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10 IPUMEHEHUAIO JIEKAPCTBEHHOI'O CPEJICTBA
TAHAKAH

pacTBop /IS pHeMa BHYTPb 40 Mr/mi

OO 7R 2043 ./295|

MesxxayHapoaHoe HenaTenToBanHoe HanmMeHoBanue: Ginkgo folium

COCTAB Ha 1 mi (1 f1o3y) B Mr, MII:

AxmueHulil unzpeouenm:

DKCTpAKT JIUCTheB | mHKTO OGMI00a CTAHAAPTU3UPOBAHHBIN CyX0H™*: ............ 40,000 Mr
8,8 — 10,8 Mr (;1aBOHOTTMKO3UA0B

1,1 — 1,4 mr ruakromunoB A, Bu C

1,0 — 1,3 Mr 6unobanuaoB

BcnomozamenvHuie eewyecmeaq:

Harpus CAXAPMEAT . .ovcessmssnssnsinnssssisissssssssssisnsssmssssisssassinssassnessessssissnsorsnss 5,000 mMr

ATIEJIECHHOBAS 3CCEHIUA PACTBOPHMAS. ....ccrcuverrurreesuecssresssnnessnsssssessasssassnns 0,0075 mn
JIMMOHHAS 3CCEHIUA PACTBOPHMA ....vvervierresrersuessessnsssessessnsssessessassesssssasaans 0,0075 mn
DTAHOJL +vvvvvveveerrssesssesssesssesssesssesssesssssssssssssssnss seeesessssssesssssssssssssssssssssssssssenns 0,5900 mn
BOIa OUHIIEHHA. ......vvvvveeeeeiiiiiivrnieeeeeeeeeeeeeesessesessssnsssssssesesesssssssssnnne mo  1,0000 mn

* 1-u sxcmpazenm. ayemon 60%
Coomnouienue coipos Kk noiydenHomy sxkcmpakmy (DER) = 35-67:1

BHuManue: JiekapcmeeHHoe cpedcmeo cooepxycum 57% Imuioeozo CRUpma, 4mo cocmagiaem
0,45 2 Ha 00uH npuem (00Hy 003Y).

Omucanne: @nakoH KOpPHUYHEBOI'O CTEKIIA, conepxcamnifl XKUJIKOCTh KOPHYHEBO-OPAaHXXEBOT'O
[B€Ta C XapaKTCPHbIM apOMAaTHYCCKHM 3aIllaXOM. HpI/I Pa3sBEOCHHUH - IIPAKTHYICCKH OecrBeTHas
apoMaTH4eCKas XXUIAKOCTb.

®APMAKOJIOTHYECKUE CBOMCTBA:

®dapmakoTepaneBTH4ecKas rpynna: [Ipoure cpeicTBa Iis JIEYECHHUs IEMEHIINH.
Kox ATC: N06DXO02.

dapMakoIHHAMHYECKHE CBOHCTBA

MexaHu3M JEHCTBHS JIEKAPCTBEHHOTO CPEACTBA HE YCTAHOBIIEH.

B  KIMHMYECKMX  HCCIE[IOBAHMSX  CTAHIApTM30BAHHOTO  OKCTpaKTa THHKro  Omioba
IIPOJIEMOHCTPUPOBAHO TIOBBILICHUE repebpanbHON AKTUBHOCTH 1o JTAHHBIM
SIIEKTPO3HIE(ATIOrPAMMEI, CHIDKEHHME BSI3KOCTH KPOBH M arperaiyd TPOMOOLMTOB, YBEIMYCHHE
nepdy3uu B OTAEBHBIX 00JIaCTSAX FOJIOBHOIO MO3ra y 310poBbIX JIHII B Bozpacte 60-70 net. Tawoke
oOHapyeHbl cocymopacumpstomye 3pGeKTsl MpH  HCCIEIOBAHHM KPOBEHOCHBIX —COCYJIOB
IPEeAIUICYHiA, YTO IIPUBOIWIIO K MOBBIIIEHUIO PETHOHATIEHOIO KPOBOTOKA.

