
3BMPEH M3BEUTAJ 3A oCoEMHMTE HA nEi(oT

1.   MME HA MEflMUMHCKMOT npoM3Bofl

L|eTpo"A 0.25 mg,  npaLiJOK M  PacTBopyBau 3a pacTBop 3a MHjeKLiwia.

2.   I{BAJIMTATMBEH  M  l{BAHTMTATMBEH COCTAB

EAHa BMjaJla coApxM 0.25 mg  L+eTpopeJ"Kc (I(aKo aLieTaT).

no  peKOHc"TyuMjaTa  cO  npMiioxeHMOT  pacTBOpyBail,   ceitoj  MMi"i"Tap  pacTBOp  cOApxM
0.25 mg LieTpopeJ"Kc.

3a KOMnJieTHa iiMCTa Ha ei(cuM"eHCM,  BMAM 6.1.

3.  ®APMAL|EBTCKA ®OPMA

rlpauoK M  pacTBOpyBau 3a  pacTBOp 3a  MHjeKLiMja.

M3rJiefl Ha npaLuoKOT: 6en I"o¢Mi"3aT
M3riie/I Ha pacTBopyBaHOT:  6MCTap M 6e36oeH pacTBop

pH Ha peKOHc"ryMpaHMOT pacTBop e 4.o -6.o

4.    KJIMHMl+KM OCOBEHOCTM

4.1  TepaneBTcitM  14HAMI{aL|MM

rlpeBeHLiMja  Ha  npeMaTypHa  OByjiaLiMja  Kaj  naLtMeHTKM  KOM  ce  80  npoHec  Ha  I(OHTpOJ"paHa
oBapMjaiiHa   c"MynaHMja,   nocJie   Koja   cJieAM  co6Mpaibe   Ha  ooHMTMTe   M   M3Be/]yBaibe   Ha
acMCTMpaHM  penpoAyRTMBHM  TexHMKM.

Bo   KJiMHMiiKMTe    McnMTyBarba    HeTpo"/I   e    KopMCTeH   3aeAHo   co   xyMaH    MeHoliay3aiieH
roHa/]oTponMH   (HMG),   Ho   cenaK   orpaHMiieHMTe   Mci{ycTBa   co   peKOM6MHaHTeH   a)oi"Kyii-
cTMMyi"paiiKM xopMOH  (FSH)  noKa}KyBaaT cJiMiiHa ecpMKacHocT.

4.2 []o3Mpaibe M  HaLIMH  Ha AaBaibe

L|eTpo"] cMee /]a ro npenMUJyBa caMo   JieKap cneLiMjai"cT Koj e MCKyceH  Bo TpeTMaHOT Ha
cTepMi"TeT.

flo3MDaLbe
rlpBOTo  aAMMHMCTPMpaibe  Ha  HeTPo"4  Tpe6a  Aa  ce  M3BeAe  nod  Ha/]3op  Ha  lieKap  M  Bo

yciioBM   KaAe   npM   Mox"   aJiep"CKM/nceBAo-aJiep"cKM   peaKLiMM   (BunyilyBajkM   xMBOTHo
3arpo3yBaHKa  aHad)MJiaKca)  Moke  BeAHau Aa ce pea"pa.  CJieA"Te  MHjeKLiMM  MoxaT M fla
ce  CaMo-aAMi"MCTPMpaaT  AOKOJIKy  naLiMeHTi(aTa  e  cBecHa  3a  3HaLiMTe  M  cMMnTOMMTe  KOM

M  noTpe6aTaMoxaT Aa  MHAMUMpaaT  xMnepceH3M"BHoCT,  nocJle/]MHMTe  on TaKBa
oA  MTHa  MeAMLiMHCKa  i"TepBeHL+Mja.

CoflpxMH;Ta  oA  1  BMjaJia  (0.25  mg  LieTpopeJ"Kc)  ce AaBa
MHTepBai",  HayTpO  MJ"  HaBeilep.  no  npBaTa  MHjeKLiMja,  ce
6M+]e   now   MeAMLiMHCKM   HaA3op   Bo   POK   ofl   3o   MMHy"   3a
aJiep"CKa/nceyAo-aJ]ep"CKa peal(LiMja Ha MHjeKLiMjaTa.
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nocmapa nonyiTauuja
HeMa peiieBaHTHa ynoTpe6a Ha  L+eTpo"A Kaj  repMjaTPMCKaTa nonyJiaHMja.

neoujampucKa nonynauuja
HeMa peiieBaH"a ynoTpe6a Ha L|eTpo"fl Kaj neAMjaTPMCKa nonyiiaHMja.

