
3EMPEH M3BEUTAJ 3A OCOBMHMTE HA JIEKOT

1.        MME HA MEAML|MHci{MOT npoM3Boq

Heypo6MOH a)opTe - o6moxe" Ta6ne"

2.           KBAJIMTATMBEH  M KBAHTMTATMBEH COCTAB

Cei{oja o6noxeHa Ta6neTa coApxM:
TMaMMH AMcyJiq)MA  (BMTaMrm  Bi)                                            100  mg
rlMPMAOKCMH  XMApoxiiopMA  (BMTaMMH  86)                         2oo  mg

uMjaHOKo6aJiaMMH  (BMTaMMH  Bi2)                                           2oo  ug

EKCLirmMeHCM   co   no3HaT   ecpeRT:   coApxM   133.22   mg   caxapo3a   M   noMaJiKy   on   1    mmol
HaTPMyM.

3a LieiiocHa JiMCTa  Ha eKCLiM"eHCM  BMAM  Bo AeJioT 6.1.

3.           ®APMAL+EBTCKM OBnMK

06noxeHM Ta6neTM
Be", cjaj", oKpyrJ", 6MitoHBeKc" o6moxe" Ta6iieTM.

4.         Ki"HINKM noqATouM

4.1         TepaneRTci{M  MH4MraquM

HapyuyBaiba  Ha  HepBHMor cMCTeM  KaKo Pe3yiiTaT Ha He4ocTaTor( Ha  i  BMTaMMHM,

4.2       J]o3Mpaibe M Ha"H Ha ynorpe6a

flo3uDahoe
E4Ha o6no}KeHa Ta6neTa Ha 4eH.  Bo oApeAe" onyvaM 4o3MpaH>ero Mo}I¢e Aa ce 3roJleMM Ha
eAHa o6no}KeHa Ta6neTa TPM na" Ha AeH.

HaiJUH Ha vnomDe6a
3a nepopaJiHa ynoTpe6a
06Jio>i¢eHMTe Ta6tie" Tpe6a Aa ce nporofiTaaIT Liei", 6e3 LiBaKaibe, co AOBonHo Te`+HocT
noone o6poK.

Br)eMemDaeHbe Ha meDanuia
BpeMeTpaeibeTo Ha Tepa"jaTa Tpe6a Aa 6MAe QApe4eHo oA orpaHa Ha JleKap.
HajpaHo noone 4 HeAenM Tpe6a Aa ce /]oHece quJlyKa Aa" Ao3aTa Aa ocTaHe MCTa  MJ" Aa
6MAe   HaMaJieHa   (BMAM   Bo  Aeiior  4.4  "rloce6"   npe4ynpe4yBaiba   M   npeTna3T"BocT  npM
ynoTpe6a"). E-iij`-

3F£:'!   4'   .4

.<,fi-a,9qu,BT its:grq:::#MHne#:i=::i:::THeM)-(::::xAeeHflM4T3;ne"

I/8



4.3          KOHTpaMHAMi{aL|i4M

-     npeoceT"BocT Ha aKTMBHMTe cyncTaHu"  MJ" Ha 6imo Koj oA eKCLiMnMeHCMTe HaBeAe"

Bo 4eJioT 6.1.
-    Heypo6MOH  cPopTe  -  o6moxeHMTe  Ta6me"  He  Tpe6a  Aa  ce  ynoTpe6yBaaT  Kaj  AeLia  M

aAOJlecueH"    noMJlaAM    oA    18    roAM"    nopaAM    BMCoKaTa    coApxi"a    Ha    aKTMBHMTe
CyncTaHLiMM.

4.4     noce6HM npeAynpe[]yBalba i4 npeTnaanMBocT npM ynoTpe6a

BHec   Ha    BMTaMMH    Bi2   Moke   Aa   ja    HaMa"    CneuM¢MiiHoCTa    Ha    ionMHMilKMTe    3HaL+M    M
na6opaTopMCKMTe   napaMeTPM   npM   AMjarHo3a   Ha   a)y"KyJiapHa   MMeJlo3a   M   nepHMHMo3Ha
aHeMMja.

floKOJll{y    Ce    nojaBaT    3HaLiM    KOM    yi(axyBaaT    Ha    nepMcbepHa    ceH3opHa    HeBpona"ja
(napecTe3Mja),  Ao3aTa  Tpe6a  Aa  ce   npMJlaroAM  MJIM  AOKOJIKy  e   noTpe6Ho  Aa  Ce  npel(MHe
3eMafoeTo  Ha  JieKOT.  3a6eiiexaHa  e  nojaBa  Ha  HeBponaTMM  npM  AonroTpajHa  ynoTpe6a  Ha
BMTaMMH  86 (npM ynoTpe6a oA 6 Ao  12  MeceL|M) AOKOJIKy AHeBHaTa Ao3a  HaAMMHyBa 50 mg  M
MCTo Tai(a  npM  KpaTKOTpajHa  ynoTpe6a  Ha  BMTaMrm  86  (2  MeceLiM)  Ha Ao3M  KOM  HaAMMHyBaaT
1g Ha AeH.  rlopafiM Toa,  npM AonroTpajHa ynoTpe6a ce npenopailyBa nepMOAMiiHa KOHTpoiia,

oBoj   lieit   coApxM   caxapo3a.    rlaLiMeH"   co   peTKM    HactieA"   6otiec"    KaKo   LUTo   ce
i"TOJiepaHL+via Ha a)PyKTo3a,  rJiyKo3a-raJiaRTo3a MaJla6CopnLiMja  MJ"  Caxapo3a-M3oMaiiTo3a
uncy¢MLiMeHLiMja He Tpe6a Aa 3eMaaT Heypo6MOH cPopTe -o6mo"e" Ta6iieTM.

