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1.   MME HA JIEl{OT

CaiiKpo3MH 5oo mg racTpope3MCTermM Ta6iie".
CaiiKpo3MH  5oo  mg  cyiio3MTopMM.

2.   KBAnMTATMBEH M Ki3AiiTMTATMBEH cOcTAB

E4Ha Ta6neTa CaJiKpo3MH coAp>KM 500 mg  Mecaiia3MH.
EAHa cyiio3MTopMja CaliKpo3rm coqp>KM 5oo mg  Mecaiia3MH.

Ei(cunnMeHCM  co  no3HaT ed)eKT:

CaiiKpo3MH 5oo mg racTpope3MCTel+T" Ta6ne"

1  Ta6iieTa coAp>KM 2.13 mmol  HaTPMyM (49 mg)

3a ueTiociia iiMCTa  Ha eKcuMi"eHCM  BMAeTe Bo AeiroT 6.1.

3.   ®APMALJEBTCKA J]03MPAHA ®OPMA

racTpope3MCTeiiTHi^ Ta6iie".
cyrro3MTop".
Cyiio3MTopMure oe Bo a)opMa Ha 6e/io-cMBitacTo 4o 6TieAo upBeHKacTo-
BMoiieTOBo TopneAo.

4.   KiiMHMilKM noAATouM

4.1  TepaneBTCKM  Mil+]MraLii.i4

Ta6nemume CaiiKDo3uH ce vnomDe6v8aam 8o..

•     TpeTMaH Ha aKyTiia ¢a3a Ha 6iiar imM yMepeii yTiuepa"BeH Koi""c.
•     oap)I(yBaibe Ha peMMCMja Ha yiiHepa"BeH  Koj""c (BKiiy`"TejiHo M

iiaL+MeH"  KOM  He ToiiepMpaaT caiia3Ocyn¢a"pMAliH).
•     Tpe"aH  Ha a[tyTHa dya3a Ha  KpOHOBa 6Oiiec" OAp>KyBaibe  Ha peMMcria



3a  BpeMe Ha aKy"aTa BOcliaiiMTeiiHa a)a3a M  npM AOTiroTpajHa Tepa"ja 3a
oAp}KyBaibe,  nauneHTOT Mopa Towro Aa ro oneAM TpeTMaHor yTBPAeH oA
jieKapoT 3a Aa ce o6e36eAM  npenopaiiaHMOT TepaneBTCKM ecpeKT.

/]o3aTa Tpe6a fia ce nprmaroAM onopen oAroBopoT Ha naLMeiiTOT.  Ce
npenopa`iyBa  cmeAHMOT HailMH  Ha A03Mpa+be:

Bo3DacHu:

CajiKDo3MH 5oo rna  racTDODe3MCTeHThLi Ta6ne"

•    ynLiepa"BeH KOJ""c (aKyTlla ®a3a):  1,5 -4,0 g
Mecaiia3MH/AeH,noAejieH  Bo 3 AueBHM Ao3M. flo3a on 4 g ce npenopa`iyBa
Kaj naLiMeH" roiA  He pea"paaT Ha ro"cKM A03ii  Ha  Mecaiia3MH.
E¢MKacHocTa Ha TpeTMaHOT Mopa Aa ce oi+eHyBa 8  He4ei"  no
oTnouHyBaHseTo.

•     yliuepa"BeH  KoilMTMc (oAp>KyBaibe Ha peMMCMja):  1,5 g -3,0 g

Mecaiia3MH/AeH,  eAHau AHeBHo rum  IioAeJieH  Bo 3 qiieB" Ao3M. flo3a qu
3 g ce npenopaiiyBa Kaj  naLiMeH"  Koii  ne pea"paaT Ha roHMCKM flo3M  Ha
Mecaiia3rm  rmM  Kaj  nauMeH"  Kaj KOM ce noTpe6"  noBMcOKM /]03M ca
BpeMe Ha aityTiiaTa q)a3a.

•     KpoHOBa 6onecT (aityTiia cpa3a  M oAp>KyBaibe Ha peMMcwia):  1,5 g

Me3aJia3MH/AeH,noAeJleH  Bo 3 AHeB" /]o3M.

CaliKDo3MH  5oo  rna  cviio3LITODI"

flo 3 cyno3MTopMM  Ha AeH,  Bo TPM paanMii" Ao3M,  nocflef"aTa ce
aAMMHlicTPMpa  npeA cnMeit.e.

nocmaDu liuua

He ce onpoBeAe" CTyf]MM.  ynoTpe6aTa Ha CajiKpo3MH Kaj  nocTapM iiMua
Mopa Aa 6MAe npeTna3j"Ba M ceKoraLLi orpa"`+eHa Ha liauneH" co
HopManHa 6y6pe>ittia d]yHKuiria.

emcKa non

Ee36eAHocTa  M ed)MKacHocTa Ha Mecaiia3MH He e eTa6T"paHa Kaj AeLia  M
afloJiecLieH"  Ha Bo3pacT Ao  18 roAMHM.  CanKpo3MH  He ce npenopailyBa i{aj

Aeua  noA 5  roAMHM.

HaiMH  Ha

CanKoo3MH 5oo rna  racTDODe3MCTeiiTHM Ta6iie":
3a nepopaiiHa ynoTpe6a.
Ta6iie"Te Tpe6a Aa ce 3eMaT iiei" npeA o6poK

`,

CaliKDo3MH  5oo  rna  cviio3LITODMM:

CaMo 3a peKTaJiHa ynoTpe6a.