ITOKA3AHUSA K IPUMEHEHUIO:

CHUMIITOMaTHYEeCKOE JICYEHUE KOTHUTHUBHBIX paccmoﬁcm Yy HaMeHTOB ITOXXUJIOTO BO3pacTa, 3a
HCKIIOYEHHEM OOJIBHBIX C NOATBEP>KIACHHBIM JHArHo3oM JAE€MECHIIHH, 6oJie3HH HapKanona,



KOTHHTHBHBIMH PacCTPOHCTBAMH ATPOTEHHOIO MPOMCXOXICHUS WM BTOPUYHBIMH KOTHHTHBHBIMA
pPacCTPOHCTBAMHU BCIIENICTBHE JIEIPECCHH M METAb0TMYECKUX HAPYIIEHUH.
TAHAKAH nokazad TOJIBKO VIS B3POCIIBIX X mqn}mfuprgospacm

Cnoco0 npuMeHeHHs H 103bI: 6 6 Iy - 2 [] 2 (F

TAHAKAH Ha3nadaercs 1o 1 M pactBopa i IpHeMa BHYTPh 3 pa3a B CYTKH BO BpeMs €[Ibl,
pacTBOpsis B IOJIOBUHE CTaKaHA BOBL

Hcnosp30BaTh MUNETKY - Jo3arop: 1 go3a = 1 MJI MUTEEBOTO pacTBOpa = 40 MI' 4MCTOro SKCTpaKTa.

JUTMTEIBHOCTE  Kypca ompesieisieTcss BpadoM C y4eToM OcoOeHHoCTed —3aboneBaHus,
TIEPEHOCHMOCTH JIEKAPCTBEHHOTO CPEZICTBA M IOCTHTHYTOro 3 dexTa.

HpOTHBOl'lOK&B&HHﬂ:

[HIIepvyBCTBUTEILHOCT K KOMIIOHEHTaM JIEKapCTBEHHOI'O CPEJICTBA.
bepeMeHHOCTS.

[lepuon xopMIIEHHS TPy IBIO.

Jerckuit Bo3pact 1o 18 ner.

Oco0ble ykazaHHS H NPEI0CTOPOKHOCTH NPH NMPHMEHEHHH:
[Tepen HaYaIOM IPEMEHEHHS IpenapaTa MPOKOHCY IBTHPYHTECh C BPa4OM.

Jlexapctennoe cpenctBo TAHAKAH, pacTBop mis mpueMa BHYTpb, CONEPKHT 57% 3THIIOBOTO
crupra (a1koross), To ecTb 10 450 Mr Ha pa3oByio 103y B 1 Mil. JIaHHOE KOJIMYECTBO STHUIIOBOTO
crupra coorBeTcTByeT 11,3 M muBa wnu 4,7 M BUHA Ha OIHY J03y. B cBfi3u ¢ cozmepkanueM
STHJIOBOTO CIUPTa JIEKApCTBEHHOE CPEACTBO IPEACTABJISAET OIACHOCTh MpPH IPUMECHEHHH Y
OONBHBIX AIKOTOJM3MOM. Taike MaHHBIA (aKT ClefyeT y4YMThIBATH IIPH HCIOJb30BAaHUH
mpemnapata y O€peMEHHBIX M KOPMSINMX JKCHIIMH, fJered 1m0 18 jer, y maumueHToB c
HEIOCTATOYHOCTRIO (DYHKIMM TIEYEHH ¥ SITHJIETICHEH (TPYIIIbI TAIHEHTOB BEICOKOTO PHCKA).

C OCTOPOXXHOCTBIO CJIeAyeT Ha3Ha4yaTh JIEKAPCTBEHHOE CPEICTBO OJHOBPEMEHHO C IPYTHMH
TpenapaTaMu, MeTaboJIi3M KOTOPBIX peausyercs mocpenctsoM nuroxpoma P450-3A4 (CYP3A4).