HaiiMH  Ha  a4MMHMCTDauMia

L|eTPo"fl e HaMeHeT 3a Cy6KyTaHa  MHjeKl+Mja Bo /]oJiHMOT a6AOMMHaJieH SMA.
peaKLiMMTe   Ha   MecTOTo   Ha   MHjeK"paibe   MO>KaT  Aa   ce   MMHMMM3MpaaT  co   pO"paibe   Ha
MecTOTo   Ha   rmjel{uMjaTa,   co   offlo}KyBahe   Ha   MHjeK"paibe   Ha   MCTOTo   MecTo   M   6aBHo
MHjeK"Paibe   Ha   MeflML"Hcl{MOT   npoM3BOA   uJTo   noTnoMara   nporpeowBHa   a6copnLiMja   Ha
Mei]MUMHCKMOT npeM3BOA  .

AaMMHMerDMoaibe  HavTDo:  TpeTMaHOT co  L|eTpo"A Tpe6a fla 3anouHe  Ha  5-MOT rum  6-MOT
AeH   qu   oBapMjaJiHaTa   cTi"ynaL+Mja   co   ypMHap"   rum   peKOM6MHaiiTHM   roHaAOTponMHM
(npM6"}I{l+o  96 Ao  120  ilaca  on 3anouHyBarbeTo  Ha  oBapMjajiHaTa  c"MyiiaHMja)  M  Mc"oT
Tpe6a Aa  ce  npefloJi>KM  3aeAHo  co  roHa/]oTpo"HMTe  BKiiyilyBajrfu  ro  M  qeHOT  Ha  MHAyKLiMja
Ha    oByiiaHMja.    3anouHyBaLbeTo    Ha    TpeTMaHOT    co    L+eTpo"A    Moxe    Aa    3aBMCM    oA
oBapMjaiiHaTa  peaKLiMjaTa,  oAHocHo 6pojoT   M  roJieMMHaTa  Ha  pa3BMeHrme cPoJ"KyJ"  M/rum
KonMiMHaTa   Ha  LMPKyJ"pauun  ecTpaAMOJi.   3anoiiHyBaibeTo   Ha  TpeTMaHOT  co   ueTpo"iA
Mo>Ke fla  6MAe  oAJioxeHo  npM  oAcycTBo  Ha  cponMKyJiapeH  pacT,  MaKo  KtiMHMui(oTo  Mci{ycTBo
e   6a3MpaHo   Ha   3anoilHyBaibe   Ha   TpeTMaH   co   L|eTpo"fl   Ha   AeH   5   rmM   AeH   6   oA
c"MyJiauMjaTa.

AaMMHMerDMDalbe  HaBeileD:  TpeTMaHOT  co  HeTpo"A  Tpe6a  fla  3anoiiHe  Ha  5-MOT AeH  oA
oBapMjaiiHaTa    c"MyJiaLiMja    (npM6J">Kiio    96    Ao    108    ilaca    oA    3anoHHyBafoeTo    Ha
oBapMjaiiHaTa  c"MyJiaL"ja)  co  ypMHap"  M"  peitoM6MHaHT"  roHaAOTpo""  M  MCTMOT
Tpe6a  Aa   ce     npoAoii>KM   3aeAHo   co   roHafloTponMHMre   ce  Ao   Beiiepra   npeA  AeHOT  Ha
MHfiyKL+Mja  Ha  oByiiaLiMja.  3anoi+HyBarbeTo  Ha  TpeTMaHOT  co  L+eTpe"A  Mo}I¢e Aa  3aBMCM  ofi
oBapMjaJiHaTa  PeaKL"jaTa,  ofiHoouo 6pQjoT   M  roJieMMHaTa  Ha  pa3BMeHMTe ¢oi"Kyi"  M/rum
KOJiMiMHaTa   Ha   uMPKyJ"PallKM  ecTpaAMOJi.   3anovHyBaLbeTo   Ha  TpeTMaHOT  co   LJeTpo"A
Mo}l¢e Aa  6MAe  Ofulo}KeHO  npM  0AcycTBo  Ha  a)oJ"KyJiapeH  pacT,  MaKo  KiiMHMiiKOTo  MCKyerBo
e   6a3MpaHo   Ha   3anoi]HyBarbe   Ha   TpeTMaH   co   L|eTPo"fl   Ha   AeH   5   MrM   fleH   6   o/I
c"MynaqujaTa.

