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JIMCTOK-BKJIAJIBIII: TH®OPMALIUA AJIA HAI.[I/IEHTA

TECAJIUH, 8 mr, Tab/1eTKH, NOKPLITHIE IVICHOYHOH 000/7109K0H
DKCTpaKT JICThEB OenoKonsITHUKA rHOpuHOro (Petasites hybridus (L.))

I[Nepen nmpremMoM mpenapaTa MOIHOCTHIO MPOYHTANTE JTHCTOK-BKIAIBII, IOCKOIBKY B HEM
COZIEPKATCS Ba)KHBIE JJIS BaC CBEJICHUSL.

CoxpaHHTe JIMCTOK-BKIaIbI. Bo3aMoxHO, BaM moTpebyeTcs MpounTaTh €ro eme pa3s. Eciu
y Bac BO3HHMKJIM JIONIOTHATEIBHEIE BOIIPOCKI, 00paTUTECH K JIeYalieMy Bpady Wil paGOTHHKY
aITeKH.

Ilpenapar Ha3HadyeH WMeHHO BaM. He mnepenaBaiite ero apyruMm moasM. OH MoOXxer
HaBpPEIUTH MM, e €CITH CHMITOMBI HX 3a00/IeBaHUs COBNAJAIOT C BAIIAMH.

Eciu y Bac BO3HHMKIHM Kakue-THOO HeXelaTelbHBIE peaknuH, oOpaTHTeCh K JedameMy
Bpayy WiM paboTHHMKY anTekd. JlaHHas pPeKOMEHJalUs PpacIpoCTpaHseTcs Ha JoOble
BO3MOJXHEIE HEXEJIaTeIbHBIE Peakldi, B TOM YHClIe Ha HE NEPEYHCICHHBIE B pa3zfene 4
JIACTKA-BKJIAIBIIIA.

COJAEPKAHMUE JIMCTKA-BKJIAABIIIIA

1. Yro u3 cebs mpeAcTaBiseT npenapar TecauH, ¥ I Yero ero IpuMeHSIOT.
2. O yeM creyeT 3HATh Nepe] MpueMoM npenapara Tecanus.

3. Ilpuem npenapara TecanuH.

4. Bo3MOXXHBIE HEXENaTeIbHbIE PEaKIHH.

5. Xpanenue npenapara TecanuH.

6. Coep>xuMoe yIaKOBKH U IIPOYHE CBEICHHUS.

1. YTO U3 CEBA NNPEACTABJISET IIPEITAPAT TECAJIMH U JJISA YEI'O EI'O
MNPUMEHSIOT

TecanuH — 3TO JIEKAPCTBEHHBIM pACTUTENBbHBIM Ipemapar s JI€YEHHs CHMIITOMOB
QJUIEPrUYecKOro pHHHUTA (CEHHOM JIMXOpajkh), a TaKkKe CBSI3aHHBIM C HHUM IPOSBICHHH B
rjia3ax, Hocy 4 ropie.

Ucnons3oBanue TecanuH CBA3aHO CO 3HAYMTEIHHBIM YIy4IIeHHEM O0IIEero cCaMO4yBCTBHSL.
TecanuH CTaHAAPTA3UPOBAH U CONEPXKUT 8 MI II€Ta3MHOB Ha TabJIETKY, HOKPHITYIO INIEHOYHOH
0607104KOi. DKCTpaKkT, KOTOpPBIA CONEPXUTCS B Ipenapare, IOIYy4alOT H3 JIMCTHEB
6enokonsITHAKA rHOpuaHOTrO (Petasites hybridus (L.)).

2. 0 YEM CJIEAYET 3HATH INIEPE/I IPUEMOM IIPETIAPATA TECAJIMH
He npuaumaiite npenapar Tecaimn:
® €CIIM y Bac auleprus K AeHCTBYIOIEMY BEIIECTBY MM K JOOOMY 13
BCIIOMOTATENbHEIX BELIECTB, IEPEYUCIICHHBIX B pa3jielie 6 IHCTKa-BKIIa/IbIINa;
e nersMm Miamme 12 ser.

Oco0ble yKa3aHHSl H MepbI IPEJ0CTOPOKHOCTH

Ilepen npuemoM npenapara TecanuH MIPOKOHCYJIBTHPYHTECH C JICYallldM BPadoM.