Ce npenopavyBa pa3ABM}l{yBart.e Ha Ae6enoTo upeBo npe/I a4MMHMCTPMpart.e Ha
cyno3iiTopMMTe.

cyno3MTopMMTe Tpe6a 4a ce BMeTHaT 4oAeita  hal+MeHTOT nexM  Ha iieBaTa cTpaHa M
npenopaiinMBo e Aa oCTaHe Bo oBaa nonox6a npM6JiMXHo  1  Vac.

Cyno3MTopMMTe Tpe6a Aa ce BMeTHaT Aiia6oKo Bo aHycoT M 4a ce 3aflpxaT Bo

peKTyMOT  1-3  Haca  3a 3roiieMyBait>e  Ha ed)MKacHocTa.

4.3 l{oHTpaHHAMKaqul.

-XMnepceH3M"BHocT Ha  aKTMBHaTa cyncTaHLiwia  rmiA  Ha  HeKoj  oA

eitcL+MnMeHCMTe  HaBeAe"  Bo 4e.ioT 6.1
-  MCTOpMja 3a xMnepceH3iiTMBHOcT Ha aLieTrmcaiiMLiMjiHa  I(MceiiMHa  M  Hej3i"M

4epMBaTM
-Tell-Ko Hapyl]jyBarbe Ha xenaTaiiHaTa M peHajiHaTa a)yHitLiMja
-XeMopa"ilHa AMjaTe3a

4.4 noce6HM MepKM  Ha npeTna3i"BocT M noce6HM npe4ynpeAyBaiba 3a

ynoTpe6ai

rloTpe6Ha e npeTna3i"BocT npM ynoTpe6aTa Ha Ca.ii{po3MH  Bo
CJieAHMBe ciiyuaM:

• TecTOBMTe  Ha  I(pBTa  (KOMnneTHa KPBHa  ciiMi(a,  napaMeTPM  Ha ¢yHKLtMjaTa

Ha  UPHMOT AP06  I(aKO  LIJTO ce TpaHcaMMHa3M,  I(pea"Hrm)  M TecTOBM  Ha ypMHa

Tpe6a /]a ce HanpaBaT 4Be He4ei"  no 3anoiiHyBaii]eTo  Ha TpeTMaHOT M  Bo
MHTepBa" oA 4 HeAeJ"  Bo TeKOT Ha 3 MeceLiM. floi{oiiKy pe3yiiTaTMTe ce
HopMaiiHM,  nooneAOBaTeiiHMTe TecTOBM Tpe6a fla ce npaBaT Ha ceKOM  3
MeceLiM. floi(OJiry ce nojaBaT AonoiiHMTeii" cMMnTOMM, TecTOBMTe Tpe6a Aa
ce HanpaBaT BeAHau.

•      rlaLiMeH"  co TeLljKa  upHOApo6Ha  MJii4  6y6pexHa  MHcyd)MLiMeHUMja.  BmejkM

5-ASA ce oTCTpaHyBa rjiaBHo co aLie"riaLiMja  M  nociieAOBaTeiiHo co
ei(cKpeLiMja  npeKy ypi"a,  nauMeH"Te cO HapyLileHa  cpyHKLiMja  Ha  LipHMOT

4po6 M"6y6pexHa ona6ocT Tpe6a BHi"aTeiiHo 4a ce MOHMTopMpaaT, 3aToa
ce npenopaHyBa Aa ce HanpaBaT TecTOBM 3a ¢yHKUMjaTa  Ha LipHMOT AP06 M
6y6pe3MTe npe4 3anoiiHyBaibe M peAOBHo 3a BpeMe Ha TpeTMaHOT.
TpeTMaHOT co Canl{po3MH Tpe6a  Be4HaLLJ Aa  ce npel(MHe 4ol{oJlny MMa

AOKa3M 3a 6y6pexHo oiJjTeryBaibe.  Kaj nauMeH" Koii pa3BiiBaaT 6y6pexHa
MHcycbi^L`MeHLiMja  3a  BpeMe  Ha TpeTMaHOT,  Tpe6a Aa  ce 3eMe  Bo  npe4BMA

He¢poToi(cMiiHocT MHAyLiMpaHa oA  Mecaiia3MH.
•      rlocTojaT M3BeLLiTaM  3a 3rojieMyBaibe Ha  HMBOTO  Ha eH3MMMTe  Ha  UPHMOT

Apo6  Kaj  naLMeH"  KOM  3eMaaT iieKOBM  co Mecaiia3MH.  ®yHKLiMjaTa  Ha  UPHMOT

Apo6 Tpe6a 4a ce eBaliyMpa npe+I M 3a
MeAML|MHCKMTe  itpMTepMyMM.  Ce  npei

CanKpo3MH ce 4aBa Ha nauMeH" co
AeJioT 4.3  KOHTpaunAMI{au").