OBoj  jieK co|]pxM  noMaliKy  qu  1  mmol  HaTPMyM  (23  mg)  no Ta6meTa,  oAHocHo  Moke |]a  ce
CMela3a"6e3-Harpv\yMCKVI"`

4.5        V\HTepaKuwia co Lipy" neKOBW M Fipy" ®OPMH Ha v\HTepaKW\ja

-    |v`aNIv\H   ce   v`HaRTv`Bv`pa   oA   5-q)Jiyopoypauv\n   6v`Ae`)kv\   5-a)nyopoypauv`n   T`Po`}aByBa
KOMneTMTMBHa  rmxM6MLiMja Ha a)oCCPoPMJiaLiMja Ha "aMMH  Bo TMaMMH  "poq)occbaT.

-AHTaL+MAMTe ja HaMaJiyBaaT a6CopnLiwiaTa Ha "aMrm.

-     rlpM  AoiiroTpaeH   TpeTMaH   cO  "aMMH,   AMype"uMTe   Ha  xeHi"eBa   neTejiKa   Ha   np.
cpypoceMMA,   Moke  Aa  ja   3roJieMaT   ei(CKpeLiMjaTa   Ha   "aMMH   npei(y   MHXM6MLiMja   Ha
Ty6yJiapHaTa  pea6copnLiMja,  co LiJTo  Moke Aa  ro HaMajlaT HMBOTo  Ha TMaMMH.

-     npM  MCTOBpeMeHa ynoTpe6a co L-Aona,  BMTaMMH  86 Moxe Aa ro HaMa" AonaMMHCKMOT

ed,eRT.

-     MCTOBpeMeHa    ynoTpe6a    Ha    aHTaroHMc"    Ha    "PMAOKCMH    (Ha    np.    M3oHMa3MA   (INH),

xMApaJla3MH,   D-ne"HMnaMMH   MrM   L|MKJloceprm)   Moke  Aa  ja   HaMa"   ecpMKacHocTa   Ha
BMTaMMH  E6.

-     AnKoxolioT M  I+PHMOT ilaj ja  HaManyBaaT a6copnLiMjaTa Ha TMaM

-      rlMjatioL+M   KioM   cOAp>KaT   cyticpM"   (Ha   np.    BMHO)

"aMMH.

