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Memﬂynapomloe HenaTeHTOBAHHOC HJIH rpynnHpoBovHocC HAHMCHOBAHHE! ['uHKro

JIBYJIONACTHOTO JIMCTHEB HKCTPAKT
JlexapeTBenHasn dpopma: TabNeTKH NOKPBITHIE INIEHOYHOH 000I0YKOH

Cocras (Ha 1 TadjeTKy):

Leiicmeyiowee eeuecmeo.

"HHKTO JBYJIONACTHOTO JIMCThEB SKCTpakKT cyxoi (EGb 761%):
22.0-26,4 % (GpnaBOHONTJIHKO3HIOB H

5.4-6,6 % r’UHKrOJIH10B-01100aJIH10B 40,00 mr

Benomoeameinvhble gewgecmea:

Hopo:

JlaxTo3bl MOHOTHAPAT 82,50 mr
[lenmarono3a MUKPOKPHCTAIUTHYECKAs 50,00 mr
Kpaxman KyKypy3HbIH 37,00 mr
KpemuHs JUOKCHL KOJUIOH IHBIH 28,00 mr
Tanbk 11,25 Mr
Maruus cTeapar . 1,25 mMr
Obonouka:

Maxporon 400 1,50 mr
['unpomenosa (E464) 6,00 mr
Makporosn 6000 1,50 mr
Turana nuokeug (E171) 1,00 Mr
XKenesa nuokenn kpacHslit (E172) 0,70 mr

/



Onucanne: JBOAKOBBIIYK/IbIE KPYIJIble TaOIETKH, MOKPHITHIE TIEHOYHOH 000I0YKONH KHPITHIHO-

KpaCHOI'O LIBCTA.

Ha n3s10Me TabIeTKH HMEIOT CBETJIO-KOPHUHEBOE OKpAllnBaHuE H ceH(HUECKHI 3anax.

dapmakoTepaneBTHYeCKasi  rpynna:  AHTHOIPOTEKTOPHOE  CPEACTBO  PACTHUTCIILHOTO

NPOHCXOKICHHA

Koa ATX: N0O6DX02

@apMaKoJIOTHYeCKHE CBOHCTBA:

DapmaroOuHamMuKa

[T0BBIIAET YCTOWUYHBOCTH OPTaHU3Ma K MHIIOKCHH, 0COOCHHO TKaHEH TOJIOBHOTO MO3ra. YIy4iaeT
MO3rOBOE M TepH(EpHuecKoe KpOBOCHAOKEHHE, YIyduliaeT peosiorHio Kpou. OxasbiBacT
JI0303aBHCHMOE  PETYJIHPYIOIIee BIMSAHHE HA COCYIHCTYIO CTEHKY, pPaclIMpsAeT MEJIKHE apTepHH,
nopplliaeT TOHyC BeH. [lpemsrcTByeT o00pa3zoBaHHIO CBOOOJHBIX PAJHKANOB M INEPEKHCHOMY
OKHMCJICHHIO JIMITHIOB KIETOYHBIX MeMmOpaH. Ynyumaer oOMeH BEIIECTB B OpraHax M TKaHsX,
CocOOCTBYET HAKOIUICHHIO B KJIETKaX MAaKpOSpros, [OBBIMICHHIO YTHIIHM3ALHMH KHCIOPOAA H

TJIFOKO3bI, HOpMAIH3alud MEIHATOPHBIX ITPOLECCOB B L[eHTpa.HbHOf"I HepBHOﬁ CHCTEMEC.

DapmaKkoKkuHemuKa
BcacbiBaHue
[Tocite 1epopaabHOTO BBEJEHHS OHOAOCTYIMHOCTh TEPIIEHIAKTOHOB (THHKIOJIMA A, THHKIOTHA Bu

6unobanun) cocrapnser 80 % aua runkonmaa A, 88 % juis ruakronuaa B u 79 % s 6unobanuja.