[laieHTaM ¢ MOBBIIIEHHBIM PHCKOM pa3BUTHUS KPOBOTECUYCHHUS (reMopparm{ecme I[PI&TCBLI), a
TaK)Ke ITallMeHTaM, NMPHHUMAIOIMM aHTHKOAryJISHTHBIC W AHTHArp€raHTHBIC CPEIACTBA, IIEPCA
IIPHUEMOM JICKapCTBEHHOTI'O IIpErapara CJICAYET NIPOKOHCYJIbTUPOBATHLCS C BPAIOM.

JlexapCTBeHHBIE CpEICTBA, COJEpXKalie T'MHKro 6unoba, MOTyT YBEIMYHTH PHUCK pa3sBHTHA
KpoBoTeueHus. [IpueM JieKapCTBEHHOro Mpemnapara JODKeH ObITh NpekpameH 3a 3-4 [IHA JI0
OIEPaTHBHOTO BMEIIATEIbCTBA.

V NaIMeHToB ¢ SMUIENICHeN TPUEM MpenapaToB FTHHKIo O1i1o0a MOXET CIIPOBOLMPOBATh PAa3BUTHE
CyIOPOXHOTO IIPUCTYTIA.

He pexoMeHIyeTcsl OTHOBPEMEHHOE IIPHMMEHEHHE MpenapaToB rHHKro 6mo6a u a¢dasupensa ( cM.
paznen «B3auMoecTBHE C NPYTUMH JIEKAPCTBEHHBIMH CPEACTBAMHEY).

Eciu BO Bpems mpueMma JIeKapCTBEHHOT'O CpECTBA CUMIITOMBI COXPAHSIOTCS HIIM IPOMCXOIUT
YXYZALICHHE COCTOSHUS, He0OX0IMMa KOHCYJIbTallisl Bpaya.

B3zanmopeiictBHe ¢ JApPYrHMH  JIeKAPCTBEHHBIMH  CPEACTBAMH H  JApyrue ¢hopmbI
B3aUMOJEHCTBHH

Pe3ynbTaThl  KIMHMYECKMX HCIBITAHMM  JieKapcTBeHHOro  B3ammopeictus  EGb 761%®
TIPOIEMOHCTPHUPOBAIH JMOO yCHJIEHHE, MO0 yrHEeTeHHE aKTHBHOCTH M30()epPMEHTOB LIMTOXpOMA
P450. YpoBens Mugazonama u3MeHsUics mocie BeeneHuss EGb 761®, npemoNoKUTENBHO 32 CYeT



ux B3aumoyeiictusi Ha CYP3A4. C 0CTOPOXXHOCTBIO CIIEAYET HMCITONB30BaTh IIperapaThl IMHKIO
6u1100a ¢ JIEKapCTBEHHBIMH CPECTBAMH, METab0IM3M KOTOPBIX ocylnecTBisercs yepes CYP3A4, a
TaKKeE C JIEKAPCTBAMH, UMEIOIIUMH Y3KUI TepaneBTHYECKUH HHIEKC. - 1P

Haimune B cocrase sranona: (0,45 r Ha 1 103y) HEOOXOAMMO YYHMTHIBATh IIPH OJHOBPEMEHHOM
IPUMEHEHUH CO CIIETYIONIMMH JI€KapCTBEHHBIMH CPEICTBAMM: 66 L Vi 021
el ot L 4