4.6       inoAHocT, 6peMeHoc"Aoeibe

EDeMeHocm

ffT  `3a  PacnafaLbe  Ha

•\:----:`

```

\-.,
3a   BpeMe   Ha   6peMeHoer   M   AoeLbe   onLIITaTa   4HeBHa   npenopaiiaHa   403a~-e   1.4   mg   3a
BMTaMMH  Ei  M  1.9  mg  3a  BMTaMMH  86.



OBM   403M   Moxe   Aa   Ce   HaAMMHaT   caMo   I(aj   6peMe"   naLiMeHTKM   KOM   Ma"cpec"paaT
AecpMLiMeHLtMja   Ha   BMTaMMH     Bi   M   BMTaMrm   86,   6MAejkM   He  e  noTBpfleHa  6e36eAHocTa   Ha
f|03M  noBMCOKM  0A npenopallaHaTa AHeBHa Ao3a.
flocTan"  Ce caMo  HecooABeT" cTyAMM  Ha xMBOT"  Bo oAHoc Ha BJ"ja"eTo  Ha ynoTpe6a
Ha  Jler(oT  3a  BpeMe  Ha  6peMeHocTa,  eM6pMo-cbeTan"oT  M  npe-  M  nocTHaTanHMOT  pa3Boj,
rloTeHUMjan"OT pM3MK 3a iiyfeTO e Hen03HaT.
ynoTpe6a  Ha oBoj JieK 3a BpeMe Ha 6peMeHocT e MoxHa caMo no BHL"aTe/iHa npoLieHi(a Ha
oAHocoT noMefy KopMCTa  M  pM3MKOT on cTpaHa  Ha iieKap.

Lloerbe
BMTaMMHMTe  Bi,  B6  M  Bi2  Ce  M3JiaiJyBaaT  npeKy  MiieKOTo.  BMcor(M  itoHLieHTpaL+MM  Ha  BMTaMMH

86  (600   mg   AHeBHo)   Moke  Aa   ro   MHXM6MpaaT  co3flaBaibero   Ha   MajiMHo   MJieKo.   He   ce
AoCTan"  eKcnepMMeHTaiiHM  no/]aTOLiM  HanpaBe"  Ha  xMBOT"  3a  BJ"ja"eTo  Bp3  o6eMOT
Ha JlalleLbe  Bo  MJieKOTo.  3aToa Tpe6a Fia  ce 4oHece  o4nyL(a 4a" Aa  ce  npeKMHe 4oeLbeTO
M"  TpeTMaHOT  co  Heypo6MOH  cPopTe,  co  cooABeTHo  Pa3rJie4yBaLbe  Ha  npMA06MBKMTe  On
AoerbeTo 3a AeTeTo HacnpoTM  KopMCTa  Ha AOMJiKaTa oA TpeTMaHOT.

4.7        BnMjaHMe Bp3 cnoco6HocTa Ha Bo3elbe M paKyBalbe co MauMHM

Heypo6MOH   ¢opTe   -   o6noxeHMTe   Ta6ne"   He   B"jaaT   Ha   cnoco6HocTa   3a   Bo3ert>e   M
paKyBaLbe  co  MaLiJMHM.

4.8       Hecai{a"flejcTBa

BmejkM noBefeTo HaBeAe" HecaKa" AejcTBa ce 6a3Mpa" Ha cnoHTa" M3BecTyBatt>a
nocJle cTaBahaeTo Ha npoM3BOAOT Bo npoMeT,  a)peKBeHLiMjaTa He Moke ceKoraLLI  npeLiM3Ho

f|a Ce of|PeAM.  rlquoJly HaBeAeHMTe HecaKa" ecpeRTM Ce KJiacM®MHMpa" cnopeA
opraHCKMTe cMCTeMM  KaAe ce jaByBaaT M iiecTOTaTa.  rlpoLieHKaTa Ha ilecTOTa  Ha HecaKaHMTe

AejcTBa  Ce 3acHOBa  Ha cJieAHOBo rpynMpaH>e:

MHory iiec" (21/10)
Boo6Milae" (21/100,  <1/10)
HeBoo6Milae" (21/1000,  <1/100)
PeTKM (21/10 000,  <1/1000)
MHory peTKM  (<1/1o ooo)

Heno3Ha"  (He Moxe Aa Ce npoHeHaT qu] AoCTanHMTe noAaTOL|M)

Hapyury8arbe Ha uMyHuom cucmeM:
MHory peTi(M:                    xMnepceH3M"B"  peaKLiMM  KaKO  UTO ce noTeH>e,  TaxMKapAMja  M

Kox" peaKLiMM KaKo ileLiJatbe M yp"KapMja.

Hapyuiy8arba Ha HepeHuom cucmeM:
Heno3HaTM:                      floJiroTpajHa   ynoTpe6a   (noBeke   oA   6-12   MeceLiM)   Ha   AHeBHa   Ao3a

noroJieMa   oA   50mg   BMTaMMH   B6  Moxe   4a   npeAM3BMKa   nepMq)epHa
ceH3oPHa  HeBpona"ja.  CMMnTOMMTe  nocTeneHo  ce  noAo6pyBaaT  no
npei(MH  Ha  BHec  H  BMTaMMHMTe

Hapyury8arba Ha aacmpouHmsecmuHa]THuom cucmeM:
Heno3HaTM:

AMJaB

Hapyury8aH;a Ha 6y6pe
