3BUPEH U3BELUTAJ 3A OCOBUHUTE HA JIEKOT

1.  WME HA MEAWUWHCKUOT NPOU3BOA

Heypo6uoH cdopte — obnoxxeHn Tabnetn

2. KBAJIUTATUBEH U KBAHTUTATUBEH COCTAB

Cekoja obnoxeHa Tabnera cogpxu:

TvamuH gucyndug (sutamuH b) 100 mg
MupnaokcuH xuapoxnopug (BuTamuH be) 200 mg
LinjaHokoBanamuH (BuTtamuH B4,) 200 pg

EkcuunueHcn co nosHaT edekT: cogpxu 133.22 mg caxaposa v nomanky og 1 mmol
HaTpuym.
3a LienocHa nucTa Ha ekcumnueHcn Buan Bo genot 6.1.

3. ®APMALIEBTCKU OBJIUK

O6noxeHu Tabnetn
Benw, cjajHn, okpyrnun, GUKOHBEKCHU 0BnoxeHu TabneTtu.

4. KNMMHUYKU NOAATOLMN

41 TepaneBTCKU UHAUKALUKN

HapywyBata Ha HEPBHUOT CUCTEM Kako pe3ynTaT Ha HegocTaTok Ha b BUTamuHu.
4.2 [o3upare U HauMH Ha ynoTtpeba

do3supar-e

EnHa obnoxeHa Tabneta Ha geH. Bo oapeneHu cnyyan [03npakbeTo MOXe Aa ce 3ronemMu Ha
enHa obnoxeHa TabneTta Tpu naTu Ha AEeH.

HayuH Ha ynompeba

3a nepopanHa ynotpeba

O6noxeHuTe Tabnetu Tpeba ga ce nporonTaar uenu, 6es LBakamwe, Co AJOBOMHO TEYHOCT
nocne obpok.

Bpemempaer-e Ha meparnuja

BpemeTpaerweTo Ha TepanujaTta Tpeba aa buge ogpeaeHo of cTpaHa Ha nekap.

HajpaHo nocne 4 Hepenu Tpeba fa ce AoHece oAnyka fanu gosara Aa ocTaHe ucrta unu ga
ouge HamaneHa (Buau Bo penot 4.4 “lMocebHu npegynpeaysBaka WM NPETNasnuMBOCT Mpu
ynotpeba”).




4.3 KoHTpaunHgukaummu

- [lpeoceTnnBOCT Ha aKTUBHUTE CyNCTaHUMM UK Ha BUNO KOj oA eKCLMNUEeHCUTE HaBeaeHw
BO genot 6.1.

- HeypobuoH copte — obnoxeHuTe Tabnetn He Tpeba Aa ce ynoTpebysaaT kaj Aeua u
agonecueHTM nomnaguM on 18 roAgvHU nopagu BUcCOKaTa CoOAPXWHA Ha aKTUBHUTE
CyncTaHuuu.

4.4 Tloce6Hu NnpeaynpeayBaka M NPeTNasfnMBOCT Npu ynotpeba

BHec Ha ButamumH By, moxe ga ja Hamanu cneundUYHOCTa Ha KAMHUYKUTE 3HAUM W
nabopartopuckuTe napameTpu nNpu AujarHosa Ha yHUKynapHa Muenosa U nepHULUMo3Ha
aHemuja.

[lokonky ce nojaBaT 3HaUM KoM YyKaxyBaaT Ha nepudepHa CeH3opHa HeBponaTtuja
(napectesuja), gosata Tpeba ga ce npunarogum wnyM LOKONKY € NoTpeGHO Aa ce npekuHe
3eMareTo Ha nekoT. 3abenexaHa e nojaBa Ha HeBponaTuu Npu gonroTpajHa ynotpeba Ha
BuTamuH Bs (Mpu ynotpeba o 6 ao 12 meceun) Aokonky AHeBHaTa fo3a HagMuHyBa 50 mg u
NCTO Taka Npw KpaTkoTpajHa ynotpeba Ha BuTamuH Bg (2 Meceun) Ha [o3M KOM HaAMUHYBaaT
1g Ha feH. [Mopaau Toa, npu gonroTpajHa ynotpeba ce npenopadysa NnepuoanyHa KoHTpona.