- JlexapcmeennviMu  CpeoCmeamy,  Gbi3bIBAIOUUMU  OUCYTbHUPAMONOOOOHYIO  peakyuio
(BO3HHKHOBEHHE JKapa, OKpPaCHEHHE KOXHBIX IOKPOBOB, PBOTA, TAXMKAp/Hs) IIPH COBMECTHOM
TIPHEME C AITKOTOJIEM:

nucynbdupam, nepamannon, nedomnepason, naraMmokced (aHTHOAKTEpHAIBHBIE CPECTBA TPYIIIbI
nedanocrnopuros),  xiopampeHuKon  (aHTHOAKTEpHANbHOE  CPENCTBO),  XJIOPIPOIAMMII,
TUOCHKIIAMU/I, TIHIHM3HI, TOJNOyTaMHu[ (aHTUAUAOETHYECKHE THUIIOIIMKEMHYECKHE CpE/ICTBa,
IPOU3BO/IHBIE CYTb(GOHUIMOYEBHHBI), TPH3€0(yILBHH (IPOTHBOrPUOKOBOE CPENCTBO), HUTPO-5-
MMH1a30J161 (METPOHHUA30JI, OPHUAA30], CEKHU/Ia30J1, THHHIA30]), KETOKOHA30JI, IpoKapOa3uH
(LM TOCTATHYIECKOE CPENICTBO);

- JIexapcmeeHHbIMU CpeOCcmBamy, Y2HeMarouuMu QYHKYuu YyeHmpanbHou HepeHOU CUCMEMbL.

HeobxomuMo mM30erath OJHOBPEMEHHOTO IIPUMEHEHHs JPYTHX JIEKapCTBEHHBIX CPEJICTB,
COMIEpIKAIIMX STHIIOBBIA CIIUPT.

JlekapcTBEHHBIE IIperapaThl Ha OCHOBE THMHKIO OWio0a IpH OJHOBPEMEHHOM MpHEME C
AHTHKOATYJIIHTHBIMH CPEACTBaMH (HampuMmep, GEeHIpoKyMOH, BaphapyH) WM aHTHarperaHTHIMH
cpeicTBamMu (HampuMep, KJIOMHAOTPeNb, alleTHICATUIUIOBAs KHUCIOTa M APYrHe HECTEPOHIHbIC
IPOTHBOBOCIIAIUTE/bHBIE IPETIAPaThl) MOTYT BBI3BIBATD yCHIICHHE MX JEHCTBHS.

I[TpoBe/leHHBIE WCCIENOBAHMSA HE BBIABMIIM B3aMMOJEHCTBHs IpENaparoB THHKro Omioba c
Bap(papyiHOM, OJHAKO IIPH HUX COBMECTHOM IIPHEME PEKOMEHIYETCs IPOBOAMTH aJCKBATHBIA
MOHMTODHMHI I1apaMeTPOB CBEPTHIBAHMS KPOBM B Hayale MNpHEMa, NPH HM3MEHEHHH [I03BL,
3aBepIIEHHM [IPUEMA HITH [IPU 3aMEHe ITperapaTa 'MHKro 6unoba.

HWccnenoBanus B3aMMOJEHCTBHS ¢ TAJMHOJIONOM MOKa3aJ, YTO Ipenaparsl THHKIo 6u1oba MoryT
MHTHOUPOBATh P-TJIMKONPOTEHH B KHUIIEYHHKE. OTO MOXET NPHUBECTH K YCHJICHHIO BO3ICHCTBHSA
JIEKapCTBEHHBIX CPEICTB, METab0IM3M KOTOPHIX 3aBHCHT OT P-riMKOmpoTenHa, Hampumep,
naburarpana stekcunara. Heo6xommumo co6monaTe 0CTOPOXKHOCTE MPH COBMECTHOM Ha3HAYCHHUH
IpenapaToB rMHKro 6un06a u naburarpana.

Iuakro 6wnoba Moxker mnoBemuaTh Cmax HHbenmemuHa (y oraemsHbIX jmn no 100%),dro
COIIPOBOXIAETCS TOJIOBOKPYIKEHHEM U YCHJIEHHEM IIPHJIABOB.

O/HOBpPEMEHHOE IPUMEHEHHE IpenapaToB T'MHKro 6unoba u 3(aBupeHsa He peKOMEHIyeTCs, Tak
KaK KOHIIEHTpalus 3(paBUpeH3a B [U1a3Me MOXKET OBITh yMeHbINeHa u3-3a uHAyKun CYP3A4.

