
3EMPEH  M3BELUTAJ 3A OCOBMHMTE HA JIEl(OT

1.            MME  HA JIEl{OT

Pe6Md) 22  MMKporpaMM  pacTBop 3a  rmjeRTMpatbe  Bo HanoJiHeT rmjeKLiMCKM  i]]npMLi

2.            KBAJIMTATMBEH  M KBAHTMTATMBEH COCTAB

CeKoj  npeTxoAHo HanoJiHeT LunpMLi (0,5  ml) coflp>KM  22 MMKporpaMM  (6  MIE*)  MHTepd)epoH
6eTa-1 a".

*   MrmMOH  MHTepHauMOHaii" eAMHML",  MepeHO cnopeA uMTonaTCKM ecpeRT (L|rlE)  cO

6MOTeer Bp3 ocHOBa Ha Biie3HMOT oraHflapA MHTepq)epoH 6eTa-1 a,  Koj e KaJ"6pMpaH
cnopeq nocTceiiKMOT MefyHapoAeH  NIH cTaHAapA (GB-23-902-531 ).
th npoM3BeAeH  co  peKOM6MHaiiTiia flHK TexHoiiorwia  Bo oBapMjaii"  KiieTKM  Ha  KMHecKM

xpHaK (CHO-K1 ).

EitcLiMnMeHCM  co  no3HaT ecbeKT:  2,5 mg  6eH3rm  aJiKoxoJi
3a  Lieiioona JiMCTa  Ha eKci+M"eHCM,  BMfleTe 6.1.

3.           ®APMAUEBTcl{A ®OPMA

pacTBop 3a  MHjeK"paibe  Bo  HanoiiHeT MHjeKUMCKM  LilnpMLi.
BMCTap Ao onaJiecLieHTeH  pacTBop,  co pH 3.5 Ao 4.5 M ocMOJi

4.             KJIMHMIIl{M  KAPAKTEPMCTMl{M

4.1           TepaneBTci{M  MH[]Mi{aLiMM

L1   .a,I:r'`j
mosm/L.

Pe6Mq) e MHfiMUMpaH 3a TpeTMaH Ha peJiancHa Myn"nJia cunepo3a:i5fu~M-"vKMTe
MCTpa}KyBaLba oBa e KapaKTepM3MpaHo co /]Be  MiiM  noBeke  aKyT"  eKcep6aL+MM  Bo
nocJleAHMTe ABe roAM" (BMAeTe 5.1 ).

Eq]MKacHocTa He e AeMOHCTPMpaHa  Kaj  naLiMeH" co ceKyHAapHa nporpecMBHa Myji"nJia
cKJiepo3a 6e3  npMcyTHa  penancHa aRTMBHocT (BMfieTe 5.1 ).

4.2        J]o3Mparbe M Ha"H HaannMitaLiMja

TpeTMaHOT Tpe6a fia 3anoiiHe nod KOHTpoiia Ha iieKap Koj e MCKyceH  Bo TpeTMaHOT Ha
6oiiecTa.

Pe6McP e peFMCTPMpaH  Bo ABe jaHM":  22  MMKporpaMM  M 44  MMKporpaMM.  3a naLiMeH"  KOM
3anoiiHyBaaT TpeTMaH co Pe6McP,  Pe6McP 22  MMKporpaMM e AoCTaneH Bo naKyBarbe Koe
oAroBapa Ha noTpe6MTe Ha  naLiMeHTOT 3a npBMOT Meceu Ha Tepa"ja.
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Eg3__Mpaise

npenopailaHo Ao3MpaH>e Ha Pe6Md) e 44 MMKporpaMM flaBaH TPM na"  HeflejiHo KaKo
noTKoxHa MHjeKLMja.  noMaJia flo3a on 22 MMKporpaMM,  Koja MCTo TaKa ce AaBa 3 na"
HefleJiHo KaKo noTKoxHa MHjeKLiMja,  Ce npenopailyBa 3a naHMeH" KOM cnopeA
cneLiMjaJ"cTOT Koj " Tpe"pa He MoxaT Aa ja noAHecaT noBMcoKaTa Ao3a.

Kora 3a npBnaT ce 3anoHHyBa co Tepa"ja Co Pe6Md), Ao3aTa Tpe6a nocTeneHo f|a ce
3roiieMyBa 3a fla ce oBo3MoxM fla Ce Pa3BMe TaxM¢MJiaKca  M co Toa fla ce  HaMajiaT
HecaKaHMTe  peaKLiMM.  Pe6McP 22  M"LiMjaJiHOTo hal(yBalbe oAroBapa  Ha  noTpe6MTe  Ha
naLLMeHTOT 3a npBMOT Meceu Ha Tepa"ja.

#S#MK]""vKMMc"TyBaheaM"¢apMaKOKMHeTCKMCTyAMMKajAeua
MJiM aAOJlecueH".
CenaK,  nocTojaT noAaTOuM Ofl neflMjaTPMCKa  PeTpocneRTMBHa  KoxopTHa CTyflMja 3a
6e36eflHoCTa Ha Pe6McP ofl MeflMLiMHcl(M M3BeuJTaM Kaj f|eL+a (n=52) M aAoneciieH"

(n=255).Pe3yJiTa"TeoAoBaacTyfiMjacyrepMpaaTfleKa6e36eAHoC"oTnpo¢MflKajAeL|a
(2flo11roflM"cTapocT)MafloJiecL+eH"(12flo17roAM"cTapocT)KOMnpMMaaTPe6nd)
22 MMKporpaMM M" 44 MMKporpaMM noTKoxHo AaBaH 3 na" HeAeJiHo e cJiMileH KaKo Kaj
Bo3pac"Te.

6e36eAHocTa M ecpMKacHoCTa Ha Pe6McP Kaj Aeua noA 2 rofiM" cTapocT He e eTa6J"paHa.
Pe6M® He Tpe6a Aa Ce KopMc" Kaj oBaa Bo3pacHa rpyna.

MgToj] Ha annMKarfe

Pe6Md) ce afiMM"cTPMpa co noTKoxHa MHjeKLiMja.  npeA MHjeRTMpaibe M Bo HapeA"Te 24
iiaca nocne ceKoe MHjeK"paibe, Ce npenopailyBa 3eMattie aH""peTMiieH aHanreTMK 3a
HaMaJiyBaitle Ha cMMnTOMMTe HarMK Ha rpMn KOM Ce noBP3a" Co aflMM"cTpaHMjaTa Ha
Pe6Mq).

3acera He e no3HaTo KOJiKy fioJiro Hal+MeH"Te Tpe6a fla ce JieKyBaaT.  He e AOKaxaHa
6e36eAHocTa M ecpMKacHocTa co Pe6McP 22 nocJie 4 rofiM" oA TpeTMaHOT.  Ce
npenopailyBanaL|MeHTMTeflaceKOHTPoJ"paaTHajMariKyceKojaBToparofiMHaBoTeKOTHa
4|roflMii]"oT nepMOA nocJie 3anoilHyBaLbe Ha TpeTMaHOT co Pe6M¢ M offlyKa 3a
nofloJlroTpajHoJleKyBabeMoxeAaflafleJieKapoTMToaMHflMBMfiyaJiHo3acel{ojnaL+MeHT.