OBoj nek cogpxu caxaposa. [llaumeHTM co peTkM HacnegHu GonecTu Kako LWTO ce
WHTONEepaHuuja Ha pyKTo3a, rnyko3a-ranakro3a Mmanabcopnumja unu caxaposa-n3omantosa
nHcyduumeHumja He Tpeba aa semaart HeypobuoH cdopte — 06noxeHn Tabnetu.

OBoj nek copgpxu nomanky og 1 mmol HaTpuym (23 mg) no TabneTta, O4HOCHO MOXe Aa ce
GMeTa 33 “Ges-Hartpuymeku’.

4.5 UHTepakumja co gpyru yIeKoByU U Apyru copmu Ha MHTepakuyuja

— Twamwr ce wHaxkTwewpa op S-hnyopoypauvn Swpejin S-dpnyopoypauvn npojaryea
KOMNETUTUBHA MHXMBMUMja Ha dpocchopunaumja Ha TMaMUH BO TMaMUH Nupodocdar.

— AHTauuguTte ja HamanysaaT abcopnuujata Ha TUaMUH.

— [lpu ponroTpaeH TpeTMaH CO TUaMWH, AMYypeTUUUTE Ha XeHnuesBa neTenka Ha np.
dypocemna, MOXe Aa ja 3ronemar eKkckpeuujata Ha TUaMUH NpeKy MHxMbuuwja Ha
TybynapHaTa peabcopnuuja, co LUTO MOXe Aa ro HamanaT HABOTO Ha TUaMWH.

— [lpu uctrospemeHa ynotpeba co L-gona, ButamunH Bg MOXe fa ro Hamanu 4onamMUHCKUMOT
edexT.

— MWctoBpemeHa ynotpeba Ha aHTaAroHUCTM Ha NUMPUAOKCUMH (Ha np. u3oHuasug (INH),
xvgpanasuH, D-neHuuunamvH Mnu UMKNOCEPUH) MOXEe Ada ja Hamanu edukacHocTa Ha
BUTaMUH Be.

— AINKOXOnoT M LpHWOT 4aj ja Hamanysaat abcopnuujaTta Ha Tma‘?

& :
- [Mujanoun kou coppxat cynduTn (Ha Mp. BUHO) NpuAoHeCyBaaT 3a pacnarawe Ha
TUaAMUH. F % i

4.6 nno.qHOCT , BpeMeHOoCT u foewe \%

EpemeHocm R :
3a Bpeme Ha OpemMeHOCT M foewe onwTata AHEeBHa npenopayaHa posa e 1.4 mg 3a
BUTaMUH B4 1 1.9 mg 3a BuTamuH bBe.
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OBM [03M MOXe [a ce HagMuHaT camo Kaj BpemMeHV naumeHTKU Kou MaHudecTupaar
AedvumneHunja Ha ButamuH B4 1 ButamuH Bg, Buaejkn He e notBpaeHa GesbegHocTa Ha
A031 NOBMCOKWN Of NpenopayaHaTa AHeBHa fo3a.

[locTanHu ce camo HECOOABETHMU CTYAUM Ha XXMBOTHU BO OQHOC Ha BrMjaHWETO Ha ynoTpeba
Ha nekoT 3a Bpeme Ha GpemeHocTa, eMBpuo-PeTanHNOT 1 Npe- U NOCTHaTaNHUOT pasBo;.
MoTeHuMjanHUOT pU3KK 3a NyreTo e Hemno3Har.

Ynotpeba Ha 0BOj Nnek 3a Bpeme Ha 6peMeHOCT € MOXHa camo Mo BHUMAaTeNHa NpoLeHKa Ha
OAHOCOT Nomery KopucTa 1 pU3uKOT Of, CTpaHa Ha nekap.

oer-e
ButamuHute B4, b B4, ce nsnadysaar npeky MnekoTo. BUCOKM KOHLEHTpaUMM Ha BUTaMUH
Bs (600 mg AHEeBHO) MOXe Aa ro uHxubupaar co3fgaBareTo Ha MajuMHO Mneko. He ce
[OCTanHW eKCnepuMeHTanHu nogaTouM HanpaBeHW Ha XXUBOTHUW 3a BrivjaHWETO Bp3 obGemoT
Ha nadyewe BO MnekoTo. 3atoa Tpeba Aa ce goHece oanyka Aanu Aa ce NpekuHe [0eHeTo
unu TpeTmaHoT co HeypobuoH copTte, cO COOABETHO pasrneaysawe Ha npuaobuskuTe of
OOEHETO 3a AETETO HACNPOTU KOPUCTa Ha Aounkarta o TPeTMaHoT.