PacnpeaeseHue

[TMK rIa3MEHHOH KOHLEHTpAalMH COCTAaBIsT 16-22 Hr/mn juis runkromuza A, 8-10 wr/mu s
runkronaaa B u 27-54 wur/mn juig 6unobanuaa moclie BBEACHHS BHYTPh B (dopme TabIETOK.
CesizpiBanMe ¢.0eJKaMu M1a3Mbl KPOBH cocTaBisieT: 43 % nuis runkomuaa A, 47 % s THHKTOINA

B u 67 % nns Ounobanuja.

BriBeenue

[Tepuon monyebiBeaeHust — 3,9 yaca (ruHKomua A), 4-6 uacoB (runkonna B) um 2-3 waca

(6unobanum).



[Moxka3aHHA K NPHMEHEHHI0

- CHMIITOMATHYECKOE JICYEHHE KOTHUTHBHBIX HapYLICHHH Y B3POCIIbIX

- B cocraBe KOMIUIEKCHO# TEpanuy rOJOBOKPYKEHHS BeCTHOYIAPHOrO MPOUCXOK/ICHUS B KaUeCTBe
BCIIOMOTATEIBHOIO JIEUSHHUS B IOMOJIHEHHE K BECTHOYIAPHOH peaOdMiIHTalliH,

- CHMIITOMATHYECKOE JIEYEHHEe THHHUTYCA (3BOH HJIH LIYM B YLIAX).

IpoTHBONOKA3aAHHA

[ToBbILEHHAs YYBCTBHTENEHOCTh K KOMIOHEHTaM mpenapata, Bospact 1o 18 jeT (3¢ ek ruBHOCTS U
Be30MacHOCTh HE M3YYeHbI), MOHWKEHHAs CBEPTHIBAEMOCTh KPOBH, DPO3HMBHBIA racTpUT B CTalHH
oGocTpeHus, si3BeHHAs OOJE3Hb KEMyNKa M JBEHaIATHIICPCTHON KHIUKH B CTaIM¥ OOOCTPEHHS,
ocTphble HapylIeHHs MO3TOBOr0 KpOBOOOPAILEHHs, OCTPhIH HHpApKT MUOKap/a, HeNepeHOCHMOCTh

JIAKTO3bI, ﬂe(l)HHHT JAKTa3bl, MNIHKO30-TajlaKTO3Hasdz Maﬂba6COp6HHﬂ.

C 0CTOPOXKHOCTLIO
HeoBX0MMMO COBTIONATE OCTOPOKHOCTh TMpH coBMecTHoM mpueme EGb 761" n mpenaparos
MeTabomu3HpyeMbix npu nomoun uzodepmenta CYP3A4 1 HMEIOMUX HU3KUH TepaneBTHICCKUN

utaeke. TTalMenTsl ¢ SIMIENCHel TakKe JIODKHEL COOTI0NATh OCTOPOKHOCTD.

[IpumMeHeHne npH 6epeMeHHOCTH H B IEPHO/] IPY/AHOr0 BCKAPMJIMBAHHH

bepemennocme

CyIIecTBYIOT TOJIBKO OTpaHUYEHHbIE JAHHBIC 110 HCIIOIB30BAHHIO Mperapara Tanakan®

y GepeMeHHBIX KeHIHH. MccneoBanus Ha JKMBOTHBIX HE YKA3bIBAH HA NPSIMOE HIJIM KOCBCHHOC
ne6IaronpUsTHOE BO3JEHCTBAE OTHOCHTENBHO DENPOAYKTHBHOH TOKCHYHOCTH. B cBsizu ¢
OTCYTCTBHEM JIOCTATOYHOTO KONHYECTBA KIMHUYCCKHX NAHHBIX, MPOTHBOIOKA3aHO IPHMEHEHHE

npernapara npu 0EpeMeHHOCTH.

llepuoo epyonoco sckapmiusanus

Heussectro, npoHnkaet i TaHakan® B MOJIOKO KHBOTHBIX HJIH YEJIOBEKA.

