COOTBETCTBYET ZKCNEPTHOMY OTUYETY

T1M-Ne000190-IT-BY ot 25 13:2':12.3 Nz 21364 )
COI'MACOBAHO (MOCNEOQBATENEHOCTE 0006)

MWHUCTEPCTBOM 3[1IPABOOXPAHEHWA
Al XAPAKTEPUCTUKA JIEKAPCTBEHHOI'O ITPEITAPATA

PECMYB/NKW BENAPY:!
nPUKA30OM OT 13.05.2025 ri?ﬁlu
MOCNEAOBATENLHOCTL 0012

1. HAUMEHOBAHMUE JJEKAPCTBEHHOT O ITPEITAPATA

buno6un unatenc 120, 120 Mr, Kancymsl.

2. KAYECTBEHHBIN U KOJJMYECTBEHHBI COCTAB
AKTHBHBIN KOMITOHEHT: THHKTO JIBYJIOTIACTHOTO JIUCTHEB IKCTPAKT.
Kaxmas xancyma comepkut 120 Mr THHKIO JBYJIOMACTHOTO JIMCTHEB JKCTPAaKTa (THHKIO
JIBYJIOTIACTHOTO JIUCTHEB AKCTPAKT CYyXOi™)
* [MHKTO JBYJIONMACTHOTO JINCTHEB OSKCTPAKT CYyXOW W3 ['MHKIO JBYJIOMACTHOTO JIUCTHEB
(Ginkgo biloba L., cemetictBa ['makroBeix (Ginkgoaceae), folium).
CooTHoIIIEHHE KOJIMYECTBA JIEKAPCTBEHHOTO PACTUTEIIEHOTO CBHIPhSI K KOJIMYECTBY UCXOIHOTO
sKkcTpakTa: (35-67) : 1. DkcTpareHT — aneToH/Boja.
BcmomoraTensHbIe BenecTBa, HATMYUE KOTOPBIX HAJ0 YIUTHIBATh B COCTABE JIEKAPCTBEHHOTO
mpenapara: JeKCTpo3a XKHU/Kasl, JAKTO3bl MOHOTHUApAT (cM. pazzaen 4.4.).

[Tonublii mEpeueHb BCIIOMOTaTEIbHBIX BEIIECTB MPUBEICH B pazjene 6.1.

3. JJEKAPCTBEHHASA ®OPMA
Kancymner.
TBepaple xenaTuHOBBIE Karcyinbl Ne 0, KOPITyC U KpbIIIeYKa KOPUYHEBOTO IIBETA.
ConepxuMoe Kamcysl — MOPOIIOK OT CBETJIO-KOPUYHEBOTO JI0 TEMHO-KOPHYHEBOTO IIBETa C

JqaCTulamMu 0oJiee TEMHOTO OBECTA. I[OHYCKaeTCH HaJuyue HeOONBIIMX KOMOYKOB.

4. KIMHUYECKHUE JAHHBIE
4.1. lloka3aHusi K NPUMEHEHUIO
[Ipenapar bunooun natenc 120 mokazaH K IPUMEHEHHIO y B3pOCIBIX B Bo3pacTe oT 18 Jer.
JucuupkynaTtopHas SHIe(anonaTus pasiyHOW STHONOTUH (pa3BUBAIOIIASCS BCIICACTBUE
WHCYIIbTa,  YEpErHO-MO3TOBOM  TpaBMbL, Yy  MAalUEHTOB  MOXHJIOIO  BO3pacra),
CONPOBOXK/IAIOIIASACSA: CHW)KEHHEM  BHUMAaHUS, OCJa0lIeHHeM MaMsiTH, CHIDKEHHEM
MHTEJUIEKTYAJIbHBIX CIOCOOHOCTEH, HapyIIEeHUEM CHA, TOJIOBOKPY)KEHHEM, IIIyMOM B yIIIax.
4.2. Pe:xuM 103MPOBAHUS M CIIOCO0 MPUMEHEHUs

PexxuM 103upoBaHus

ITo 1 kancyne 1-2 pa3a B JieHb.
[Ipu nByKpaTHOM peKUME TO3UPOBAHMS MPUHUMATh YTPOM M BEYEPOM, IIPU OJHOKPATHOM —