OueHb peIKo HabIIIOIAIKCE CITydal MOPaXXEHUs IIEYEHH, B TOM YHCIIE CEPhE3HBIC, CBA3AHHBIC
¢ mpenapatamu, copepxammmu CO2-9KCTPaKT, TONyYeHHBIH M3 KOPHEH OElIOKONBITHHKA
rubpumsoro. Hemb3s HCKIOYMTH IOBpexaiomee neiicrtBue Ha medeHb CO2-3KCTpakTa,
IIONyY4eHHOT0 M3 JIACTHEB OENOKONBITHHKA T'MOPHAHOrO, KOTOPBIA CONCPKHTCH B
NeKapcTBEHHOM Ipenapate TecamuH. B ciydae, ecinu y BaC MMEIOTCA HapyIICHHS GyHKIAHA
[IeYeHH, HCIONb3yHTe MpemapaT C OCTOPOXHOCTBIO M B TIOJHOM COOTBETCTBHH C
pexoMeHIanuAMH Jiedamero Bpada (Cm. pasgen 4.).
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Cool6muTe Jeqamemy Bpady: N
* Eciii y Bac MMeIOTCS WiiH OBUTH B IIPOIIIOM IPOGIEMEI C IEYEHBIO.
+ Ecii y Bac MMEIOTCS WK GBUTH B IIPOILIOM POGIIEMBI C MOYKAMH.
* Ecmm y Bac ayeprusi.

« Ecnu BEI CTpajiaeTe QpyruMu 3a00JIeBaHUsIME HIIM HMEETe KaKue-IM60 npobaeMel co
3JI0POBBEM.

Hdern
BesomacHOCTh M 3()(GEKTHBHOCTH y JAeTed Miaame 12 jeT eme He YCTaHOBIEHBL TakuMm
o6pa3omM, TecanuH HeNb3s IPHHEMATH STOH BO3PACTHOM IpyIIIe.

JIpyrue npenapatbl H npenapat Tecajiun

CoobmuTe jleyaineMy Bpady WiH pabOTHHKY alTeKd O TOM, YTO Bbl IPHHHUMAETE, HEIABHO
NPUHAMAJIA WM MOXKETe HadaTh IPUHAMATh KaKue-Tu00 Ipyrue Mpenaparhl.
B3auMoelCTBHE C IPYTUMH JIEKapCTBEHHBIMHE IIpeNapaTaMy, a TakKe ¢ IPOAyKTaMH MATaHUS
WIA CTHMYJISTOPaMH HeW3BecTHO. DapMakoIOTrHYeCKHE HCCIENOBaHHs in  Vilro ¢
HCIIOJIb30BAHMEM KUINEYHEIX TecT-cucTeM (KiaeTku CaCo-2) mokasaiy, 4TO MCIOJIBb30BaHHbIN
3KCTPaKT JIMCThEB GENOKOMBITHAKA THOPUIHOTO He HHAYLHpYET SKcnpeccuio reoB MDRI1 u
CYP3A4. Kpome TOro, akTHBHOCTH ()EPMEHTOB IIE€YEHH OCTAETCS HEH3MEHHOM, TO €CTh He
HHIyIUpyeTCcs U He MHrubupyercs. Ha naHHBIH MOMEHT OBLIM IPOTECTHPOBAHEI CIIEYIOIIHE
depmentsr: CYP2EL, CYP1A2, CYP2D6, CYP2C19, CYP3A4 u CYP2C9. Pe3ynpTaThl 3THX
HCCIEIOBaHUM II0KA3hIBAIOT, YTO HE CJENyeT OXHWIaThb B3aMMOJECHCTBHS C [PYTHMH
JIeKapCTBEHHBIMH IIpeTapaTaMH.

IIpenapar TecaJuH ¢ NHINEA H HAMTKAMHA
B3auMoieiicTBHE C NPOAYKTaMU IUTAHUS HEM3BECTHO.
ITprieM TabneTOK HE 3aBHCUT OT BPEMEHHM CYTOK MIIM IIPHEMA ITHIIIH.

