
3EMPEH  M3BEUTAJ  HA OCOBMHMTE HA JIEKOT

1.  MME  HA JIEKOT

OBMTpeii  250  MMKporpaMM/0.5  ml,  PacTBop 3a  MHjeRTMpaibe  Bo  npeTxoAHo  HanoiiHeT
MHjeKLiMci(M  Li]npMLi

2.  KBAJIMTATMBEH  M  KBAHTMTATMBEH COCTAB

CeKoj   npeTxoAHo  HanoJiHeT  LunpML|  coApxM  250  MMitporpaMM  xopMoroHaAOTponMH
andya* (eKBMBalieHTHo Ha npM6J"xHo 6500 ME) Bo 0.5 ml  pacTBop.

*peKOM6MHaHTeH   xyMaH   xopMoroHaEOTponMH,   r-hcG,   Ao6MeH   co   TexHoiio"ja   Ha

peKOM6MHaHTHa flHK Bo  KiieTKM  Ha  oBapMyM  Ha  KMHecKM  xpiiaK.

3a  HeJiocHa JiMCTa  Ha eKCHM"eHTM,  BMflM fleJi 6.1.

3. ®APMAUEBTCKA ®OPMA

PacTBop 3a  MHjeK"paibe  Bo  npeTxoAHo  HalioJiHeT MHjeKLiMCKM  LL]npMLi

lJMCT 6e36oeH /]o cna6o xoiiTeHMI{aB pacTBop.

PH Ha pacTBopoT e 7 ± 0.3, a ocMoiiajiHocTa e 250-400 mosm/L.

4.  KJIMHMlll(M CBOJCTBA

4.1  TepaneBTcl{M  MHAMl(aL|l"

oBMTpeJi e  MHflMLiMpaH 3a iieKyBarbe Ha

•      Bo3pauHu  xeHu  Kou  ce  no68peHamu  Ha  cynepo8ynauuja  Koja  npemxg6u  Ha
acu-cmupaHu  penp06yKmu8Hu  mexHUKu  KaKO  ujmo  e    uH  eumpo  Onno6yeaape
//VF/..  oBMTpeJi  ce  AaBa 4a ja  3anoiiHe  a)MHaJiHaTa  cpoi"KyliapHa  MaTypaL+MjaM
M iiyTeM"3aLiMja,  nocjie c"Myi"paLbe Ha pacT Ha a)Oi"Kyi".

•      AHo8yriamopHu  unu  onueo-o8y]TamopHu  8p3pacHu. #eHu..  oBMTpen

ja   3anoilHe   oByJiaLiwiaTa   M   nyTeM"3auMjaTa   Kaj   aHOByJiaTop
OByiiaTop" xe" nocne c"Myi"parbe Ha ¢oi"KyiiapeH pact.

4.2 flo3Iipalbe M Haurm Ha ynoTpe6a

TpeTMaHOT  co   OBMTpen   Tpe6a  4a   ce   M3Be4yBa   now   HaA3op   Ha
MCKycTBo co Tpe"patbe Ha npo6neMM Ha nJioflHocT.

ELIMH Ha 4o3MDaibe:
Mai(cMMaiiHaTa   flo3a   e   250   MMKporpaMM.Ce   npenopailyBa   cJieAHMOT   pexMM   Ha

fl03Mpatbe:



•     XeHu Kou ce no68peHamu Ha cynepo8ynauuja Koja npemxoou npemx`oou Ha
a;ucmupaHu  penirodyKmu8Hu  riTexHUKu KaKO urmo e  uH 8umpo Om06y8arbe
(IVF):

E+]eH  npeTxo4Ho  HarioJiHeT  MHjeKUMCKM  LiJnpMu OBMTpen  (250  MMKporpaMM)  ce AaBa
24  Ao  48  ilaca  nocJie  nocJieAHaTa  MHjeKUMja  Ha  a)oJ"KyJioc"Myi"pa"  xopMOH(
FSH)   MJ"   xyMaH   MeHonay3aiieH   roHaAOTponMH   (hMG)   npenapaTM,   T.e.   Kora   e
nocTMrHaTa OnTMMaliHa cTi"ynaLiMja Ha a)Oi"KyiiapeH pacT.

