAKTALMA

bepeMeHHOCTh

DKCTPaKT THHKTO JBYJOMACTHOTO MOXKET YXYALIUTh CIIOCOOHOCTh TPOMOOIIMTOB K arperamum,
YTO MOKET IMOBBICUTH CKJIOHHOCTb K KPOBOT€UCHHSIM. Pe3ynbTaToB HCCIIeI0OBaHM HA )KUBOTHBIX
HEJIOCTaTOYHO JJISi OLICHKH PENpOAyKTUBHOW TOKCHMYHOCTU. [IprMeHeHune mpu OGepeMEeHHOCTH
MIPOTHBOIIOKA3aHO.

Jlakranus

HeusBectHo, BBIIENAIOTCA M META0OMUTHI 3KCTpPaKTa JMCTbEB TMHKIO JBYJIONMACTHOIO C
TPYIHBIM MOJIOKOM, YTO HE II03BOJISIET MCKIIOYUTH PUCK JUII HOBOPOJXKICHHBIX/MIIAJICHIIEB.
[IpumeHeHune B mepuo/I rpyJHOIO BCKapMIIMBAaHUSI HE PEKOMEHYETCS.

DepTUIBHOCTD

HccrenoBanns it OIEHKA BIMSHAA Ha (EPTHILHOCTH JIIOJEH HE MPOBOAWINCH. B
MCCIIEZIOBAaHNH HAa CAaMKaX MBIIIEH ObTO OTMEYEHO BIMSIHHE Ha (PePTHIILHOCTS.

4.7. Bausinue Ha CHOCOOHOCTH YNPABJSATH TPAHCHOPTHBIMH CpPeICTBAMHM M PadoTaTh C
MeXaHu3MaMH

B nepuon npuema npenapata bunobun cieayer co0nonaTh OCTOPOXKHOCTH NMPH BHIMOJTHEHUU
NOTEHIIMAILHO OINAaCHBIX BUOB JIEATEIILHOCTH, TPEOYIOUIMX MOBBIIICHHON KOHUEHTpAIH
BHUMaHUS U OBICTPOTHl IICUXOMOTOPHBIX peakuuil (B TOM 4HCI€ NpU YHPaBICHUH

TPAHCIIOPTHBIMU CPCACTBAMHA U MeXaHI/BMaMI/I). HpI/I PAa3BUTHU HCKCIIATCIIbHBIX peaKI.[PIfI, B TOM

4


ЛП ГП СОГЛАСОВАНО


TMN-N2000212-T TI-BY P S I y
COIrMACOBAHO COOTEBETCTEBYET 2KCNEPTHOMY OTYETY
T or 25.10.2023 ¥ 21375
MPUKASOM OT 31.12.2025 Ne 1644 (NOCNEOOQBATENEHOCTE 0005)
NMOCNEAOBATENLHOCTHL 0007

9HCIIC TOJIOBOKPY)KCHHS, HEOOXOAMMO BO3JEPXKAThCS OT YIPABJICHUS TPAaHCIOPTHBIMH
CpeACTBAaMH U MEXaHU3MaMH.

4.8. He:kennaTesibHbIE peakiuu

PesroMe HexXeNaTeabHbIX PEAKINI

Knaccudukanuss 4acToThl pPa3BUTHs HEXKEIATEIbHBIX PEAKIU COTJIACHO PEKOMEHIAIUSIM
Bceemuphoii opranmzamun 3xpaBooxpanenus (BO3): odens wacto (> 1/10), gacto (ot > 1/100
1o < 1/10), mewacto (ot > 1/1000 mo < 1/100), penxo (ot > 1/10000 mo < 1/1000), oyeHb penko
(< 1/10000, BKIIOUAsT OTACIBHBIE COOOICHMS), YacTOTa HEM3BECTHA (MCXOJI M3 WMEIOIINXCS
JIAHHBIX YaCTOTY BO3HUKHOBEHUSI OTIPE/ICIUTh HEBO3MOXKHO). B Kaxk101 TpyIine HexelaTeIbHbIe
peaKiMu MpPEACTABJICHBl B IMOPSIKE YMEHBIICHHS HX CEpPbe3HOCTH. HexenarenbHble peakiuu
CTPYNIIUPOBAaHBl B COOTBETCTBHM C MOPSAKOM Ha OCHOBAaHMU CHUCTEMHO-OPT'aHHBIX KJIaCCOB
(COK).

Hapywenus co cmoponsl Kposu u tumgpamuyeckori cucmembvl.