3a  MHCTpyKi+rm  3a  peKOHc"TyHMja  Ha  MeAMHMHCKMOT  npoM3Bon  npeA  aAMMHMCTPMpalbe,  Aa
ce BM4M 4en 6.6.

4.3    I(olITpaMHAMraLiMM

L|eTpopei"Kc He cMee Aa ce KopMc"  Bo npMcycTBo Ha 6uno Koja oA coeroj6MTe HaBeAe"
noAOJle:

•      XMnepceH3M"BHoor Ha aiITMBHaTa cy6CTaHiia  MJ"  6MJio  KOM  cTpyKTypaii"  aHaiio3M
Ha gonadotropin-releasing  hormone  (GnRH),  eKCTPMH3Mil"  nen"
6MJio Koj oA eKcuMnMeHCMTe HaBefie"  Bo AeJioT 6.1.

•      BpeMeHocT M Aoeit>e
•      rlauMeHTKM co TeuKo 6y6pe>Kiio HapyLi]yBaibe.

4.4  noce6HM npe[]ynpei]yBarba M Mepi{M Ha npeTna3nMBocT

AJieD"cKa cocToi6a
rlpMjaBe"   ce   criyilaM   Ha   aiiep"cKM/nce84O-ajiep"cKM   peaKL+MM,
3arpo3yBawKa aHad)rmaKca,  no npBaTa Ao3a Ha Jiei(or (BMAM /len 4.8)

\as±=]±=brMi:ru

+  .8Hk.u' +
EEELRE

OHM   MJIM

Kaj  naLiMeH"  KOM  ke  noKaxaT 3HaLiM  M  cMMnTOMM  Ha  alITMBHa  ajiep"cKa  cocToj6a  Mi"  KOM
MMaaT MCTopwia  Ha  aJiep"cKa  npeAMcno3MLiMja Tpe6a Aa  BoflM  oCo6eHa  rpMxa.  TpeTMaHOT
co L|eTpo"4 He ce npenopaiiyBa Kaj xeHM co TeLIIKM aiiep"cKM cocToj6M.
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8::Egg:::=:a::E=j:==a===:3=:=¥=£:±+=::#=S%  Moxe  Aa  ce  nojaBM     cMHf|poM  Ha
oBapMjaJiHa   xMnepc"MyJiaLiMja (Ovarian hyper stimulation syndrome -OHSS).  OBoj  Ha.cTaH
Tpe6a  fla  Ce  3eMe  npeflBm  KaKo  MHTPMH3MiieH  pM3MK  Ha  npoLieflypaTa  Ha  cTi"yJiaLiM|a  co
roHaAOTponMHM.

OHSS    Tpe6a    Aa    ce    TpeTMpa    cMMnTOMaTCKM,     Ha    np.    co    oAMopatbe,     MHTpaBeHCKM
eiieRTPo""/KOJioMAM M XenapMHCKa Tepa"ja.

rlofflpLiJKara  Ha  JiyTeaJIHaTa  Cpa3a  Tpe6a Aa  ce  M3BeAyBa  Bo  corJiacHocT  co  npaKcaTa  Ha
MeAMUMHCKMOT I+eHTap 3a  PenpoAyKLiMja.

E3:=:=:=a=±±:::#::=:#::a#===:a:=¥=a±#abeHeTpO"fl3aBpeMeHanoBTOpe"
npoL|eAypM  Ha oBapMjaJiHa  c"MyJiaL+Mja.  3aToa  L|eTpo"fl Moxe fla ce flaBa  Bo noBTope"
uMunycM caMo nocJie BHMMaTeJiHa npoL+eHKa Ha oAHocoT KopMCT /pM3MK.