•     rlaLMeH"  co MCTopMja Ha xrmepceH
6MAaT no/I BHi"aTeJieH  Me4ML+MHCKM

•      S7,KuP
QPMHr

MaHOT CnopeA
BOOT 40KOJIKy

rbe  (BMAeTe  Bo

aTia3MH Tpe6a /]a
Ky ce noiaBaT



aKyT"  peaKLiMM  Ha  HeToiiepaHLiMja,  Kai(O  LI-TO ce cTOMaH"  rpileBM,  aKyTHa

a6AOMMHaiiHa 6onKa, TpecKa,  crmHa rilaBo6oiiKa M ocMn  Ha I(oxaTa,
TpeTMaHOT Tpe6a BeAHall] Aa ce npei(MHe.

•     CanKpo3MH  50o mg  racTpope3MCTeHTHMTe Ta6rie"  He cMee 4a ce

ynoTpe6yBaaT MCTOBpeMeHO cO liaKcaTMBM  KaKo  LUTO ce jiaKTyli03a  Mi"
cT"HHo,  3aToa LljTo "e ja HaMajiyBaaT pH  BpeAHocTa Ha ctleLiecoT M  Moxe Aa
ro nonpeilaT ocjio6oAyBatt,eTo Ha aRTMBHaTa cyncTaHLiMja.

•     CiiyilaM Ha Hed)po""ja3a 6rme npwiaBeHM co ynoTpe6aTa Ha Mecajia3MH,
BrmyiiyBajkM  i{aMeit,a co  1oo% co/]pxMHa  Ha Mecalia3MH.  Ce npenopaliyBa 4a
ce BHecyBaaT AOBoji" itoI""" Ha TeilHOcT 3a BpeMe Ha iieKyBait,eTO.

•     nauMeH"Te co 6eiio4po6" 3a6onyBaLt,a, oco6eHo co acTMa, Tpe6a
BHMMaTeliHo Aa  ce cTie4aT 3a  BpeMe  Ha TpeTMaHOT.

•      peTi(M  ce  npwiaBMTe  Ha   Mecaria3i4H-MHAyLiMpai"  peaKLiMM  Ha  cpueBa

xMnepceH3MTMBHocT (MMo-M  nepMitapAM"c).  Tpe6a Aa ce  BHiiMaBa  Kora ce
KopMc" Mecalia3rm 3a iieKyBaibe Ha naL|MeH" co cocToj6M I(oM "
npeAMcnoHMpaaT 3a  MMOKap4MTMC MJIM  nepMKap4MTMC.  AKo  nocTOM

CoMHeBaibe 3a  PeaKUMja  Ha CPL|eBa xMnepceH3M"BHoCT,  npoM3BOAM  LIJTo

coApxaT Mecaiia3MH  He Tpe6a noBTopHo Aa ce aAMi"MCTpiipaaT.
•     Bo PeTl(M  npMi"KM,  npMjaBe" Ce CepMo3"  XPBHM AMcl(pa3"  no TpeTMaH co

Mecaiia3MH. Tec"pabe Ha  KPBTa Tpe6a Aa ce HanpaBM alto naLiMeHTOT MMa
Heo6jacHeTo KPBapeibe,  MOAPMHKM,  nypnypa, aHeMMja, TpecKa iii"

a)apMHroJiapMHreajiHa 60ni(a. TpeTMaHOT Co CaJIKpo3MH Tpe6a 4a ce
ripeKMHe  Bo onyHaj  Ha  coMHeBaH>e  Ha  KPBHa AMCKpa3lAja  (BMAeTe  " AeJloBMTe

4.3  M  4.5).

•     ce npenopaliyBa  npeTna3i"BOcT npM iieKyBait,e Ha nauMeH" co aKTMBeH
racTPMileH  Mi" AyoAeHajieH yjiKyc.

•     MecaJia3MH  Moxe Aa  npeAM3BMKa  LipBeHo-itaq}eHa  lipoMeHa  Ha  6ojaTa  Ha

ypMHaTa  no  KOHTaKT cO  M36eiiyBau  cO  HaTPMyM xlmoxTiopi4T (Ha  np.  80
Toajie" ilMCTe" co HaTPMyM xi4noxllopMT I(oj Li-To ce CoflpxM Bo oApeAe"
M36enyBaiM).

•     npMjaBe" ce cepM03" KOx" HecaKa" peaKUMM,  BKnyiiyBajkM peaKui4ja Ha
JleKOT co eo3MHocPMi"ja M cMCTeMci{M cMMnTo" (DRESS),  Stevens-Johnson-
oB cMHApoM  (SJS) M Toi{cMilHa e"AepMaJiHa  HeKpoi"3a ITEN),  noBp3a" co
Tepa"jaTa co Mecaiia3MH. Tepa"jaTa co Mecaiia3MH Tpe6a Aa ce npeKMHe
npM  npBaTa  nojaBa  Ha 3HaLiM  M cMMnTOMM  Ha cepM03"  itox"  peaKLiMM,  itaito
KoxeH  ocMn,  Myi(o3" Jle3MM,  M"  6rmo Koj Apyr 3HaK 3a xMnepceH3MTMBHocT.

rlpe6ynpe6yealba 3a eKCL|,unueHcume
Ta6neTMTe CanKpo3MH coApxaT 49 mg  HaTPMyM  Bo eAHa Ta6JieTa,  LIJTo e
eKBMBafieHT  Ha  2.5%  Ha  MaKCMMaJiHMOT AHeBeH  BHec  Ha  HaTPMyM

npenopallaH oA C30 Kaj  Bo3pacHM.
Jlei(oT e co  BMcoKa cQApxMHa  Ha  HaTPMyM,  LLiTo Tpe6a
npeABMA Kaj  naLiMeH" co npeiiopauaH  HaMajieH BHe

4.5.  MHTepai{L+Mja co Apy" iiei(OBM  M Apy" q)opMi4

KaKo  LiJTo e  CJiyllaj  M  co Apy"  caJIMLiMJiaTM,  MecaJla3

a"hcK"



•     fla ro HaMaj" eq]el{TOT Ha  KyMapMHCKMTe aH"KoaryiiaHCM  Karo BapcpapMH.