•     AHo8ynamopHu unu onueo-oeyiTamopHu _xeHu:
EfleH  npeTxoflHo  HanoiiHeT MHjeitLiMCKM  iiinpMu OBMTpeJi  (250  MMKporpa")  ce AaBa
24 flo 48 iiaca  nocJie  noc"rHyBaibe  Ha onTMMaJiHa  c"MyliaLiMja  Ha  a)oi"KyiiapeH
pacT.    Ce   npenopaiiyBa    naL|MeHTKaTa   fla   MMa   CeKcyaJieH   oAHoC   Ha   AeHOT   Ha
AaBalbeTo Ha MHjeKUMjaTa  M efleH AeH noToa.

ConfmM8amnyHeaaEfaFTH=a6yM63e3umeuupHuom6P06.

Be36eAHocTa,   ed)MKacHoCTa  M  ¢apMaKOKMHe"KaTa  Ha  OBMTpeji  Kaj   naLiMeH"  co
6y6pexHM M xenaTaJi" oLL]TeTyBaiba He ce BocnocTaBeHM,

rle6ujampucKa nonynauuja_
HeMa peiieBaHTHa ynoTpe6a Ha oBMTpen I(aj neAMjaTPMCKaTa nonynaLiMja.

5#. CaMocTojHa aAMM"cTpauMja Ha oBMTpen Tpe6a Aa ce
BPLUM    caMo    ofl    naHMeH"    KOM    Ce    coofiBeTHo    o6yHe"    M    MMaaT    npMCTan   Ao
npoq)ecMOHalieH CoBeT.
OBMTpeli e HaMeHeT 3a eAHOKpaTHa ynoTpe6a.

4.3  I(oHTpaMHAldttal|MM

•        xMnepceH3M"BHOcT     KOH     aKTMBHaTa     cyncTaHLia     M"     KOH     6Miio     Koj     On
eKCLiMnMeHCMTe HaBefie"  Bo AeJloT 6.1.

•        TyMopM Ha xMnoTaJiaMyc MJ" xMnod)M3a
•        3rojieMyBarbe  Ha  oBapMyMMTe  MJ"  LiMCTa  Koe  He  ce  floJixM  Ha  noJ"LiMCTMilHo

oBapMjaiiHo 3a6onyBabe
"H;K6iiouKo KPBapeibe co Heno3HaTa e"ono"ja
KapuMHOM  Ha oBapMyMMTe,  yTepycoT MJ" AojKMTe
EKCTpayTepMHa 6peMeHocT Bo npeTxofi"Te 3 MeceLiM
AK"BHo TpoM6o-eM6oj"i]Ho HapyuiyBaibe
rlpMMapHO  OBapMjaiiHO OillTeTyBaH>e

MaiicpopMaLiMM Ha noJioBMTe opra" MHKOMna"6Mli" co 6peMeHocT
®M6poMA" TyMoPM Ha yTepycoT MHKOMna"6Mn" co 6peMeHocT
rlocTMeHonay3ali" xe"

4.4 MepKM Ha npeTna3I"BocT M noce6HM npeAynpe4yBaiba

McnMTa   HeniiofiHocTa   Ha
. 'r_I   I-__
napTHepMTe   M  Aa   ce   npoL|eHaT   CooflBeTHMTe   M   HajHec"Te   ito
6peMeHocT.   Oco6eHo   naLiMeH"Te   Tpe6a   fia   ce   McnMTaaT   3a_  _ __-._ .-.. _ -.., : -,,-, I

npeA   Aa   ce   3anoHHe   co   TpeTMaHOT,      Tpe6a   Aa   ce__ _      .--. _:-._-

xMnoTM

aEa;-ioKOp"Kaj"a  Aed]MUMeHLiMja,  xMnepnpoliaK"HeMMja  M  TyMOpM  H_  __._  ___ -..- A,I ,,-, I  ----, JletJ
;I;-kri-ri;-+-aliaMyc,  M. aa. ce npMMe" coofiBeTeH cneLiMcpMiieH TpeTMaH.
HeMa    KliMHMUKo    MCKycTBo    Ha   TpeTMaH    co    oBMTpeti    3a   flpy"    co
MHcy¢MHMeHLiMja  Ha  corpus  luteum  M"  coToj6M  Kaj  MaxM)  M  3aToa  C
MHflMHMpaH 3a  oBMe  cocToj6M.
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CMH/]poM Ha OBaDMiaJiHa XMneDc"MvnauMia (OHSS)
rlaLiMeH"Te  KOM  ce  noAjioue"  Ha  OBapMi.ajiHa  c"Myiiai+i4ja  ce  cO 3roiieMeH  pM3MK
oA   pa3Boj   Ha   cMHAPoM   Ha   oBapMjaJiHa   xMnepc"MyJia"ja   (OHSS)   u]To   e   naK
pe3yiiTaT Ha noBeke6poeH ¢oj"KyiiapeH pa3Boj.