JKCJIATCIIbHO YTPOM.
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TICPBbIC PU3HAKH YIIYYIICHUS 0OBIYHO MOSBIAIOTCS yepe3 1 mecsi. Kypc neuenus He MeHee
3-x mecsineB. Eciu yepes 3 mMecsina ynydiieHre He HACTYMWIO WIM CUMIITOMBI 3a00JIeBaHUs
YCWJIMBAIOTCS, Bpad JOJKEH PEIIMTh BOMPOC O IEIeCO0OpPa3sHOCTH NalbHEHIeH Tepanuu.
[TpoBenenne MOBTOPHOTO Kypca BO3MOXKHO MOCTIE KOHCYIbTAIMU C BPAuOM.
Ecnu O mponyieH npueM mpernapara, HOCISAYIOMNNA €ro IprueM ClieyeT IPOBOIUTh Tak,
KaK 3TO yKa3aHO B JIAHHOM pasjelie, 03 KaKuX-JIM00 H3MEHEHUH.

CTH
besomacHocTs M 3 dekTUBHOCTE y aerel B Bo3pacte oT 0 g0 18 yreT Ha TaHHBI MOMEHT HE
YCTAHOBJICHBI. I[aHHbIe OTCYTCTBYIOT.

Croco0 npuMeHEeHHns

Buytps. Kancynel cnenyer nporyiaTeiBaTh LEIUKOM, 3alIMBasi HEOOJIBIIMM KOJIMYECTBOM BOJIBI,
HE3aBUCUMO OT BPEMEHH ITpHeMa IHIIH.

4.3. IllpoTuBonokazanus

['unepuyBCTBUTENBHOCTh K THHKIO JBYJIOMACTHOTO JIMCTbEB SKCTPAKTY WIM K JIIOOOMY W3
BCIIOMOI'aTEJIbHBIX BEILIECTB, IEPEUUCIIEHHBIX B pasjeine 6.1.; MOHMKEHHas: CBEPThIBAEMOCTb
KPOBH; OJpO3UBHBIA TacTPUT B CTaAUM OOOCTpEHMS; s3BEHHAs OOJEe3Hb Kelyaka U
JIBEHALIATUIIEPCTHON KHUIIKA B CTaJAWM OOOCTPEHUs; OCTpble HapyIIEHHS MO3TOBOTO
KpOBOOOpAIIEeHHsT; OCTPhIi HHPAPKT MHUOKap/a; 6epeMeHHOCTh (M. paszaen 4.6.).

4.4. Oco0Oble ykazaHusl 1 Mepbl IPeI0CTOPOKHOCTH NMPHU NPUMEHEHUH

C OCTOPOKHOCTBIO TPUMEHSIETCS Y MAIIEHTOB C AIIJICTICUEH, apTepUaIbHOU TUIOTEH3UEH.
He cnexyeT npeBbimath pekoMeHA0BaHHBIE 10361 npenapaTa bunoowun natenc 120.

[Ipu pa3BuTHM peakuuMu TUNEPUYBCTBUTEIBHOCTH INPUMEHEHHE IpenapaTa HEo0X0AUMO
MIPEKPATHUTD.

[Ipenapatbl, copepxkalue 3KCTPAKT JIUCTHEB THUHKIO JIBYJIOMACTHOIO, MOTYT IOBBILIAThH
CKJIOHHOCTB K KPOBOTEUEHHUSIM. B KauecTBe Mepbl MPeI0CTOPOKHOCTH MPUMEHEHHUE TIperapara
buno6un nntenc 120 cnenyer npekpatuth 3a 3—4 qHSA A0 XUPYPrU4e€CKOro BMEUIATEIbCTBA.
BaxxHo, 4YTOOBI MAIMEHTHI, KOTOPHIM TPEACTOMT XUPYPrHUECKOE BMEIIATEIbCTBO,
nporH(OPMHUPOBAIH Bpaya O MPUMEHEHNUH JTaHHOTO MpenapaTa.

[Ipy yacTO BO3HMKAIOIIUX OMIYIIEHUSIX TOJOBOKPYXEHHS M IIymMa B yIIaX HEOOXOIUMO
oOpatuThCsi K Bpady. B ciyuae BHE3alHOrO yXyJIIEHUS WIA IOTEPH ClyXa HYKHO
He3aMeJIUTeNIbHO 00paTuThcs K Bpady. [lanmeHTaM C MATOJOTHMYECKH MOBBIIICHHOM
CKJIOHHOCTBIO K KPOBOTEUEHUAM (T€MOpPParn4ecKuii uaTes) U NalueHTaM ¢ COMyTCTBYIOIIEH
AHTUKOATYJSIHTHOW M aHTHUTPOMOOIMTApHON Tepamuei mnpemnapar buinobun wuHTeHC 120
ClIelyeT IPUMEHSATH TOJIBKO MOCIE€ KOHCY/IBTALUU C BPAYOM.