•     fla  ro  3roTieMM   xMnoriiMKeMMCKOTo AejcTBo  Ha eyJiq)oHrmypeaTa.

•     /]a ro aHraroHneMpa ypMi{o3yp"oT e¢eKT Ha npo6eHeuMA M eyncpMH"poH.
•     J]a noKaue roKCINHocT Ha cai"urma" Bo Ao3M noHMCKM on Boo6muaeHoro

Kora  ce aAMMHMCTpiipa  MCTOBpeMeHo co a)ypoceMMA,  ropaAM
KOMneTmAB"Te MecTa 3a 6y6pe>Kiia eKcl{peLMja.

•     4a  ro 3rojieMM  pM3M[(oT qq Hecara" 6y6pe}KHLi peaKUMM co MCTOBpeMeHa

ynoTpe6a Ha no3Ha" HecpporoKCMii" areHCM, BKnyilyBajtw HecTepoMA"
aH"MHcbiiaMaTop" iieKOBii  (HCAMJl) M a3a"onpMH.

•    fla " 3rorieMM MMeiiocyiipecMBHMTe e¢eK" Ha a3a"onpi", 6-
MepKaliTonypiiH  rmM "OrBaHMH.  ce npenopa`iyBa npeTna3i"Boer Kaj
na"eH" Tpe"pa" co a3aTronpMH, 6-MepKaiiTonypMH Mi" "orBaHMH M
Mecajia3iiH 6MAejtw Toa Mox¢e Aa ja 3roiieMM  Mo>itliocTa ca rojaBa Ha KPBHa

qucKpacMja. XeMaroiiouKMTe napaMeTPM (oco6eHo iieyKouM"Te M
TpoM6ouM"Te) Tpe6a peAOBHo Aa ce oneAaT, oco6eHo Ha rioueTOKOT Ha
oBaa TepaiieBTCKa roM6MHauMja.

•     fla  ro  HaMaj"  HaTPMypeTiiilHMOT eq)eRT Ha  onMpoHoiiaRTOH.

•     4a ja onJlo>KM eKCKpeiMjaTa  Ha MeTOTpeKcaT.
•    JlaKca"BM KaKo ulTo ce iiaKTyno3a Mi" ci"i]" More 4a ro onpeiiaT

ociio6oAyBaibero Ha Mecaiia3MH qu Ta6tieTaTa co LLITo ce HaMaiiyBa
e¢eKTOT (BraeTe Pen 4.4. rloce6" MepKM Ha npeTiiaanMBoc" noce6"
npe/]ylipeAyBaiba 3a ynoTpe6a).

4.6. Oep"iiHocT, 6peMeHocT M AoeLbe

MecaJla3MH He Tpe6a Aa ce ropMc" 3a BpeMe Ha 6PeMeHoor M Aoehae, ocBeH
rora jieKapoT cMeTa AeKa noTeHunjaJi"Te npMAo6MBun oA Tpe"aHOT "
HHaA"HyBaaT Mox(i"iie PMBMUM.  CaMaTa ocHOBHa cocTQj6a (Bociiaj"TeTiHa 6oiiecT
ra Ae6enoTo upeBo (lBD))  Mo}i(e Aa " 3roiieMM  pM3Mi+MTe 3a MexoAOT Ha
6peMeHocTa.

BneMeHocT

rlo3HaTo e Aera Mecaiia3MH ja npeMMHyBa niiaueHTapHaTa 6apMepa M  HeroBaTa
KOHueHTpaLiMja Bo rma3MaTa Ha nanouHaTa BPBua e noMajia on roHueHTpaunjaTa
Bo riiia3MaTa Ha MajKaTa.  MeTa6oiiuror aueTrmMecaiia3MH ce Haofa Bo onIN"
KouueHTpauMM  Bo  nanoiiHaTa BPBi+a  M  Bo iiiia3MaTa  Ha MajKaTa.  CTy4Mi4Te  Ha
xMBOT" co opaiieH  Mecaria3iiH  ne roKa>iq/BaaT AMpeKT"  rum  MHAMpeKTHM
HeraTMB" eq)eRTM  Bp3 6peMeHocTa,  eM6pMOHan"oT/cpeTaii
nopoAyBaH=eTO unM  nocTHaTaliHMOT pa3Bo|

He nocTojaT coo4BeTHM M Ao6po KOHTpoJ"pa" CryAm
Mecaiia3MH Kaj 6peMe" xeHi4. orpa"ue"Te o6jaBe"
Kaj nyfeTo He not(a}nyBaaT 3roneMyBaibe Ha BKynHaTa cT
Maliq)OpMaLiMM.