4.7 BnujaHue Bp3 cnoco6HOCTa Ha BO3eH:€ U paKyBaHe CO MallUHKU

HeypobuoH coprte — obnoxeHute Tabnetn He Bnujaat Ha crnocobHocTa 3a BO3eHe U
pakyBak€e CO MaLUNHW.

4.8 HecakaHu pejcTBa

Buaejkvn noBekeTo HaBeAeHW HecakaHu AejcTea ce 6asnpaHn Ha CMOHTaHW U3BECTyBakba
nocne ctaBakETO Ha NPOU3BOAOT BO NPOMET, (PpeKBEHLMjaTa HE MOXe ceKorall NPeLmn3Ho
Aa ce ogpeau. MNopony HaBefeHUTe HecakaHn ehekTn ce KrnacuguumpaHn cnopea
OpraHckuTe cucTemMu Kkaae ce jaByeaat u Yecrotarta. [poueHkaTa Ha YecToTa Ha HecakaHuTe
[ejcTBa ce 3acHOBa Ha CNeAHOBO rpynupame:

MHory 4yectn (21/10)

Boobuyaenun (21/100, <1/10)

HeBoobuyaenu (21/1 000, <1/100)

Petkn (21/10 000, <1/1 000)

MHory petku (<1/10 000)

HenosHaTu (He MoXe fa ce npoueHaT of AocTanHuTe nogaToum)

Hapyuwyeare Ha UMyHUOM CuCmeMm:
MHory peTku: XUnNepceH3UTUBHN peakLym Kako LUTO ce MoTeke, Taxukapauja u
KOXHU peakumm Kako Yellawe U ypTukapuja.

Hapywyeara Ha HepgHUOmM cucmem:

HenosHatu: HonrotpajHa ynotpeba (noseke op 6-12 meceun) Ha AHEBHa [03a
noronema og 50mg ButamuH bg MOXe fa npeaussuka nepudepHa
CeH3opHa Hesponartuja. CumnTomuTe nocrteneHo ce nopgobpysaar no
NPEKNH Ha BHEC H BUTaMUHUTE

Hapywysara Ha 2acmpouHmsecmuHasIHuom cucmem:
HenosHaTtu: acTpouH HanHM Terobm Kako LWTe ce ragewe, nospakame,

Avjapes? WABOMUHAIIHM NOTELLKOTUM.

7 \.c\‘;:” e el
Hapywysar-a Ha 6y6pe\?f’uﬁ79‘gu YPUHapHUOM cucmem:
HenosHaTu: XpomaTypua (upBeHo- kadeaBo obojyBare Ha ypuHaTta ce jaBysa no
NPBUTE HEKOMNKY. Yaca nocrne 3eMareTo Ha NeKOT, HO UCTOTO
309'6M9qeno ce Hopmanuaupa nocrne npekvHyBawe Ha 3emare Ha

nexor.



[MpujaByBak-e Ha HecakaHw AejcTea

MpwjaByBaHk-€TO Ha HecakaHUTe AejcTBa MO CTaBakwe Ha NeKoT BO NpoMeT e BaxHo. Co Toa
ce O0BO3MOXyBa KOHTUHYMpPaHO crefewe Ha OfHOCOT KOPWUCT/PU3NK Ha  MEeKoT.
3apaBcTBeHUTE npodecuoHanuu ce MonaTt Aa rM npujasysaaT CUTe CYCMEKTHU HecakaHu
Aejctea Ao HauwoHanHMOT UeHTap 3a hapMakoBurunaHua.

HecakaHuTe peakuuu of NEKoBUTE MOXe Aa MM npujasute BO HauMoHanNHMOT UeHTap 3a
cdhapmakosurunaHua npu AreHuumjata 3a nekosn u meguumHckn cpeactsa (yn.Cs.Kupun u
Metoanj 6p.54 kat 1) UNM NO €enekTPOHCKM naT npeky Be6 cTpaHaTta Ha AreHuujata
http://malmed.gov.mk/.