He pexomennyercs npuMeHsaTh npenapat bunodun uarenc 120 BMecTe ¢ ajkoroiem.
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Ha (POHE UPHMEHEHHs NpPENnapaToB TI'MHKIO JBYJIONACTHOIO y MAalMEHTOB C JIUJIEICHEN
BO3MOYKHO TMOSIBJIEHUE SMUJIECNTUYECKUX MPUCTYIOB.

BcnoMorareapHbIC BEIIeCTBA

Jlakmo3svl Mono2uopam u oexcmposa

[TanmenTaM ¢ peako BCTpedYarOUIEHCs HACIEICTBEHHOM HENEPEHOCHUMOCTbIO TaJIaKTO3bI,
Ie(QUIMTOM JIaKTa3bl WM TIIOKO30-TAIAKTO3HOW ManbabcopOlmel He cieayeT NPUHUMATh
3TOT Mpenapar.

1 kamcynma mpemapara  bunmobwn — unTeHC 120 comepxkur 294 Mr - ycBOSIEMBIX
YIJIEBOZIOB — JACKCTPO3Y, JJAKTO3Y, KpaxMall KyKypy3HbIi (CM. pa3zaen 6.1.), 4To COOTBETCTBYET
0,0246 xnebupM equauIaM (XE); MakcuManbHas CyTouHas 03a (2 Karncyibl) COOTBETCTBYET
0,049 XE.

4.5. B3anMmopeiicTBHe ¢ JPYIrMMH JeKApPCTBEHHBIMHM NpenapaTaMd W JApyrue BHAbI
B3aMMOJCIHCTBUSA

OnHoBpeMeHHbIN TipueM npenapara brnoow natenc 120 ¢ aHTHKOATyASTHTaMU (B TOM YHCIIe
dbeHnpokyMoH, BapdapuH) WU aHTHArperaHTamMu (B TOM YHUCIE  KJIOMUAOTPE,
alleTUJICATTUIIMIIOBAsT KUCJIOTa), a TaKKe C HECTePOMIHBIMH HPOTHBOBOCHAIUTEILHBIMU
npenaparaMyd MOKET OKa3bIBaTh BIMSHHUE Ha JCHCTBHE YKa3aHHbBIX MPENapaToB, MOITOMY HX
OJTHOBpEMEHHBIN IpueM He pekoMmenayercs. OTHOBpEMEHHOE NMPUMEHEHHE C THA3HIHBIMU
TNYpETUKAMH, TPULUKINICCKUMHU aHTHUJICTIPECCAHTAMH, MIPOTHUBOCYIOPOKHBIMU
npernaparaMu, TeHTAMHUIIMHOM Tak)Ke HE PEKOMEHIYeTCsl.

Bo03MOXHBI €IUHUYHBIE CITydyau KPOBOTEUEHUS Yy MALMEHTOB, OJHOBPEMEHHO MPUHUMAIOIIUX
JIEKapCTBEHHBIE CPE/ICTBA, CHWKAIOIIME CBEPTHIBAEMOCTh KpOBU. [IpUumHHO-CleACcTBEHHAS
CBS3b JIaHHBIX KPOBOTEUEHHH C TMPHEMOM TIpenapaTroB TWUHKIO JIBYJIONACTHOTO HE
noATBepxkAeHa. B cimydae, eciiv OIHOBpEeMEHHOE MpUMEHEHHE C Bap(apuHOM SIBISIETCS
HEOOXOAMMBIM, PEKOMEHIYETCSl a/leKBaTHBII MOHHMTOPHHI IIOKa3aTeliell CBEPTHIBAEMOCTH
KpOBM B Hauajie Tepanuu mnpemnapatom bumooun untrenc 120, npu uU3MEHEHUU [03bI, MpU
3aBEpIICHUU Tepanuu mnpenaparoM bumobun waTeHC 120, a Takke mpw CMEHe mpernapara,
COJIEPIKAILIETO AKCTPAKT TMHKIO JABYJIOMACTHOTO.