HeKOM  IioAaToi+M  noKa}KyBaaT 3ro/ieMyBaibe Ha cTanKaTa  Ha npeABpeMero
rropoflyBatbe,  MPTBOpofle" Aeua M HMcl{a PoAunHa Te}i(MHa.  CenaK,  oBMe
HeraTMB"  Mcxo4M oA 6peMeHocTa Ce MCTo TaKa noBp3a" co aK"BHOTo
BocliaiiviTeiiro 3a6oiiyBaibe Ha I+peBaTa.

npMjaBeHM ce HapyLuyBaiba Ha  KPBTa  (/ieyKone"ja,  TpOM6Oi+MTone"ja,  aHeMMja)
Kaj  HOBopoAeHiMLba oA MajKM Tpe"pa" co Mecaiia3MH.

Bo eAeH cnyiiaj,  ro fionroTpajHa ynoTpe6a Ha BMcoKa Ao3a Ha Mecajia3MH (24 g,
opaTiHo) 3a  BpeMe  Ha 6peMeiiocTa,  6rma npMjaBeHa peHaiiHa  MHcyq)MLiMeHLiMja  Kaj
HOBopoAeHuero.

J]Oe,be

Mecajia3MH ce  M3jia`+yBa  Bo  MajHi"oTo MjieKo.  KOHueHTpaLiMjaTa  Ha  Mecaiia3MH  Bo

Maji"Horo MiieKo e noMajia oTKojiny Bo KPBTa Ha  MajKaTa, qoAeKa MeTa6oj"TOT
aueTunMecalia3MH ce nq.aByBa Bo noBMcoKa rmii onINHa KOHueHTpaui4ja.  He ce
onpeBeAeHiA  KOHTponMpaHM cTyAi" co Mecaiia3MH 3a  BpeMe Ha Acett,eTo.

flo AeHec, AOCTanHO e CaMO OrpaHMueHo Mcl(ycTBo 3a  BpeMe  Ha Aoeit,eTo Kaj >Ke"
no OpajiHa amMKauMja.

He Mo>Ke qa ce i4ci{/iyiiaT peaKLMM  Ha npeoceTJ"BocT rare ujTo e AMjapea. floKOJlny
Kaj Aoeii`+era ce jaBM AMjapea, AoelbeTo Tpe6a Aa ce npeKi"e.

®eDrmHOcT

CryAMrme  Ha >itMBo"M  He  noKa>Kaa  HMKaKBM  ed)eK"  Ha  Mecaiia3MH  Bp3  rmoAHocTa
iKaj  Ma)i{MTe  rum  Kaj }Ke"Te  (BMAeTe fleil  5.3).
HeMa  rmM  i"a orpaHMveii 6poj  Ha no4aTouM 3a ecpeKTOT Ha Mecajla3MH  Bp3
rmomocTa Kaj nyfero.

4.7. E®eK" Bp3 cnoco6HocTa ca Bo3eit]e M pal(yBaii.e co MaLUMHM

He ce M3BeAe" cTyAMM 3a ecpei("Te Ha Mecaiia3MH Bpe onoco6HocTa 3a
803eibe  M  paKyBaibe cO  MaLI]MHii.  caiiKp03MH  HeMa  rum  MMa  He3HaiMTeiiHO
Bj"ja"e Bp3 onoco6HocTa 3a Bo3eibe Mi" paKyBaibe co MalliMHM.

4.8. Hecara" AejcTBa

HecaKa"Te peaKurm npwiaBe" co Me3aiia3MH ce HaBeAe" iioAOJiy,
lthacMq)MUMpa"  CnopeA opraHCKMTe CMCTeMM  M  a)peKBeHLi".

ce AecpM"pa" Ha ciieAHMOB Ha"H:  MHory ilec" (21/10);
<1/10);  noMaiiny iiec"  (±1/1000,;<1/100);  peTitM  (21/10.0

M`Hory peTm (<1/10.000) M Heno3Ha" (He Moxe Aa ce yT
noAaTouM).



Kilaca HacucmeMCHu opaaHu ®peK8eHuuja cnopea MedDRA I{oH8eHi|ujama

PemHu MHcey pemKu (<1/10.000) Heno3Hamu |He MOITe 8a

(zl/10,000 ®o ce ym8pau o8
<1/1,000) i)ocmanHume noBamouu)

Hapyu-yBalba            Ha rlpoMeHM     Ha     i{pBHaTa     cnMi{a

I{pBTa     M    niiM¢HMOT (arpaHynoL`MT03a,

clicTeM naHUMTone"ja,      neyl{OrieHMia,HeyTpone"ja,TpoM6oiiMToneHMia,annacTmHaaHeMi4ja)

HapyLLiyBarba             Ha Peal{uMM       Ha       npeoce"MBocT

MMyHonoLiil{MOT Ka i{O         LUTO         ce         an e p" c KM

cMCTeM er3aHTeM,    TpecKa    oA   neKOBM,CMHAPoMHaflynycepMTeMaTo3yc,naHi{oflMTMc.