CMHfipoMOT     Ha     oBapMjaJiHa     xrmeperMMyJiaLiMja     Moxe     Aa     cTaHe     cepMo3eH
MeAMUMHCKM  npo6JleM   KapaKTepM3MpaH  co  roJieMM  oBapMjaJi"  uMC"  itoM  Mo}KaT fla
npcHaT,  3roiieMyBaibe  Ha TeiieouaTa Te>KMHa, AMonHea,  O"rypMja  Kai{o  M  npMcycTBO
Ha acuMT co jacHa  ionMHMHKa onMKa  Ha  LunpKyrlaToPHa AMcq)yHKHMja.  TeuKMTe  nojaBM
Ha   oHss   80   peTKM   OnyilaM   Mo>Ke  Aa   ce   MCKOMiiJ"iiMpaaT  co  xeMonepMTOHeyM,
aKyTeH  nyjiMOHapeH AMerpec,  Top3Mja Ha oBapMyMMTe,  M TpoM6oeM6oJ"i.a.  3a Aa ce
MMHMMM3Mpa  pM3MKOT  o/I  OHSS,  ce  npenopailyBa  yJiTpacoHorpadycKo  oneAeLbe  Ha
cpoi"Kyiiap"oT  pa3Boj  M/MJ"  oApeAyBaLbe  Ha  cepyMCKMTe  HMBoa  Ha  ecTpaAMoii,
npe4 M Bo PeAOB"  MHTepBaJ" 3a BpeMe Ha TpeTMaHOT.

rlpM  aHOByiiaLMja,   pM3MKOT  OA  oHss  e  3roiieMeH  floKoiiKy  cepyMCKMTe   HMBoa  Ha
ecTpaAMon   ce   >1500   pg/ml(5400   pmoVI)   M   MMa   noBeke   oA   3   ¢onMKyi"   co
AMjaMeTap oA  14mm  MJ"  noBeRe.  rlpM  acMCTMpa"  penpo/lvK"B" TexHMKM,  nocTOM
3roiieMeH  pM3MK oA OHSS  co  cepyM  ecTpaAMOJi  >  3000  pg/ml  (11000  pmoVI)  M  MMa
18 rum noBeke a)oi"KyJ" co fiMjaMeTap oA 11  MM   unM noBeke.

cMmpoMOT   Ha   OBapMj.aJiHa   xMnepc"MyJiaHMja   Koj   e   pe3yjiTaT   Ha   eKCLtecMBHa

peaKL+Mja Ha oBapMyMRTe Moxe 4a ce M36erHe co HeAaBaLbe Ha hcG MHjeKUMja.
3aToa  Aoi(Oiiny  ce  jaBaT  3HaL"  Ha  OBapMjajiHa  xMnepcTi"ynauMja  KaKO  cepyMCKM
HMBoa   Ha  ecTpaAMon   >5.500  pg/ml   (20.000  pmoVI)   M/Mi"   Kora   BKynHo  MMa  30  M
noBeke dyoi"Kyi",  noTpe6Ho e Aa  ce opro}KM AaBaH>eTo  Ha  hcG  M Tpe6a 4a  MM ce
coBeryBa  Ha  fiaLqueHTRTe  Aa  ce  Bo34P)I(aT  oA  ceKcyaJieH  o4HoC  LrmM  Fia  KopMCTaT
6apMepHa KOHTpaLien"BHa 3auJrma HajMaJiKy 4 fleHa.

MVJi"rilia 6ceMeHocT
Kaj    nauMeHTKM    I(oM    ce    noquo}Ke"    Ha    MHAyKHMja    Ha   oBynauMja,    nojaBaTa    Ha
Myii"nria    6peMeHoor    M    IiopoAyBaibe    (HajiiecTo    6i"3Hai+M)    e    3rolieMeHa    Bo
cnope46a   co   npMpoAHOTo   3aiJHyBaLbe.   PM3MKOT   qu   MyJi"iiJia   6peMeHocT   KaKo
pe3yJITaT  Ha  acMCTMpa"  penpoAyK"B"  TexHMKM  e  80  TecHa  BpcKa  cO  6pojoT  Ha
MCKOpMCTeHMTe eM6pMO".

rlpMApnyBaibeTO      Ha      pe>Ki"OT     Ha     A03Mpafoe      Ha     oBMTpeii,      HaiMHOT     Ha
aAMM"cTpaHMja  M  BHMMaTeJiHo  oneflerbe  Ha  Tepa"jaTa  ke  ro  HaMaJ"  pM3MKOT  oA
nojaBa Ha oBapMjaiiHa xMnepc"MyllaHMja M MyiiTMnjia 6peMeHocT.