4. 3          KOHTpaMHAM itaLiMM

•              XMnepceH3M"BHocT Ha npMpoAeH M" peKOM6MHaHTeH MHTepcpepoH 6eTa M" 6Mno
Koj Apyr eKCLiMnMeHc HaBefieH  Bo 6.1.
•              nocToeHKa cMflHa flenpecMja M/M" caMoy6MCTBe" MAeM  (BMfleTe 4.4 M 4.8).

4.4       MepKM Ha npeTna3J"Boc" noce6" npeAynpeAyBalba

QngflJ"BQff

Co L+en Aa ce noAo6pM CJlefflMBocTa Ha 6MOJioLLiKMTe
npoM3BOAOT M  6pojoT Ha CepMjaTa  Ha aAMM"cTPMpaL
3anMUJaHM.
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oHMe nod Tepa"ja co aHTMenMJlenTML+M,  noce6Ho AOKOJiKy

onurM  nDenoDaKM

rlaLiMeH"Te Tpe6a j]a 6MAaT MHq]OpMMpa" 3a Hajilec"Te HecaKa" peaKL+MM noBpea" co
ynoTpe6aTa Ha MHTepq)epoH 6eTa,  BKnyiiyBajfu "  M cMMnTOMrme onMu" Ha rpMn (BMAeTe
4.8).  oBMe cMMnTOMM ce Hal.M3pa3e" Ha noileTOKOT Ha Tepa"jaTa M ce HaMaJiyBaaT no
®pei(cpeHHMja  M jaiMHa cO  npeAoii>KyBaibe  Ha TpeTMaHOT.

TDOM6o"ilHa MMKDoaH"ona"ia ITMA)

Cnyi+ali Ha TpoM6oTmHa MMKpoaH"ona"ja ,  Ma"¢ec"paHa KaKo TpoM6o"ilHa
TpeM6oi+MTone"HHa nypnypa (TTP)  rum xeMOTiM"ilKM ypeMMUKM ci"ApoM  (HUS)  ,
BunyilyBajfu  M ¢aTaJ"M onyiiaM,  ce npMjaBe" npM  KopMCTelbeTo Ha npeM3BOAM co
MHTepcpepeH 6eTa.  HecaKaHMTe HacTa" ce npMjaBe" Bo pa3i"u" nepMOAM 3a BpeMe Ha
Tepa"jaTa M MO>Ke 4a ce jaBaT M HeLtoiiKy He4e" AO HeKoiiny ro4M" no noileTOK Ha
Tepa"jaTa   co MHTepcpepoH 6eTa.  PaHMTe KJiMHMiiKM 3HaLM BKJlyiiyBaaT TPoM6ouMTone"ja,
HOBa  nojaBa  Ha xMnepTeH3Mja, Tpecita,  cMMrITOMM  Ha  LieHTpaiiHMOT HepBeH  cMCTeM  (np.
KOHcpy3Mja,  nape3a)  M  HapyLi]eHa  6y6pe)Itiia cpyHKUMja.   Jla6opaTopMCKMTe  HaofiM  KOM

ynaryBaaT Ha TMA BKiiyiiyBaaT HaMaiieH 6pQj  Ha TpeM6oLiM",  noKaiieHa cepyMCKa iiaKTaT
AexMAporeHa3a  (LDH) 3apaAM xeMOJiM3a  M  LUMCTOL+M"  (epMTpoi+MTiia cpparMeHTa"ja)Ha
KPBHa  pa3MacKa.
CnopeA Toa AOKoiiny ce 3a6ene>i(aT ithMHMi]KM 3HaLiM  Ha TMA,  ce npenopaiiyBa
noHaTaMOLiJHo  MonMTyBabe  Ha  HMBOTo Ha TpoM6ol+M",  cepyMCKaTa  LDH,  KPBHa  pa3MacKa
M 6y6pe>KiiaTa cpyHKi+Mja. floKonKy TMA ce AMjarHoc"HMpa,  noTpe6eH e 6p3 Tpe"aH tea
ce 3eMe 80 063Mp 3aMeHa Ha nna3Ma) M ce npenopaiiyBa MTHO npeKMHyBarbe Ha Tepa"jaTa
co Pe6Mdy.

flenDecMia  M caMov6MCTBe"  MaeM

Pe6McP 22 Tpe6a BHMMaTejiHo Aa ce ynoTpe6yBa Kaj naHMeH" co npeTxoA" rum cerau"
AenpeciiB" nopeMeryBait>a,  noce6Ho Kaj oHMe co   caMoy6MCTBe" MAeM (BMAeTe 4.3).
flenpecMjaTa  M caMoy6MorBeHure MAeM    ce i+ecTa nojaBa Kaj  nonyJiaL"jaTa co MytiTMrmeKc
cKnepo3a M ce noBp3a" co MHTepcpepoHCKaTa Tepa"ja.  rlaL+MeH" Tpe"pa" co Pe6Mq)
ape6a Aa Ce coBeryBaaT Be4HaL]I Aa  npMjaBaT 6rmo  KaKBM  CMMTITOMM  Ha 4enpecMja  M/unM
caMoy6MCTBe"  MAeM  Kaj HMBHMOT iieKap.  rlaL"eH"Te KOM  noKa>KyBaaT AenpecMja Tpe6a
BMiiHaTeJiHo Aa ce oneflaT 3a BpeMe Ha Tepa"jaTa co Pe6M® M cooABe"o Aa ce
Ti)e"paaT.  Tpe6a 4a ce 3eMe Bo npe/]Bra M npeKMHyBaibe Ha Tepa"jaTa co Pe6Mq)
(BMAeTe 4.3  M 4.8).

HaDvuvBaiba co Hana+]M

Pe6M®Tpe6aBHMMaTenHo/]aceynoTpe6yBaKajnaL+MeH"co±4£+!£I!QB#jaHaHanaAM,Kaj

aAeKBaTHo KOHTpoJ"paHa co aH"enMJlenTML|M (BMfleTe

CDLieBM 3a6onvBaiba

rlaL+MeH"  cO cpLieBM  3a6OjiyBaiba  ltaLto aHrMHa neKTOp
M" apMTMMja,  Tpe6a BHMMaTeliHo Aa ce Ha6ibyAyBaaT
Ha HMBHaTa ithMHMilita cOcToj6a Ha noiieTOK Ha Tepa"jaTa
CMMnTOMMTe ci"u" Ha rpMn CMHApoM noBP3a" Co Tepa"j
M0xaT Aa ,`§MAaT cTpec" I(aj nauMeH" co CPL+eBM 3a6onyBaLba.
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HeKDo3a  Ha  MecTOTo Ha  MHieRTMDatbe

Kaj  naHMeH"  KOM ynoTpe6yBaaT Pe6McP Mo}Kl" ce M  HeKpo3M Ha MecTOTo Ha MHjeK"paLbe

(ISN) (BMAeTe 4.8).  3a Aa ce HaMaJ" PM3MKOT oA HeKpo3a Ha MecTOTo Ha rmjeRTMpatbe Ha
naHMeiiTMTe MM ce npenopailyBa  :
•            Aa ce KopMc" Tex"Ka Ha acen"iiHO MHjeK"paH3e
•             fLa ce MeHyBa MecTOTO Ha MHjeK"paLbe co ceKoja Ao3a.