Heno3HaTM:

::f:?.,';`,,Li:J'  'J„'=   ``    y          ,,I-```:'
a.,I                ,.         v''*;i::uyRUHaprfuoin`cuc_meM:

rygiva',+(uP.PeHoi  KacF>eaBo  o6ojyBart>e  Ha  ypMHaTa  ce  jaByBa  no

agrM Tero6M KaKo LJJTe ce ra4eit,e,  noBpakaibe,
AM,bap"  noTeLIIItoTMM.
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rlDMiaBVBarbe  Ha  HecaKaHM 4eicTBa

llpMjaByBaLt>ero  Ha  HecaKaHMTe AejcTBa  no  CTaBaLt.e  Ha  iiel(oT  Bo  npoMeT  e  Ba}Klio.  Co  Toa
ce      oBo3Mo>KyBa      KOH"HyMpaHo      oneAeibe      Ha      oAHocor      KopMor/pM3MK      Ha      JieKor.
3ApaBCTBeHrme  npod)ecMOHaJluM  ce  MonaT  Aa  "  npMjaByBaaT  CMTe  cyoneKTHM  HecaKa"
AejcTBa +]0 HaHMOHaJl"OT ueHTap 3a CpapMai(OBMrrmaHua.
HecaKaHMTe  peaKUMM   qA  JieKOBMTe   Moxe  4a  "   npMjaBLITe   Bo   HaHMOHaii"or  peHTap  3a
cpapMaKOBMrrmaHHa   npM  AreHunjaTa   3a  JleKOBil   M   MeAMLiMHCKM   cpeACTBa   (yJi.CB.KMprm   M
MeTOAMj    6p.54   Kar   1)   Mt"    no   eiieKTpoHCKM   nat   npeKy   Be6   cTpaHaTa   Ha   AreHUMjaTa
http://malmed.gov.ink/,

4.9     npeAo"paHbe

BumaMUH Bii.
TMaMMHOT  MMa   Li"poK  TepaneBTCKM   MHAeKc.   MHory  BMcoKM   MHTpaBeHCKM  Ao3M   (noBeke  oA
log)  "  6noKMpaaT  raHmMMTe,Oni"HO  KaKO  Kypape  ecpeRT,  M  ro  no"cHyBaaT  npeHOcOT  Ha
HepBHM  MMnyJicM  Bo  HeypoHMTe.

BumaMUH Bin
TOKci"HMor noTeHUMjaii  Ha  BMTaMMHor 86 ce cMeTa AeKa e  MHory  HM3oK.  cenaK AoiiroTpajHa

ynorpe6a  (nonoJiro qq 6-12  MeceuM)  Ha AHeB" Ao3M  noBMcoKM  qu 50  mg  BMTaMMH  86 Mo>Ke
Aa   AOBeAaT   Ao   nepMd)epHa   ceH3oPHa   HeBPona"ja   co   nocTeneHo   noAo6pyBafoe   Ha
cMMnTOMMTe no npeKi"Or Ha BHec Ha BMTaMMHor..

KOH"HyMpaHa  ynoTpe6a  Ha  BMTaMMH  86  Bo  nepMon  noAonr on  2  MeceLM  co  AHeBHM  j]o3M
noBMcoKM on 1 g  Mo}I{e Aa AOBeAe 4o nojaBa Ha HeBpoTOKCMv" ecpeK".

rlpM  ynoTpe6a  Ha  noBMcoKM Ao3M  on 2  g  Ha AeH  3a6eiie}i{a"  ce  HeBpona"M  co  araKCMja  M
HapyLilyBatba  Ha  ceH3urMBHocTa,   I+epe6paii"  KOHByti3MM  co  EEr  npoMe"   M  M3onMpa"
onyiiaM Ha xMnoxpoMHa aHeMwia M Ce6opeMiieH AepMa""C.

BumaMUH Bin
Ilo  BMcOKM A03M  Ha  napeHTepaiiHa Tepa"ja (Bo  peTKM  OnyilaM  MCTO  M  no OpaiiHa  ynoTpe6a)
3a6ene}Ka" ce aJiep"cKM  peaKUMM,  er3eMaM  Ko)KeH ocMn  Bo cPopMM  Ha aKHM.

5.        ®APMAKOJIoul{M OCOBEHOCTM

5.1         ®apMalto[]MHaMCKM oco6eHoc"

®apMaKOTepaneBTCKa   rpyna:   BMTaMMH   Ei   Bo   KOM6rmaLiMja  Co   BMTaMMH   86   M   BMTaMMH   Bi2
ATC KOA: All DB

BMTaMMHMTe  TMaMMH   (BMTaMMH   Bi),   nMPMAOKCMH   (BMTaMMH   86)   M   Ko6aJiaMMH   (BMTaMMH   Bi2)

cnyxaT     Kalto     KoeH3MMM     80     MHTepMenMjap"OT     MeTa6On
nepMq)ep"oT HepBeH CMCTeM.
TMe ce eceHLiMjaJi" HyTPMeHCM KOM TeJioTo He Moke caMo

TMaMrm  (BMTaMMH  Bi):

ThaMMH'+"poq)occpaT e  aRTMBHaTa  cPopMa  Ha  BMTaMMH  B
eH3MMM  (np.  "pyBaT  AexMflporeHa3a  M  TpaHCKeToiia3a).