!Sg±LHre"TaJl"aHOMaJ114±4
npeBalieHL+aTa     Ha     KOHreHMTan"     aHOMa"     nocJie     ynoTpe6aTa     Ha     acMCTMpa"
pelipoAyRTMB"  TexHOJio"  (ART)  co  M"  6e3  GnRH  aHTaroHMc"  Moxe  fia  6Mfle  MajiKy
noBMcoKa  Bo  cnopefi6a  Co  cnoHTaHMTe  3ailHyBalba,  MaKo  He e jacHo fla" Toa  e  noBp3aHo
co a)aRTopM noBp3a" co MHcpep"J"TeTOT Ha napoT M" caMMTe ART npoLieflypM.
Orp"iie"  noflaTouM  ofl  KJIMHMIIKM follow-up cTyfl"  Ha  316  HOBopofle"Mltia  ofl xe"  Kaj
KOM   6Mn   aAMMHMCTPMpaH   L+eTpopeJ"i(C   3a   TpeTMaH   3a   MH¢ep"J"TeT   cyrepMpaT   fleKa
ueTpopeJ"Kc He ro 3roJieMyBa pM3MKOT 3a KOHreHMTan" aHOMa" Kaj noTOML+MTe.

2§gLnaTaJIHOHapvuJVBaE±B
HeTpopeJ"Kc He  e  npoyilyBaH  Kaj  Hal+MeH"  co xenaTaJiHo  HapyLi]yBaibe,  M  cnopefl Toa  ce
npenopaiJyBa  BHMMaTeJiHocT.

EiHariHOHapvu]vBare
L|eTpopej"Kc  He  e  npoyiiyBaH  Kaj  Hal+MeH"  co  peHaliHo  HapyLiJyBaibe,  M  cnopefl  Toa  ce
npenopailyBa  BHMMaTeJiHocT.   HeTpopeJ"Kc  e   KOHTpaMHfiMLiMpaH   Kaj   nauMeH"   co  TeiiJito
6y6pexHo HapyLi]yBafoe (BMfiM AeJi 4.3.).

4.5  MHTepaKiiMM co Apy" MeAMliMHCKM npenapa" M flpy" a)OPMM Ha MHTepaKUMja

He  ce  M3BeAe"  CPOpMaJ1"  cTyflMM  3a  MHTepaKL+MM  Ha  ueTpopeJ"Kc  Co  flpy"  jieKOBM.  WH
6umpo  Mc"TyBaHDaTa  noKanyBaaT fiei(a  MHTepaKL+MMTe  He  ce  Bepoja"  cO  iieKOBM  KOM  ce
MeTa6ot"3MpaaT  co  HMToxPoM  P45o  M"  rj"KOHM3MpaaT  MjiM  KOHjy"paaT  Ha  flpyr  HailMH.
CenaK,   MoxHoCTa   3a   MHTepaKL|MM   co   roHaf|oTPo""   M"   MeAMl|MHCKM   npenapa"   KOM
MHflyLiMpaaT  ocJio6oflyBaibe  Ha  xMCTaMMH  Kaj  iiyBCTBMTeJi"  MHflMBMflyM  He  Moxe  TOTaJiHo

|]a ce MclthyiM.

4.6  EpeMeHocT M 4oerbe

EpeMeHOcT Mi" flQe]¥
L+eTpo"fi He cMee Aa ce ynoTpe6yBa npM 6peMeHocT M" fioeLbe

E±OAHQff
Mc"TyBaLbaTa npaBe" Kaj xMBo" noKanyBaaT AeKa___  __._.i --,,-

LleTPopeJ|

BJ"ja"e Bp3 nJioflHocTa,  PenpofiyRTMB"Te nepcpopMaHCM  M 6pe
Iu' Ir,I J LIL,, I+t~ , -   1,I.--_ _ '  ._ .    _ _ _  J

~__ ____..___   .,A  ^^  :^Bi4n  Tar`al
I-:-kt;-+ i-o- H-;-Bc"+6IiHaTa -cpa3a Ha 6peMeHocT, He ce jaBMli TepaT

4.7 Bi"ja"e Bp3 cnoco6HocTa 3a ynpaByBaibe co Bo3Mlio M Ma
HJIS„KuP '

REHEtlHE=

L|eTPo"fl  HeMa  M"  MMa  3aHeMapJ"Bo  BJ"ja"e  Bp3  cnoco6HocTa  3a
803Miio  Mi"  MaLi]MHM.
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4.8 Hecal{a" AejcTBa