HapyLilyBaiba             Ha maBo6onKa, nepM¢epHa  HeBponaTMja

HepBHMOT cMCTeM BPTomaBML+a

CpLle" MMoi{apAii"c,

HapyLiJyBaLt.a nepi^KapAM"C

Pec"paTOP", BenoApo6HM                   anep"cKM

TOpal<aflHM                          M peal<Lim    (oTeH<HaTo    AMUJeii]e,

MeAMjac"HanHM Ka LUJ" L`a,                            afl e p"cl{M

HapyuyBai+a anBeoAM"c,             eo3i4Ho¢MnHanHeBMOHMja,nyflMOHanHaMH¢LmTpaL+Mja,nHeBMO""c)

racTpOMHTec"HanH HenaroAHoCT, AKyTeH  naHKpeaTMT

M HapyuiyBarba raAetbe,a6AolvMHafliia6oni{a,AMjapea,Ha4yeHocT,noBpaRaibe `  BnolLlyBaii>e  Ha  cMMnTOMMTe  HaKonMTMc

XenaTo6MnMjapHM rlpoMeHM    80    riapaMeTPLiTe    Ha

HapyLLiyBarba ¢yHI{L`MjaTa     Ha     L`pHMOT    APo6(3roneMyBaibeHanapaMeTPMTeHaTpaHcaMMHa3MiixonecTa3a),xena"TMc,xonecTaTMueHxenaTMTMc

HapyLLiyBaiba             Ha ®OTOceH3MTMBHO Ano n e L`Mja,                             e pMTe Ma peai{LiMja      Ha     neKOT     cO

KOxaTa                              M cT* Myn"¢OPMe e03MHO¢MnMja                           M

noTKoxHOTo TKM Bo

-

cTeMCKi4          cMMnTOMM),C"BeHc-LloHcoHcA}#Kk¥m#a(eTnE;N;I:S!MaAH:

.1``+;:;j`i:i:i:":`:rJ```



HapyLLiyBaitia              Ha

Mycl(ynHO-

cKeneTHMOT     cMCTeM

M  CBP3HOTO  TkllBO

MMjafl"ja, apTpan"ja

HapyiilyBalta           iia

6y6pe3MTe                      M

ypMHapHMOT cMCTeM

MHTepc"LiMjaneH He®pM"c

By6peHHa  MHcy®MLiMeHLiMja

He¢poTcrm cMHApoM

He®ponM"ja3a

HapyLLiyBarba             Ha

PenpoAyi{TMBHlloT
cMCTeM  M  rpa4MTe

onMrocnepMMja

(peBep3M6miia)

*®oToceH3M6MnHoer

3a6eiie>Ka" ce cepMo3" peaKi+" Kaj nauMeH" co npeTxoAHo nocToeiiKM
cocToj6M  Ha Ko>KaTa,  Karo LUTo ce aTo"`ieH AepMaTrmc M aTonMiieii er3eM.

"rlpiAjaBe" ce cepM03"  ro>itHM  HecaKa" peaKLiMM,  BKtiy`iyBajfu  peaKUMja

Ha iieKOT co eo3MHocprmMja  M  cMCTeMCKM  cMMliTOMM  (DRESS),  Stevens-

Johnson-oB cMHApoM  (SJS)  M roKCMilHa el"AepMaiiHa neKpoi"3a (TEN),
roBp3a" co Tepa"jaTa co MecaJla3rm (BMAeTe fleJl 4.4.).

rlDMiaBVBaibe Ha necaKa" 4eicTBa

npMjaByBaLbeTO Ha HecaKaHM AejcTBa noone pe"cTPMpaHbeTO  Ha iieKOT e
Ba>Kiio.  oBa OBo3MO>i(yBa  roH"HyMpaH  MonMTOpiiHr Ha  OuiiocoT KopMCT/

pneMK Ha iieKor.
HecaKaHMTe peaKurm oA Jlel(oBMTe MO>Ke Aa "  npiAjaBMTe Bo HaLiroHan"oT
LieHTap 3a cpapMaKOBi"JiaHI]a  iipM AreHLiMjaTa  3a iieroBM  M  Me"LMHCKM
ccpe4cTBa  (yn.CB,KMprm  M  MeTOAMj  6p.  54  KaT  1)  rum  no ejieKTpoi+citM  naT
npeKy Be6 cTpaHaTa  Ha AreHUMjaTa  http//malmed.gov.ink/.

4.9. npe/]o3MpaLce

He ce o"u]a" ony`+aM Ha npefio3Mpaibe Ao AeHec 3a npenapa" KOM ce
ylioTpe6yBaaT peKTa/iHo.

Mecaiia3rm e aMMHocai"urmaT, a 3Haurme Ha roKCM`iHocT Ha caj"Liima"Te
Bi(iiy`+yBaaT "HMTyc,  BPTomaBMua,  maBo6oiiKa,  KOHcpysMja,  nocnaHocT,

nyJiMOHaJleH eAeM, AexMApaTaLiMja KaKo peeyiiTaT Ha  noTeLbe, "japea  M
noBpal(arbe, XLmorT"KeMM|a, ximepBeHTMJiauMja,  Hap

paMHOTexaTa Ha ejieKTpo]"TMTe ii pH-BpeAHocTa Ha

Bo ciiyqaj Ha BHecyBaibe npeMHory Ta6iie", TpeTMa
cMMnTOMaTCKM  MepKM  M  MepKM  3a  nodipLLJKa.  He  nocT

aH"AOT.  t(oHBeHUMOHaii"oT TpeTMaH  npM TpyeH,e c
6MAe KoPMceH  Bo cjivyaj  Ha aKyTHo iipeAo3Mparbe.



XMnori"KeMMjaTa M HepaMHOTe>itara Ha TeilHoc" M ejiei(Tpo/"" Tpe6a Aa
ce KopM"paaT co npMMeHa Ha cooABe"a Tepar"ja. Tpe6a Aa ce oAp>KyBa
cooABeTiia  6y6pe>Kiia  ®yHKLiMja.