OYEHb PEIIKO — CHIDKEHHE CBEPTHIBAEMOCTH KPOBH. VIMEIOTCS COOOIIECHNS O BOSHUKHOBEHUH MIPH
JUTUTETIHbHOM TPHUMEHEHHUH TPErapaToB THHKIO JBYJIOMACTHOTO KPOBOTEUEHHH (KPOBOU3NIUSHUE
B TJia3; HOCOBOE, LepeOpaibHOEe, KEIYAOYHO-KHIICYHOE KpPOBOTCUCHHE) Yy TAIMCHTOB,
OJTHOBPEMEHHO MPHUHUMABIIUX CPEJICTBA, CHIDKAIOIIUE CBEPTHIBAEMOCTh KPOBH.

Hapywenus co cmoponvl umMmynHOU cucmembi:

4acTOTa HEU3BECTHA — PEAKIIUH TMIIEPYYBCTBUTEILHOCTH, B TOM YHUCIIE aHADUIAKTHYSCKHIA TIOK.
Hapywenus co cmoponul nepenoti cucmembl:

OYEHb PEAKO — roJIOBHASA 00JIb, FOJIOBOKPYKEHHE, OECCOHHHULIA.

Hapywenus co cmoponul opeana ciyxa u 1abupunma:

4acTOTa HEN3BECTHA — HAPYILICHHE CITyXa.

JKenyoouno-xuwieunvle HapyueHus:

OYEHb PEJIKO — TOUTHOTA, PBOTA, JUapesi, 00JIb B )KUBOTE.

Hapywenus co cmoponsl Koxtcu u NOOKOHCHOU MKAHU!

OYCHb PEIKO — AJICPTUYECKUE KOXKHBIC peakiuu (TUMepeMusi, OTEK, KOKHBIH 3ya, KOXKHas
CBIIIb).

B cnyyae BO3HHUKHOBEHUS KaKHMX-JIMOO HEXKEJIATEIbHBIX PEaKIUil MpPUEM Tpernapara CieayeT
MPEKPATUTh U 0OOPATUTHCS K JIeUalieMy Bpady.

C006H.ICHI/IG 0 TOA03PEBACMBIX HEXKCIATCIBbHBIX PCAKITHAX

BaxkHo coo0marh 0 T003pEBAaEMbIX HEXENATEIbHBIX PEAKIUAX TIOCIe PEerUCTpalun
JIEKapCTBEHHOTO TIperapara ¢ IeNbi0 00eCIIeUeHNUs HeITPEPHIBHOTO MOHUTOPHHTA COOTHOIIIECHUS
«I0JIb3a — PUCK» JICKAPCTBEHHOTO Tpernapara. MeAMIIMHCKUM pPaOOTHUKAaM PEKOMEHIYeTCs

coo0mare 0 JIOOBIX MOJ03PEBAEMBIX HEXKEJATEIBHBIX PEaKIMAX JIEKAPCTBEHHOTO Ipenapara
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4yepe3 HallMOHAJIbHBIE CHCTEMBI COOOIICHHUS O HEXETATEeIbHBIX PEaKIHUsIX TOCYAapCTB — YWICHOB
EBpa3uiickoro 3KOHOMHUYECKOT0 COI03a.

Poccuiickas @edepayus

109012, r. MockBa, CnaBgHckas mi., a. 4, ctp. 1

denepanbHas cay:x0a 1o HaA30py B cepe 3ApaBOOXPaHEHUS

Ten.: +7 (800) 550 99 03

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

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

Pecnybnuxa benapyco

220037, r. Munck, ToBapumieckuit niep., A. 2a

PecriyOnukanckoe  yHuTtapHoe —mpennpustae  «lleHTp AOKcmepTM3 W WCHBITAaHUH B
3IPaBOOXPAHECHUN

Ten.: +375(17) 242 00 29

Anpec a51. mouTtsl: repl@rceth.by

Beb6-caiiT: www.rceth.by

Pecnybnuxa Apmenus

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

«Hay4HbIif TIEHTp SKCHEpPTH3bl JIEKAPCTB W MEAWIMHCKUX TEXHOJIOTHH HMMEHH aKaJeMHKa
3. lN'abpuensiHa»

Ten.: + 374 60 83 00 73

Anpec 311, moutsl: admin@pharm.am, vigilance@pharm.am, letters@pharm.am

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

Kuipevizcxas Pecnybnuxa

720044, Yyiickas obmnacts, r. bumkek, yi. 3-s Jlnaus, n. 25

JlemapTaMeHT JIEKapCTBEHHBIX CPEJCTB U MEAUIIMHCKUAX U3ICITHIA

Ten.: +996 (312) 21 92 86

Anpec o1, moutsl: dlsmi@pharm.kg

Be6-catiT: www.pharm.kg

4.9. Ilepeno3npoBka

Jlo HacTosIIero BpeMEHU O Cllyyasx Nepeo3UpoBKU mpenaparta bumoOun He cooOmianocs. B

CJIydac pa3sBUTUA ICPEAO3UPOBKHU JICUHCHUC CUMIITOMATHYCCKOC.