4.9 [pepo3upame

BumamuH b;:

TvaMMHOT MMa LWIMPOK TepaneBTCKM UHAEKC. MHory BUCOKM WHTPaBEHCKM A03M (noBeke of
10g) rn Gnokupaar raHrnMuuTe,CNINYHO Kako Kypape edekT, U ro NoTUCHyBaaT NpeHoCOoT Ha
HEPBHU UMMYIICU BO HEYPOHUTE.

BumamuH Bg:

TOKCMYHMOT NoTeHUujan Ha BUTaMUHOT Bg ce cmeTa aeka e MHory Hu3ok. Cenak gonrotpajHa
ynotpe6a (nogonro og 6-12 meceuy) Ha AHEBHM [03K noBucokn of 50 mg ButamuH Be Moxe
fa poseaar Ao nepudepHa CeHsopHa HesponaTtuja co nocTteneHo nopobpysBakwe Ha
CUMMNTOMUTE NO NPEKUHOT Ha BHEC HA BUTAMUHOT..

KoHTuHyupaHa ynotpeba Ha BuTamuH Bg BO nepuop noponr o 2 Meceuy Co AHEBHWU 403U
NOBUCOKM oA, 1g MOXe Aa [0BeAE A0 NojaBa Ha HEBPOTOKCUYHU eDEKTH.

Mpu ynoTpeba Ha NOBUCOKM J03M Of 2 g Ha AeH 3abenexaHn ce HeBponaTun co atakcuja u
HapyllyBaka Ha CeH3WTMBHOCTa, uepebpanHu KoHsynauum co EEl npomeHu n nsonupaxu
CrnyYau Ha XMNoXpoMHa aHeMuja n ceboponyeH aepmaTuTumc.

BumamuH b;,:
Mo BMCOKM 403V HA NapeHTeparnHa Tepanuja (Bo peTku criy4an UcTo u no opanHa ynorpeba)

3abenexaHun ce aneprucku peakLmm, erseman KoXeH ocun Bo (hopMu Ha akHu.
5. ®APMAKOJIOLWKN OCOBEHOCTH

5.1 dapmakoguHaMCKu ocob6eHoCcTH

dapmakoTepanesTcka rpyna: ButamuH B4 Bo kombuHaumja co ButamuH Bg 1 BUTamMuH Bq;
ATC kog: A11DB

ButamuHute TMamMuH (BuTamMuH B1), nupuaokcuH (ButamuH Bg) n koGanamuH (BUTaMuH bBy)
cnyXaT Kako KOEH3UMM BO WHTEpMeaujapHUOT MeTa6onysaM Ha ueHTpanHMOT "
nepudepHNOT HEPBEH CUCTEM. A0

Tue ce eceHUWjanHu HyTPUEHCKU KON TENOTO He MOXe caMo va rm CMHTeTVI3V|pa

TuamuH (BUTaMuH bB4): [ »
TuamuH nupodocdat e akTuBHaTa opma Ha BUTamuH B u Aenysa KaKo KoeHawm Ha pasHu
eH3uMK (Np. NMpyBaT AexuaporeHasa U TpaHckeTonasa). eryxa BMTaMVIH ‘'B1 e npumapHo
BKMyYeH BO MeTaBonM3MOT Ha jarnexuapaTtv, HO UCTO Taka:uma ynora m Bo, CUHTE3aTa Ha
nanuauM M aMUHOKUCENWHW. TUaMMHOT UCTO Taka yquTByBé\ BO I'IpeHOCOT Ha HepBHUTE
nMnyncu.

il
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MupnaokcuH (BuTamuH Be):