5.   ®ApiviAi{onoLUKM noAATOL+M

5.1. ®apMaKOAMiiaMCM cBqjcTBa

®apMaKOTepaneBTCKa rpyna: AMrmocaj"LirmHa  KMceiiMHa  M OnIN"
cyiicTaHu",ATIJ KOA: A07EC02.

Mecajia3IdH e epra q4 4BeTe roMiioHeH" Ha cyndyacaJia3MH, ApyraTa e

eyJldya"PMAMH.4o4eKa MecaJla3MH e aK"BHaTa ¢paKUMja,  cy/idya"pM4MH e
onroBopeH 3a HajrojieMMOT AeJi  HecaKaHM peaKUMM  rroBp3a" co Tepa"jaTa co
eyJlgivcaiia3MH.

MexaHM3aM  Ha 4eicTBo

MaKo aH"MHcpiiaMaTopi"oT Mexa"3aM Ha AejcTBo Ha 5ASA e Heno3HaT,
cjie4HMTe  Mo>KaT /]a  ce 3eivlaT  Bo  npeABM4:

•      MHXM6Munja  Ha  cMHTe3ara  Ha npocTartiaHAMH  (naTeKa  Ha  MHXM6MUMja  Ha

uMunooKCMreHa3a),  HaMaJiyBaibeiia  Bocnaj"TeiiHOTquejcTBo Ha
npocTamaHAMHOT.

•      MHxii6MLMja  Ha cMHTe3aTa  Ha xeMOTaKTrmeH iieyKOTPMeH  (naTeKa  ca

i"xM6MUMja  Ha j"rooKCMreHa3a),3apaAM u.To ce HaMajiyBa BociiaiieHuero.
•      MHXM6MUMja  Ha xeMOTaKca  Ha  MaKpodya"  ii  HeyTpo®rmM  Bo  oTe`+eHOTo

TKMBO.

HajHOBMTe noAaToun cyrepMpaaT AeKa 5-ASA e 6iioiiouKM aH"oKcmaHc M
HeroBaTa aK"BHocT ce 6a3Mpa Bo HaBneryBarbeTo Ha paAMKai"Te 6e3
KMonopoA.  Bo oBaa aK"BHocT,  5ASA ce pa3i"KyBa qq eyricpacaJia3i",

eyjicpa"pMAMH , Nrdue"Ii-5ASA (Ac-5ASA) M Apy" caiiMUMiia".

5.2. ®apMal{oi(MHeTcun cBojcTBa

AncopniiMja

oDajiHa aaMMHMCTDaLiMia.  Hociie a"M"cTpaunjaTa Ha opaJl" Ao3M on 5oo
mg MecaJia3MH TPM na" Ha Hell Kaj nauMeH" co yiiuepa"BeH KojiM"C rum
KpoHOBa 6oiiecT,  npoce`+"Te cTa6im" cocTQj6M   Ha rma3Ma KOHueHTpaHMM
Ha 5-ASA i4 Ac-5ASA (riiaBeH MeTa6onrm) ce 0,7 ug/ml M  1,2 ug/ml,
cooABeTHo.  HajBMcoKMTe  HMBoa  Bo  rma3Mara  Kaj  peTapAHunie cPopMM  Ha
oono6oAyBaibe ce Ao6MBaaT 5 `iaca iiociie aAMM"cTpauMja.  rloBparoT (Kaj
HajBMcoi{aTa Ao3a)  Bo ypMHaTa (44%) ii ¢euecoT (35%)noKa}I(yBa
e AocTaneH  3a tioKaiiHo  M  ci4CTeMci(o AejcTByBaLbe.  Kaj  3ApaBM
riiaAHo,  "KOT Ha  niia3Ma  I(oHLieHTpaLiMjaTa oA  1,3  ug/ml  M  2,
ASA.,M Ac-5-ASA 6oo4BeTHo e Ao6MeH 6 ilaca no a/]MMHMCTp

PeKTanHa aaMMHMCTDaunia Ha cviio3MroDMM. A"M"cTpauMj
cyno3MTopMMTe  Mecaiia3MH  500  mg TPM  na"  Ha AeH  I(aj  naLiM

yiiLiepaTMBeH  I(OjiMTMc 0803MO>KyBa  nocToiaHM  KOHueHTpaLiMM  H



Ha 5-ASA M  N-acetyl-5ASA on 0,10 Llg/ml M 0,50 ug/ml, cooABe"o.
cMCTeMCKaTapaclioiio>KMBOcT,MepeHo Bp3 OctioBa  Ha 3ai(penHyBaibe  Ha

ypMHapHMOT cMCTeM, yHecTByBa cO  13%.  Kaj 3Apa" cyojei{"  npii
aAMMHMCTPMpa"  cyno3MTopMM  Mecaiia3MH  5oo mg  3a6eiie>itaHa e  HMCKa
ciicTeMCKa  paonoJio>KMBoCT oA  10,8%.

