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1. Trpropcko HMe Ha FEKAPCTBEHMS MIPOAVKT

VITAMIN E 200 - ZENTIVA®
VITAMIN E 400 - ZENTIVA®

2. Kosn4decTBEH B KaYeCTBEH ChCTAB

‘- Jlexaperseno sBemecteo: Tocopherol acetate csoTBeTHO 200 mg 1w 400 mg B enHa

Karcyna

3. JIexaperBena dopma

Kancymn.

Buvruwen euo:

Vitamin E 200 — Zentiva w1 Vitamin E 400 — Zentiva
Karicynu —epBeHH, OBaTHH, MEKH JKETaTHHOBH Katcy/id.

Crappxanye Ha KallCyIHTe — NPO3PAYHO, CEETIIO SKBITO OJIHO.

4, Knppuyni Janan
. 4.1. Hoxazanua

Hapymenns na GepTHIHOCTTa, MEHCTPYaNHM H KIMMaKTepHYHH pasCTpolicTha.

HerenepaTHBHY 3a00NIABAHHA HA KOMXATA U AUTABHLIATA HA HXATENHUTE NHTHIIA.

Jereneparvienu 3a0ondpatus Ha HepBHata cucrema (Gonecr Ha IlapkuHcon, Oomect Ha
AnmxatiMep).

IMpodhunaxruka B KaTto KOMOOHEHT OT JISYSHHeTO NpM aTepockieposa, HcxemuuHa Gonect Ha
CEPLETO, HHPAPKT Ha MHOKap/ia, IPEBEHIINS HA MO3BYEH YALD.

JerenepaT¥BHy ¥ BE3NAMMTENHA M3MEHEHMS Ha CTABHYUA anapar M NHraMeHTHTE Ha rphOHavHMsA

cren6 | CTaBUTe.

HapymieHus Ha XpaHeHeTo M BiouleHa abcopbums (xpana Oep .ﬁ—'"'é-na HeZIOXpaHBaHe,




Hskox eHIOKPHHHH HapyieHHs (JUHTOBKHA }UTe3a, TIONOBH SKJIE3H, CTEPUITHTET TIPH MBKE).

4.2, Jlo3HpoBKA H HAYHH HA VIIoTpeda

Hosppopkata ¥ HaYRHET Ha ynorpeGa ce ONPEHENAT 3a BCEKH MALMEHT MBAWBHAYATHO, CIIOPEX

eCTECTROTO Ha 3a00s1aBaHeTo.

Hpu AerenepaTuBaM 3a009BaHHA Ha HEPBHATA CHCTEMA i MYCKY/Ha OHCTPO(HS NPH BH3PACTHH Ce

npenopbyBa Ao3upoBka 10 2000 mg qHeRHO 32 OrpaHUYeH NEPHON OT BPEME.

Ipyu ocrananure vHANKanpy Ha Aena Haz 12 TOOMHM U BBE3pacTHH ce Ipeamucear 200 — 400 mg

JAHEBHO 32 HEePHON OT HAKOJIKO CeaMHULIY.

Hosuposkata npu fena or 3 xo 12 roguny, GpeMeHsH B KEPMEKIH KeHH C6 ONPEAENs OT JeKaps.

. 4.3. IIpoTHEONOKAZANHA

HzeecthHa CBPBLXYYBCTBHTCIIHOCT KbM BHTaMHH E nnm keM Hakoe or INOMOITHHTS BCLIECTRA.

Hena nox 3 roguss.

4.4. Cuenpanyy NPOTHRONOKA3AHNS B CHEHAANHH TPeXYRAPeXACHRS 32 yHoTpeda

XunotpomOuHeMES NpeaU3BUKaNa 0T AeUmT Ha BUTaMuH K Moske Aa ce BJIOLUY NPy IPHEMAHETO
Ha BUCOKH Ho3H eHTamuH E,
He ce npenopbysa DNPONLDKUTENHO NPHIOKEHHE HA BuUTamuy E Npe3 IspBHS TPHMECTBD Ha

GPCMGHHOG'ITZ H II0 BpEME Ha KEPMEHE NIOpaaN NIOBHIICH PHCK OT N0ABATA HA 'I'p0M606M60J'II’13'BM.