PelieHre 0 TOM, BO3IEPIKATBCS JIH OT KOPMJIEHHS TPYIABLIO HIH BO3/JICPKHMBATLCA OT TEpallvu
penapaToM A0DKHO OBITh CAETAHO, IPUHHUMAs BO BHUMaHHE M0JIb3Y OT IPYAHONO BCKapMIIHBaHHA

HOBOPOXKICHHOTO/MJIaIEHIIA H [I0JIb3Y OT TEPANUH [IPEnapaTtoM Ui KCHIIHHBL.

Ll



Cnocod npaMeHeHHs H 103bI

[Ipy CHMIITOMATHYECKOM JIEYEHUH KOTHHTHBHBIX HApyLICHHH Y B3pPOCIBIX, [IPH TOJOBOKPYKEHHH
BECTHOYJISIPHOTO IIPOUCXOXKIACHUS H CUMIITOMATHYECKOM JIEYCHHH TUHHUTYcA: 3 TabJeTKH B JCHb,
pacIpee/IeHHbIE B TEYEHUHU JIHS.

TabneTky HEOOXOMMO 3aMIUBATE 2 CTAKAHA BO/JbI U IPHHUMATE BO BPEMS €Ibl.

Kypc euenns COCTaBlIAeT He MEHee 3 MECSLEB. YBEIHYCHUE IPOIO/DKUTEILHOCTH U IIPOBEICHHE

MNOBTOPHBIX KYPCOB JICUCHHA BO3MOKHO I10 PEKOMEH/IAlIMHA Bpaya.

IToGounoe aeiicrBHe

B KIMHHYECKHMX  HCCICNOBaHMAX OBLI  NPOAEMOHCTPUPOBAaH  OJarompuATHBIA  mpoduis
D€30MacHOCTH: YaCTOTa HEXKEJIaTebHbIX SABIEHUI B TPYIIIE JIeYeHHs! CTATUCTHYECKH HE [TPEBbINIaia
4acTOTY HeXKeNaTeNIbHBIX ABJIeHHH B rpynme rianedo.

CaMpIMH  4YacTbIMH NOOOYHBIMH peakiMsMu (35 %) B XoAe MATHICTHETO KIHHHYECKOIO
MCCIIEOBaHHS 110 OleHKe ddekTHBHOCTH M Ge3onacHocTH Tpuema 120 Mr mpemapata Tanaxan®
JiBa paza B JieHb y nauueHtoB crapiie 70 net (uccrneposanue GuidAge) Obutd 60Nk B JKHBOTE,
auapes U TONOBOKPYIKEHHE.

Tabnuua 1 conepkuT CMCOK MOOOYHBIX peakiuii, KOTOpbie HAOIONATHCE BO BPEMS KIIMHUYECKHX
MCCIIEI0BAHMMI M BO BPEMs MOCT-PErHCTPALIMOHHOTO MpiMeHeHus npenapara Tanakan®. [ToGounsie
PEaKIHMH NPeACTaBIEHB! CO ceayIonel YacToToi: yacto (> 1/100 no < 1/10), HewacTo (> 1/1000

no < 1/100), peako (= 1/10,000 o < 1/1,000). YactoTa HeKenaTeNbHBIX peakiui 0a3zupyercs Ha

JIAHHBIX, ITOJIYYEHHBIX B XO/1€ MATUICTHETO KIHHIYECKOM uccienoBanun GuidAge.

Tabnuna 1.
Cucremuo-oprannblii kjaace | Yaerora Onucanue HJIP
Hapymwenuss co  cropous! | Yacmo ['unep4yBCTBUTENBHOCTS,
HMMYHHOMH CHCTEMBI JucnHos
Heuacmo KpanusHuLa
Peoxo Otex KBuHKe
Hapymenusn co cropoust | Yacmo ['onoBoKpyKeHuUe,
HEPBHOH CHCTEMBI" ["'onoBHas 00k,
Ob6MOpoK
Hapymenuss co  cropons | Yacmo Tomnora
KEJTYT0YHO-KHIIEYHOT 0 bonb B :xuBOTE
TpaKTa Huapes
Jlvcnencus
Hapymennsi co  cropons: | Yacmo Ox3ema
KOKH H MOAKOKHBIX TKAHEIH 3va
Hevacmo ChIirb




IlepenosupoBka
3HaYUTEILHOTO OIIBITA EPENO3UPOBKH ITPEMapaToM HeT.