MeTa6onM3aM Mi" 6HOTpaHcq)opMauMja

ALieTrmauMjaTa Ha 5ASA ce jaByBa  Bo UPHMOT Apo6 M sraoT Ha Ae6eJioTo
I+peBo, 6e3 orvie4 Ha cTaTycoT Ha aue"iiaropoT.  M3meAa /]eKa npouecoT Ha
aueTrmaunja e 3acMTeH;  cenaK,  Bo TepaiieBTCKM Ao3M(25o-5oo mg)  "Ty
"KOT Ha "ia3Ma  KOHueiiTpaLiwiaTa,  "Ty o6iracTa  noA KPMBaTa  Ha iiJia3Ma
KOHLieHTpauMjaTa Haonpo" BpeMeTo ca 5ASA roKa>ityBa  KaKBo 6rmo
oTCTaiiyBaibe oA iii"eapHocTa Ha Ao3aTa Bo cTa6rmHa cocTQj6a.

KnMpeHc

Flo opajiHa aAMrmMCTpa"ja,  5-ASA ce Mcdypna Bo BMcoK npoi+eHT Kaito Ac-5-
ASA M  npeKyypMHaTa M ®euecoT.  BeyLUHocT,  HaA 9o% on JieKOT u.To e
MAeH"¢iiKyBaH  Bo ypMHaTa e Bo ¢opMa  Ha MeTa6onMT.
no peKTaiiHa aAMi"MCTpauMja,  5ASA ce Mc¢piia rjiaBHo HenpoMeHeTa Bo

qreuecoT.

5.3. npeTici"Hi4vm noAaToi+M ca 6e36eAlocT

rlpeTKJ""iiKMTe noAaTOHM 3acHOBa"  Bp3 KOHBeHL"OHaiiHaTa

a)apMaKono"ja,  reHoroKCINHocT,  KapL"HoreHocT M cTyf]MMTe 3a
PenpoAVKUMja He roKa>raiie noce6eH pneMI{ 3a nyfeTo.

3a6eiie>Kaiia e 6y6pe>Kiia TOKCMiiHocT Bo cTyAi"  Ha TOKCMilHocT co
noBTopeHo Ao3Mpaibe co a"M"cTpaunja Ha BMcoKM Ao3M  Ha Mecajia3MH.
Ki"HMiiKaTa  Ba>KiiocT Ha oBQj  Haqu e  Heno3iiaTa.

6.   ®APMAL|EBTCKM no|IAToqu

6.1  JIMCTa  lia eiroui4nneiicM

Ca.iKDo3MH 500 rna Ta6ne":

Jaaoo:

Be3BOAeii  HaTPMyM  Kap6oliaT

rJ"LIMH



06BMBKai

MeTaKpunHa  KMcefiMHa  M eTun  aKprmaT KoiioT"Mep  (1 :1)  30% AMcnep3Mja

MeTaKPMriHa  KMceiiMHa  M  MeTrm  MeTaKprmaT ronoi"Mep  (1 :1)

MeTaxpMiiHa KMceiiMHa M  Me"ii  MeTaKprmaT Konoi"Mep (1 :2)

4M6y"nce6aKaT

rioBMflou

MMKpo"3MpaH Tajiit

TmaH firoKCMA (E-171 )

noi"eTrmeHri"Koii 60oo

)Kene3eH  OKCMA )l¢oJiT (E-172)

)Kene3eH oKcm upBeH (E-172)

M3onponrm aiiKoxon.

QLanKDo3MH  500  rna  cvlio3MTopMLu

rloiiycMHTeTCKM  iiBpc"  rj"L+epMAM

6.2.  MI+I{oMnaTw6MiiHocT

Heiio3HaTa.

6.3. Poi{ Ha ynoTpe6a

CanKpo3MH 500 mg Ta6iie": 4 roAMHM.

CaiiKpo3rm  500  mg  cyno3MTopMM:  4  roAMHM.

6.4. HavMii Ha vyBaibe

9aJIKDo3MH 500 rna Ta6.ie"

He ce noTpe6" noce6" yclioBM 3a uyBaibe.

QLaJIKo0314H  500  rna  cvno3MTopMM

llyBajTe " Ha TeMneparypa nod 3o°C, Bo opM"H
3aLLiTMTeHM  oA  cBeTiiMHa.

6.5. rlpMpo/)a M coApxMHa Ha hal(yBahe

QLani{Do314H  500 rna Ta6Jie±!4:

rlaKyBaLt,e co 10 Any/Ally 6i"cTepM x 10 o6fioxe" Ta6iie", oBan"
(KancyliapHa a)opMa),  nopTOKaJioBM



i=EI

CajiKDo3MH  5oo  rna  cyno3MTODMM:

Eeii PVC/PE 6i"cTep LUTo coApxM 12 HenposMp" 6ex cyno3iiTopi".

6.6 noce6" Mepi{M Ha npeTna3i"BocT npM oTCTpaHyBaLbe

HeynoTpe6e"oT iieK M cMTe MaTepMjai"  itoM 6Miie Bo KOHTaKT co Hero Tpe6a
Aa ce oTCTpaHaT Bo cornacHocT co Baxeiil{aTa pery)la"Ba.

7,   HocMTEii HA MApl{ETMHr ABTopM3AUMjA

BMowMra ®apMai+ey"Kaiic
yn. „CKy"" 6p. 57
1000 CKonje
P. CeBepHa MaKeAo"ja

8.   Epou HA MAPKE"Hr ABTopM3AL|wA

CajiKDo3i" 500 rna Ta6neTM:  11-5239ra

CaiiKDo3i" 500 rna  cviio3rmoDMM:  11-9749re

9.   qATA HA npBA ABTOpM3ALiMjA