BepeMeHHOCTH, FPyAHOE BCKADMJIHBaHHE H (ePTHILHOCTH

KiuHudYeckde NaHHBIE O NPUMEHEHHH B INEpUOJ]] OEPEMEHHOCTH M KOPMIIEHHS TIDYIbIO
OTCYTCTBYIOT.

HayuHEBle HCCIIEI0BAHKA HA XXUBOTHBIX HE TTOKa3alli KaKoro-IMbo MpsiIMOro MM KOCBEHHOTO
BO3JICHCTBHS Ha OEPEMEHHOCTh WM SMOpHOHAIBHOE Pa3sBHTHE NPH 032X, MPEBBIINAOIIHX
o6sranbie B 30 pa3. IloTeHIMaNbHBIA PUCK /1JI YETIOBEKA HEU3BECTEH.

ITosTOMY IIpHEM JIEKapCTBEHHOTO cpefcTBa Tecamn Bo BpeMs GEpEMEHHOCTH U KOPMIICHHA
IPYZABIO HE pEKOMEH/IYETCH.

DepmunvHocms

[ToTeHIHATBHBINA PUCK JJIs YEJIOBEKA HEU3BECTEH.

YnpasJieHHe TPAHCHOPTHBIMHE CPeICTBAMH H paboTa ¢ MeXaHH3IMaMH
COOTBETCTBYIOIIAX MCCIENOBAaHUH HE IPOBOAUIIOCE.

IIpuHkMas BO BHUMaHHe IPoGib GapMaKOKHHETHKH H NOGOYHBIX 3G ()EKTOB, MOy ICHHBIH
B KJIMHMYECKHX MCCIIEIOBAHMAX, HE OXKHIAETCS, YTO JICKAPCTBEHHBIA Mpemapar yXyAaeT
CIIOCOGHOCTE YIPaBIIATH aBTOMOOHIEM HiTH paboTaTh ¢ MEXaHH3MaMH.

SroT mpenapat coaepkut Meree 0,2 MI yCBOSEMBIX YTTIEBOJIOB Ha pa3oByro o3y (1 Tabnetky,
IOKPBITYIO IUIEHOYHOH 0607109KO#H).

3. IPMEM IIPEITAPATA TECAJIUH
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Bcerga npuHAMaiiTe npenapar B IOJTHOM COOTBETCTBHHM C PEKOMEHJAlIMsAMH JIEYallero Bpaya
WM paboTHHMKA anTeKd. [Ipy MosBIEeHHH COMHEHHH IMOCOBETYHTECH C JIEYAlliM BPauoM HIIHA
pabOTHHUKOM alTEKH.

PekoMmeHIyeMas 103a: Uil B3pOCIBIX M IOAPOCTKOB crapime 12 ner coctaBiseT 2 TabieTky,
MOKPBITHIE TUICHOYHOW 00O0JI0YKOM, KOTOpBIE pacHpelelsloTcs B TedeHHe JHA. B ciydae
CHJILHOI'O BO3JIEMCTBHS IBUIBIBI 1032 MOXET OBITH YBEIW4€eHa, NP HEOOXOAUMOCTH, 10 3 pa3
o 1 TabneTke B A€HB.

TabeTKy ClieyeT nporiaThiBaTh, HE pa3KeBhIBas, 3alMBas HEOOIBIINAM KOIMYECTBOM BOJBL.
IIprem TabneToK HE 3aBHCHT OT BDEMEHH CYTOK HIIM IIPUEMA ITHIIH.

IIpumenenne y nereu
be3omacHOCTh ¥ 3¢)()eKTHBHOCTE y neTed Mianme 12 JieT He ycTaHOBIEHBL. Takum obpa3zom,
TecanuH HeNb3s MPUHUMATH 3TOW BO3PAaCTHOM IPYIIIIE.

Ecaun BbI npunsyiM npenaparta TecaauH 6obme, 9eM cJ1€10BaJI0
06 ocTpoii HHTOKCHKAIIUK NIPH IPUMEHEHHH TeCaliH HE H3BECTHO.

[lpy HaMW4YMKM BOIPOCOB IO IPUMEHEHHMIO Ipenapara oOpaTHTECh K JiedalleMy Bpady H
pabOTHHUKY alTEKH.