BKjiyiieH  Bo  MeTa6oi"3MOT  Ha  jariiexMApa",   Ho  MCTo  TaK
JMnMAM    M   aMMHOKMceJiMHM.    TMaMMHOT   MCTo   Tar(a   yvecTBy

MMnyricM.

\,`        `1+11      -.       `,

Afen*E,a' KarKo;
a , ``tMfarifiM

eHTpajiHMOT      M

3plM Ha  pa3"
je   npMMapHO

frL2.be: y|ipra ,'M:-Bo.`+I.6MHT;3aTa'  Ha
F±`E9<itr'±±T~9.`ed   Ha   HepBHMTe
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"pMAOKCMH  (BMTaMMH  86):
mpMAOKcan  cpOccpaT,   6MoiioLUKM  aKTMBHaTa  q)OpMa  Ha  "pMAOKCMH  e  KiiyiieH  KoeH3MM  80
MeTa6onM3MOT   Ha   aMMHOKMceiiMHM.    rlpeKy   npoLiec   Ha   AeKap6oKCMnauMja   yilecTByBa   Bo

a)oPMMpattleTo  Ha  a)M3MonouitM  aKTMBHMTe  aMM"  (np.  cepoTOHMH,  xMCTaMMH,  aApeHaiirm),
Ho MCTo TaKa  M  Bo  npoHec Ha TpaHcaMMHauMja  Bo aHa6oJ"iiKMTe M  KaTa6onMiiKMTe  npoL+ecM.
nMPMAOKcaii   q]Ocq)aT   Mrpa   BaxHa   yiiora   80   ueHTpajiHMOT   HepBeH   cMCTeM,   noce6HO   80
MeTa6Oi"3MOT     Ha     HeypoTpaHCMMTepMTe     I(OM     ce     KOHTpoi"pa"     On     eH3MMM.     KaKo
I(aTaJ"3aToP  Ha  npBMOT  ileKop    Ha  6MocMHTe3a  Ha  ccbMHro3MH,   nMPM4oKcaJi  cP0cq)aT  Mrpa
KJiyilHa    yJiora    Bo    MeTa6oJ"3MOT    Ha    ccbMHroJ""AM.    Cq)MHro""AMTe    ce    oCHOB"
KOMnoHeH"  Ha  MMeJiMHcitaTa  o6BMBLta  Ha  HepBHMTe  KJieTKM.

Ko6aJiaMrm  (BMTaMMH  Bi2):
BMTaMMH        Bi2        Bo       cBojaTa       aKTMBHa       a)opMa        (5-4e3oKCMaAeHo3MnKo6anaMMH        M
Me"JiKo6aiiaMMH)  e  BKiiyHeH  Bo  eH3MMCKM  KaTaJ"3MpaHMOT  MHTpaMoiieKyliapeH  npeHoc  Ha
BOAoPoA"  jo"  M  MHTpaMOJieKynapHMOT  npeHoc  Ha  MeTMJi  rpy".   BMTaMrm  Bi2  MCTo  Tai(a
MMa   yJiora    Bo   cMHTe3aTa    Ha    MeTMOHMH    (TecHo    noBp3aH    cO   cMHTe3aTa    Ha    HyKJieMHCKM
KMceJ"")   M   MCTo  TaKa  e   BKliyileH   Bo   MeTa6onM3MOT  Ha  /"nMAM   npeKy  KOHBep3aL+Mja   Ha
nponaHOMiiHa  KMceJiMHa Ao  CyKLiMHaTHa  I(MceJIMHa.

BMTaMMH   Bi2  e  BKJiyiieH  Bo  Me"naLiMja  Ha  OCHOBHMOT  npoTeMH  MMeJ"H,   cocTaBeH  AeJi  Ha
MMetiMHCKaTa  o6BMBKa  Ha  HepBHMTe  KJieTKM.  Co  Me"JiaLiwia  ce  3roJleMyBaaT J"nod)MJl"Te
cBojcTBa    Ha    OCHOBHMOT    npoTeMH    MMenrm    Koj    noiTMKHyBa    noroneMa    rmTerpaL+via    Bo
MMeiiMHCKaTa  06BMBKa.

KOM6MHaLiMja  Ha  BMTaMMH  Bi,  86  M  Bi2:

Kaito   pe3yiiTaT   Ha   cpoAHaTa   6MoxeMMCKaTa   cTpyKTypa,   BMTaMMHMTe   Bi,   86   M   Bi2   Ce   on
noce6Ho  3HaileH>e  3a  MeTa6oJ"3MOT  Ha  HepBHMOT  cMCTeM  M  KaKo  noeAMHeil"  KOMnoHeH"
M  80  KOM6MHaLiMja.  flonoJi"TeiiHo  noBekeTo  oA  a¢eK"pa"Te  rpy"  Ha  naLiMeH",  I(aKo
LIJTo  Ce  nocTapMTe  Hal+MeH",  AMja6e"ilapMTe  M  ApyrM,  MMaaT  Aeq)ML|MeHL|wia  qu  CMTe  TPM
BMTaMMHM.

CTVIMM  Ha XMBOT"  noKaxaJie AeKa  KOM6MHaLiwia  Ha  BMTaMM" oA  a rpynaTa  ro 3a6p3yBaaT
npoLiecoT Ha  pereHepaLiMja  Ha  oLi]TeTe"  HepB"  naTMUJTa,  npM  LiJTo AOBeAyBaaT Ao  n06P30