HajiiecTo  npMjaBe"  HecaKa"  AejcTBa  ce  iioKan"  peaKL+MM  Ha  MecTOTo  Ha  MHjeRTMpait>e
Kai(o   LipBeHiiJio,   OTOK   M   i+eilJaree   KOM     Boo6MilaeHo   ce   MMHiiMBM   no   npMpofla   M   co   6Jiar
MHTeH3MTeT.  Bo  KiiMHMi+KM  CTyAM,  oBMe  HecaKa"  e¢eRTM  ce  noBP3a"  Co  a)peKq)eHLiMja  oA
9.4% npM noBekeKpaTHOTo MHjeK"paibe Ha L+eTpoTme 0.25 mg.

JleceH flo yMepeH OHSS  (WHO rpyna  I  MJ"  11) ce ilecTo npMjaBe"  M Tpe6a fla ce cMeTaaT
KaKO  MHTPMH3MVHMOT  pM3MK  noBp3aH     cO  c"Myna"BHaTa   npoL+eAypa.   rlojaBa   Ha  TeulKa

®opMa Ha OHSS ocTaHyBa HeBoo6MiiaeHa.

HeBoo6MHaeHo,     npMjaBe"    ce    cJiyHaM    Ha    npeilyBCTBMTeiiHocT    BKnyHyBajkM    nceyAo-
aiiep"cKM/ aHaq)MJiaRTOMA"  PealtHMM.

ELMCTa Ha HecaKa" AeicTBa

Hecai(aHMTe    AejcTBa    npMjaBe"    noAOJie    c
nojaByBaLbe,  KaKO  LIITo  clieAM:  MHory  iiec"
HeBoo6Muae"  ( i  1/1000 Ao  <  1/100),  peTKM
1/10 000).

rmacMq)MLiMpa"    cnopeA    uecTOTaTa    Ha
1/10)I  Boo6Miia"  (  i  1/100  Ao  <  1/10),
1/1o  ooo  AO  <  1/1ooo  ),  MHory  peTKM  (  <

EapELBaLbeHaMMV"°TCM-#TeMCKManep"cKM/nceyAo-anep"CKMpeaKHMM
HeBoo6MilaeHM  :

BKnyilyBajkM xMBOTo-3arpo3yBailKa aHacpMJiaKca.

E#::a'beeL#:aHepB"°J#o6onraHeBoo6MilaeHM:

racTOOMHTec"Haii" HaDvii]vBaLba
HeBoo6MuaeHM :                               raflett>e

ELLuyBatbe Ha DenDoflvK"iHeMc:TH i:C;i:pMe:Q#s   owHo rpyna  I  M"  11)  MOxe fla Ce
Boo6MiiaeHM:

jaBaT     KaKo      MHTpi"3MileH      pM3MK      npM      npoLieAypaTa     3a
c"My]iaL+Mja  (BMAM /len 4.4)

HeBoo6MHaeHM:                             TeuKa cpopMa Ha OHSS (VVHo rpyna  Ill)

QLn_LIJ"  HaDVLJJVBaLba  M   Deal{±±::±M  Ha  MecTOTO  H.a  MH'|eTTP_a_t±:
8006MHae"                                   noKariHa  peaKLiMia  Ha  MecTOTO  Ha  MHjeK"paibe  (LipBe"iio,

OTort M HeuaLbe).

rlDMiaBVBarbe Ha HecaKa" 4eicT_Ba

npMjaByBaLbeTo  Ha  HecaKaHMTe AejcTBa  no  cTaBaibe  Ha rieKOT  80
ce     oBo3MoxyBa      KOHTi"yMpaH      MOHMToPMHr     Ha     oAHoCoT
3/]paBCTBeHMTe  npo¢ecMOHaJiL+M  ce  MOJiaT  /]a  "  npMjaByBaaT
AejcTBa /]0 HaHMOHaii"OT LieHTap 3a cpapMaKOBM"JieHL|a.I_,    _  ,