B ciryyae OHOBPEMEHHOIO IMpHEMa JPYTHX JIEKAPCTBEHHBIX CPEJICTB, B TOM YUCIIE OTITYCKaeMBIX
6e3 perernTa Bpada, He0OX0IUMO 0OpPAaTUTECSA K Bpady.

BepeMeHHOCTD M JIAKTAIHA:
bepemennocmo

B03MOKHO MOBLIIIEHHE PHCKA KPOBOTEUECHHUs. JIEKapCTBEHHOE CPEJICTBO IPOTHBOIOKA3AHO IIPH
O6epeMEHHOCTH.

Jlakmayus

Uudopmanus 0 NPOHHKHOBEHHH KOMIIOHEHTOB JIEKADCTBEHHOIO CPEICTBA B IPYAHOE MOJIOKO
oTcyTcTBYyeT. JIEKapCTBEHHOE CPEACTBO HE CIEAyET IPHHMMATh BO BPEMsl KOPMIICHHUS TPYABIO B
CBSI3U C OTCYTCTBHEM aJIeKBATHBIX JaHHBIX.

Binsinne npenapara Ha CIOCOGHOCTH YNPABJIATH TPAHCIIOPTHLIMH CPEACTBAMH M paboTaTsh ¢
JABHMOKYIIMMHCH MeXaHH3MaMH:



Vccrnenosanus 1o m3ydeHmio BmmsHua EGb 761® Ha crmocoGHOCTH yIpPaBIIATH  TPAHCIIOPTHBIM
CPeZCTBOM H paboTaTh C MEXaHM3MaMH HE IIPOBOIAIIHCE.

JlexapCTBEHHOE CPEICTBO COEPXKHT ITHIIOBBIH cMpT! B mepros jiedeHus CiiefyeT Bo3aepxaTsest OT
YIIpaBlIeHUs TPAaHCIOPTHBIMA CPEICTBAMH M BBINIOJHEHHS OpYrod paboTel, Kotopas TpeOyer
MOBBIIIEHHOTO BHUMaHUsI, OBICTPBIX ICUXWIECKUX U JIBUTATEBbHBIX PEAKIIHHA.

HO PB

IToGounbIe 3¢ PeKThI 66 L -2 021

[Io pesynbTaraM [STHJIETHETO KIMHAYECKOTO HCIBITAHWs, TPOBEJCHHOTO JUIS  OLEHKH
sddpexTrBHOCTH U GesomacHocTH mpuMeHenuss TAHAKAHA B nose 120 Mr mBaxel B IeHb y
narmenToB crapme 70 net (2-31-00240-011), HanGonee JacTbiMK MOGOYHBIMA peakumsiMu (> 5%),
ObUTH O0JIH B )KHBOTE, Uapes ¥ FOJIOBOKPYKEHHE.

IToydeHs! cOOOMIEHHs O PA3BUTHH KPOBOTEYEHHH PasiMYHOM JIOKaIM3alyy (TIa3HbIC, HOCOBBIE,
nepeGpaTbHEIE, KeNTy I0YHO-KHUIIeUHbIE) Ha (OHe MpreMa MpenapaToB IHHKro 61iioda, 4acTora uX
HEHU3BECTHA.

BhIsIBJICHHbBIE HEXXENaTeIbHbIE I0O0UHbIE PeaKIiK KIaCCH(PUIUPYIOTCS B 3aBUCHMOCTH OT YacTOTHI
UX BO3HMKHOBEHHMS: OYeHb yacTo: > 1/10, gacTo: ot > 1/100 mo < 1/10, Hewacto: ot > 1/1000 mo <
1/100, pemko: ot > 1/10000 mo < 1/1000, ouens penko: oT < 1/10000, gacToTa He U3BECTHA: HE
MOeT OBITH OlIEHEHA Ha OCHOBE MMEIOIIMXCS JTaHHBIX.