B cl1ydae pa3BUTHA NEPENO3UPOBKH JICHCHHUC CUMIITOMATHUYECKOE.

B3aumojeiicTBHe ¢ APYrHMH JeKapCTBEeHHBIMH CPeICTBAMH

Cnenyer co0moaaTh OCTOPOXKHOCTR IIPH MPUMEHEHHH [pernapara MalMeHTaM, ITOCTOSHHO
NPHHUMAIOIIHUM alleTHCATHIUIIOBYIO KHCIIOTY, aHTHKOATYISHTEI (IIPAMOI0 H HEIIPAMOTIO JEHCTBHS),
a TaKXKe THa3W/Hble JAHYPETHKH, TPHUMKIMYECKHE aHTHACTIPECCAHTHI, TMPOTHBOCYIOPOIKHEIE
nperaparhbl, TeHTaMHLUH.

Bo3MOXKHBI €IHHHYHBIC CJydaH KpPOBOTEYECHMS Yy [TallHEHTOB, OJHOBPEMEHHO IMPHHUMAIOIIMX
JIEKApPCTBEHHBIC CPEJICTBA, CHHXKAIOIIHE CBEPTBIBAEMOCTh KPOBH; MPHYMHHO-CJIEJICTBEHHAS CBS3b
JIAHHBIX KPOBOTECYCHHWH ¢ MPHEMOM INPEnaparoB TMHKIO JIBYJIONIACTHOTO He MoATBepkaeHa. He
PEKOMEHAYETCA OJHOBPEMEHHOE IPHMEHEHHE MPENapaToB IHHKIO JABYJIONACTHOTO ¢ 3(aBHPEH30M,
TaK KaK BO3MOXKHO CHHIKEHHE €ro KOHUEHTpalMM B IUIa3Me KPOBH BCICICTBHE HMHAYKIIHA
uuroxpoma CYP3A4 mox BiMsiHMeM OKCTpakTa THHKIO JBysonactHoro. McenemoBanue
B3aUMOJCHCTBHA ¢ TaMHOJIOM [OKA3bIBAET, YTO OKCTPAKT THHKIO JBYJIOMACTHOTO MOXKET
UHrMOMPOBATL  KHIIEYHBIE  P-TMHKOMpOTeMHEBL.  JTO  MOXKET  YBEJHYHTh  BO3JEHCTBHE
YYBCTBHUTEIILHBIX K P-TIIHKOIIPOTEMHY JIEKAPCTB B KUIICUHHKE, TAKHX Kak JabWrarpaH, B CBS3M C

YeM, TIPH HX OJJHOBPEMEHHOM IIPUMEHEHUH HEOOXOIUMO CODIIOAATh OCTOPOKHOCTE.

Oco0bIe yKkazanust

He crmemyer npesblaTh peKkoMeHAOBaHHbIE MO3BI Iperaparta. Bo3MOMeH IMTENbHBIA NpHeM
npenapara Kypcamu. [Ipu pasBUTUH peakUMM NOBBILIEHHOHW YYBCTBHTEJILHOCTH IPHMEHEHUE
npenapara HeoOXOAMMO npekpaTHTh. [lepen Xupyprudeckum BMeNIaTesIbCTBOM HEOOXOIMMO
COOOIMTL Bpady O INpHMeHeHMH npenapaTta. [IpH uacTo BO3ZHHKAIOUMX  OIIYIICHHAX
FOJIOBOKPYXKE€HHs M IIyMa B YIIax HeoOXOJUMO IPOKOHCYIBTHPOBATHCS ¢ BpauoM. B cimyuae
BHE3AIHOTO YXYIIICHHS HIH IOTEPH ClIyXa, CIeAyeT He3aMeANIMTeIbHO oOpaTHTBCA K Bpaudy.
[lamupentam ¢ KpOBOTOYHBOCTBIO (reMOPPATHYECKUM JIHATE30M) M NALMEHTAaM, MOIYYarOLIUM
AHTHKOAryIIIHTHYIO TEPAIHIo, HEOOXOJHUMO ITPOKOHCYIBTHPOBATECS € BpadyoM Mepes Havyaiom
Tepanuu npemnapatoM. He pexoMeHayeTrca NpHHMMAaTh [pernapar BMECTE ¢ 3TAHOJOM.