HecaKaririTe  peaKLiMM  OA  iieKOBMTe  MOxe  Aa  "   npMjaBMTe  80   H

a)apMaK0BM"JiaHLia   npM  AreHLiwiaTa  3a  JieKOBM   M   MeAMLiMHci(M   cr-=-
wi;+ofiMj   6p.54   KaT   1-)   Mj"   no   eiieKTpoHcitM   naT   npeKy   Be6   c
http://malmed.gov.ink/. .  '8HKuP_'  :

4.9     npe4o3Mpaibe

npefio3MparbeTo  Kaj  tiyfe  Moke fla  pe3yii"pa  co  npoj]oT"eHo fiejcTBo,  Ho  He e  noBp3aHo
co aKyT" TOKCMiiHM ed)eK".
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Bo  cTyAMMTe  3a  aKyTHMOT  TOKCMueH  ecpeRT  M3BeAyBa"  Kaj  moAapM,  3a6eJiexa"  ce  He-
cneuMq)Mil"    TOKcw"     cMMnTOMM     nociie     MHTpanepMTOHeaiiHO     aAMMHMCTPMparbe     Ha
LieTpopeJ"KC  Bo  Ao3M    2oo  na"  noBMCoKM  oA  cpapMai{oiioLUKM  ecpeK"BHaTa  /]o3a  noclie
Cy6KyTaHo  a4MMHMCTPMpaLbe.

5.     ®APMAKOJIOul(M CBOJCTBA

5.1  ®apMaKOAMHaMci{M cBojcTBa

®apMaKOTepaneBTCKa  rpyna:  aHTM+oHaAOTponMH-pun"3MHr xopMOHM,  ATC  Kofl:  H01 CC02.

MexaHM3aM  Ha 4eicTBo:
L+eTpopeJ"Kc e iiyTeMHM3Mpa" xopMOH-pMJ"3MHr xopMOH (LHRH) aHTaroHMCT.  LHRH ce
Bp3yBa 3a MeM6paHCKMTe peuefiTOpM Ha KlieTi{MTe Ha xMnod>M3aTa.  L|eTpopej"Kc  4eiiyBa
KOMne""BHo co Bp3yBaibeTo Ha eHAoreHMOT LHRH  Ha oBMe peuenTopM.  nopaAM oBoj
HaLIMH  Ha AejcTBo,  I.LeTpopeJ"Kc ja  KOHTPorMpa ceKpeuMjaTa Ha roHaAOTponMHMTe (LH  M
FSH).

Bo  3aBMCHocT on Ao3aTa  ueTPopeJ"Kc ja  MHXM6Mpa  ceKpe"jaTa  Ha  LH  M  FSH  oA  cTpaHa
Ha  xMnod)M3aTa,  rloiieTOKOT  Ha  cynpecMjaTa  e  MOMeHTalieH  M  ce  04p>KyBa  cO  KOH"HyMpaH
TpeTMaH, 6e3 npeTxoAeH M"LiMjaneH c"MyJiaTopeH eq)eKT,

Ki"HMi+Ka ed)MKacHocT M  6e36e/]HocT
Kaj   neHM,   LieTpopel"Kc   ro   o/]iio)I(yBa   M3iiailyBaLbeTo   Ha   LH   M   one4cTBeHo   Ha   Toa  ja
oAJionyBa   M   OByJiaLMjaTa.    Kaj   }Ke"   I(oM   ce   Bo   npoLiec   Ha   oBapMjaJiHa   c"MynaHMja
BpeMeTpaeibeTO  Ha  flejcTBOTO  Ha  LieTpopeJ"Kc 3aBMOu  OA A03aTa.  rlpM  fl03a  On  o.25  mg,
etpeKTOT Ha L+eTpopeJ"Kc ke ce oAp>KM co noBTopyBa" MHjeK"paiba Ha ceKOM 24 iiaca.

Kaj  xMBo"MTe  M  Kaj  JiyfeTo,   aHTaroHMc"iiKMOT  xopMOHaJieH  e¢eKT  Ha  LieTpopej"itc  no
3aBPLLleTOKOT Ha TpeTMaHOT e noTnoiiHO peBepeM6MiieH.

5.2   ®apMaKol"HeTi"" cBojcTBa

A6coDnuMia:
AncoiiyTHaTa  6MopacnoJio}KMBocT  Ha  LieTpopenMKc  noone  cy6KyTaHo  aAMMHMCTPMparbe  e
oKOJly 85%.

flMCTDM6v"ia
BOJiyMeHOT Ha AMerpM6yLiMja  ovd)  e  1.1  L x kg-1.