[Ipy npumeHeHMH C THUIOTEH3UBHBIMH CPEICTBAMH BO3MOXHO IOTEHIMPOBAaHHE
THIMOTeH3UBHOTO 3(dekTa. OMHO HCCIeToBaHHE B3aWMOJEHCTBHS MMOKA3aJ0, YTO THHKIO
JIBYJIOMACTHOTO JIUCTHEB 3KCTPAKT MOXKET YBEJIMYHMBATh MAKCUMAJIbHYIO KOHIIEHTPAIMIO B
wiasMe KpoBH HH(enunuHa. Y HEKOTOPBIX YYAaCTHHUKOB WCCIEAOBAaHUS HAOIIOJAIOCH
YBEIMYECHHE MaKCUMaJIbHOM KoHUeHTpauuu 10 100 %, 4ro npuBOOMIO K pa3BUTHIO

TOJIOBOKPYKCHHA U YCHIICHUIO TSXKCCTH IIPUITUBOB.
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HE pCKOMCHIyeTCsl OJHOBPEMEHHOE NpUMEHEHHE C 3(PaBHUPEH30M, TaK KaK BO3MOXKHO
CHIDKEHUE €r0 KOHIICHTPAIIMH B TIa3Me KpOBH BClieACcTBHE MHAYKINHN n3odepmenta CYP3A4
10JT BJIMSIHUEM 3KCTPAKTA JIMCTHEB THHKIO JBYJIONACTHOTO.

UccnenoBanne B3aMMOJECHCTBUS C TaJIMHOJNOJIOM IOKA3bIBAET, YTO JKCTPAKT THUHKIO
JBYJONACTHOIO MOYKET HWHTMOMpOBAaTh KHIIEYHble P-rmukonmporenHbl. DTO  MOXET
YBEJIIMYMBATHh BO3JICHCTBUE UyBCTBHUTEIBHBIX K P-TIMKONpPOTEHHY JIEKapPCTBEHHBIX CPEACTB B
KHIIICYHUKEC, TaKNX KakK ,IIa6I/IFanaH, B CBA3U C YCM IIpU HUX OJHOBPECMCHHOM IMPUMCHCHHUHN
HEOOXOAMMO COOIIOATh OCTOPOKHOCTb.

4.6. ®epTHIBHOCTH, 0€PEMEHHOCTb U JIAKTAIUSA

bepemMeHHOCTh

DKCTpPaKT TUHKIO JIBYJIONACTHOTO MOXET YXYIIIUTh CIIOCOOHOCTh TPOMOOIIMTOB K arperaiuu,
YTO MOXET MOBBICUTh CKJIOHHOCTh K KpOBOTEUEHHUSM. Pe3ynbpTaTroB wHccieqoBaHuid Ha
KUBOTHBIX HEJIOCTATOYHO JJIsl OLUEHKH PENpOJyKTUBHOM TOKCMYHOCTH. llpuMeHeHue mnpu
OepeMEHHOCTH MTPOTHUBOIIOKA3aHO.

JlakTanus

HeusBecTHO, BBIAEIAIOTCS JIM METAOOJIUTHI HKCTPAKTA JIMCTHEB TMHKIO JIBYJIOHNACTHOTO C
TPYIHBIM MOJIOKOM, YTO HE TO3BOJIICT MCKIIIOUYUTHh PUCK JUISI HOBOPOXKICHHBIX/MIIJICHIICB.
[IpumeHeHue B nepuo rpyIHOTO BCKapMIIMBaHHsI HE PEKOMEHIYeTCsl.

DepTUILHOCTD

WccnenoBanus [uisi OLIEHKM BIMSHUS Ha (EpTHIBHOCTh JIIOJEH He mnpoBoawInuch. B
WCCIIEZIOBAHNY HA CaMKaX MBbIIIEH ObTO OTMEUEHO BIHMSIHUE Ha (PePTHIILHOCTB.

4.7. Bausinue Ha CIOCOOHOCTH YNPABJATH TPAHCIIOPTHBIMHU CPEACTBAMHU M padoTaTh C
MeXaHU3MaMH

B nmepuon mnpuema mpemapata cieayeT cCoOOJIOAATh OCTOPOKHOCTH TPHU  BBIMOJTHEHUH
MOTEHIIHAIEHO OMACHBIX BHUIOB ICSITEIHHOCTH, TPEOYIOMMX IOBBIMICHHOW KOHIEHTPAINH
BHUMaHUS M OBICTPOTBI TICHXOMOTOPHBIX peakuuid (B TOM 4YHCIE MPH YIPaBICHUH
TPAHCIIOPTHBIMU CPEJICTBAMH M MexaHu3Mamu). [Ipu pa3BUTHM HEXeNaTelnbHBIX PEaKIuil, B
TOM YHUCJIE TOJIOBOKPY)KEHUS, HEOOXOIMMO BO3ACPIKATHCSA OT YIMPABICHUS TPAHCTIOPTHBIMH
CpeICTBaMH U MEXaHU3MaMHU.