rlpoLieAypaTa Ha caMo-MHjeK"paHDe oA cTpaHa Ha naLMeHTOT Tpe6a noBpeMeHo Aa ce
npoBepyBa,  Oc06eHO AOKoiiny Ha MecTOTO Ha MHjeK"parbe ce nojaBaT peaKLiMM.

floKonny Kaj  naHMeHTOT ce nojaBM ou.iTeryBaibe Ha Ko)I(aTa,  Koe Moxe Aa 6M+]e npMApy>KeHo
co OTOK MJ" ApeHa}Ka Ha Tei+HocT oA MecTOTo Ha MHjeK"PaLbe,  naiiMeHTOT Tpe6a Aa ce
coBeryBa Aa ce i{oHcyJi"pa co JleKapoT npeq Aa ja npoAOJ"(M Tepa"jaTa co Pe6McP.
floKoiiKy naLMeHTOT MMa noBeke iie3MM,  Pe6McP Tpe6a Aa ce npeKMHe ce AofieKa He AojAe
Ao 3a3ApaByBaLbe.  rlaLiMeH"Te co eAMHeilHa Jie3Mja  Mo>KaT Aa npoAoii>KaT Ho caMo rioA
yonoB HeKp03aTa Aa He e MHory roiieMa.

XenaTaJiHM  HaDVLiJVBaiba

80  KiiMHMiiKMTe MonMryBaiba  Ha  pe6Mcp,  MHory iiec"  ce acMMrITOMaTCKMTe 3rojieMyBaba  Ha
xenaTatiHMTe TpaHcaMMHa3M  (oco6eHo aJiaHMH aMMHOTpaHccpepa3a  (ALT))  M  1 -3%  oA
naHMeli"Te pa3BMBaaT 3roJieMyBaLbe Ha xenaTaJiHure TpaHcaMMHa3M noBeke oA 5 na" oA
ropHaTa  rpaHMua  Ha  HopMaiiaTa  (ULN).  Bo  oTcycTBo  Ha  KiiMHMilKM  cMMnTOMM,  cepyMCKMTe
ALT KOHueHTpau" Tpe6a Aa ce MOHMTopMpaaT npeA 3anouHyBaibe Ha Tepa"jaTa,  Ha  1-
MOT,  3-MOT M 6-HOT MeceH qA Tepa"jaTa M noToa nepMo4MiiHo. Tpe6a Aa ce 3eMe Bo
npeABMfl M HaMariyBafoe Ha Ao3aTa Ha  Pe6MCP Bo onyuaj Ha 3roJieMyBaLbe Ha ALT noBeke

qu 5 na" qu ULN M nocTeneHo Aa ce 3roJleMyBa oTKaKo ke ce HopMai"3MpaaT
KOHL+eHTpai+Mure  Ha eH3MMMTe,  Pe6Mq) Tpe6a BHMMaTeJiHo /]a  ce  BOBe4yBa  Kaj  naHMeH"  co
MCTopMja  Ha 3HauMTenHo xenaTaJiHo 3a6onyBaibe,  KJiiiHMiiKM AOKa3M 3a aKTMBHo xenaTaiiHo
3a6oJiyBattie,  aJiKoxoiiM3aM rum 3roiieMeH cepyMCKM ALT (>2.5 na" ULN). Tpe"aHOT co
Pe6McP Tpe6a fla ce  npeKMHe AOKOJiny ce  nojaBM  MKTepyc rmM Apy"  iunMHMilKM  cMMmoMM  Ha
xenaTanHO HapyLljyBaibe.

Pe6Mq) KaKo M Apy"Te MHTepd)epo" 6eTa MMa noTeHLMjaJi Aa npeAM3BMKa cepMo3Ho
xenaTatiHo HapyLi]yBatbe,  BKnyilyBaj.tw M aKyTHo xenaTaJiHo ou]TeryBaibe (BMAeTe 4.8).
noBekeTO On OnyHaMTe Ha cepM03HO xenaTaiiHO Hapyi]]yBaibe ce jaByBaaT 80 npBMTe 6
MeceL+M  qA TpeTMaHOT.  MexaHM3MOT 3a  peTKaTa CMMnTOMaTCKa  xenaTaJiHa AMccpyHKi+Mja  e
Heno3HaT.  He ce oTKPMe"  HMKaKBM  oneL+M¢Mil" a)aKTopM  Ha  pM3MK.

Bv6De)Ki"  M  vDMHaDHM  HaDVLJJVBaiba

HecbpomcKu cuHaponh

cJiyilaM Ha HecppeTCKM cMHApoM co pa3Jim" oouOB" Hecppona"M KnyilyBajtw M
I(oJia6MpailKa a)oKanHa cerMeHTarlHa rJioMepyJiocKiiepo3a (FSGS), 3a6oiiyBaLbe co
MMHMMan" .n.poMeHM  (MOD),  MeMepaHonponMd)epa"BeH riioMepynoHeq)pRTMc (MPGN)  M
MeM6paHo3Ha rJioMepyiiona"ja\ (MGN) ce npMjaBe" 3a BpeMe Ha
co rmTepcpepoH 6eTa.  HecaKaHMTe HacTa" ce npMjaBe" Bo I
Ha Tepa"jaTa M MOxe 4a ce jaBaT M no Hel(OliKy roAM" Tepan
rlepMOAMHHO  MOHMTOpMpaibe 3a  paHMTe  3HaLiM  Mi"  cMMnTOMM
npoTeMHypMja,  M" HapyLJJeHa 6y6pexHa cbyHKHMja,  ce npeno
co noBMcoK pM3MK 3a 6y6pex" 3a6onyBaLba. Ce npenopaHyB
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6y6pe>KiiaTa cpyHit"ja.  noTpe6eH e HaBpeMeH Tpe"aH Ha HecppoTCKMOT cMHApeM M
npeKMH Ha Tepa"jaTa co Pe6M® Tpe6a Aa ce 3eMe Bo o63Mp.

Jla6oDaTODMCKM  a6HODManHoc"

Co ynoTpe6aTa Ha MHTep®epe"Te ce noBp3yBaaT M na6opaTopMCKMTe a6HopMaJiHoc".
3aToa,  Kal(o AonoliHeHMe Ha na6opaTopMCKMTe TecTOBM KOM ce HopMaiiHo noTpe6" 3a
oneAerbe  Ha  naLiMeHTRTe co  MyJiTMriJia cKJiepo3a,  MOHMTopMHr Ha xenaTaiiHMTe eH3MMM  M
KOMrme"a M AMcpepeHUMjaJiHa KPBHa onMi(a M 6pQjoT Ha TpoM6oHurM ce npenopailyBa Bo

peAOB" MHTepBaJ" (1, 3 M 6 Mece") no 3anoiiHyBattie Ha Tepa"jaTa co Pe6McP M noToa
nepMOAMHHo  M  Bo  oTcycTBo  Ha  ithMHMilKM  cMMnTOMM

TMDeoM4"  HaDVLIJVBaLba

rlaL+MeH"Te Tpe"pa" cO pe6Mq) noBpeMeHO MO>KaT 4a Ma"q)ec"paaT HOBM Mi"
BJioLiJyBaibe Ha TMpeoMAHMTe a6HopMaiiHoc".Ha noiieTOKOT ce npenopailyBa Tec"paibe
Ha TMpeoMAHaTa cpyHKL+Mja  M AOKoiiKy Taa e  HapyLueHa,  ce TecTMpa ceKOM 6-12  MeceLM qu
noiieTOKOT Ha TepanwiaTa.  floKOJiKy npBMiiHMTe TecTOBM  ce  HopMaiiHM,  He e  noTpe6Ho

pyTMHCKO Tec"paLbe,  OcBeH floKoiiKy ce nojaBaT KJiMHMHKM  3HaLiM  Ha "peoMflHa
AMcq)yHKUMja  (BMAeTe 4.8).