Ei"MMHaL"ia
TOTariHMOT rma3Ma ithMpeHC M peHaiiHMOT Ki"peHc ce  1.2 ml x min-I  x kg-1  M 0.1  ml x min-1  x

kg-1 ,  cooABeTHo.
CpeAHaTa     BpeAHocT     Ha     Kpaj"oT     noJiy-XMBOT     nocJie     MHTpaBeHcita     M     cy6KyTaHa
aAMM"cTpaL+Mja ce oKoiiy  12 M 3o iiaca,  cooABeTHo,  MCTOBpeMeHo noKanyBajkM  ro ecpeKTOT
Ha npoLiecoT Ha a6copnuMja Ha MecTOTo Ha MHjeK"paLbe.

JlrmeaDHocT
rloTKoxtHOTo   aAMi"MCTPMpatbe   Ha   ej]MHeu"   Ao3M   (o.25mg   Ao   3
+]HeBHOTo j]o3Mpalbe noAOJiro oA  14 AeHa noKa}Iq/Ba J"HeapHa

5.3 npeTmM"HKM noAaToiiM 3a cMrypHOcT

KMHeT

He-iunMHMilKMTe   noAaTOL+M    He   noKa}KyBaaT   onacHoCT   oA   pM3MK   3
I(oHBeHUMOHaJ"   cry4MM   3a   6e36e4HocHa   ¢apMaKoiio"ja,   TOKc
Ao3M,  reHOTOKCMHHocT,  KapLiMHoreH  noTeHL+Mjaii,  TOKCMilHocT 3a  penpo
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ofl  cryAMMTe  3a   aKyTHa,   cy6aKyTHa   M   xpOHMilHa  Toi{cMilHOcT  M3BeAyBa"   Kaj   cTaopHM   M
I(yi"iba  co     noTKox"  mjeKLiMM   Ha  L+eTpopeJ"Kc,   He  6Mna  3a6eJiexaHa  Toi{cMilHocT  Ha
Lieii"  OpraHM.    rlpM  MHTpaBeHCKM,  MHTpa-apTepMjai"M  M  napaBeHCKM  MHjeKLiMM  Kaj  KyiMrba
co  flo3M  MHory  iioBMcoKM  oA  KnMHMi+KMTe  Ao3M  3a  iiyfe,   He  6Miie  3a6ejiexa"  3HauM   Ha
iioKaJiHa  MPMTaLiMja  Mt"  MHKOMnaTM6MnHocT.

L|eTpopej"KC   He   noKaxan   MyTareH   MJiM   KnacToreH   noTeHUMjaji   Bo  TecTOBM   3a   reHCKM   M
xpoMo3oMcr(M  MyTaLiMM.

6.     ®APMAL|EBTCKM OCOBEHOCTM

6.1   JIMCTa  Ha el(ci+MnMeHCM

nDaLuOK:

MaHMToii

PacTBODVBau:
804a 3a  MHjeKL|MM

6.2    MHKOMnaTM6MnHocT

oBoj  MefiMiiMHCKM  npenapaT  He  cMee  Aa  ce  MeLLia  co fipy"  MeAML"HCKM  npoM3BOAM  ocBeH
oHMe onoMHa" Bo den 6.6.

6.3   Pol{ Ha Tpaeibe

HeoTBopeHa  BMjaiia:  2  roAMHM.
rlo peKOHc"TyHMja: Aa ce ynoTpe6M BeAHaLLi.

6.4  noce6" Mepi{M 3a vyBaibe

fla  ce I+yBa  Bo ®pM>KM/]ep  (2°C-8°C).  He  ro 3aMp3HyBajTe  M  He  ro ilyBajTe 6i"cKy Ao fienoT
3a 3aMp3HyBaLbe unM 4o naKyBaLbe 3a 3aMp3HyBaLbe.
fla    ce    ilyBa    Bo    opM"HaiiHOTo    naKyBaibe    co    ueii    j]a    ce    3aLLITM"    oA    cBeTJiMHa.
HeoTBopeHMOT  Me4Mt+MHCKM   IipoM3Bon  Mo)Ke  4a  ce  ilyBa  Bo  opM"HaJiHOTo  naKyBaLbe  Ha
co6Ha   TeMneparypa   (He   noBMcoKa   qu   3o°C)   HajMHory   /]o   TPM   MeceHM.   MeAMHMHCKMOT
npoM3BOA Mopa Aa ce /]oBeAe 4o co6Ha TeMneparypa  npe4  MHjeK"palbe.  M3Ba4eTe ro o4
d]pM>KmaepoT npM6">Kiio 3o MMHy" npeq ynoTpe6a.