4. BOBMOJXHBIE HEXXEJIATEJIbHBIE PEAKIIUHN
[Tomo6HO BceM JieKapCTBEHHBIM IpenapaTaM TecaluH MOXET BhI3BIBAaTh HEXENIAaTEIbHBIE

PeaKIiK, OJJHAKO OHW BO3HUKAIOT HE y BeeX. OneHKa HexXellaTelIbHBIX peaklliii OCHOBaHa Ha
CIIEIYIOIMX 9aCTOTaX BCTPEYAEMOCTH:

OYeHb 9acTo (MOTyT BO3HUKaTh y 6oinee uem 1 yenoreka uz 10);

9acTo (MOTYT BO3HHKATh He 6osee yeM y 1 genoBeka u3 10);

HedacTo (MOTyT BO3HHMKATh He 6ojiee yeM y 1 uenoseka u3 100);

penxo (MoryT Bo3HHKaTh He 6onee ueM y 1 genoseka u3 1000);

OYeHb peIKo (MOryT BO3HHKATh He 6onee yeM y 1 yenmoseka u3 10 000);

HEW3BECTHO (MCXOMs U3 UMEIOIMMXCS JaHHBIX 9aCTOTY BOZHUKHOBEHHS ONPEACIIUTh
HEBO3MOXKHO).

B KIMHHYECKMX MCIOBITaHUSAX HE HAaOMOJANOCh pa3IM4Mii B 9acTOTE NMOOOYHBIX peaKimid
Mexay Tecamun u miane6o.

Yacro: muckoM(popT CO CTOPOHBI XKEITyI0YHO-KHINEYHOrO TPAKTa, @ HIMEHHO TOIMHOTA, AUapest
4 6OJIb B )KHBOTE.

HedacTo: peakiuu runepayBCTBHTEIFHOCTH KOXKHBIX IOKPOBOB C 3DHTEMOM, OTEKOM H 3YI0OM.
OdeHb peiKo: MOpaXeHHWs IEYEHH, HEKOTOphIE CEphE3HBlE, CBA3aHHBIE C IIperapaTaMw,
conepxamumu CO2-3KCTPaKT, MOTy4EeHHBIN U3 KOpHEH OenoKonbITHHKA rHOpuaHoro. OgHaKko
HeNb3s MCKIIOYMTh NoBpexpawomee neicrBue Ha nedeHb COz-d5KCTpakTa W3 JIMCTHEB
6eIOKONBITHAKA THOPHIHOTO, KOTOPBIN COEPKHUTCS B JIEKAPCTBEHHOM cpencTBe Tecanus (cMm.
paszen «Ocobble yKkazaHus ¥ MEphI IPEIOCTOPOXKHOCTH ).

HewusBecTHO: rooBHas 6011k, peakiiiy IHNEPIyBCTBHTEEHOCTH.

Cool0menne 0 HexeNaTeIbHBIX PeaKIHAX

Ecmu y Bac BO3HHKAIOT Kakue-IMOO HEXENaTelbHBIE PEeaKiiH, MPOKOHCYIbTHPYUTECH C
BpauoM WM pabOTHHKOM anTekd. J[aHHas peKOMEHIAlMs PacIpOCTpaHsSETCs Ha JIOOBIE
BO3MOJXXHBIE HEXENAaTeIbHbIE pEaKIWH, B TOM YHCJIE Ha HE IEPEYMCICHHBIE B JIMCTKe-
BKJIafsIIe. BB Takoke MOXeTe COOOIMUTH O HEXENAaTeNbHBIX PEaKIUIX B HHPOPMAHOHHYIO
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6a3y MaHHBIX IO HEXENATebHBIM peakinusM (IeHCTBHIM) Ha e’._,_i_lpgp_apa'_rm,_
BKIIIO4asi coobmeHus o Hedh(eKTHBHOCTH JekapcTBeHHbIX npemaparoB (PYII «Ilentp
9KCIIEPTU3 ¥ UCIBITAHUH B 37jpaBooxpaHeHun»: http://www.rceth.by).

Coobmas 0 HeXeNnaTelNbHbIX PpEeaKIUsaX, Bbl IIOMOraeTe INOJIY4YHTh OOJbINe CBEIEHHH O

6e30macHOCTH mpernapara.