5. ®APMAKOJIOTHYECKHWE CBOMCTBA

5.1. ®apmakoguHaMHUYecKHe CBOIiCTBA
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DapMaKOTepallcBTHUCCKasi TpyIa: TCHUXOAHAICNTHKU; CPEICTBA JUIsl JICYCHUS JIEMCHIIHH,
JPYTUE CPEICTBA ISl JICUCHHSI ICMCHITUU
Kong ATX: N0O6DX02

MexanusM neiicteus U hapMaKOIUHAMUYECKHIE CBOMCTBA

[Ipemapar bunoOwuin — pacTuTensHOTO MPOUCXOKIeHHS. [0BBITIAET YCTOWYMBOCTh OpraHU3Ma K
THIIOKCHH, OCOOEHHO TKAaHEW TOJIOBHOTO MO3ra. TOPMO3HT pa3BUTHE TPaBMATHUECKOTO HIIH
TOKCMYECKOTO OT€Ka TOJOBHOTO MO3ra, YIy4IIaeT MO3TOBO€ U  mepudepudeckoe
KpoBOOOpalieHue, yaydiiaeT peoIoTHIecKie CBOMCTBAa KPOBH.

OkasplBaeT [0303aBUCHMOE pETYJIHMPYIOLIee BIUAHHE HA COCYAHCTYHO CTEHKY, pacluIupsieT
MEJIKHE apTepUH, IOBBILLIAET TOHYC BEH.

[IpenstcTByeT 00pa30BaHHIO CBOOOJHBIX PAJMKAJIOB U IMEPEKUCHOMY OKHCICHHIO JIUIHJOB
KJIETOYHBIX MeMOpaH. Hopmanuzyer BbICBOOOXAE€HUE, TOBTOPHOE IMOTJIOUIEHHE M KaTabOoIu3M
HelipomennaTopoB (HOpINUHEPPUH, 10PaMUH, ALETHIIXOINH) U UX CHOCOOHOCTb K COEIMHEHUIO
¢ peuenTopamu. YIydmiaeT 0OMeH BEUIeCTB B OpraHax M TKaHSX, CIOCOOCTBYET HAKOIUICHHIO B
KJIETKaX MAaKpOdproB, IIOBBIIIEHUIO YTWIM3allUM KHUCIOPOJAa M TJIOKO3bl, HOpMalu3aluu
MEIUATOPHBIX IIPOLIECCOB B LIEHTPAJIILHON HEPBHOU CUCTEME.

5.2. @apmakokuHeTHYECKHE CBOIICTBA

AbGcopbums

[locne mpuema BHYTph OHOJOCTYIHOCTH TEPIEHJIAKTOHOB (THHKTOJNWI A, TUHKroauaB u
owrnobaima) cocrasusieT 80 % ans ruHKronuma A, 88 % s runkromuga B u 79 % mns
ounobanuma.

Pacnopenenenue

I[Ipu mnpueme BHYTPh, NHK IUTA3MEHHOM KOHIIGHTpAIMU COCTaBIsin 16-22 Hr/mMn  ans
ruakronuaa A, 810 ur/mn gas rudkronuga B u 27-54 ar/min g omnobanuga. CBA3LIBaHHE C
Oeskamu a3Mbl KpoBH cocTaBisieT 43 % mist runkronuaa A, 47 % nns ruakronuna B u 67 %
J1s1 Ornobanuza.

ONIUMHUHAITHAS

[Tepuon monyBeiBeneHus — 3,9 waca st TuHKronuga A, 4—6 dacoB [yt TuHKronuaa B u 2—
3 vaca as Oumodanua.

5.3. /lanHbIe JOKJIMHUYECKOH 0e30macHOCTH

B MOKITWHWYECKWX JTaHHBIX, TOJIYYCHHBIX I10 pe3yjbTaTaM CTaHAAPTHBIX HWCCIECI0BaHUI
(hapMakojIoruvYecKkoi  0E30MaCHOCTH, TOKCHYHOCTH TPH  MHOTOKPAaTHOM  BBEJICHUHU,
T€HOTOKCHUYHOCTH, KaHIIEPOTCHHOTO TIOTCHIMANa, PENPOAYKTUBHOM W OHTOTCHETHYECKON