4.8. HexkenareJibHbIE peakuuu

PesroMe HexenaTenbHbIX PEAKIHMA

Knaccudukanms 49acToThl pa3BUTHS HEXKENATEIBHBIX PEAKIMA COTJIACHO PEKOMEHAISIM
Bcemupnoii opranuzanuu 3apaBooxpanenus (BO3): ouens yacto (> 1/10), wacro (ot > 1/100
1o < 1/10), mewacto (ot > 1/1000 no < 1/100), pexnko (ot > 1/10000 mo < 1/1000), oueHb peako

(< 1/10000, BkIIROUAsi OTJEIBHBIE COOOIIEHMS), YaCTOTa HEM3BECTHA (MCXOMAS U3 UMEIOIINXCS
4
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TMAHHbIX dacTOTy BO3HUKHOBEHHS OIPEAEIUTh HEBO3MOXHO). B  kaxmolt rpymme
HE)KeNaTeIbHbIE pPEaKlIUW TPEACTABICHBl B TOPSJIKE YMEHBIICHHS WX CEPbE3HOCTH.
HexenaTtenpHble peakuuu CrpYyNIUPOBaHbBI B COOTBETCTBHHM C TMOPSJIKOM HAa OCHOBaHHUH
cucteMHO-opranHbix kiaccoB (COK).

Hapywenus co cmoponst kposu u tumgpamuueckoti cucmemvl.

OUYEHb PEIKO — CHIDKEHHE CBEPTHIBAEMOCTH KpoBU. MIMeroTcst cooOIieHus: 0 BOSHUKHOBEHHUH
OpH  JUTMTEIPHOM TPHUMEHEHUM TIPEnapaToB THHKIO JIBYJIONACTHOTO KPOBOTCUCHHM
(KpoBOM3IIMSIHUE B TJIa3; HOCOBOE, LepeOpaIbHOE, JKETYIOYHO-KUIIEYHOE KPOBOTCUCHHE) Y
MaIMEeHTOB, OJJHOBPEMEHHO MMPHUHUMABIINX CPEICTBA, CHIDKAIOIINE CBEPTHIBAEMOCTh KPOBH.
Hapywenus co cmopoHnsl ummyHHOU cucmembl:

YacTOTa HEM3BECTHA — PEAKIUU THIIEPUYYBCTBUTEIHHOCTH, B TOM YHCJC aHA(PUIAKTUYCCKHMA
IIOK.

Hapywenus co cmoponvl nepgHou cucmembl:

OYCHb PEIKO — TOJIOBHASI 00JIb, TOJOBOKpPYKEHHE, OECCOHHMIIA.

Hapywenus co cmoponvl opeana ciyxa u 1a6upunma:

4acTOTa HEM3BECTHA — HAPYIIICHUE CITyXa.

JKenyoouno-kuweunvle napyuienus.:

OUYEeHb PEJIKO — TOIIHOTA, PBOTA, AHapesi, 00JIb B )KUBOTE.

Hapywenus co cmoponsl Kodcu 1 ROOKOHCHOU MKAHU:

OUYEHb PEJIKO — AJUIEPTUYCCKUE KOXKHBIC PEaKIMU (THIEPEMHUsI, OTEK, KOXKHBIA 3yJ, KOXHAs
CBITIb).

B cny4ae BO3HUKHOBEHHSI KaKUX-JIMOO HEXKENIATSIIbHBIX PEaKIUi MPUEM Tpernaparta CleayeT
MPEKPATUTh U OOPATUTHCS K JIeHaleMy Bpady.