5. XPAHEHME IIPEITAPATA TECAJIMH

XpaHuTe npenapaT B HEAOCTYITHOM AJA AeTed MecTe. XpaHUTh IIPH TEMIIEpaType He BEHIIIE
25 °C B OpUTHHAIILHOH yIIaKOBKeE.

He npumensiiTe npenapar nociie HCTEYEHHs CpOKa FOAHOCTH (CpOKa XpaHEHHs), YKa3aHHOT'O
Ha KapTOHHOM madke U Gimcrepe. JlaToi MCTEYEHUS CPOKA TOJHOCTH SBIAETCS IOCIECTHHUN
JICHb MecAIa.

He BribpaceiBaiiTe npenapaThl B KaHAJIW3alMI0O WM C OBITOBBIM MYCOPOM. YTOYHHTE Yy
paboTHHKa anTeKy, Kak H30aBUTHCS OT IpenapaToB, KOTOphIe Goubine He NoTpebyroTes. DTh
MephI NO3BOJIAT 3aIUTHTE OKPYKAIOIIYIO CPELy.

6. COAEPXKUMOE YITAKOBKH U ITPOYUE CBEJIEHUSA

1 Tabnerka cOOepKUT

Oeticmeyiowee eewjecmeo: 17,8 — 40 Mr SKCTpaKT JIMCTHEB OEIOKONBITHHKA T'MOPHIHOTO
(Petasites hybridus (L.)) Ze339, 4o cCOOTBETCTBYET 8 MI meTa3uHOB, 3KcTpareHT — CO2;
6cnomozamenvhble Gewjecmeda: KPEeMHHS IHOKCH] KOJUIOWAHBIA O€3BOMHEIHM, IEJLTION03a
MHKPOKPHCTAJUIAYECKasi, HATPUSA KpaxXMaJIIUKOJIAT (TUIl A), THIIPOMEIN03a, MarHus creapar,
tutana quokcun (E 171), creapunoBas kucnora, makporosu 20000.

Buemnuii Bug TECAJIUH u coaepkuMoe yIaKkoBKH

TabneTku, MOKPHITHIE INICHOYHOH 000JI0UKOH.

Bernbie wiu mouty Gernble KpyTiibie IBOSIKOBBITYKIIBIE TaOIETKH.

Tabnerku ynakoBeiBalOT B Oiuctepsl w3 TepModopmoBounor miueHkd [IBX/TIE/TIBIAX c
OJJHOM CTOPOHEI ¥ AFOMHHHEBOH (obru ¢ npyroi croponsl. I1o 10 Tabnerok B 6mmucrepe. I1o
2 i 6 6IHCTEPOB BMECTE C JIMCTKOM-BKJIJIBINEM ITOMEINAIOT B KAPTOHHYIO MAYKY.

Iopsnox peanuzanuu
bes penenra.

Jep:xaTesib perncTPallHOHHOIO YAOCTOBEPEHHS H NIPOH3BOIHTEIIb
JepxaTensb periCTpalliOHHOIO YAOCTOBEPEHUS

Awmaxca JIT]], 31 Ixxon Ucmun Crpur, Jloamon SW1P 4FE, Benmukobpuranus
ten.: +44 203 318 5770

ajipec 3J1eKTpoHHOM mouTsl: office(@amaxa-pharma.com

ITpousBoauTens

Maxkc Iennep 3sone AT, 3eebmuxmrpacce 4, 8590 Pomancxops, IlBetinapus
ten.: +41 71 466 05 00

azipec 3neKTpoHHOM nouTsl: info@zellerag.ch

3a noboii ungpopmayueii o npenapame cnedyem obpawamucs K N0KAIbHOMY NPeOCmAasuUmento
oepoicamens pecucmpayuoHH0o20 YOOCMOBePEeHUA:

[IpencTaBUTENHCTBO YaCTHON KOMIIAHWH C OIPaHWYEHHON OTBETCTBEHHOCTBIO "Amaxa LTD"
B Pecniy6imike Benapycs

Pecny6muxa benapycs, 220116 r. Munck, np. J3epxwunckoro, 104, opuc 51

Ten: + 375172594444