6.5  BMi] M coApxMHa Ha nanyBaibeTo

llpaujoK:  BMjaiia  oA  2  ml  ("n  I  cTaKiio)  co  3aTBopyBau  (6poMo6y"ii  ryMa)  M  3aLI]Trm+o
aiiyMMHMyMCKo  Kanaue.

1  BMjaJia coAp>KM:  0,25 mg LieTpopei"Kc

PacTBODVBail:     npeTXoAHo-HanoJIHeT     LIJnpML|     ITMn     1     erauno)     co     cTonep     3aTBopau

(cM"Ko"3MpaHa    6PoMo6y"Jl    ryMa)    M    Kanalle    Ha    BPBOT   (noj"nponrmeH    M    erMpeH
6yTa/]MeH  ryMa)
1  npeTxoAHo-HanoJIHeT IJJnpMu coApxM   1  ml  BOAa 3a  MHjeKUMM.

roiieMMHa Ha  naKVBaLbe:  1  BMjarla M  1  npeTxOAHO HanoiiHeT

J]onoii"TeriHo co ceitoja BMjana,  naKyBaibeTo coflp>KM M:
1  Mriia 3a MHjeRTMpaibe fae6e"Ha 20)
1  xMnoAepMariHa Mriia 3a MHjeK"paibe fae6ei"Ha 27)
2 anKoxon" ryndepa
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6.6   MHCTpyi{Lil4M 3a ynoTpe6a,  pai{yBalbe i4 oTCTpaHyBalbe

Me4MLiMHCKMOT  npoM3Bon  Mopa  Aa  ce  oBo3Mo>ior  Aa  noc"rHe  co6Ha  TeMneparypa  npen
MHjeRTMpaibe. Tpe6a Aa ce M3Baj]M OA cPpMXMAepoT npM6i">Kiio 30 MMHy"  npeA ynoTpe6a.

L+eTpo"A  Tpe6a   fla   ce   peKOHCTMTyMpa   caMo   co   npMiioxeHMOT   pacTBopyBaii,   npaBejkM
HexHo,  KpyxHo 4BMxeibe.  Tpe6a  4a  ce  M36erHyBa  cMJiHo  npoTpecyBaH>e  Koe  6M  co3AaJio
MeypIMba.

peitoHc"ryMpa"OT  pacTBOp  e  6e3  ilecTMLiM  M  6MCTap.  M3MeLi]aHMOT  pacTBOp  He  cMee Aa
Ce KopMc" Aoi{oJiKy CoApxM HepacTBope" Hec"uM M" He e 6MCTap.

HenocHaTa   CoApxMHa   on   BMjaJlaTa  Tpe6a  Aa  ce   M3BJieiJe  3a  4a   ce   ocMrypa  4eKa   Ha
Hal+MeHTOT My ce Mcnopai]yBa Ao3a oA HajMaJiKy 0.23 mg LieTpopeJ"i(c.

PacTBopoT Tpe6a fla ce McitopMc" BeAHau no Pei(oHc"ryLiwiaTa.

HeynoTpe6e"oT iieK  M  oTnaflHMTe  MaTepMja"  Tpe6a Aa  ce  oTCTpaHaT  Bo  coriiacHocT  co
Tioi(aiiHMTe  nponMCM.

7.     HocMTEii HA OAOEPEHME 3A CTABALbE Bo npoMET

BApyc flooEJl, yJi. CKy" 6p.57,1000 CKonje, Peny6i"Ka CeBepHa MaKej]oHMja

8.    BPOJ  HAPELUEHME

PeueHMe 6p.:  11-4236/2

9.    AATyM  HA npBo PELUEHME/OEHOBA HA PELUEHME

-/ 01.04.2016

10. flATyM HA PEBM3MJA HA TEl{CTOT

ORTOMBPM,  2019