Mupungokcan cocgar, GUoNoLKM akTUBHaTa opMa Ha MUPUOOKCUH € KIyYeH KOEH3UM BO
meTabonusmoT Ha amuHokucenuHu. Mpeky npouec Ha AekapGokcunauuja yy4ecTsyBa BO
POPMUPAHETO Ha (PUNOMOLLKA aKTUBHUTE aMUHU (MP. CEPOTOHWH, XUCTaMUH, afpeHanuH),
HO MCTO Taka 1 BO NpoLEC Ha TpaHcamuHauuja Bo aHabonuukmuTe n katabonmukuTe npoLecu.
Mupupokcan docdar urpa BaxHa ynora BO LEHTPaNHWOT HEPBEH cucTeM, nocebHo BO
MeTabonmMamMoT Ha HeypoTPaHCMUTEPUTE KOWM Ce KOHTPONMpaHu of eHs3umu. Kako
KaTtanusaTop Ha NpBUOT YeKop Ha BuocuHTesa Ha CUHro3uH, nupugokcan dgocdar urpa
knyyHa ynora BO MeTabonuamoT Ha cduHronunugu. CUHronunuautTe ce OCHOBHU
KOMMOHEHTUN Ha MUenuHckaTa o6BMBKa HA HEPBHUTE KNETKW.

Ko6anamuH (BUTamuH B5):

ButamuH By, BO cBojaTa akTMBHa opma  (5-ge3okcuapeHosunkobanamuH - U
mMeTunkobanaMuH) e BKIy4YeH BO €H3UMCKN KaTanv3ampaHUoT MHTPaMoneKynapeH npeHoc Ha
BOAOPOAHW JOHU U MHTPaMONEKyNapHUOT NPeHoC Ha MeTun rpynu. ButamuH Bi, ucto Taka
MMa ynora BO CUHTE3aTa Ha METUOHWH (TECHO MOBP3aH CO CUHTE3aTa Ha HYyKNeWHCKU
KUCEMUHM) N UCTO Taka e BKIy4yeH BO MeTabonM3mMoT Ha Nunuau Npeky KoHBepsauuja Ha
nponaHouYyHa KucenuHa Ao CyKUMHaTHa KUCenuHa.

ButamuH B4, € BknyYeH Bo meTunaumja Ha OCHOBHMOT NPOTEWH MUWENWH, COCTABEH AEN Ha
MuenuHckaTta obBMBKa Ha HepBHWUTE kneTku. Co meTunauwja ce sronemysaart nunounHuTe
CBOjCTBA Ha OCHOBHWOT MPOTEWH MWENWH KOj NOTTMKHYBA noroneMa WHTerpauuja BO
MuenvHckaTa obBuBKa.

KombuHauuja Ha ButamuH B4, Bg 1 B42:

Kako pesyntat Ha cpopgHata GuoxemuckaTta CTpykTypa, ButamuHute By, Bg u By, ce of
nocebHo 3Hayer-e 3a MeTaboNU3MOT Ha HEPBHUOT CUCTEM U KaKO MOeAUHEYHN KOMMOHEHTU
U BO KoMBUHaumja. [JononHUTENHO NoBekeTo of adekTUpaHWTe rpynu Ha NauueHTH, Kako
LUTO ce nocTapute nauveHTn, avjabetnyapute n apyru, umaat gedvumeHumja og cute Tpu
BUTaAMUHW.

CTyann Ha X1BOTHM nokaxane geka kombuHauwmja Ha BuTamuHu og b rpynarta ro 3abpsysaat
NPOLIeCOT Ha pereHepauvja Ha OLTETEHN HEPBHW NaTULWITa, NPV LWTO AoBeAyBaaT Ao nobpso
Bpakare Ha HMBHaTa yHKUMja U MyCKyIHa uHepBaLuuja.

Kaj rnysum co gujabetec, ynotpeba Ha BuTamuHu og b rpynarta npeeeHupa unu ru Hamanysa
KapakTepuCTUYHUTE HEPBHWU OLUTETYBaka M Ha TOj HAYMH rO HamarnyBa OLUTETYBaHETO Ha
¢hyHKUMOHaNHUTE 0COBUHU (QaHTUHEYpOoNaTCKu edekxT).

Mpwn pasnuyHn moaenu Ha Gonka kaj rnysum, ynotpebara Ha BUTaMuH B4, Bg 1 B4, nokaxana
aHanretTuyeH edekT co WTo edukacHocTa Ha kombBuHauwjata e noronema BO OAHOC Ha
noegHe4Ha ynortpeba Ha BUTaMUHUTE.