Coo0111eH1Ee 0 MOJ03pEBAEMBIX HEXKEIATEIbHBIX DEAKIIMIX

BaxHOo co00mark O TOJ03pEBAEMBIX HEKENATENBHBIX PEAKIMSIX II0CIe PETUCTPAIUU
JICKapCTBEHHOTO0 Tperapara ¢ IeJIbl0  O00ECIEYCHUsT HENPEPhIBHOTO MOHUTOPHHIA
COOTHOIIICHUSI «IIOJIb3a — PUCK» JIEKAPCTBEHHOTO IpernapaTa. MeIHIMHCKUM pabOTHHUKAM
pPEKOMEHIyeTCsl coo0marh O JIOOBIX TOJ03PEBAEMBIX  HEXKENATENBHBIX  PeaKIUsIX
JICKApCTBEHHOTO Tperapara 4epe3 HallMOHAJIbHBIC CHCTEMbI COOOIICHUS O HEXKeIaTeIbHBIX
pEaKIusIX TOCYAapCTB — WieHOB EBpa3niickoro 3KOHOMHUYECKOTO CO03a.

Poccuiickas @eoepayus

109012, r. MockBa, CnaBsinckas 1., 1. 4, ctp. 1

denepanbHas ciayx0a 1o HaA30py B cdepe 3apaBOOXpaHEHUS

Ten.: +7 (800) 550 99 03

Anpec 211, mouthl: pharm@roszdravnadzor.gov.ru
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Beo-cant. ntps.//roszdravnadzor.gov.ru

Pecnybnuxa benrapyco

220037, r. Munck, ToBapuiieckuit niep., 1. 2a

PecnyOnukanckoe yHutapHoe mpeanpustae «LleHTp dKcmepTH3 W UCHBITAaHUA B
3/IpaBOOXPAHEHUIN

Ten.: +375 (17) 242 00 29

Anpec 31. noutsl: repl@rceth.by

Be6-caiiT: www.rceth.by

Pecnybnuxa Kazaxcman

010000, paiton baiikonsip, T. Actana, yn. A. Umanosa, a. 13, Bl «Hypcaynet 2»

PI'TI na ITXB «HaunoHanbHbIN HEHTP 3KCHEPTHU3BI JIEKAPCTBEHHBIX CPEACTB U MEAULUHCKUX
m3nenuwiiy Komurera MemumuHCKOTO W (apMareBTHIECKOT0 KOHTPOJss MUHHUCTEPCTBA
3npaBooxpanenust Pecnyonuku Kazaxcran

Tem.: +7 7172 235 135

Anpec 311. noutsr: farm@dari.kz

Be6-caiiT: www.ndda.kz

Pecnybnuxa Apmenus

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

«HayuHblii TIEHTp JKCHEPTH3bI JEKAPCTB U MEAMIMHCKUX TEXHOJOTUH HMMEHHU aKaJIeMHKa
3. 'abpuensnay

Ten.: +374 60 83 00 73

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

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

Keipevizckas Pecnybonuka

720044, Yyiickas obmacts, T. bumkexk, yi. 3-s1 Jluaus, 1. 25

JlenapTaMeHT JIeKapCTBEHHBIX CPEJCTB U MEAUIIMHCKUX U3ETUN

Ten.: +996 (312) 21 92 86

Anpec a1 moutsl: dlsmi@pharm.kg

Be06-caiiT: www.pharm.kg

4.9. llepeno3upoBka

Jlo HacTosIIero BpeMeHHu O Ciydasx Mepefo3upoBKU mpemapata bumoown maTeHc 120 He

COO00IIAIOCE.

5. ®APMAKOJIOTMTYECKHUE CBOMCTBA

5.1. ®apmakoguHAMHYeCcKHe CBOMCTBA
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DapMaKoTcpallcBTHUeCKas TPYINa: MCUXOAHAICTITUKY, CPEJCTBA JUJISl JICUCHUS JEMEHIIUM;
JIpyrue cpeAcTBa Jis JICUECHUs JeMEHIIUU
Kox ATX: N06DX02

MexauusM neiicTeys U hapMaKoIMHAMHUYECKUE CBOMCTBA

[Ipenapar buno6wun naTenc 120 pactuTenbHOro nMpoucxoxaeHus. [loBelmaer ycTOWYMBOCTD
OpraHM3Ma K THIIOKCUH, OCOOCHHO TKaHEW TOJIOBHOIO Mo3ra. TOpPMO3UT pa3BUTHE
TPaBMaTUYECKOTO WJIM TOKCHUYECKOTO OTeKa TOJIOBHOTO MO3ra, YAydllIaeT MO3TOBOE U
nepudeprueckoe KpoBooOpalIeHue, yaydlIaeT peoIoTHIeCKHe CBOMCTBA KPOBH.