Bpakaibe  Ha  HMBHaTa  cpyHKL+wia  M  MycKyJiHa  rmepBaLiMja.
Kaj myBLiM co AMja6eTec,  ynoTpe6a Ha BMTaMM" qu 8 rpynaTa npeBeHMpa MJ" " HaMaJiyBa
KapaKTepMCTMilHMTe   HepB"   oLLiTeTyBaiba   M   Ha  Toj   HailMH  ro  HaMaiiyBa  oLijTeTyBaH>eTO   Ha

¢yHitLiMOHaii"Te Oc06M" (aH"HeyponaTCKM ecpeKT).

rlpM  pa3J"u"  MOAe"  Ha  6onKa  Kaj  rJiyBLiM,  ynoTpe6aTa Ha  BMTaMMH  Bi,  B6  M  Bi2 noKaxaJla
aHaJire"ileH   eq)eKT  Co   iJJTo   e¢MKacHoCTa   Ha   KOM6MHauMjaTa   e   noroJieMa   Bo   oAHoC   Ha
Hoe+]HeilHa ynoTpe6a  Ha  BMTaMMHMTe.

5.2      ®apMai{ol{MHeTci(M oco614HM

MCTOBpeMeHa  ynoTpe6a  Ha  BMTaMMHMTe  Bi,  86  M  Ei2 He  Bi"jae  Ha  a)apMaKoitrme"KaTa  Ha
BMTaMMHMTe  noe4MHelJHo.

TMaMMH  (BMTaMMH  Bi):

Bo   3aBMCHoCT   qu  A03aTa   npM   OpaJiHa   af|MmMCTpauMja,   "aMrm   Ce   npeHecyBa   co  ABa
MexaHM3MM  Ha

aKTMBHa     a6co
KOHHeHTpaLii

cTynMM   cO

AyoAeHyMOT,
noMaJia.  Te
AeJIOBM oA Te

:iji;:,ii`g,#inl;fauMj
a    AO     2     umol     M     nacMBHa    AMq)y3Mja     AOKOJiKy

g#gi:g::g:`]¥:ar±Pi:Lo::5:#TBaMa:p::::o=afre°nfl::TfleeHmKo::uap6ec8°oP:"Hpeau::
6.nno   Kar(Ba   a6copnLiMja      80  xeJiyz]HMKOT   M   80   AOJiHMTe

inrfbT Koj ce cbopMMba  B'o.Ae6enoTo u`b;BOHe ce a6c.o.p6Mpa.

•`€-:F=±i,=3£,''
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Ilo  a6copnLiMjaTa  80  MHTecTMHaiiHaTa  MyK03a,  TMaMMH  ce  npeHyBa  Ao  UPHMOT  flp06  npeKy
xenaTaJiHMOT  nopTaJieH  CMCTeM.  Bo  LipHMOT flpo6  co  noMou  Ha  "aMMH  KMHa3a,  "aMMH  ce

¢ocq)opMJ"pa Bo TMaMMH "po¢occbaT (TPP) M "aMMH TPM¢occpaT (TTP).
noliyBpeMeTo  Ha  ejii"MHaLiMja  Ha  TMaMMH  e  oKOJiy  4  Haca  (1   Hac  Bo  6eTa  cba3a),  floAeKa
6MoiiouKMOT noiiyxMBOT Bo iloBeHKOTo TeJio e noMefy 9,5 M  18,5 AeHa.
lloBeuKOTo   TeJio   Moxe   fla   cKJiaflMpa   oKOJiy   20-30   mg   Ha   "aMMH,   rJiaBHo   Bo   CPL+eTo,

Mo3oKOT,   I+PHMOT  flpo6   M   6y6pe3MTe).   rlocJie  4-10  AeHa   KanaL+MTeTOT  3a   pe3epBMpabe  e
MHory  orpaHMHeH  3apaAM  6p3aTa  MeTa6oj"3aLMja.  npMMap"  npoM3BOAM  Ha  eKcltpeLiMja  ce
TMaMMH  Kap6OKci^jiHa  KMcejii"a,  nMpaMMH,  TMaMMH  M  Hei(oM  MeTa6O""  KOM  ceyii]Te  He  ce
MfleH"cPMKyBa"  (PeHaJiHa  eKCKpeLiMja).  KOJ"HMHaTa  Ha  HeMeTa6oJ"3MpaH  TMaMMH  I(oi  ce
eJ"MMHMpa  no  peHajieH  naT  Bo TeK  Ha  4-6  iiaca  ce  3roJieMyBa  co  3roTieMyBaibe  Ha  BHecoT
Ha  TMaMMH.

nMPMAOKcrm  (BMTaMMH  86):

BMTaMMH  86  ("PMAol(CMH,  "PMAOKcan  M"  "PMAOKcaMMH)    npeTexHo  6p3o  ce  a6cop6Mpa
floMMHaHTHo  Bo  ropHMOT  racTPoMHTec"HaneH  TpaRT.  .  OKOJiy   80%  ofl  nMPMfloKcafl  cPoCcpaT
ce  Bp3yBa  3a  npoTei^"Te.  BMTaMMH  86 noMMHyBa  Bo  cnMHaJiHaTa  TeilHocT, ce  M3naHyBa  Bo
Maj"HOTO    MiieKO    M    ja    noMMHyBa    njiaLieHTapHaTa    6apMepa.    riiaBHMOT    IipoM3Bon    Ha