5.2 ®apMaKOKMHETCKU OCOOMHMU

UctoBpemeHa ynotpeba Ha ButamuHute By, Bs 1 By, HE BNnjae Ha hapmMaKkoKMHETMKaTa Ha
BUTaMUHUTE NOEANHEYHO.

TuamuH (BuTamuH B,):

Bo 3aBucHocT op posara npw opanHa agmMuHUCTpauuja, TMaMuH Ce MnpeHecyBa CO ABa

MexaHU3Mu Ha Tpg):lucrﬁﬁr

akTmeHa abco ja.:38,- KoHueHTpauvua Ao 2 umol u nacveBHa Audysnja [OKOMKY

KOHu,eHTpaumata HanMMHyBa -y pmol

Crygun co a;qwooGenemaH TMaMUH NoKaxkyBaaT Aeka Hajronem fen ce abcopbupa BoO

AYOOEHYMOT, :nerKa aﬁcopnquaTa 'BO FOPHWOT M CPEeAHUOT Aen Ha TEHKOTO LPEBO € HeLlTo

nomana. TewKko “ce 3a6ene>KyBa Buno kakea abcoprnuunja BO XENYAHUKOT M BO AOMHUTE

aenosu og TehjceTo upeao TwaMMHOT Koj ce chopmupa Bo aebenoto upesoHe ce abcopbupa.
N A



Mo abcoprnuujaTa BO WHTECTMHANHaTa Mykosa, TMaMUH ce npeHysa Ao LpHUOT Apob npeky
xenaTanHuoT nopTaneH cuctem. Bo LpHNOT Apo6 cO NoMOLW Ha TUaMUH KiHasa, TUaMWH ce
¢dhocchopunupa BO TMAMUH nupodocdart (TPP) n Tnamut Tpudocdat (TTP).

MonyBpeMeTo Ha enuMuHaLmja Ha TUammuH e oKony 4 yaca (1 yac Bo Geta basa), Aofeka
BGUONOLLKMOT MOMY>XUBOT BO YOBEYKOTO TENO € nomery 9,5 n 18,5 geHa.

UoBeukoTo Teno Moxe gAa cknagupa okony 20-30 mg Ha TUaMWH, rmaBHO BO CPLETO,
MO30KOT, LipHuoT apo6 u Bybpesute). MMocne 4-10 peHa KanauuTeToT 3a pesepsBupat-e €
MHOry orpaHuyeH 3apagu 6psara meTabonusaumja. NpumapHu Npoussoan Ha ekckpeuuja ce
TMAMUH KapBOoKCUNHA KUCenuHa, NMpamuH, TUaM1H N HEKOoU meTabonuTh Kou ceyLuTe He ce
naeHTUdUKYBaHN (peHanHa ekckpeuuja). KonuumHata Ha HemeTabonmanpaH TUaMUH Koj ce
enMMUHMPa NO peHaneH nat Bo Tek Ha 4-6 4Yaca ce sronemysa co 3ronemyBate Ha BHECOT
Ha TUaMWH.

MupnaoKcnH (BUTaMUH Be):

ButamuH Bg (MMPWAOKCUH, NUpuAoKcan unu NUPMAOKCaMUH) NpeTexHo Gp3o ce abcopbupa
[OMUHAHTHO BO FOPHWOT raCTPOUHTECTUHANEH TPAKT. . Okony 80% op nupugokcan docdar
ce Bp3yBa 3a npoteuHuTte. ButamuH Bs MOMUHYBA BO CMWHanHaTa Te4HOCT, Ce u3nadysa Bo
MajuMHOTO MMeko U ja MoMuHyBa nnaueHTapHata Oapvepa. [MaBHMOT MPOM3BOA Ha
envMUHaLMja e 4-NMpuaoKCHMYHa KucenuHa Bo konninHa koja 3aBuCK oA Ao3aTa Ha BUTaMUH
Bs koja ce BHecyBa.