CeDMo3HM  DeHanHM  M xenaTan" 3a6oiivBaH>a M  ceDMo3Ha  MMeJlocvnDecMia

Tpe6a 4a ce o6pHe BHMMaHMe M 4a ce npaBM cepMo3eH  MOHMTopMHr Rpm ynoTpe6a Ha
MHTepcpepoH 6eTa-1 a Kaj nauMeH" co cepMo3" peHaii" M xenaTaii" 3a6oiiyBaLba M
nauMeH" co cepMo3Ha MMenocynpecMja.

HevTDanM3MDavKM  aHTMTeiia

Mo>KeH e pa3Boj  Ha cepyMCKM  HeyTpaJ"3MpailKM ai+"Teiia npo"B MHTepcpepoH 6eTa-1 a.
npeuneeH MexaHM3aM 3a nojaBaTa Ha aii"Teiia ceyLilTe He e yTBPAeH.  KnMHMi]KMTe
noAaTOHM cyrepMpaaT AeKa 24 Ao 48 MeceHM no TpeTMaHOT co Pe6Md) 22 MMKporpaMM,
npM6"}KI+o 24% qu naHMeHTMTe pa3BMBaaT nep3MCTeHT" cepyMCKM aH"TeJia Ha
MHTepcpepoH 6eTa-1 a.  rlpMcycTBOTo Ha aii"Teiia AOKa>ItaHo ro oona6HyBa
cpapMaKOAMHaMCKMOT oflroBop Ha i"Tep¢epoH 6eTa-1 a (6eTa-2  MMKporrio6yJ"H  M
HeorITepMH).  MaKo  KjiMHMilKOTo 3HaileLbe  Ha nojaBaTa  Ha aHTMTeJia He e  noTnoJiHo jacHo,

pa3BojoT Ha HeyTpaJ"3MpailKM aHTMTetia   e noBp3aH co peAyL"paHa ed)MKaouocT Ha
ithMHMiiKMTe M  MRI  BapMja6i". floKoiiny naHMeHTOT pea"pa ona6o Ha TepanwiaTa co
Pe6Mq) M MMa HeyTpai"3MpaiiKM aHTMTeiia, iieKapeT Tpe6a noBTopHo fla ro npeMcnrma
cooAHocoT KopMCT/pM3MK oA npoAOJimeHa Tepanwia co  Pe6MCP.

KOpMCTeibeTo pa3i"ii" TecTOBM 3a OTKPMBarbe cepyMCKM aH"Teiia M pa3i"KMTe 80
AedyM"PalbeTo 3a no3MTMBHocT Ha aHTMTeiia, ja i"MMTMpa
aHTMreHocTa Kaj  pa3J"u" npoM3BOAM.

flDv"  d)ODMM  Ha  MviiTMrma  cKJieDo3a

rlocToj.aT MaliKy no+]aTOLiM 3a 6e36eAHocTa M e¢MKacHoc
Myji"niia clouepo3a.  Pe6Mq) ceyLIITe He e McnMTaH  Kaj na
MyTiTMnjia cKjiepo3a M He tpe6a 4a ce itopMc" Kaj oBMe na

BeH3Mn  aTii(oxon

JleKOT coApxM 2,5 mg 6eH3Mn aJiKoxoJi  Bo Ao3a.

th    ELflEJ,:?i
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He cMee Aa ce AaBa Kaj npeflBpeMeHo poAe" 6e6Mrba M HOBopofleHM.  Moxe Aa
npeAM3BMKa TOKCMu"  peaKLiMM  M  aHadyMnaK"il"  PeaKHMM  Kaj floeHllMtba  M fleua AO 3
roAMHM  cTapocT.

4.5         MHTepai{i+Mja co Apy" neKOBM M /]py" cPopMM Ha MHTepaKLiMja

He ce M3BeAe" cryA" Ha MHTepaKUMja co rmTepcpepoH 6eTa-1a Kaj jiyfe.

3a MHTepcpepo"Te e npMjaBeHo AeKa ja PeAyLiMpaaT aRTMBHocTa Ha xenaTaJiHMTe
LiMToxpoMCKM  P-450 3aBMc"  eH3MMM  Kaj JiyFe  M XMBOTHM. Tpe6a Aa  ce o6pHe BHMMaHMe
Kora ce ynoTpe6yBa  Pe6Mcb  Bo I(oM6rmaLiMja co JieKOBM  KOM  ce co TeceH TepaneBTCKM
i"Aei(c M  Bo  roJieMa  Mepa 3aBMcaT oA xenaTaJiHMOT HMToxpoMCKM  P-450 cMCTeM 3a
Ki"peHc,  Ha  np.  aHTMenMJienTMLiM  M  Hei(oM  KJlacM  Ha aH"AenpecMBM.

MHTepaKLiwiaTa Ha Pe6Mq) Co I(oPTMKocTepoMAM M aApeHOKopTMKOTpon" xopMo"  (ACTH)
He e CMCTeMaTCKM  npoyiiyBaHa.  KJ"HMilKMTe CTyAMM  noKaxyBaaT AeKa  naLiMeHTMTe co
MyTiTMnjia cKnepo3a MoxaT /]a npMMaaT Pe6McP M  KopTMKoCTepoMAM  M" ACTH 3a BpeMe
Ha peiiancM.

4.6         nnoAHocT, 6peMeHocT M naKTaL|Mja

BDeMeHocT
06eM" noAaTOLiM (qq McxoAMTe oA noBeRe oA 1000 6peMeHoc") oA pe"cTPM M nocT-
MapKeTMHrLilKo MCKycTBo yKa>KyBaaT 4eKa  HeMa 3roJieMeH  pM3MK qA  nojaBa  Ha  roTieMM
BpOAe" aHOMai"M  no M3iioxeHOcT Ha  MHTepq)epoH 6eTa npeq 3aiiHyBarbeTO M 3a BpeMeHa
Ha npBMOT TPMMecTap qu 6peMeHOcTa.  cenaK , TpaeibeTO Ha M3JioxeHOcTa 3a BpeMe Ha
npBMOT TPMMecTap e HecMrypHo,  6MAejwi noAaTOHMTe ce co6pa" Kora ynoTpe6aTa Ha
MHTepcpepoH 6eTa 6eue KOHTpaMH4MLqupaHa 3a  BpeMe Ha 6peMeHocTa   M TpeTMaHOT
HajBepojaTHo 6rm npeKMHaT Kora 6peMeHocTa 6Mna 3a6ene}i(aHa M/MrM noTBPAeHa..
MCKycTBOTO  cO  M3iio>KeHOcT 3a  BpeMe  HaBTOpMOT M TpeTMOT TPMMeerap e  MHory
orpaHMiieHo.
CnopeA noAaTOL+MTe on MonMTyBahaa  Ha >KMBo"M  (BMAM Aeli 5.3),  MMa  Mo>K+ioer 3a
3roiieMeH pM3MK OA OnoHTaH a6Opryc.  pM3MKOT OA OnoHTaH a6Opryc Kaj 6peMe" >Ke"
M3iioxe" Ha MHTepq)epoH 6eTa He Mo>Ke cooABeTHo Fia ce npoL+e" Bp3 oCHOBa Ha 4ocera
AoCTaiiHMTe noAaTOLiM,  Ho  noAaTOLiMTe He yKa}KyBaaT Ha 3roJieMeH  pM3MK Aocera.