OxkaspIBaeT [0303aBUCMMOE PETYIHPYIOIIee BIHUSHUE Ha COCYIUCTYIO CTEHKY, pacIIHpseT
MEJIKHE apTepHH, OBBIIIAET TOHYC BeH. [IpensTcTByeT 00pa3oBaHUIO0 CBOOOIHBIX PaJUKAaIOB
U TICPEKUCHOMY OKHCJICHHUIO JIMITUAOB KJIETOYHBIX MeMOpaH. Hopmamnu3yer BbICBOOOXKICHUE,
MMOBTOPHOE TIOTJIONMIEHHE W KaTabonm3M HelpomeanatopoB (HopanuHepuH, nodamuH,
AIlCTUJIXOJIMH) ¥ X CIIOCOOHOCTh K COCUHEHHUIO C PEIENITOpaMu. YIydllaeT OOMEH BEIIECTB
B OpraHax M TKaHfX, CIHOCOOCTBYET HAKOIUICHHIO B KJIETKaXx MaKpO3ProB, MOBBIIICHUIO
YTHIM3AIMHI KUCIOPOa U IIFOKO3bl, HOPMAJIU3alUA MEIUATOPHBIX MPOIECCOB B LIEHTPAJIbHOMN
HEpPBHOM CHUCTEME.

5.2. ®apmakokuHeTHYECKHE CBOIICTBA

AbcopOuus

[Tocne mpuema BHYTPb OHMOJOCTYIMHOCTH TEPICHIAKTOHOB (THHKTONWI A, THMHKronua B wu
ounobanu) cocrapnser 100 % (98 %) mis runkronuna A, 93 % (79 %) ans runkronuaa B u
72 % nns Ounobanuaa.

Pacnpenenenue

[Tpu mpueme BHYTPH MUK TUTA3MEHHOW KOHIIEHTPAIUN COCTABIISLI 15 HI/MII 171 THHKTOMMA A,
4 ur/mn juia rudkronuaa B u mpubnusurensHo 12 Hr/ma juist 6unobanuna. CBsa3bIBaHUE C
OerkaMu TUTa3Mbl KPOBH cocTaBiisieT: 43 % mis ruakroimaa A, 47 % mis ruakrommaa B u 67 %
I Omnobanuaa.

DJIMMAHAITAS

[lepuon monyBwiBenenuss — 3,9 waca (runkronun A), 7 yacoB (ruHkronua B) u 3,2 yaca
(bumobamuy).

5.3. /lanHbIe TOKJIHHUYECKOI 0€30I1aCHOCTH

B noxknmuHWYECKMX MaHHBIX, TMOJYYEHHBIX IO pe3yJbTaTaM CTaHIAPTHBIX HCCIEIOBAHMIMA
(dapmakosoruueckoli  0€30MacHOCTH, TOKCHYHOCTH TIPM  MHOTOKPAaTHOM  BBCJICHHH,
T€HOTOKCUYHOCTH, KaHIIEPOTCHHOTO MOTEHIMANla, PENpPOAYKTHBHOW M OHTOTE€HETHYECKOM

TOKCHUYHOCTH, 0COOBIH BpCa IJIs1 YCJIOBCKA HC BBISBJICH.
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ALIEBTUYECKHE CBOMCTBA

6.1. Ilepevyenn BcnoMoraTesbHbIX BelIeCTB

JlekcTpo3za xkuakas [JeKcTpo3a, OJIMro- U MoJINCcaxapu/isl |

JlakT03b1 MOHOTHIpAT

Kpaxman kykypy3Hbiit

Tanpk

Kpemuust quokcua KoJImouaHbIN

Marsnus creapat

Kpacurens xenesa oxcup uepHsiii (E172)

Kpacurens xxene3a okcup kpacubiii (E172)

Turana nuokcun (E171)

Kpacurens xenes3a okcua xentsiii (E172)

Kenatun

6.2. HecoBmecTUMOCTB

Henpumenumo.

6.3. Cpok roaHocTH (CPOK XpaHeHUs )

3 roxa.

6.4. OcoObie Mepbl IPEAOCTOPOKHOCTH MPHU XPAHEHUHU

XpanuTts Ipu TEmMIiepaType He Boliie 25 °C, B OpUruHaIbHOMN yIakoBKe.