ButamuH Bg rmaBHo ce doccopunusnpa BO LPHWOT ApoB, pesynTupajkn co GMONOLKN
akTMBHaTa dopma nupuaokcan cdocar. 3a pa ja nomuHe knerodHara mMembpaHa,
dochopunupanmnot B Mopa Aa ce xuaponusnpa co ankanHa ¢ocgarasa 3a aa ro ocrnodoau
BUTaMUHOT Bg TpaHCNOpPTOT BO KreTkuTe ce oABuBa Npeky avdysmja, npocrnegeHa co
pedoccopunaumja. BUOMOLIKMOT MONYXNBOT Ha nupupokcan ¢ocdar e 15-25 peHa co
eNVMUHALWOHEH NOMYXVUBOT oA oKony 3 Yaca. MpubnuxHo 40 ao 150 mg moxe Aa ce Yysaar
co KanauwuTeT 3a 3agpxysare of 14 fo 42 peHa.

LinjaHokoGanamMuH (BUTaMUH B12):

ABcopnuujata BO raCTPOUHTECTUHANHWOT TPAKT CE OCHOBA Ha ABa pa3nu4yHN MexaHU3Mu:
AKTUBHMOT MexaHu3aMm ro BKnydyBa WHTPUSUYHUOT cdaktop (UP), koj ce u3nadysa OA
napueTanHuTe KneTku Ha ractpuyHata Mykosa. Mocne ocrnofoayBaHkETO Ha XanTOKOPWH oA
KenyaedHaTta KucenuHa BUTaMUHOT BUTaMnH B, Ce Bp3yBa CO WHTPU3NYHMOT (paKTop
hopMMpajkn BUTAMUH B1z - UHTPUH3NYEH caktop komnnekc. OBOj komnnekc ce Bp3yBa Ha
cneumduyeH peLenTopeH NpoTenH Ha nymuHanHara noBpLUMHa Ha ileum mucosa.
He3aBWCHO Of, UHTPWUH3UYHNOT (hakTop, BUTaMUH B, MOXeE [la HaBnese BO Lmpkynauujata 1
npeky HesacuTeHa nacueHa avdysnja. MacuBHaTta Audysuja mMoxe Aa ce cnydysa HW3
LeNoTo TEHKO LpeBo v ondaka okony 1-2% op, ToTanHata abcopnuuja Ha BUTaMUH B2 1 HE
e adekTupaHa Kaj nauveHTVn Kou umaar racTpodyoAeHarnHa pecekuuja wnu ctpajaart of
APYro racTPpOMHTECTUHANHO 3abonyBare Koe ja nonpevysa N perynupaHata abcopnumja
Ha BUTaMUH Bi,. MMacvBHWOT BRE3 urpa BaxHa ynora BO aAMUHUCTpaLWja Ha TepanesTCku
[103V1 EKBMBANEHTHW Ha 100 naTu unu noeeke of AHeBHaTa npenopavaHa fosa.

CTyauv kaj 3apaeu Aobposonuy nokaxysaar [eka makcumarnHa aosa oa 1.5 yg BUTaMuH B12
npumeHa oparnHo ke 6uae abcopbypaHa co NOMOLL Ha MHTPUH3NYHUOT ¢hakTop. [lokonky ce
aronemMu Ao3aTa AageHa opanHo, ke Aojae Ao caTypauvja Ha abcopnuujaTta 3asucHa OA
WHTPUH3NYHNOT haKTop U ke ce sronemu abcopnuujata NOTTUKHATa CO andyamja. Okony
90% op kobBanamwHOT BO Mnasma ce Bp3yBa 3a npoTenHUTe (TpaHcko6anamuHm).
HajronemunoT aen Ha HeUMpKyupadkuoT BuTamuH B,, BO Nnasmara ce AenoHnpa BO LpHAOT
apo6 (okony 1,5 mg), npocneaeHo co 6ybpeaunTe, CpLETO, CnesnHaTa U MO3OKOT. ToTtanHaTa
KONMW4YMHA BO TEMOTO Bapupa, CO NOBEKEeTO MPOLEHKN BO PaHroT o4 2-3 mg. bp3nHaTta Ha
pasmeHa e 2,5 mcg BuTaMuH Bi; Ha ae unm 0,05% op ToTanHaTa Konn4uHa cknaanpaHa o
TEnoTo CO BMOMOLLIKW NOMYXXUBOT 0 OKomy 1 roanHa. 5 7% one A
BuTamuH B, NPETEXHO Ce CeKpeTupa BO Xondkara v BO ronem aen ce peabcopbupa npeky
eHTepoxenaranHarta umpkynaumja. [okonky ce HaAMUHE =~ KanauuTeToT. Ha Tenoro 3a
CKnaaupare Kako pesynTar Ha BUCOKW A03W, ocobeHo mo'n'apeHTepa’nHa afiMUHUCTpauuja,
npeKkyMepHUOT Aen ce envMUHNpa Npeky ypuHara. ’ : COMNE
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5.3 lpeaknuHWUYKU CUIYPHOCHU NogaToum