CnoHTaH a6oDTvc
rlpoLieHTOT   Ha   noMeTHyBaLbe,   M   Kaj   aHOBynaTOp"   M   itaj   >ve"   noqTioxe"   Ha
MeTOAa  Ha  BeLITaiiKo  onJioAyBaLbe  e  noBMcoK oA Toj  Kaj  HopMaJiHOTo  HaceiieHMe  Ho
e  Bo  cnopeAJ"Bo  Bo  paMKM  co  npoLieHTOT  Kaj  }Ke"  KOM  MMaaT flpy"  npo6JieMM  co
rmoAHocTa.

EFO"llHa 6DeMeHoc|
BMAejtw     MHq)ep"Ji"Te    >Ke"    KOM    ce    TpeTMpaaT    cO    MeTOAM    Ha    BeLLITaiiito

a6HopMariHM  jajL+eBOAM,   MHLiMAeHLiaTa  Ha

eKTohin-H"   6peMeHoc"   Moxe  j]a  e  3rotieMeHa.   BaxHo  e  Aa   ce
onJloflyBaLbe,  oco6eHo  lvF,  iiecTo  MMaaT

noBTpfla  co  yJiTpa3ByK fleKa  6PeMeHoCTa  e  MHTpayTepMHa,  M  fla  ce  M
MoxHoc" 3a eLtcTpayTepMHa 6peMeHocT.
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#M a6HopMaJiHoc" no MeToflM Ha BeLUTailKO onnoAyBarbe
Moke  fla   6MAe   MaJIKy   noroJleMa   80   oAHoc  Ha   onoHTaHMTe   3aiiHyBahoa.   OBa   ce
AOTi)KM   Ha   pa3J"iiHMTe   KapaKTepMCTiriKM   Ha   poAMTenMTe   (np.   Bo3pacT  Ha   MajKMTe,
KapaRTepMc"KM Ha OnepMaTa)  M norolieMaTa MHLiMfleHua Ha MyJi"rmpr 6peMeHoerM.

E#Ka6onecTKojacKopocenojaBrmarmMeBOTeftyKaKOM
Kaj    ne"    co    reHepaJiHo    npM3Hae"    pM3MK   a)aRTopM    3a   TpoM6oeM6onrmM"
HapyuyBaibe,  KaKo JiMilHa  M  a)aMunMjapHa  MeropMja,  Tpe"aHOT co  roHaAOTpo""
Moxe  flonoJiHMTeJiHo  fla  ro  3roJieMM  pM3MKOT  ofl  BriouJyBaibe  mM  nojaBa  Ha  TaKBM
HaeraHM.  Kaj oBMe ue" KoPMCTa ofl aAMM"CTpa"jaTa Ha roHaAOTPo"" Mopa Aa
ce   oflMepM   Hacnpo"   PM3ML+MTe.   Tpe6a   fia   ce   3eMe   Bo   o63Mp   AeKa   M   caMaTa
6peMeHocT,  KaKo  M  OHSS  HocaT 3roiieMeH  pM3MK oA TpoM6oeM6o"""  HacTaHM,
KaKo  nyiiMOHapeH  eM6oJ"3aM,  MCxeMMileH  LUJior M  MMKoapAMjaJieH  MHd)apRT.

#i:I=Bg:=:::;i:;=:#`8:=::±:±:B==:£:H=:===:efl"Te   1 0  fleHa  Aa   BJ"jae   Ha
MMyHoliou]KOTO    OflpeflyBabe    Ha    cepyMCKM    rum    ypMHapeH    hcG,    noTeHLiMjaiiHO

AOBeflyBajfu   flo   jiamuo   no3M"B"   pe3yiiTa"   Ha   TecTOBM   3a   6peMeHocT.   Ha
naLiMeHTMTe oBa Tpe6a Aa  MM ce noTeHL+Mpa.

g#MjaTacooBMTpen,MomuaeM.MHOpHa"poMAHac"Mynaunja,3a
Koja  He e no3HaTo HaTaMOLiJHaTa  Kr"HMiiKa 3HaHajHocT.