Pexomennmyetes  cobmrojars  OCTOPOXKHOCTH  NPH  COBMECTHOM — NPHEME  INIPErapaTos,



MeTabonu3upyeMbIX @PH [OMOLIM  LIHTOXpOMa P450, Brmowas CYP3A4 (cMm. paszgen
«B3aumoneiicTeHe ¢ ApYTHMH JTE€KAPCTBEHHBIMH CPEJACTBAMHU »).

Tanakan® conepxur nakrody. llanueHTaM ¢ HacIeACTBEHHOH HENEPEHOCHMOCTBIO JIAKTO3BI,
AepUIUTOM JaKTa3bl WM TIIOKO30-TAJAaKTO3HOH MaipabcopOuuel He clenyeT pHHUMATh
Mpemapar B 1aHHOM JieKapcTBEHHOH (opme.

Ha ¢done npumenenus mpenapara y IaOUEHTOB, CTPAJAIOMIHX SIMIICHICHEH BO3MOXKHO MOSBICHHE

SNHJICTITHYCCKUX MPHUITadKOB.

Baunsinue Ha cnocoGHOCTH YNIPABJISATH TPAHCIOPTHBIMH CPEACTBAMH, MEXAHH3MAMH
HccnenoBanuii 0 BAMSIHMM Ha CHOCOOHOCTH YNpaBIATh TPAHCHOPTHBIMU CPEACTBAMH  HIIM
MeXaHH3MaM# He IPOBOJAUIIOCE.

B nepuon npuema npenapara cieayer codMolaTh OCTOPOKHOCTD MPH BBIMONMHEHHH MOTEHIIHAIBHO
ONAcHBIX BHAOB JEATENBHOCTH, TPEOYIOINX MMOBBILIECHHON KOHUEHTPAIIMH BHUMAHUS U OBICTPOTHI
ICUXOMOTOPHBIX peakuuil (B TOM wYuclie, YNpaBlieHHE TPAHCIOPTHBIMH CpEACTBaMH, paboTa ¢
OBWKYIIUMHCS MEXaHU3MaMHM), a IpH pa3BUTHM HEXKeJATe/IbHBIX peakluid, B TOM 4YHCJIE,

TOJIOBOKPYKCHHS, HeO0X0IHMO BO3ACPHKATBCA OT YIIPABJICHHS TPaHCIIOPTHBIMH CpCACTBaAMMU.

®opma BhINyCKA
TabneTku NOKPLITEIE IJIEHOYHOH 0001049KO#H 40 Mr.
ITo 15 Tabnerok B Omucrep uz IIBX v amomunueroi ¢osneru. [lo 2 unu 6 6aucTepoB BMECTE C

HHCTPYKIIHEH 10 IPHMEHEHHIO IIOMEIIAIOT B NAYKy KAPTOHHYIO.

YcaoBus xpanenus
IIpu Temneparype He Boiie 25° C.

XpaHuThb B HEJJOCTYITHOM JUIs JIETEH MeECTe.

Cpoxk roanocru
3 roza.

He ucrnons3oBaTh M0 HCTEYEHUH CpOKa roJHOCTH, YKa3aHHOI'0 Ha YIIaKOBKE.

YeaoBus oTnycka

Ornyckator Oe3 peenra.



IIpoussoanrenn

Bogyp Mncen Unnactpu (ampec: @pannud, 28100, [pe).

B ciayuae HeoOXOAMMOCTH MPETEH3MH MoTpeduTenedl HanpaslsTh B aipec Ipe/ICTaBUTEIbCTBA
koMnanuu B P®: 109147, Mockea, yn. Taranckas, 17-23.

Ten. (495) 258-54-00, dakc (495) 258-54-01.

PykoBoiuTe /b IPyNIBI 110
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