AOLtoiiKy e louMHMilun noTpe6Ho ynoTpe6aTa Ha Pe6Mq) Mo>i{e 4a ce 3eMe Bo npe4BMA 3a
BpeMe Ha 6peMeHOcT.

floene
Orpa"He"Te flocITan" noAaTouM 3a npeHocoT Ha MHTepd)epoH 6eTa-1 a Bo Maj"HOTo
MiieKo,  3ae/]Ho co XeMMCKo/a)M3MonouKMTe  KapaLcrepMc"KM  Ha  MHTepcpepoH  6eTa,
cyrepMpaaT fleKa HMBoaTa Ha MHTepcpepoH 6eTa-1 a I(oM ce M3iiailyBaaT Bo MajurmoTo MiieKo
ce 3aHeMapl"BM. He ce oiJeKyBaaT LJJTe" ecpeK" Ha 4oeHMTe HOB±iba/6e6MLba.

A    li.1£=,-i3

Pe6McP Mo>Ke Aa ce KoPMc" 3a BpeMe Ha Aceibe,

rlji04HOcT
AejcTBOTo+  Ha  Pe6M® Epe Tijio4HocTa  He e  MonMTaHo.



4.7         BnMjaHMe Bp3 cnoco6HocTa 3a Bo3elile Mum paKyBaibe co MauMHM

Co ynoTpe6aTa Ha MHTep¢epoH 6eTa Mox" ce HecaKa" ecpeK" Bo HeHTpaiiHMOT HepBeH
CMCTeM  (Ha np.  3aueMeTeHocT) KOM MoxaT Aa  BJ"jaaT BP3 cnoco6HocTa Ha naLiMeHTOT 3a

ynpaByBahoe  co Bo3MJio MJ"  MauJMHM  (BMAeTe 4.8).

4.8         HecaKaHi4 AejcTEra

Pe3MMe Ha 6e36eflHocHMOT ncocbrm

HajroJieM AeJI Ha HecaKa" flejcTBa acoi+Mpa" co Tepanwia co Pe6McP ce Ma"cpec"pa co
cMHApoM  HaiiMK Ha  rpMn.  CMMmoMrme onMH"  Ha  rpMn  Boo6MilaeHo ce nojaKM  Ha  noileToi(
Ha Tepa"jaTa M ce HaMaiiyBaaT cO KOH"HyMpaHMOT Tpe"aH.  rlpM6">Kiio 7o% OA
nauMeHTMTe Tpe"pa" co Pe6McP Mo}KaT 4a oueKyBaaT "nMveH 3a MHTepcpepoH cMHAPoM
onMileH Ha rpMn Bo npBrme 6 MeceL" oA noiieTOK Ha TepanriaTa.  npM6J")i{iio 30% OA
naHMeHTMTe ke 3A06wiaT peaKHMja Ha  MecTOTo Ha unjeK"paibe,  yMepeHo BocnaiieHMe rum
epMTeMa.  Boo6Mi+ae"  ce  M  acMMnTOMaTCKM 3roJieMyBarba  Ha iia6opaTopMCKMTe
napaMeTPM  Ha xenaTaJiHaTa cbyHKL"ja M HaMaiiyBarbe Ha 6pojoT Ha 6e"Te KPB" KiieTKM.

noroJieMMOT Hen HecaKa" peaKi+MM 3a6ejie}I(a" co MHTepcpepoH 6eTa-1 a Boo6MuaeHo ce
yMepe" M peBep3M6Mii" M ce noBiieKyBaaT co HaMaliyBaibe Ha Ao3aTa.  Bo ciiyilaj Ha
cepMo3" M nepeMCTMpaiiKM HecaKa" eq)eK", 4o3aTa Pe6Mq) Mo>Ke npMBpeMeHo Aa ce
HaMaJ" rum  npeKMHe,  no oAJiyKa Ha JieKapoT.

JIMCITa  Ha  HecaKaHM  DeaKLiMM

HaBeAe"Te  HecaKaHM  peaKL+MM  ce  raeH"cpMUMpaHM  04 KliMHMilKM  cTy4MM  KaKO  M
Tioc"apKie"H"wi vi3Beii]Tavi (see36a [*] yKaxyea Ha HecaKaHu peaKuuu uoeHmu¢uuupaHu
3a 6peMe Ha r7ocmMapHemuHurro oreoefoe/. CJiefl"Te Aeq)M"HMM ce oAHecyBaaT Ha
Kopi4cTeHaTa TepMMHono"ja 3a cppeKcpeHUMja: MHory ilec" (21/10), llec" (21/100 AO
<1/1o),  rloMajiny ilecITM  (21/1.ooo Ao <1/1oo),  PeTKM  (21/1o.ooo flo <1/1.ooo),  MHory peTKM

(<1/10.000),  Heno3HaTa cppeKcpeHL"ja (He Mo>i¢e Aa ce npoLie" oA paonoJio}l(MBMTe
noAaTOuM)

HaDvurv8arba Ha KDeHUQ_in u JTUMcbHuom cucmeM
MHory llec":   HeyTPone"ja, J"Mq)one"ja, JieyKoneHwia, TpoM6oHrmone"ja, aHeMMja
PeTKM:                 TpoM6o"ilHa MMKpoaH"ona"ja BunyiiyBajin TpoM6o"iiHa

TpoM6oHMToneHMi]Ha nypnypa/xeMOJ""HeH   ypeMMiieH cMHflpoM*,  (unaona
o3HaKa  3a  npoM3BoflM  Ha  MHTepcbepoH  6eTa,  BMAM  Aeii 4.4),  naHLiMToneHMja*

EH6oKDUHonouJKu  HaDvuJV8ahoa
rloMaTiKy HeorM:              "peoMAHa /]MccpyHKLiMja,

ximepTMpeoMAM3aM

HaDvurv8alba Ha uMVHoi]oujKuom cucmeM
PeTi(M:                                     aHad}rmaRTMl]"  peaKL|MM*

Xenamo6urluiaDHu HaDVLuv8arba
MHory iiecTM:
|IecTM:

rloMaiiKy HecTM:
PeTl(M:

acMMnTOMaTCKO 3roiieMyBaLbe Ha TpaHc

;j\   i.1    RE{.I.~T

fflrmE

cepMo3HM  3roiieMyBaLEia  Ha TpaHcaMMHa3M
xenaTMTMc co MJ" 6e3 MKTepyc*
xenaTaJi" 3a6oiiyBarba* (BMAeTe 4.4),  aBTOMMyH xenaTMTMc*



ncuxuiamDucKu HaDvulv8alba
llec":                             AenpecMja, MHcoM"ja
PeTKM:                                     o6MA 3a caMoy6MCTBo*