OBoj  MeAMLMHCKM  npoM3BOA coflp"  noMaJILie oA  1  mmol  HaTPMyM  (23 mg)  no Ao3a,
T.e.  Ce cMeTa 3a „6e3HaTPMyMCKM"

4.5   MHTepaKLiMM co Apy" Tiei(OBM MJ" +]py" cPoPMM Ha MHTepaquMja

He ce M3BeAe" oneL+Mq>Mii" cTyA" 3a MHTepaKLiMja Ha oBrmpeii co flpy" iieKOBM,
Ho  flocera  He  ce  npMjaBe"   IonMHMiiKM  3Hailaj"  MHTepaKLiMM  co  flpy"  TieKOBM  3a
BpeMe Ha  hcG Tepa"jaTa.

4.6   niioAHocT, 6peMeHocT M fioeibe

BDeMeHocT
HeMa    MH4MKaL+Mja   3a   ynoTpe6a    Ha   OBRTpen   3a    BpeMe   Ha   6peMeHocT.    HeMa
ionM""  noflaTOL+M  3a  flejcmaoTo  Ha  OBMTpen  npM  nocToeHKa  6peMeHocT.   He  ce
M3BeflyBa"     pelipoAyK"B"  cryA"  cO  xOpMoroHafloTpO"H  ancpa  Kaj  xMBO"
theJl 5.3).  MomuMOT pM3MK 3a Jiyfe He e no3HaT.

EQeue
oBMTpen  He  e  MHflMLiMpaH  3a  BpeMe  Ha floeue.  HeMa  noflaTOHM  3a  M3jiai]yBalbe  Ha
XopMoroHa/]oTPor"H aiicpa Bo MrieKOTo.

ELoflHQq
OBMTpeneMHflMUMpaH3aynoTpe6anpMMH¢ep"J"TeT(BMAMAen4.1.)

4.7 BT"ja"e Bp3 cnoc06HOcTa 3a 803eibe MJ" paKyBabe cO MauMHn

oBMTpen ce oileKyBa Aa HeMa HMKaKBM M"  HeBax" ed)eK"Te Bp3
ynpaByBaibe cO Bo3Mjio Mi"  MailjMHM.
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4.8 HecairaHM []ejcTBa

36MD" no/]aTouM 3a 6e36e/]HcocHMOT npod)Mii
Bo onopeA6e" cTyflMM co pa3J"u" Ao3M Ha OBrmpeJi, oneAHMTe HecaKa" flejcTBa
ce   acoHMpa"   Co   oBMTpen   Bo   3aBMciiocT   oA  flo3aTa:   cMHAPoM   Ha   oBapMjaiiHa
xMnepc"MyiiaLiMja(OHSS),    noBpafaibe    M    raAerbe.    CMHAPoMOT    Ha    oBapwiaJiHa
xMnepc"MyJiaLiMja e 3a6eiie>KaH  Kaj  npM6J"}Kiio 4%  on  naiiMeHTKMTe, Tpe"pa"  co
oBMTpeii.    rloTeLLiKa    cpOpMa    Ha    cMHfipoM    Ha    OBapMjaiiHa   xMnepc"MyjiaLiMja   e
npMjaBeH  Kaj  noMaJiny oA 0.5% oA naLMeH"Te (BMAM den 4.4).

JIMCTa  Ha HecKaHM 4eicTBa
CneA"Be 4eq)M"LiMM  Ba}KaT 3a TepMMHOJio"jaTa 3a  cppeKBeHL+Mja  Koja ce  KopMc"
noAOJie:MHory  ilec"  (  21/10),  llec"  (21/100  flo  <1/10),  HeBco6Mi]ae"  (21/1.coo
Ao  <1/100),  Pe"i  (21/10.000 Ao  <1/1.coo),  MHory  peTKM  (<1/10.000),  Heno3Ha"  (
He MO}KaT Aa ce npoL|eHaT oA PacnoJio}KJ"Bure noAaToiiM)

!]apyu]vBaiba iia i"vi"OT cMCTeM:
MHory peTKM:                    cpeA" flo cepM03HM peaKi+rm  Ha xMnepceH3M"BHOcT,

BKiiyilyBajtw  M  aHacprmaRTMiiKa  peaKUMja  M  iJ]OK.

ncMXMiaTDMCKM  HapvLLlvBaLbai

HeBoo6MiiaeHM:             flenpecMja,  pa3Apa3i"BocT,  HeMMp

HapvLiJVBaHba  Ha  HeDBHMOT cMCTeM
IIecTM :                                 rnaBo6oiiKa

BacKvnap" HaDVLJJVBaLba
MHory peTKM:                   TpoM6oeM6oJ"3aM  (M  Bo  acoL[MjaHMja  M  odienHo  oA  nojaBa

Ha OHSS).

racTpOMHTecTM Hall "  HapyLijvBaLb_a_
11ec":                                 rloBpafafoe,  raAerbe, 6oiiKM  Bo cTOMaKOT.