e"MMHaL+Mja  e 4-"pMfloKCMilHa  KMcenMHa  80  KoiiMiiMHa  Koja  3aBMCM  on fl03aTa  Ha  BMTaMMH
B6 Koja ce BHecyBa.
BMTaMMH   86   rJlaBHo   ce   a)oc¢oPMJ"3Mpa   80   LipHMOT   Apo6,   pe3yJi"pajkM   co   6MolloiiJKM
aKTMBHaTa    ¢oPMa    "pMAol(Can    a)Ocq)aT.    3a    Aa    ja    noMMHe    KJieToilHaTa    MeM6paHa,
¢occPopMrMpa"oTE6MopafiaCexMflpoJ"3MpaCoaJiKaJIHacPoccpaTa3a3aAarooCJlo6oflM
BMTaMMHOT   E6.   TpaHcnopTOT   Bo   KJieTKMTe   Ce   ofiBMBa   npeKy   fiM¢y3Mja,    npocJiefleHa   Co

pecpoccpopMnai+Mja.   BMOJioiiJKMOT   noJiyxMBOT   Ha   nMPMAOKcafl   cPoccpaT   e   15-25   fleHa   co
ei"MMHaL+MOHeH noiiyxMBOT on oKoliy 3 iiaca.  npM6nMXHo 40 flo  150 mg Moxe Aa ce ilyBaaT
co KanaLiMTeT 3a 3aApnyBahe oA 14 flo 42 AeHa.

L+MjaHOKo6ajiaMMH  (BMTaMMH  Bi2):

A6copnLiMjaTa Bo racTpoMHTec"HaJi"oT TpaRT ce ocHOBa Ha fiBa pa3"" MexaHM3MM:
ARTMBHMOT   MexaHM3aM    ro    BKJiyiiyBa    MHTPM3Mii"oT   cpaRTop    (M®),    Koj    ce    M3jiailyBa   ofl
napMeTaji"Te  Klie"  Ha  racTPMiiHaTa  MyK03a.  nocjie  Oon06OflyBaHDeTO  Ha  xanTOKOpMH  OA
xeJiyfleiiHaTa    KMceJiMHa    BMTaMMHOT    BMTaMMH    Bi2    Ce    BP3yBa    co    MHTPM3Mi+HMOT    cpaRTop

a)opMMpajKM  BMTaMMH   Bi2  -  MHTpim3MiieH  cpaKToP  KOMriJieKC.   oBoj   KOMnjiel{c  ce  Bp3yBa  Ha
CneuMq)MileH  PeLienTopeH  npoTeMH  Ha JiyMMHaJiHaTa noBpu"Ha Ha ileum  mucosa.
He3aBMCHo  ofl  MHTPMH3MH"oT  cpaKTop,  BMTaMMH  Ei2 Moxe  Aa  HaBJie3e  Bo  uMPKyJiaL|MjaTa  M
npei{y   He3acMTeHa   nacMBHa   flMd)y3Mja.   rlacMBHaTa   flMcpy3Mja   Moxe   fia   ce   cjiyiiyBa   HM3
I+elioTo TeHKo  LipeBo  M  onq]aka  oKOJiy  1-2%  on TOTaliHaTa  a6copnuMja  Ha  BMTaMMH  Ei2  M  He
e  acpeK"paHa  ltaj   naLMeH"   KOM   MMaaT  racTpofiyofleHaJiHa   peceKLiMja  M"  CTpaflaaT  OA
flpyro  racTpoMHTec"HaJiHo  3a6onyBarbe  Koe  ja  nonpeilyBa  M®  peryj"paHaTa  a6copnL+Mja
Ha  BMTaMMH  Bi2.   nacMBHMOT  Bne3  Mrpa  BaxHa  yJiora  Bo  aAMM"CTpauMja  Ha  TepaneBTCKM

flo3M eKBMBaJleH" Ha 100 na" MnM noBeke oA flHeBHaTa npenopallaHa flo3a.
CTyflMM  Kaj  3flpa" Ao6poBOJiHM  noKaxyBaaT AeKa  MaKCMMaJIHa fi03a  ofl  1.5  ug  BMTaMMH  Bi2
npMMeHa  opaJiHo  ke  6Mfle  a6cop6MpaHa  co  noMOLu  Ha  MHTPMH3i""oT a)aRTop.  floKOJiKy ce
3roJleMM  fio3aTa  AafleHa  opaJiHo,   ke  Aojf|e  flo  CaTypaL+Mja   Ha   a6CopnLiMjaTa  3aBMCHa  ofi
MHTpi"3Mil"oT  cpaRTop  M   ke   ce  3roJieMM   a6copnLiMjaTa   noTTMKHaTa   co  flMcpy3Mja.   OKOJiy
90%     oA    ito6aJiaMMHOT    Bo    nJla3Ma    ce    Bp3yBa    3a    npoTeMHMTe     (TpaHCKo6anaMM").
HajroJieMMOT Aen  Ha  HeLiMPKyJ"Paul(MOT  BMTaMMH  Bi2  Bo  nJia3MaTa  Ce  AenoHMpa  Bo  LipHMOT

Apo6  (dKOJiy  1,5  mg),  npociieAeHo  co  6y6pe3MTe,  cpueTo,  clie3MHaTa  M  Mo3oitoT.  TOTaliHaTa
----.--.,- i.A   -A  +arl^t^   Elar`iAna    r_A  nnFaeReTo   nDOLleHKM   BO   DaHroT  On  2-3   mg.   BP3MHaTa   HaR5i"HinHa  B-o  +enoi6  BapMpa,  co  noBekeTo  npoLieHKM  Bo  paHro±.p.E cKiia/]MpaHa  Bo