HaDvlJJv8ahoa Ha HeDBHuom cucmeM
MHory ilec":                  rmaBo6ojiKa
rloMaiiKy uec":             HanaAM*
Heno3HaTa
a)PeKd)eHL"ja:                  TpaH3M"M  HeBPoJloLIJKM  CMMnTOMM  (Ha  np.  xMnocTe3Mja,  MycKyjieH

rpii,  napecTe3Mja, TeLiJKO"M  npM 0+]eibe,  Myci{yiiocKefieTHa
BKouaHeTocT)  KOM  Mo>KaT Aa  MMM"paaT MyiiTMrijieKc cKjiepo3a
er3aLiep6aprM*

HaDvurv8alba Ha ouume

rloManKy Hec":           pe"Hai"M BacKynap" 3a6oiiyBahaa (Ha np. pe"Hona"ja, 6ei"
TouKM,  o6cTpyKLMja  Ha  peTMHaiiHa apTepMja  rmM  BeHa)*

BacKVJ]aDHu HaDvuJv8arba
rloMaiiKy Hec":            TpoM6ceM6oi"ii" onyiiaM*

PecnuDamoDHu,  moDaKariHu  u  MeouiacmuHanHu  H_aDIV_WV_eaLb_a
noMaiiny ilec":            flMcnHeja*
Heno3Ha":                       nyjiMOHapHa apTepMcita xMnepTeH3Mja* (Knaoua o3Haita 3a

rmTepcbepoH 6eTa npoM3BOAM,  BMAM  noAOJle)

racmDOuHmecmuHanHUHaDvu!v_8_a_Ib!±a
lJec":                              AMapeja,  noBpafaibe, raAeLbe

HaDvuweaFba Ha Koxama u nomKOM<Hume mKu€a
lJec":                                   npypMryc,  HPBeHLrmo,  epMTeMaTo3Ho I+pBeHLrmo,  MaKyJionanrmapHo

HPBeHMJlo,  aJione"ja*
rloMajiKy iiec":            yp"itapMja*
PeTKM:                                   Quincke-oB eAeM (aH"oeAeM)*,  MyJi"cPopMHa epMTeMa*,  peaKUMM

Ha   Ko}i{aTa itaKo MymM¢opMHa epMTeMa*,  Stevens Johnson
CMHAPOM*

MvcKVJ]ocKeJiemHu  u HaDvuJv8aLb_a_H3±a 3an06o8ume
llec":                        "jaJi"ja, apTpaii"ja
PeTKM:                                   lupus erythematosus npeqM3BMKaH OA JieK*

Bv6DexHu  u vDUHaDHu  HaDry!i±±y8aHba
PeTKM:                                    HecppoTCKM  CMHApoM*,  riioMepyJiocKiiepo3a*  (BMAM den 4.4)

OnuJmu HaDvuJv8alba u Cocmoj6_a_Ha Mecmomo Ha uHieKmuDalbe
MHory iiec":                  BOcnane"e Ha MeoroTO Ha rmjeK"parbe,  peaKUMja Ha MeoroTO Ha

unjeRTMpaibe,  cMMriTOMM  HanMK Ha  rpMn,
|1ecTM:

rloMaiiKy ilec":

PeTKM:

Heno3HaTa
a)PeKBeHLiMja:

6oiiKa  Ha  MecTOTo Ha  MHjeRTMpaLbe,  3aMoP,  BKollaHeT.9,9£.T`PecKa

:ife¥etirife¥4?``HAa;`\

HeKp03a  Ha  MecTOTo Ha  MHjeRTMpaLbe,  Maca  Ha
MHjeKTMpaibe, ancLiec Ha MecTOTo Ha MHjeK"p
MecTOTo Ha MHjeK"paibe*,3roiieMeHO noTelb
HeJiyJ"TMC Ha  MecTOTo Ha  MHjeRTMparbe*

rla"Ky""c ( Ha MecTOTO Ha MHjeRTMpaibe



rleAMiaTDMCKa  nonvtiaL"ia

He ce M3Befie" cPopMaJi"  KJiMHMHKM  MonMTyBaiba  M" a)apMaKOKrmeTCKM  CTyAMM  Kaj Aeua
rum aAOJiecLieH".
Orpa"ile"Te noflaTOHM 3a 6e36eAHoc"oT npocprm Kaj AeHa M aAOJiecL|eH" (2 Ao 17
roAM" cTapocT)  KOM npMMaaT Pe6Mq) 22 MMKporpaMM rmM 44 MMi(porpaMM 3 na" HeAeJIHo
e OnMiieH  Kaito  Kaj  803pacHMTe.

Edrer" Ha KJiaca

ynoTpe6aTa Ha MHTep¢epo" e noBpeaHa cO aHOpeKCMja,  BPToriiaBMLra,  aHKCM03HOcIT,
apMTMMM,  Ba3OArmaTaLiMja  M  namMTauMja,  MeHopa"ja  M  MeTpopa"ja.
npM TpeTMaH co MHTepd)epoH 6eTa Mo>Kiia e nojaBa Ha 3roiieMeHo co3AaBaibe aBTo-
aHrmeJia.

rlviiMOHaDHa  aDTeDMCKa xMneDTeH3Mia

rlpMjaBe" ce onyiiaM  Ha nyTiMOHapHa apTepMCKa xMnepTeH3Mja (PAH)  npM  KopMCTeibe Ha
MHTepq)epoH 6eTa npoM3BoflM.  HacTaHMTe ce npMjaBe" Bo pa3i"i+Ho BpeMe,  Bo pacnoH M
Ao HeKonny roAM" noone noileTOKOT Ha Tpe"aHOT co MHTepq)epoH 6eTa.

rlDMiaBVBarbe  Ha  cvcneiITHM  HecaKaHM  DeaKUMM  Ha iieK

npMjaByBarbeTO Ha cycneKTHM  HecaKa" peaKi+" Ha TieK no OA06pyBaibeTO 3a npoMeT Ha
JieKOT e Ba>Ki+o. Toa oBo3Mo)KyBa  KOH"HyMpaHo onefleibe Ha  oAHocoT i{oPMCT/ pM3MK 3a

AafleHMOT JieK.  3ApaBCTBe"Te npocpecMOHanLiM ce MoiiaT Aa "   npwiaByBaaT cycneKTi"Te
HecaKa"  peaKLiMM  Ha JieK Bo HaLMOHaJiHMOT oucTeM  Ha npMjaByBahae.
HecaKaHMTe peaKHMM oA JieKOBrme Mo)i{e Aa " npMjaBMTe Bo Hal+MOHaJi"oT ueHTap 3a

a)apMaKOBM"JiaHHa  npM AreHUMjaTa 3a JleKOBM  M  Me+]MLMHCKM  cpeACITBa  (yii.CB.KMprm  M
MeTOAMj 6p.54 KaT 1) rmM no eiieKTpoHCKM naT npeny Be6 cTpaHaTa Ha AreH"jaTa
http://malmed.gov.ink/.