4.5. JlekapcTBenn B APYIH B3alMONECHCTBHA

. Ilpu pnernu jposu nmpuskasaimy 400 IU, Butamun E nortesummpa edekta Ha aHTUKOAryJaHTHTE.
Bacoxu mo3u ButampH E M3uepnsar nenata Ha BHTaMMH A B Tanoto. JKenssoro nosuumiasa
IOHeBHaTa Hyxna oT BHTaMun E. [eilictBrero nHa puramus E moxe ga Gbpe otenabeso mpu
€QHOBPEMEHHO IIpHAaraHe C J>KeNg30-ChABDXKAIM JIEKAPCTBEHH MPOAYKTH. B To3m cnyyail ce
NpenopbyBa MpHeMaHeTo Ha BuTaMuH E na crapa [-2 yaca ciie nppeMa Ha JISKAPCTBEHUS YIPOAYKT

CBABDHAN] JKEIA30.

EnsoBpeMeHHOTO NpPWIOKEHHe ¢ MPOAYKTH IMOHMWKaBamy aGcopbuHusTa Ha JMIHIATE MOXKE Ja

HOBeAe 0 HaManaBane abcopOumsaTa 1 Ha Toxodeporn.

4.6. BpeMenHocT 0 KbpMeHe

Vitamin E moxe fa ce npunara npH GpeMeHHM M KBPMELIH JKSHH 8

HaO/monaBaHO OTPHIATENHO BIMSIHHE BEPXY eMmOpuoHa ciief]



HpouukeaseTo Ha JEKapCTBeHHS INPOAYKT Npe3 IUIalleHTapHaTa Gapuepa € HENBIHO,
npubmzurenno 20-30 % oT mna3MeHHTe KOHLEHTPANH Ha MalikaTa ce OTKpUBar BBB (eTanHaTa
KPBB.

Buramun E ce exckpeTHpa B KBpMaTa.

4.7, EdeKTH BLDXY cH0co0HOCTTA 32 IoDHpane H padoTa ¢ MAHIK

He okasga snusanme BBPXY aKTHBHOTO BHHMAaHHC.

4.8. Hesxcenamm JeKAPCTBEMH PEAKLHUH

Psipiko ce HabmozaBaT HexelaHHM JIGKAPCTBEHH PEaKIlMK NPH CHa3BaHe Ha NpelophuaHaTa Ho3a.
lactposnrecTinannu  npobnemu (TajeRe, NOBpBWaHe), yMopa, cmaboctr ¥ rimaeobonue,
TpoMOodetuT, BarkHAIHO KbPBEHEe W YPTHKAPHS MOTAT Aa Ce MOABAT KOraro BHCOXM Josu (800-

1000 mg pueBHO) ca NpHarasy PEROBHO 34 NPOABIDKHUTENEH IIEPUOJ OT BpeMe.

4.9. llpenoznpane

Bucoxu mozu mutamua E (moBewe or 800 mg hneBHO 3a OBIBI IEpHOX OT BpeMe) Morar na
TIPEIM3ENKAT CTOMAIIHH B 4PEeBHM pascTpoicTBa, 3pHTEHA HapyIIeHMs, 3aMasgHoCT, rnarobonne,
CHIIHa yMOpa M ctabocr. .

TeparmsTa npn npero3Kpate BKAOYRA NPEYCTAHORABAHE NpyeMa Ha BUTaMBH E ¥ CHMITOMATHYHO

JiegeHue,

5. DapMaKoMOrHYHHE CBOICTBA

5.1. PapMarxoaMHaMEYRy ¢BolicTBA

DapMakoTepaneBTHYHa TpyIa:
Buramus.

ATC xom: A11BAO3
Mexanu3nM Ha gelictTere:

Buramun E e Baken jumodmwieH aHTHokcupant. Toit pgeiictBa xaTo “gucray” Ha CcBOOORHH

KHCIIOpOOHH paJvKalH, OCHOBHO B KNETHYHHATC MeMﬁpaHH.

Buonorpuno edeKTHBHMTe TOKOQEpONM NpeAmlasBar OT OKHCIeHHe NabuiHWTe MEXIMHHH
TIPOJYKTH HA THKAHOTO JUNIAHE NMOCPEACTEOM (YHKIMOHAAHA FPYIa B MOJIeKyJaTa BM. AKTHBHUTE
TOKO{dEpos MOraT Aa ce OKHCNABAaT 00paTHMO HO CEeMHXWHOHM, KOMTO Ha CBOH peq ce penyuupaT

Ao Toxodepony NpH (GHHOTIOrHYHM YCNOBHS. AKO ¢a B TOJAMO KONHYECTBO, T MpeHraseat

HYBCTBHTCIHHTC MEOHATOPH H MeTabOIUTHY IMPOOYKTH OT OKH BUTCIIHH H

PEOYKIIHOHHY MPOLECH NIPH MNATONOTHYHH ChCTOAHNA TS HIPaAT POIIATd



CumirroMu Ha JedHumT:

Hopmangzara KoHNeHTpaus Ha ButaMuH E B KpEETA 1ipH BE3pacTHy € 9,5 mg/l, koeto otroespa Ha
22 pmol/l. Hpu 3npasu yaaueHAM pa3zHooOpaszHarta XpaHa ODHKHOBEHO AOCTAaBA HeoDXOXHMMTE
KONHYecTBa Buramud E W NpH HOPMAlBM YCHOBHA HE ©¢ NOSBSBA HEJIOCTMF Ha BHTAMHH E.
Hedunar Ha ButaMuH E Moxe Ja ce NMOSBM B CIydad Ha Hembjsa abcopOnus, BIIOHIEH
MetaGonM3eM MIM NOBHMINEHA KOHCYMaUMsd Ha BuramMdH E [0pagy TOBHUIEHO OKCIMTENHO
HaTopapeane. MHOro paaxo NpH Xopa HEJOCTHra Ha BATAMUH E € ce NposBfABa caMOCTOATENHO.
CuMiroMu Ha neHIMT Ha BUTaMMH E MOraT fa ce pasBUsT IO BpeMe Ha ciefruTe 3a0onapaHus:
CHel TacTPOSKTOMMsS, NPH CIPY, SHTepPOKONHT, XpOHWYEH TNAHKPEaTHT, KHCTo3Ha ¢ubposa,
TIAHKPECTO3a, XOJIECTa3a, CHHIAPOM Ha KBCHTE YepBa, XEMONMTHYHA aHeMHs, Oera-TanmaceMus,

JeUILUT Ha TIIOK03a-6-AeXHAPOoreHasa.

Hedrrmur na suramun E ce nosBsea rnaBHO IpH HeAOHOCeHH Oebera ¢ ABNIOOKO YBpeKAaHe Ha
TBHAHHHTE KIETKH, Hamp. 3afyX HpH HOBOPOAEHO, perponeHTanHa GuOpONNasHsa, XeMONUTHYHA

aHEMHA.

HpH H3ABCH HE(I)HI.IPIT Ha BUTaMHH E JOMHHHpAINK Ca HepBHOMYCKYJIHHTC CMYILIECHHA, CHCUHAIHO

CIHHOLCYHapHaTa JCTCHEpaIlA.

5.2. @apMaKOKNHETHIHY CHOACTBA

Buramun E ce abcopbupa B XpanocMunaTenHus Tpakt. AGcopOLisTa 3aBHCH OT KOJIHYECTRATa Ha

MasHHHHTC B XpaHaTa H OT IPHCECTRHETO Ha XITBYHH KHCEIIMHA 1 CEKPET OT NIaHKpeaca.

Buramun E HaBau3a B KpeBTa MIABHO ype3 numpara. MakcuManuy IiasMEHM KOHIEHTPaLHH ce
HJocTtHrar 3a 4-8 yaca cien nepopasO NpHAOKeHHe, a B0 24-Hd 4yac ce BPBINAT KBM H3XOAHOTO
HUBO.

Buramun E ce paznpenens BbB BCHYKH ThKaHH, ITIaBHO B MACTHAT2 THKaH.

Pasnipe/ieNleHHeTo B PARIMYHM THKAHH Ha TOKOdepon, Genssan ¢ anda-tokodepon auerar *C cien
IIEpOpaNHO MPHIIOKEHUE € HabMIoIaBaHo OT (apMaKOKHHETHYHA IiiefHa Touka. CHOTBETHO Hail-
FONIAMAa aKTHBHOCT € HaMepeHa B HaaOBOpeuHuTe AUIe3H, rojisMa akTHBHOCT € OTKPHTA B Hanaka,
Hemire APoOOBE, TECTHCHTE H CTOMAXA, 4 HUCKA aKTHBHOCT ¢ HabionagaHa B MO3EKa.
CuABpKAHMETO Ha JIMOMAM TpeAcTaBisBa BakeH OGakTop mnperBuA  QYHKHHOHMpaHeTo M
TNa3MeHOTO HMBO Ha Tokodepomare. JIMDONpoTeHHHTe HIpadT BakHAa pojid KaTO TPARHCHIOPTHa
CHCTeMa BBB (JH3HOIIOrHATa Ha TokodeponuTe.

OGmoTo KONHYECTRO B OpraHusMma ¢ 3-8 g M OTropaps Ha KOHCYManusTa Ha puTamuH E B
HpoaBIDKeHHe Ha 4 ¥ NoBeye TOAMHH B Ciyyaii Ha NedHLHT.