Pea6cop6Mpa npeity
6j^`` KafiatlM}a^Tot,,:  iia.   TeiioTO    3a

aqMM"cTpaLiMja,
;i

pa3MeHa e 2,5 mcg  BMTa-MMH  Bi2 Ha AeH  M" o,o5%  on
TejioTO  cO 6MojioLiJKM  noiiyxMBOT On OKOJiy  1  roAMHa.

:#:Fo"xHenB:ianflp:::aysH:MCpeKycneaKE:,Tarpafl::o::;HKcaeTaHMa::tpr73_   _~_.._    Li`^
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npeKyMep"oT fieJl ce eJ"MM"pa  npeKy ypMHaTa.                \\\..' ,.`,;`.,.`.`<L\t`;:,`````\`i:`a`±\~-±`    ` '
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5.3      nDe4unMHMLII{M CMrvDHOcHM  noAaTOuM

Toi(cMHHocTa    Ha    BMTaMMHMTe    Ei,    86   M    Bi2   e   MHory   MaJia.   flocTan"Te   noAaToi+M    He

yKa>KyBaaT Ha  6uno KaitoB  noTeHLiMjaiieH  pM3MK Kaj Tiyfe.

He   noorojaT   J"TepaTyp"   noAaToi+M   3a   KaHL+eporeHM,   MyTareHM,   eM6pMoroKCMii"   MJ"
Teparore" oco6M" Ha BMTaMM"Te Bi,  86 M Bi2.

crynMM  3a  roKCMiiHocT  cO  noBTOpe"  A03M  Ha  BMTaMMH  Bi   M  Bi2  He  noita>i{yBaaT  3HaLiM  Ha
MHTOKCMKaHMja  rioBP3a" co TepanwiaTa.
Kaj  KyiMlba  M  myBun AHeB" Ao3M  qq 2o  mgtltg  M  25  mg/kg  BMTaMMH  86 He  npeAM3BMKyBaaT
3HaLiM  Ha  xPoHMiiHa  TOKCMiiHocT.  flonroTpajHa  ynoTpe6a  Ha  BMcoKM  fio3M  Ha  BMTaMMH  86  Kaj
I(Ky`"lba M  rJlyBHM AOBeAyBa flo HeBPona"M.
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6. ®APMALiEBTCKM  KAPAr(TEPMCTMKM

6.1          JIMCTa  Ha  el{cLiMnMeHCM

Ta6ne"o iaflDo:
MarHe3MyM cTeapaT
Merrm LreJiyJi o3a
HaTPMyM  cKpo6eH  rJiMKonaT
Xena"H
MaHMTon
TanK
rJ"pepon
KonoMAeH  aHXMflpMAeH  cMJiMKaT
rlpouMCTeHa  BOAa

Ta6tie"a o6BMBKa:
MOHTaH  rjiMKoii  BocoK
xeriaTMH
MeTrm HenyJio3a
ApancLta ryMa
rJ"Hepon
rioBM4OH
KaJipryM Kap6oHaT
KonoM4eH aHXM4PM4eH cMJ"KaT
KaonMH
TMTaH AMOKCMfl  (E  171 )

TaJIK
Caxapo3a

6.2         MHi{oMna"6MnMja

He e no3HaTa.

6.3        PoKHaTpaert.e

B"cTep naKyBarbe: 24 MeceLiM

iEiiiEIFEEE=

6.4        noce6HM npeAynpe/]yBarba 3a HaLIMH Ha LiyBaibe

neitoT ce iiyBa Ha TeMnepaTypa Ao 25° C.



6.5        npMpoAa M coApxMHa Ha naKyBaibeTo

Bi"cTepoT e cocTaBeH oA 6a3eH ¢MJ" (TBPAa,  nposMPHa PVC ¢oJ"ja o6noxeHa co PVDC
)  Ha floJiHaTa CTpaHa M noKPMBHa   a)oJ"ja (aJiyMM"yMCKa a)o"ja   o6noxeHa co TonJ"HCKo
3aTBopyBaiiKM riaK)  Ha ropHaTa CTpaHa.

rolieMMHa Ha naKyBaibe: 20 Ta6iie"

6.6        noce6HM npeAynpeAyBaba 3a oTCTpaHyBaibe

HeMa noce6" 6apaiba.

7.         HOcMTEn HAonoBPE"E3ACTABAfoE Bo npoMET:

BAPYC AooeJl
yJ|. „CKy"" 6p. 57
1000 CKonje, MaKeAo"ja

:::.:,2#-8o6
cpaKc:  (02) 3137-013

8.           BPOJ HA PELUEHME

9.          AATyM HA npBA PE"CTPAUMJA/ nocnEAHA OBHOBA

01.08.2014 /

io.        flATyM HA nocJiE|]HA PEBM3MjA HA TEKCTOT

MapT 2019 roAMHa

Haui" Ha il3AaBalbe

JleKOT Moxe Aa ce M3AaBa M 6e3 JleKapcKM peL+enT (EP).