TokcuyHocta Ha ButamuHute By, Bg u By, € MHory mana. [loctanHuTe nopaTouu He
yKaxxyBaaT Ha 61no KakoB NoTeHUMjaneH pu3uk Kaj nyre.

He nocTojaT nuTepaTypHu nopgaTouM 3a KaHUEPOreHW, MyTareHu, eMOPUOTOKCUYHU Wnu
TepatoreHn ocobuHn Ha ButTamuHuTe B4, Bg 1 Bys.

CTyaumn 3a TOKCMYHOCT CO MOBTOPEHU [03U Ha BUTaMUH By u By, He nokaxkysaaT 3HauW Ha
WHTOKCUKaLja NoBp3aHn Co TepanujaTa.

Kaj kyunrba n rnysum aHeBHM fosn of 20 mg/kg u 25 mg/kg ButamuH Bg He Npean3sukysaaT
3HaUM Ha XpOHW4YHA TOKCUYHOCT. [lonroTpajHa ynotpeba Ha BUCOKM [03M Ha BUTaMUH B Kaj
Kyuuksa 1 rnysuu AoBeayBsa A0 HEBponaTuu.

6. PAPMALIEBTCKU KAPAKTEPUCTUKHU
6.1 JlucTta Ha ekcuUNUeHcHu

TabnetHo jagpo:

MarHesunym creapar

MeTun uenynosa

Hatpuym ckpobeH rnukonart
KenatuH

ManuTon

Tank

Muuepon

KonowpaeH aHxupopuaeH cunukar
Mpouyncrena Boga

TabnetHa obBuMBKa:
MoHTaH rnukon Bocok
XenatuH

MeTun yenynosa
Apancka ryma
Mmuuepon

MoBuaoH

Kanuuym kap6oHaTt
KonounaeH aHxuapvaeH cunukar
KaonuH

Tutan guokeung (E 171)
Tank

Caxaposa

6.2 WHkomnaTuGunuja t\\ 5, &
He e nosHara. \e.
6.3 Pok Ha Tpaewe
Bnuctep nakyBate: 24 meceuu

6.4 Moce6bHu npeaynpeayBaka 3a HAYMH HA YyBake

INekoT ce yyBa Ha Temnepatypa o 25° C.



6.5 [pupoaa M COAPXUHA HA NaKyBaHETo

BRmcTepoT e cocTaBeH of GaseH cdunm (TBpAA, NPOSUPHA PVC d¢onuja obnoxeHa co PVDC
) Ha JornHaTa cTpaHa 1 nokpueHa cdonuja (anymuHuymcka cdonunja obrnoxeHa co TOMNHCKO
3aTBOpPYBaYKV Nak) Ha ropHaTa cTpaxa.

FonemuHa Ha nakyeare: 20 Tabnetu
6.6 MMocebHu npeaynpeayBaka 3a oTCTpaHyBawe

Hema noce6Hu 6apatsa.

i HOCWTEN HA OQOBPEHME 3A CTABAHE BO NPOMET:

BAPYC pooen

yn. ,Ckynu“ 6p. 57

1000 Ckonje, MakeaoHuja

e-mail: varus@varus.com.mk
ten.(02) 3115-122; (02) 3161-806
dake: (02) 3137-013

8. BPOJ HA PELLEHUE

9. OATYM HA NPBA PEMMCTPALIMJA/ NOCNEAQHA OBHOBA

01.08.2014 /

10. JATYM HA NMOCNEAHA PEBU3WUJA HA TEKCTOT

Mapt 2019 rogunHa

HauuH Ha u3gaBatme

NekoT MOXe Aa ce naaaea v 6e3 nekapcky peuent (BP).