6.5. Xapakrep u coep:kaHue NEPBUYHON YIIAKOBKH

[To 10 xanicyn B Onuctepe u3 komOunupoBanHoro Marepuana [IBX/IIBIAX u doabru
AJIOMUHHUEBOM.

[To 2 nnm 6 GiMcTepOB BMECTE € JIMCTKOM-BKJIQIBIIIEM TIOMENIAOT B TAYKy KapTOHHYIO.

He Bce pazMepsl ynakoBOK MOTYT OBITh JOCTYITHBI JJIs1 PeaTH3aIiH.

6.6. QOcoOble Mepbl NPeIOCTOPOKHOCTH TNPUH YHUYTOKEHMH HCHOJIb30BAHHOTO
JIEKAPCTBEHHOT'0 Mpenapara WJIH OTX0A0B, TMOJYYEeHHbIX Mocje MNPUMeHeHHs
JIEKAPCTBEHHOI0 Mpenapara, u Ipyrue MAaHUMYJISIUH C PenapaToM

OcoObie TpeOOBaHUS OTCYTCTBYIOT.

7. JEPXKATEJIb PETUCTPAHUOHHOTI'O YAOCTOBEPEHUSA
CroBeHus
AO «KPKA, n.1., HoBo mecto», [lImaprenika necta 6, 8501 Hoo mecto
Ten.: +386 7 331 21 11
®axkc: +386 7 332 15 37

Anpec s11. noutsl: info@krka.biz
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/.1 TIpeaACTABUTEIb JAepiKaTe/Isd PEruCcTPaAallMOHHOI'0 YI0CTOBEPECHUSA

IIpeTen3uu HOT‘DCGHTCJ’ICﬁ HaIrpaBJIATE 110 aAPCCy:

Poccuiickas @edepayus

000 «KPKA-PYC»

143500, MockoBckast 00u1., T. UcTpa, yin. MockoBckas, 1. 50

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

®axc: +7 (495) 994-70-78

Anpec an1. moutsl: krka-rus@krka.biz

Be6-caiiT: www.krka.biz

Pecnybnuxa benapyco

[IpencraButensctBo AkimonepHoro obmiectBa «KRKA, tovarna zdravil, d.d., Novo mesto»
(Pecryonmka CrnoBenust) B Pecniy6niuke benapychb

220114, r. MusCck, yn. @unumonosa, a. 25T, oduc 315

Ten.: 8 740 740 9230

®axc: 8 740 740 9230

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

Be06-caiiT: www.krka.by

Pecnybnuxa Kazaxcman

TOO «KPKA Kazaxcran»

050059, r. Anmarsl, rip. Anb-®apabdwu, 1. 19, odpuc 207

Ten.: +7(727) 311 08 09

®axc: +7(727) 311 08 12

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

Be6-caiit: www .krka.biz

Pecnybnuxa Apmenus

[IpencraButensctBo «Kpka, 1.1., HoBo Mecto» B Pecybrke ApmeHust
0001, r. EpeBan, yn. Han6aunsan, 1. 106/1 («CAAT-HOBA» BU3HEC-UEHTP), oduc 103
Ten.: +374 11 560011

Anpec s11. noutsl: info.am@krka.biz

Be6-caiit: www .krka.biz

Kuoipevizckaa Pecnyoauka

[IpencraBurensctBo AO «KPKA, ToBapHa 3apaBui, a.1., HoBo mecto» B Keipreiscrane
720040, Yyiickas obmacTs, r. buikek, OynbBap OpkuHAUK, A. 71, 610K A
Ten.: +996 (312) 66 22 50

Anpec 511. noutsl: info.kg@krka.biz
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8. HOMEP PETUCTPAIIMOHHOT'O YJJOCTOBEPEHMUSI
JITI-Ne(000190)-(PT-RU)

9. JATA MEPBUYHOI1 PETUCTPALIUMA (MOATBEPKIEHUS
PETMCTPALIMM, HEPEPETUCTPALIAN)

Jlata nepBoii peructparuu: 6 anpens 2021 r.
10. JATA IIEPECMOTPA TEKCTA
OOmast xapakTepHUCTHKA JIEKapCTBEHHOro mpenapara bumobun wmuTeHc 120 noctymHa Ha

uHpopMaIMoHHOM moprane EBpa3uilckoro 3KOHOMHMYECKOrOo CO03a B HMH()OPMALMOHHO-

KOMMYHUKalMOHHOH cetu «IHTepHeT» https://eec.eaeunion.org.
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