Hapywenus co cmoponbl HepEHOU CUCTEMbL

YacTo: ToJI0BOKPYIKEHHE, FOJIOBHAs 601, 0OMOPOK
Hapywienus co cCmopoHbl UMMYHHOU CUCTEMbl

YacTo: peaKiyy THnepyyBCTBUTEIbHOCTH, OZBIIIKA
HewyacTto: xpanuBHHIIA

Peiko: aHrHOHEBPOTHYECKUH OTEK

Hapywienusi co CmopoHbl Jicesly004HO-KUue4H020 mpakma
Yacro: quapesi, 60JIH B )KMBOTE, JUCTICTICHS, TOIHOTA
Hapywenusi o cmopoHblL KOX*CU U NOOKOICHBLX mKaHeu
Yacro: 3K3eMa, 3y1

Hewacro: cpiib

B ciydae BO3HMKHOBEHHS OGOYHBIX PEAKIUH, B TOM YHCJIC HE YKa3aHHbIX B JIAHHOW MHCTPYKIUH,
ClleyeT PEKpaTHTh IPUEM JIKapCTBEHHOTO CPEJICTBA M 00PAaTHTBLCA K Bpady.

OT4YETHOCTH O MPEIIOIAraeMBIX MOOOUHBIX PEAKIHAX

OTYETHOCTH O HEXXeNaTeIbHBIX PEaKIUAX IOCIIE PETUCTPALHH [IperapaTa HMEET BXKHOE 3HAUCHHE.
DTO MO3BOJSET MPOBOJMTH HENPEPHIBHBIA MOHHTOPHHI M OLEHKY COOTHOIICHHA I10JTb3a/PUCK
npenapara. CrelamucrtaM B 00IacTH 31paBOOXPAHEHUS CICAYeT coobmars 000 BCEX CiTydasx
HeONAaroNpUATHBIX ~peaKiyii BCIEJCTBHE IpHeMa JIEKAPCTBEHHOTO CpPEACTBA B - paMKax
HAIMOHAJILHOM CHCTEMBI OTYETHOCTH.

Ilepeno3npoBka

Mudopmarmst 0 ciTydasx NepeI03UPOBKH JIEKapCTBEHHOTO CPE/ICTBA TAHAKAH oT1cyTCTBYET.

HecoBMecTHMOCTH

He npumenuMo.

Cpok roaHocTu



3 rona.
He KCIob30BaTh I0CIIE HCTEYEHUA CPpOKa OAHOCTH, YKa3aHHOTO Ha yTaKoBKe.

Oco0ble npegocTepeKeHus NPH XpaHEHAH

XpauuTh npu TeMnepatype He Bpme 25°C. -
XpaHUTh B HEAOCTYITHOM I JETEH MECTe. HL FPbB

ITo 30 M1 pacTBOpa BO (hJIaKOHE W3 KOPUYHEBOrO CTEKNA, 3aKPBITOr0 3aBUHYMBAOIICHCA
KPBILIKOH 6€I10r0 1[BETa ¢ KOHTPOJIEM IIEPBOTO BCKPHITHS, B KOMILIEKTE C [TANIETKOH-103aTOPOM
¥ JIACTKOM-BKJIA/IBIIIIEM B KAPTOHHOH KOpOOKe.

®opma BHIITYCKA H YIIAKOBKA

YCJIOBUS OTITYCKA U3 AIITEK

JlexapcTBEHHOE CPEZICTBO OTITyCcKaeTcs 6e3 perenTa.

JEPXATEJIb PETUCTPAITMOHHOI'O YAOCTOBEPEHHUS
Ipsen Consumer Healthcare

65 Quai Georges Gorse Boulogne-Billancourt

Opanuus

NMPOU3BOAUTEJIb
Beaufour Ipsen Industrie

Rue Ethé Virton 28100 DREUX
OpaHnus