HeBoo6MilaeHM:              J]Mjapea

#u5:#i©xp;:CMH:°T£°BTb:#E:#:i KormM  peLquM  Ma"¢ec"pa"  Kal{oMHory peTKM:
OCMn.

!±apyl]IVBatba Ha penQeyK"B"OT cMCFTeM M rpaAITe
llec":                                 JleceH flo yMepeH OBapMjajieH XMnepc"Myr"paH CMHApOM

HeBoo6MHaeHM:              TeuKa   a)opMa   Ha   oBapMi.aJieH   xMnepcTMMyJ"paH   cMHApoM,
6oiiKM  Bo rpaflrme

QEIT"HaDvuvBaLbaM_HaDVuVBa_I+b±eLHaMecTO.TOH_a_9_[|jT_M_P_Tq:...:
11ec":                                    3aMop,  iioi{aiiHa peai{i+Mja  Ha  MecTOTO Ha  MHjei{i+Mjara.

eroT  80

rlociie  ynoTpe6aTa  Ha  hcG  npenapaT,   Kaj  naLiMeHTMTe  ce  npMjaBe":
6peMeHocT,       oBapMjaJiHa      Top3Mja       M      4py"       KOMnJiMKaHMM.       OBMe
KOHKOMMHTeTHo Ce noBp3yBaaT Co acMc"paHMTe penpoAyRTMB" TexHMi(M

rlDMiaBVBaLbe Ha  HecaKaHM 4e]cTEa
rlpMjaByBaibeTo  Ha  nojaBTe  Ha  HecaKa"  AejcTBa  nocJie  cTaBaibeTo  Ha
npoMeT    e     BaxHo.     Toa     oBo3Mo>KyBa     KOH"HyMpaHo     ciiefierbe     Ha     o
KopMCT/pM3MK Ha  MeAMHMHCKMOT npoM3BOA.  3ApaBCTBe"Te  Pa6oT"HM  ce  MOJlaT Aa
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"  npMjaBaT cMTe  cOMHeBaLba  3a  HecaKa" 4ejcTBa  npeKy  HaLiMOHaJiHMOT cMCTeM  3a
npMjaByBatbe.
HecaKaHMTe peaKLiMM oq iiel{oBMTe Moxe fla "  npMjaBMTe  Bo HaLiMOHaJi"oT ueHTap
3a    cpapMaKOBM"IiaHL+a    npM    AreHLiiriaTa    3a    iieKOBM     M     MeAML`MHCKM    cpeACTBa

(yii.CB.KMPMJi  M  MeTOAMj  6p.54  KaT  1)  MJ"  no  eJieRTpoHCKM  naT  npeKy  Be6  cTpaHaTa
Ha AreHLiMjaTa http://malmed.gov.ink/.

4.9 rlpeflo3Mpahe

He   Ce   no3Ha"      AejcTBaTa   Ha   npeKyMepHa   Ao3a   Ha   OBMTpeJi.   CenaK,   nocTOM
MoxHocT  cMHflpoMOT  Ha  oBapMjama  xMnepc"MynaLiMja  (OHSS)  Aa  e  pe3yriTaT  Ha
npe4o3MpaHocT Co OBMTpeJi  (BM4M 4.4 ).

5, ®APMAl(OJIOuKM CB0JCTBA

5.1  ®apMai{o4MHaMMKa

®apMaKOTepaneBTCKa    rpyna:    noJioBM    xopMo"    M    MOAyiiaTopM    Ha    reHMTariHMOT
cMCTeM,  roHaAOTponMHM, ATC KOA G03G AO8

Mexa"3aM Ha aiITMBHo_c|
OBMTpeTi   e   MeAMLiMHCKM   npoM3BOA   Ha   XOPMoroHaAOTPO"H   aJldya   npoM3BefleH   co
TexHOJio"ja   Ha   peKOM6MHaHTHa  flHK.   MMa   MCTa   aMMHo   itMceJiMHCKa  ceKBeHL|a  co

ypMHapHMOT  hcG.  XoPMOHcitMOT  roHaAOTpo"H  ce  Bp3yBa  3a  oBapMjaJi"Te  TeKa  (M
rpaHyiio3a)    Kiie"    npeKy   TpaHCMeM6PaHci(M    peLienTop   I(oj    e   3aeAHMi]KM    M   3a
jiyTeM"3MpaHKMOT xopMOH,  T.H.  LH/CG  peHenTop.

gaDMaK04MHaMCKO 4eicTBQ
ocHOBHaTa   cpapMaKOAMHaMCKa   aRTMBHocT  Kaj  xe"  e   o6HOByBaH>e   Ha   Mejo3a   Ha
ooLiMTM,    a)oJ"KyJiapHo   npcKaibe   (oByJiaLiMja),    q)opMaHMja    Ha    Kopnyc   TiyTeyM   M
npoAyi(uMja Ha nporecTepoH M ecTpaAMOJi oA CTpaHa Ha Kopnyc riyTeyM.