TokodeponsT ¢ (QHIMONOTHYHO ChelMHEeHMWe 33 YOREHIKMS OpPTaHM3b

IU1a3MEeHOTO My HHMBO Bapypa Mexay 6-14 pg/l.



TInasmMesata KOHHEHTpALWs HEe KOpEenMpa CBC CECTOSHMETO Ha XpaHeHe B MOMEHTa, HO
HaMaleHWeTO Ha TUIasMEHHTe JIMIHAH HOA 5 ug/l B NpoABIDKeHMEe Ha HAKOAKO Mecela Moxe fa
JoBene N0 pasBHTHE HA HpH3HAUY Ha Jedunnr Ha BuraMuH E. IlnasMenure KOHIGHTPAlMH ce
TOBHII@BAT 1-2 AHH ciel NpUiarasero Ha BUCOKH H03H BHTamuH E.

EnuMunnpanero Ha Tokodepoiia ce H3Bbpilea upes xmbukara. Toxo(epon ce OTAENA OT KIIbYKATa
TIpeqMMHO B HelipoMeneHa $hopMa H Ho-Manko 0T 1% KaTo Toko(hepon KHCeiNnna Wi HelHug raMa-

JIaKTOH.

5.3. NpexinHuYHA HaHHA 32 Gez0MACHOCT

Benukn HeoOXOXHMH NaHHM ca AaieH¥ B NPeJRIIHHTE ¥acTH Ha KpaTkara XapaKTepycTHKa Ha
Opomykra. bBe30macHOCTTa Ha JGKAapCTBEHHMHA NPOAYKT € HOTBBPACGHA 4pe3 JOCTaTHYHO
TIPOABILKHTENHO MY M3N0JI38aHe B KIIMHUYHATA TIPaKTHKA.

6. ©apManesTAIHM AAHHA

6.1. CiiBchk H3 BOMOIIHMTE BEHMICCTBR H TEXHHTE ROJIHIECTBA

IloMoInEN BenmecTRa

Vegetable oil — 15 mg, 30 mg

CrCTap Ha KancyJIHOTO NOKPHTHE:

Gelatine — 71,824 mg, 112,225 mg

Glycerol 85 % - 39,934 mg, 62,397 mg
Methylparaben — 0,072 mg, 0,112 mg

Rubor ponceau 4 R (E 124) - 0,319 mg, 0,499 mg

6.2. DAZAKO-XAMIYHE HECHLBMECTHMOCTH

He ca ycranoeenu.

6.3. Cpox Ha rogHoCT

3 rogvHl

6.4. Coennanny YCIOBHS HA ChXDAHEHAE

Ha ce crxpanspa nox 25 °C. [ia ce ra3u OT BJIara ¥ CBETIIHHA.

6.5. Iannu 33 onakoBKATA

Vitamin E 200 — Zentiva

1. Crexuen ¢uaxoH (DZL) ¢ kanauxa Ha BUHT, €THKET, KAPTOHEHa KYTHA H
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yroTtpeba.
Crappixande Ha 1 onaxopka: 20 mma 30 xancynu
2. Bmucrep or PVC/anymummeso (Gponuo, KaproHena KyTHs, Ykazauue 3a yrnorpeba

Comopoxanme Ha 1 omaxorka: 10 wam 20 xancyne

Vitamin E 400 — Zentiva
Creruren pnaxon (DZL) ¢ xanavka Ha BUHT, €THKeT, KapTOHena KyTHI B ykazauue 3a ynotpeba.

Crpaspxxanne Ha | onaxopka: 20 win 30 kancynu

6.6. Hpenophxu pu ynorpeda

Hama cnenmansy npenopbxu.

7. MMe u anpec Ha DPHTERATEIH HA PaspeNIeHNeTo 3a Yyuorpeba

ZENTIVA a.s.
" Nitrianska 100
920 27 Hlohovec, Slovak Republic

8. Permcrpanmonen Ne B perncrspa mo wi. 28 or 3JTAXM

Vitamin E 200 — Slovakofarma - 9900018
Vitamin E 400 — Slovakofarma - 9900017

9. IlaTa Ha NLPEO pa3peliaBane 3a VHOTPe6a Ha JIEKAPCTBEHHs NPOAYKT (HOJHOBABAHE

Ha pa3peneHleTo)

Vitamin E 200 - Slovakofarma - 12. 01. 1999
Vitamin E 400 — Slovakofarma - 12. 01. 1999

Jara Ha niocie(Ha pelaxinis Ha Texcra: M. aayapu 2004 r.