4.9        n peAo3M pa ibe

Bo onyiiaj Ha npeAo3Mpaibe naLiMeHTMTe Tpe6a Aa ce
Tpe6a Aa ce fia/]e cooABeTHa Tepa"ja.

5.          ®APMAi{onouKM CBojcTBA

5.1          ®apMaKo/]MHaMcl{M CBojcTBa

®apMaKOTepaneBTCKa rpyna:  MMyHocTMMyJiaHCM,  MHTep®epo", ATC KOA:  L03A807

MHTepcpepo"Te ce rpyna Ha eHAore" r"KonpoTeM" co MMyHOMOAyJlaToPHM,
aH"BMpyc" M aH"npoi"cpepa"B" cBojcTBa.

P66Md) (MHTepcpepoH  6eTa-1 a) ce cocTOM  oA MCTa aMMHOKMceiiMHCKa ceKBeHLia  KaKo
eHAoreHMOT xyMaH  mTepcbepoH   6eTa.  Ce npoM3BeAyBa  Bo KJieTKM  Ha  HMHau  (oBapMyM  Ha
KMHecKM XRllaK)`M  noba4M T0a e  rJ"Ko3Mi"paH  KaKo  npMPo4HMOT npoTeMH.

He3aBMCHo oA HaiMHOT Ha Ao3Mpaibe,  HarJiace" cpapMaKOAMHaMCKM  npoMe" ce
acoHMpa" Co a/]MMHMCTPMpaLbeTo Ha  Pe6Mq).  Ilociie e4MHeilHa /]o3a,  MHTpaueJiyJiapHaTa
M  cepyMCKaTa  aKTMBHocT Ha 2',5'-OAS cMHTeTa3a M  cepyMCKMTe  KOHLieHTpaLiMM  Ha 6eTa-2-



MMKporiio6ynrm M  HeonTeprm ce noKailyBaaT Bo POK oA 24 ilaca  M noi+HyBaaT Aa ce
HaMaJlyBaaT Bo PoK qu 2 AeHa.  MHTpaMycKynapHaTa M Cy6KyTaHaTa aAMM"cTpauMja
noita>KyBaaT LreTioouo 3aMeHJiMBM OfiroBOpM.  noone noBTOpeHa cy6KyTaHa a|]MM"cTpaHwia
Ha ceKOM 48 iiaca 3a He"pM Ao3M,  oBMe 6MOJiouKM o/]roBopM ocTaHyBaaT noKaiieHM,  6e3
3Haqu Ha Pa3Boj Ha TonepaHLiMja.

MapKeprme Ha 6MOJiouKM oAroBop (2',5'OAS aK"BHocT,  HeonirepMH  M 6eTa-2
MMKPorJio6yJ"H) ce MHAyuMpa" oA MHTepq)epoH 6eTa-1 a noone cy6KyTaHa
aAMi"MCTpaLiMja  Ha /]03M  I(aj  3ApaBM Ao6poBOJluM  M  Kaj  nauMeH"  co  MyJiTMrma cionepo3a.
BpeMeTo Ao nMKOBMTe Ha  KOHLieHTpaHMja  noone e|]MHeuHa  noTKo>Kiia  MHjeKLMja ce 24 Ao 48
i]aca 3a HeoriTepMH,  6eTa-2-MMKporJio6yJirm  M 2',5'-OAS,12 iiaca 3a MXI  M 24 iiaca 3a
OASI  M OAS2 reHCKa eKonpecMja.  CJ"u" "KOBM no roJieMMHa M BpeMe ce 3a6eiie>i{a"
3a noBekeTo MapKepM  noone npBa M LJJecTa aAMM"cTpaL|Mja,

rlpeHM3"oT MexaHM3aM Ha AejcTBo Ha Pe6McP Kaj Myii"rma cKnepo3a ceyLUTe ce
McnMryBa.

PenancHo-DeMMTeHTHa MVJiTMrma  cKJieDo3a

Be36eAHocTa M ecpMKacHocTa  Ha Pe6McP e eBaJiyMpaHa Kaj  naLiMeH" co peiialicHo-

peMMTeHTHa  MyTi"rma cKJiepo3a Bo Ao3Mpaibe qA  11  Ao 44 MMKporpaMM (3-12 MIE),
AaBa" noTKo}Kilo TPM  na"  HeAenHo.  80 nponMiJJaHOTo Ao3Mpalbe,  Pe6Mq) 22 MMxporpaMM
AOKa}KaHo ja HaMaJiyBa MHI+MAeHuaTa (npM6J"}Kiio 30% noone 2 roAM") M jaiMHaTa Ha
KiiMHMilKMTe  pejiancM  Kaj  naLiMeH" co  HajMaJiKy 2 er3aLiep6aLiMM  Bo  MMHa"Te 2  roAM"  M
co EDSS oA o-5.o Ha noueTOKOT.  npoLieHTOT Ha naLiMeH" co nporpecMja Ha MHBaiimaHocT,
AecbM"pa" co nopacT 3a HajMaJlny eAeH CTeneH Ha EDSS noTBp4e" noone 3 MeceuM, e
HaMaiieH oA 39% (rmaHe6o) Ao 30% (Pe6Mq) 22 MMKporpaMM).  Bo nepMOA oA 4 roAMHM,

peAyKi+MjaTa Ha cpeAHMOT npoL+eHT Ha er3aLiep6aHMM e 22%  Kaj  naLiMeH" Tpe"pa" co
Pe6McP 22 MMKporpaMM M 29%  Kaj naLiMeH" Tpe"pa" co  Pe6Md) 44 MMKporpaMM,
cnopeAeHo co rpyna Ha naqueH"T Tpe"pa" co nnaue6o Bo POK o4 2 roAM" M noToa unM
co Pe6McP 22 rum  Pe6M¢ 44 MMKporpaMM yLUTe 2 rof"HM.

CeKvluaDHo-nDorDecMBHa  MVJiTMrma CKJieDo3a

Bo TPMroAMLiJHa CTyAwia Kaj  nauMeH" co ceKyHAapHo-nporpecMBHa  MyJi"niia cKiiepo3a

(EDSS 3-6.5) co /]oKa3 Ha KJiMHMiiKa nporpecMja Bo MMHa"Te 2 ro/]M" M  KOM  HeMaiie
petianc Bo M3MMHa"Te 8 HeAejiM,  Pe6McP HeMa 3a6eiie>KMTeneH ecpeKT Bpe nperpecwiaTa
Ha  MHBaJ"flHocT,  Ho 6pQjoT Ha peJlancM e HaMaJleH 3a npM6J"}Kiio 30%. floi(oJiKy ce
noAe" nonynaqujaTa Ha naL"eH" Bo 2 noArpy" (co M 6e3 peJiancM Bo ABeroAMLLJHMOT
nepMOA npeA 3anollHyBaibe Ha CTy/]wiaTa),  Kaj  naLiMeH"Te 6e3 peJiancM HeMaiio ecpeKT Ha
MHBai"ArmeTOT,  HO itaj  naHMeii"Te cO peJiancM,  npoL+eHTOT cO nperpecM|.a Ha
MHBaJirarmeTOT Ha KpajoT Hal cTyAwiaTa 6rm HaMaiieH ofl 70%  (rmaLie6o) Ha 57%  (Pe6M¢
22 MMKporpaMM  M 44 MMKporpaMM  KOM6M"paHo).  OBMe pe3yJiTa" Ao6Me"  Bo no/]rpynaTa
Ha nauMeH" a posteriori Tpe6a BHMMaTenHO Aa ce MHTepnpeTMpaaT.

rlDMMaDHO-nDorDecMBHa  MviiTMnna  cKTieD03a

Pe6McP ceyLiJTe He e McnMTaH  Kaj  naLiMeH"  Co npMMapHo-nporpecMBHa  M
M  Kaj  HMB He Tpe6a Aa ce ynoTpe6yBa.