Kaj   xeHM,   xopMOHCKMOT   roHaAOTponMH   AeJiyBa   KaKo   cyporaT   Ha   iiyTe"3Mpaili(M
xopMOH  Koj  MHMLiMpa  OByiiaLiMja.

oBMTpeii  ce  KOpMc"  3a  MHMLiMpaLbe  a)MHarlHa  a)OJ"KyiiapHa   MaTypaL|Mja   M .paHa
JiyTeM"3auMja   nocJie   ynoTpe6a   Ha   MeAMLiMHCKM   npenapa"   3a   c"MyiiaLiMja   Ha

a)Oi"KyJiapeH pacT.

!gM"iiKa ed)MKacHocT M 6e36eflHQca
Bo  KOMnapa"B"  ImM""  McnMTyBalba,  AaBalbeTo  Ha  f|o3a  ofi  250  MMi(porpaMM
OBMTpeii  e  edyMKacHo  I(aKo  M  5000  ME  M  10000  ME  ypMHapeH  hcG  3a  MHflyL+Mpabe
cPMHaiiHa    cpoi"KyJiapHa    MaTypaLiMja    M    PaHa    JiyTeM"3aLiMja    npM    acMCTMpa"

penpoAyK"B"  TexHMKM,  M  co  MCTa  ecpMKacHocT  KaKo  5000  ME  ypMHapeH  hcG  npM
MHAyl(HMja  Ha  oByJiaHMja.

Ha   oBMTpen   e   M3BeAyBaHo   caMo   Kaj   MaLJiKM
flocera    HeMa    HMKaKBM    3HauM    3a    Pa3Boj    Ha    aHTMTeJla   _He__9P_M_T.P.?.T  _Kii|=:E
TloBTopeHo   M3iio>KyBatbe-. _ _  '   _  ,_   _

KnMHMilKMTe    McnMTyBaLba    Kaj    xe"    co    MHAMKaLiMja    3a   APT    M    aHOB
orpaHMiie" Ha caMo efieH  L+MKJiyc

5.2 ®apMaKoitiiHe"Ka
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rlociie   MHTpaBeHCKOTo   AaBaLbe,   xopMoroHa+]oTponMH   aJid)a   Ce   AMCTPM6yMpa   Ao
eKCTpaioneToiiHMOT  a)JiyMAeH  npocTop  co  AMCTPM6y"BeH  noJiy-XMBOT  oA  4.5  ilaca.
CTeAM-cTejT  BOJiyMeHOT  Ha  AMCTPM6yLiMja  M  TOTaJiHMOT  KI"peHc  ce  6  I  M  0.2L/i]ac.
HeMa   HMKaKBM   MHAML(aLiMM   4ei{a   xopMoroHa/]oTponMH   and)a   ce   MeTa6oi"3Mpa   M
ei(cKpeTMpa nopa3J"lIHo oA eHAoreHMOT hcG.

rlociie     noTKoxHa     MHjeKLiMja,     xoPMoroHaAOTPo"H     an¢a     ce     eJ"MMHMpa     oA
opraHM3MOT     co     KpaeH      noJiy-XMBOT     ofl     oKOJiy     3o     iiaca,      M      ancoiiyTHaTa
6MopacnonoxMBocT e oKoliy 40°/o.

KOMriapa"BHa  CTyflMja  noMefy J"od)MJ"3Mpa"oT npalJJaK M TeilHaTa a)opMy]iaLiMja
not(axa 6MoeKBMBaJieHTHocT noMefy oBMe ABe ¢opMyiiaLiMM.