TOKCHUYHOCTH, 0COOBII BpCa I 4Y€JIOBCKA HC BBISABJICH.
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6. PAPMANEBTHYECKUE CBOMCTBA
6.1. Ilepevyenn BcnoMoraTeIbHbIX BENIECTB
JlekcTpo3a xuaKas [JeKcTpo3a, OJIMro- U HoMcaxapy/ip |
JlakTO3BI MOHOTHAPAT
Kpaxman kykypy3HbIit
Tanpk
Kpemuust mnokcu 1 KOO IHBII
Maruus creapat
Kpacurens xenes3a okcnp uepnusiii (E172)
Kpacurens xenes3a okcup kpacHsiii (E172)
Turana nuokcun (E171)
WNnauroxapmun (E132)
Kpacurens azopyoun (E122)
Kenarun
6.2. HecoBMecTHMOCTD
Henpumenumo.
6.3. Cpok rogHoCcTH (CPOK XpaHeHUs)
3 rona.
6.4. OcoObie Mepbl MPETOCTOPOKHOCTH MPU XPAHEHUH
XpaHuth npu TemnepaType He Boiule 25 °C, B OpUrHHAJILHON yIIaKOBKE.
6.5. XapakTep u cofep:kaHue NePBUYHON YNIAKOBKH
I[To 10 kamcyn B Omucrepe u3 kKomOmHHMpoBaHHOro Matepuana [IBX/TIBJAX wu d¢onbru
AJTIOMUHHUEBOM.
[To 2 mm 6 GiMCcTepOB BMECTE C IMCTKOM-BKJIAIBIIIEM TOMEIIAIOT B MMaYKy KapTOHHYIO.
He Bce pa3Mepsl yakoBOK MOTYT OBITH JOCTYITHBI JJISI PEeajTi3alliH.
6.6. OcoOble Mepbl TMPeIOCTOPOKHOCTH TMPH  YHUUYTOKEHUM HCIOJIb30BAHHOTO
JIEKAPCTBEHHOI0  Mpenapara MWJIM  OTX0A0B, TMOJY4YEeHHbIX IoOcJe MpUMeHEeHHus
JIEKapCTBEHHOI'0 Npenapara, U Apyrue MaHUMyJIsUHU ¢ MPenapaToM

Oco0bie TpeOOBaHUS OTCYTCTBYIOT.

7. JEPKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHMUA
Crnosenus
AO «KPKA, n.1., HoBo mectoy, [lImapsemika necra 6, 8501 HoBo mecto
Ten.: +386 7331 21 11
daxc: +386 7332 15 37
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ATipec oit. odThl. mio(@krka.biz

7.1. lIpencraBuTenb AepaaTessi pericTPALHMOHHOIO YI0CTOBEpeHus!

IIperensuu HOTDGGHTCHCﬁ HaITpaBJIATD I10 aaApPeCy:

Poccuiickas @edepayus

000 «KPKA-PYC»

143500, MockoBckast 0611., T. Mctpa, yin. MockoBckas, 1. 50

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

daxkc: +7 (495) 994-70-78

Anpec s11. moutsl: krka-rus@krka.biz

Be6-caiit: www .krka.biz

Pecnybnuxa bBerapyco

[IpencraButensctBo AkmuonepHoro obmectBa «KRKA, tovarna zdravil, d.d., Novo mesto»
(Pecniybnmka Cnoenusi) B PecniyOmnmke benapych

220114, r. Munck, yn. @unmumonoBa, 1. 251, opuc 315

Ten.: 8 740 740 9230

daxkc: 8 740 740 9230

Anpec 1. moutsl: info.by@krka.biz

Be6-caiit: www.krka.by

Pecnybnuxa Apmenus

[IpencrasutensctBo «Kpka, 1.1., HoBo MmecTo» B PecrybOmirke ApmeHust

0001, r. EpeBan, yn. Hanbangsn, 1. 106/1 («CAAT-HOBA» BUSHEC-LIEHTP), oduc 103
Ten.: +374 11 560011

Anpec a1. moutsl: info.am@krka.biz

Be6-caiit: www.krka.biz

Kuipevizckas Pecnybnuka

[IpencraButensctBo AO «KPKA, ToBapHa 3apaBwui, a.1., HoBo mecto» B KbIpreizctane
720040, Yyiickas obmnacTp, . bumkek, OyapBap DpKUHAMK, A. 71, 6110k A

Ten.: + 996 (312) 66 22 50

Anpec a1 moutsl: info.kg@krka.biz

Beo6-caiit: www.krka.biz

8. HOMEP PETUCTPAIIMOHHOTI'O YIOCTOBEPEHUSI
JITI-Ne(000212)-(PT-RU)
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9. JTATA IMEPBITHOI PETUCTPALIMU (ITOATBEPKIEHUS PETUCTPALINM,
MEPEPETHCTPAILINN)

JlaTta nepBoii peructpanuu: 26 anpens 2021 r.

10. TATA HEPECMOTPA TEKCTA

OOmas XxapakTepUCTHKA JICKapCTBEHHOTO Tpenapara bumoOmn moctymHa Ha WHOOPMAITMOHHOM
noptajie EBpa3suiickoro 3KOHOMHUYECKOTO COt03a B MHPOPMAIMOHHO-KOMMYHHKAIIMOHHOW CETH

«MHuTepue https://eec.eacunion.org.

10
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