5.2         ®abMai{ol{MHe"Lli{M CBojcTBa

A6coDnuMia

niia cKJiepo3a



Kaj 3ApaBM Ao6PoBOJll+M nocJie MHTpaBeHo3Ho aflMi"MCTPMpatbe,  MHTepcpepoH 6eTa-1 a
npojaByBa  ocTap MyJi" eKonoHeHLiMjaJieH  naj],  co cepyMCKM  KOHLieHTpaLMM
nponopL+MOHaJi"  Ha fio3aTa.  Pe6McP flaBaH norKo}Kiio rum  MHTpaMycKyJiHo Co3fiaBa
eKBMBatieiiTiio KoiiMilecTBo MHTepcpepoH 6eTa.

flMCTDM6vunia
Ilo noBTopyBa"  noTKo>i{i"  MHjeKHMM  Ha Ao3M on 22 M 44 meg  Ha Pe6M¢ MaKCMMaiiHure
KOHL+eHTpaL"M ce "nMilHo 3a6eJie}KaHM  no 8 iiaca,  Ho co roiieMa BapMja6MiiHoCT.

Ei"MMHaL"ia
no lioBTopyBaHM  noTKO>Ki" A03M  Kaj 3ApaBM A06pOBoiiLiM,  riiaBHrme cpapMaitoKMHeTCKM
napaMeTPM  (AUctau M Cmax) ce 3roJleMyBaJle nponoL"oHaiiHO Ha 3roJleMeHaTa Ao3a oA 22
meg /]o 44 mcg.  npoHeHe"oT noJiy}KMBOT e 50-60 iiaca,  LUTo e Bo coriiaonocT co
aKyMyJiaLiMjaTa Koja e 3a6ene>KaHa npM noBekeKpaTHo Ao3Mpafoe.

MeTa6oJ"3aM

MHTepq)epoH 6eTa-1 a rJiaBHo ce MeTa6orM3Mpa M  M3JiaHyBa   npeity xenapoT M 6y6pe3MTe.

5.3         npeTrmM"Lii{M 6e36e/]HocHM noAaTouM

He-Kjii"MilKMTe noAaTouM  He yKa>KyBaaT Ha onacHocT 3a iiyfeTo 6a3Mpa"  Ha
KOHBeHHMOHaJiHMTe cTy4MM 3a  cpapMal(onouKa 6e36e/]HocT,  Tor(cMiiHocT npM  noBTopeHo

Ao3Mpahoe  M  reHOTOKCMHHocT.

Pe6M¢ He e Mc"TaH 3a itapHMHoreHocT.

CTyAMjaTa 3a eM6pMo/cpeTaJiHa TOKCMi+HocT Kaj Mai.My"  He AaJla floi(a3M 3a penpoAyKTMB"
HapyLi]yBaiba.  npMjaBeH e 3roiieMeH pM3MK OA a6Opryc   80 cryAMM  M3BeAe"  Ha xMBOT" co
Apy" aJlcpa M 6eTa MHTepdyepo"..  HeMa AocTan"
MHTepcbepoH 6eTa-1 a Bp3 nJio4HocTa Kaj  MaxM.

6.           ®APMALJEBTcl(M CBOJCTBA

6.1          nMCTa Ha eitcLiMnMeHCM

MaHMTon
noiioKcaMep 188
Jl-MeTMOHMH

BeH3Mn ajiKoxon
HaTPMyM aueTaT
OL+eTHa KMceiiMHa 3a noAecyBalbe Ha  pH
HaTPMyM xMApoKCMA 3a  noAecyBaH>e Ha  pH
Bo4a  3a  MHjeltL+MM

6.,2         MHI{oMna"6MnMja

Heanj"KaTMBHo.
.-

6.3        Pox Ha ynoTpe6a

1 8 MeceiiM

/€;'?``,'f.;>1`



6.4         HaLiMHHavyBalbe

fla ce llyBa Bo cPpMXMf|ep (2 C - 8 C) noAaJleKy oA eJleMeHTOT 3a JlaAeibe. fla He ce
3aMp3HyBa. fla ce ilyBa Bo oPMri"aJiHOTo naKyBaibe 3a Aa Ce 3aLiJTI" oA cBeTJiMHa.

Co LieJi 3a aM6ytiaHTHa ynoTpe6a,  naLiMeHTOT Moxe Aa ro M3BaAM  Pe6MCP qu ¢pMXMAep M
Aa ro ilyBa Ha TeMneparypa Ao 25 C caMo eAHau HajAOJiro Ao 14 AeHa.  Pe6Mq) noToa Mopa
4a Ce VyBa Bo ®PMXM4ep M 4a Ce MCKoPMc"  npe4 POKOT Ha ynoTpe6a.

6.5        npMpoAa M coAprMHa Ha nal{yBalbe

TMn  1  CTaKJieH  LiJnpMu   oA  1  ml Co  MrJla oA HepfocyBaHKM iieiiMK,  HanoJiHeT co 0,5  ml

PacTBOP.

Pe6Mq) 22 MMitporpaMM e pe"cTPMpaH Bo naKyBarbe co 3 i]]npMLia.

6.6        CneuMjanHM npeAynpeAyBalba 3a oTCTpaHyBalbe M pai{yBalbe

PacTBopoT 3a MHjeK"Paibe Bo npeTxoAH0 HanoJiHeTMOT LilnpMu e roTOB 3a ynoTpe6a.  MCTo
TaKa  Moke fla Ce a/]MMHMCTPMpa co aAeKBaTeH aBTOMHjeRTop.

CaMo 3a eAHoitpaTHa ynoTpe6a.  Moxe 4a ce ynoTpe6yBa caMo 6MCTap Ao onaJiecHeHTeH
pacTBop 6e3 napTMKyJ" M 6e3 BMAJ"BM 3HaL+M  Ha pacnaFaibe.

CeKoi.  HeMci(opMCTeH  npoM3BOA M" oTnaAeH MaTepMjaJI Tpe6a /]a ce oTCTpa" Bo
corJiacHocT co`rioKaiiHaTa peryJia"Ba.

7.           HoCMTEr] HA OAOEPEHME 3A CTABAH>E Bo npolvIET

BApyc
yJl. CKy" 6p. 57
1000 CK0nje
MaKeAo"ja

8.          BPoj HA OAOBPEHME 3A CTABALbE Bo npoMET

PeueHMe 6p.11-8463/2 oA 16.05.2019

9.          flATA HA npBo oj]oBpyBAfoE /OBHOBA HA  ofloBPEHME

04.05.1998 / 04.05.2003 / 26.11.2009/ 27.03.2014/ 16.05.2019

10.        flATA HA llocJIEflHA PEBM3MJA HA TEl(CTOT

AnpMn 2020