5.3  npeTrmMHMvl{M 6e36eAHocHM  noAaTouM

He-Ki"HMilKMTe   noAaTOLiM   He   oTKPMBaaT   oco6eH   pM3MK   3a   nyfeTo   6a3MpaHo   Ha
KOHBeHUMOHaJiHMTe     cryf]MM     3a     6e36eAHOcHa     q)apMaKoiio"ja,     TOKCMHHOcT     Ha
noBTopeHM  Ao3M   M   reHOTOKCMiiHoCT.   CTyAMM   3a   itaHLieporeHMOT   noTeHHMjaii   He   ce
M3BeflyBaHM.  oBa  e  oripaBAaHo,  co  orJieA  Ha  npoTeMHCKaTa  npMpoAa  Ha  aKTMBHaTa
cyncTaHUMja  M  Ha  HeraTMBHMOT pe3yJiTaT on  McnMTyBatbeTo  Ha  reHOTOKCMHHOcTa.

He ce M3BeAyBa" penpoAyK"B" cryAMM Ha XMBOTHM.

6. ®APMALJEBTCI(M CBOJCTBA

6.1  JIMCTa  Ha eitcl+MnMeHCM

MaHMTOJI

MeTMOHMH

rloiioitcaMep  188
®occbopHa KMceJiMHa (3a noAecyBatbe Ha pH)
HaTPMyM xMApoKCMA (3a noAecyBaibe Ha  pH)
B0Aa  3a  MHjeKLiMM

6.2  MHKOMnaTM6MnHocT

Bo  oTcycTBo  Ha  cTy/]MM  3a  KOMna"6MiiHocT,  oBoj  MeAMLiMHCKM  npenapaT  He  cMee

4a Ce MeLJJa CO 4Py"  MeAML|MHCKM  npenapaTM.

6.3 PoK Ha ynoTpe6a

2  roflMHM.

Ilo  oTBopart,eTo,  npenapaTOT Tpe6a  BeAHau fla  ce  McitopMCTM.  CenaK,  Aol{axaHa  e
cTa6MnHocT 3a ynoTpe6a Bo POK on 24 iiaca Ha TeMnepaTypa oA +2 4b 8 C.

6.4 HaL"H Ha LiyBaibe

fla   ce   iiyBa   Bo   a)pMXMAep   (Ha   TeMnepaTypa   on   2°   flo   8°   C).   fla   ce   ilyBa   Bo
OpM"HaiiHOTO  naKyBaibe.  j]OfleKa  e  Baxei+KM  POKOT Ha TpaeLbe,  pacTBopoTofng
c6  iiyBa  Ha  Mi"  nofl  25°  C  Bo  nepMOA  flo  30  fleHa  6e3  noBTopHo  fla
q)pMXM4ep.  AKo  He  ce  ynoTpe6M  Bo  POK  Ha  oBMe  30  AeHa  npenapa-
¢pJ".                                                                                                         i,

6.5 naKyBaibe (npMpoAa M conpxMHa Ha naKyBaibeTo)                           '



0.5   ml   pacTBop   Bo   npeTxoAHo   HanoiiHeT   MHj.eKHMCKM   LunpMH   ("n   1    cTamo)   co
3aTBopyBau    Ha    ithMnoT    (xaJio6y"ii    ryMa)    M    KJiMn    (nJiac"i]eH),     M    MrJia    3a
MHjeRTMpaLbe (Koja  He `pfocyBa) -naKyBaLbe 04  1.

6.6 ynaTCTBo 3a ynoTpe6a/paityBaibe

Moxe 4a ce ynoTpe6yBa caMo iiMCT pacTBop 6e3 vecTMLiM,
3a eAHOKpaTHa ynoTpe6a.

CaMocTojHa aAMM"cTpaLiMj.a Ha OBMTpeJi Tpe6a fla ce BpuM caMo ofl naLiMeH" KOM
ce coo4BeTHo o6ylle"  M MMaaT npMCTan /]0 npoq)ecMOHaneH coBeT.   I

HeMcrtopMCTe"oT  npenapaT MJ"  MCKopMCTeHMOT oTnaf]oK Tpe6a 4a  ce oTCTpa"  Bo
cor7iacHOcT cO TioitajiHMTe peryJiaTMBM.

7.   noflATOLiM   3A   HocMTEiioT   HA   ofloEPEHMETo   3A   nyll]TAibE   Bo
npoMET

BApyc flooEJl
yJl. CKy" 6p.57
1000 CKonje,
P.MaKeAOHMja

8. Epoj HA pElilEHMETo 3A nylJJTAhE Bo npoMET

11 -5940/4 o/I 16.04.2018

9.  flATyM  HA  npBOTo  PELI]EHME  3A  nyLUTAlbE  Bo  npoMET/OEHOBA  HA
PELJJEHMETO

30.08.2007/22.06.2012/ 16.04.2018

io. nATyM HA nocTiE[]HATA pEBM3MjA HA TEKCTOT

JaHyapM 2019


