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3EMPEH  M3BELIJTAJ 3A OCOBMHMTE  HA JIEKOT

1.   MME  HAJIEKOT

flMCTEM 380 mg/300 mg Ta6ne"

2.   I(BAliMTATMBEH  M  itBAHTMTATMBEH cOcTAB

E4Ha Ta6neTa co4pxM 380 mg  MeTOKap6aMon M 300 mg napaL+eTaMoii.

3a  I+eiiocHa liMCTa  Ha eKCL+MnMeHCM  BM4eTe  Bo 4eJioT 6.1.

3.   ®APMAL|EBTCKA ®OPMA

Ta6iieTM.

OKpyri", 6MKOHBeKc" 6eJ" Ta6ne" co Pa3AerlHa L|pTa oA eAHaTa CTpaHa.

pa3AeJiHaTa  LipTa cJiyxM 3a oiiecHOTO Kpi]]eLbe M noriecHO nporoiiryBahoe,  a  He 3a
noAeJ16a  Ha Ta6neTaTa  Ha ABe ef|HaKBM Ao3M.

4.   KliMHMiirtM ocoEEHocTM

4.1.       TepaneBTcl{M  MHflMKaL|MM

KpaTKOTpaeH,  cMMnTOMaTci{M TpeTMaH  Ha 6on"  MycKyn"  rpileBM  noBp3aHM co
aKyT" MycKyiiocKeiieT" HapyLLiyBaiba.

4.2.      F|o3Mpalbe M  HaLiMH  Ha ynoTpe6a

403MDaibe

TpeTMaHOT co MeTOKap6aMoii Tpe6a Aa 6MAe L]]To e Mo>Kiio noxpaToi(.  BeAHauJ  no
Mcile3HyBaibe Ha 6oJiKaTa,  ynoTpe6aTa Tpe6a Aa 6MAe npeKMHaTa.

Boapaowu.. 2 Ta6iie" Ha ceitoM 4-6 Haca (He"pM Ao
3aBMCHocT oA TexMHaTa  Ha  cMMnTOMMTe,  MaKCMMa

POK ofl 24 uaca He Tpe6a qa ce HaflMi"e.

nauueHmu co 6y6pexHu Hapyuryealba
Kaj  naLLMeH" co 6y6pexHM  HapyLLlyBaiba 4o3aTa
3aBMCHoCT o4 cTanKaTa  Ha  rlioMepyiiapHaTa ¢Mii
Ta6eJla:

!h

HeBHO),  80

Ta6iieTM Bo

---+.;,



moMEpyjiAPHA ®MjiTPAHMjA fl03A
10-50  mL/MMH 1  Ta6iieTa Ha ceKOM 6 ilaca
<10  mL/MMH 1  Ta6neTa  Ha ceKOM 8 ilaca

nauueHmu co xenamai]Hu Hapyujy8alba
Bo onyiiaj  Ha xenaTaiiHo HapyLiJyBaibe flo3aTa oA 2 g napaLieTaMoii/24 ilaca He

ape6a Aa 6Mfle  HaflMMHaTa (MaKCMMyM 6 Ta6Jle"/AeH  noAeJie"  Bo 3-6 Ao3M)
(BMAeTe Bo AeJioT 4.4)

BMAejRM  noJiy}KMBOTOT Ha  eT"MMHaL+Mja  Ha  MeTOKap6aMOJI  Moke fia 6MAe  noBMcoK

Kaj oBMe naLiMeHTM,  Moke fla 6MAaT noTpe6"  noAor"  MHTepBaJ"  noMefy A03MTe.

r]Ocmapu nauueHmu
Kaj  nocTapM  nauMeH" 3a6eriexaHo e 3rojieMyBaibe Ha  nojiy}KMBOTOT Ha
ei"MMHaHMja  Ha  MeTOKap6aMoil,  LUTo e  rloiioBMHa oA Ao3aTa  Ha  napaL|eTaMOJI

AOBOJiHa 3a Aa ce Ao6Me TepaneBTCKM oAroBop.  3aroa, ce npenopauyBa Aa ce
HaMaJ" Ao3aTa Ha 1  Ta6TieTa Ha ceKOM 4 uaca M" 2 Ta6ne" Ha ceitoM 8 ilaca.

HaLIMH  Ha vnoTDe6a:

Ta6iieTMTe ce roiiTaaT co Maiiny BOAa.

4.3.        I(oHTpaMHAMi{aLiMM

-     rl03HaTa xMnepceH3M"BHOcT Ha aK"B"Te cyncTaHLi" (MeTOKap6aMon,

napaLieTaMoii)  Mi"  Ha  HeKOM oA eKCL|MnMeHCMTe HaBeAe"  Bo AeiioT 6.1.
-      KOMa Mi"  npeKOMaTo3Ha cocToj6a.
-      ouTeryBaibe Ha M03OKOT
-      MCTopMja Ha  HanaflM  Mi" e"jiencMja
-      Myasthenia gravis.

4.4      1loce6HM Mepl{M Ha npeTna3i"BocT M noce6HM npeAynpeAyBalba 3a
ynoTpe6a

MCTOBpeMeHaTa ynoTpe6a  Ha  noBeke ofl eAeH  MeflMLiMHCKM  npoM3BOA  LUTo coApxM

napaL|eTaMoii  Moxe Aa AOBefle Ao  MHTOKCMKaL|Mja  (BMAeTe  Bo AejioT 4.9).

rlaLiMeH"Te Tpe6a fla  6MAaT npe/]ynpeAe" 3a  pM3MKOT oA  MHTOKCMitaLiMja  nopaAM
MCTOBpeMeHa ynoTpe6a  Ha  noBefe oA efieH  MeflMUMHCKM  npoM3BOA  Koj  coqpxM
napaLieTaMoii. TOKCMiiHocT nopaAM  napaueTaMOJi  Moxe fla ce nojaBM  nopafiM
eflMHeiiHo npeAo3Mpaibe  M"  nopaflM anyMyiiaLiMja no noBTopeHo BHecyBaibe
BMcoKM fio3M  Ha  napaLieTaMoji  (BMAeTe

oBoj  MeAML+MHCKM  npoM3Bon Tpe6a

M36erHyBajkM  npoAoiixeH TpeTMaH

4exM4PoreHa3a,  aHeMMja, cpLieBM



ynoTpe6aTa I(aj  nauMeH"  KOM  PeAOBHo KOHcyMMpaaT aiiKoxoJi (TPM  Mf"  noBeke
aiiKoxoJiHM  "jaiioLiM AHeBHo)  Moke Aa  npeAM3BMKa ou]TeryBaLbe  Ha  LipHMOT Apo6.
Xpo"ii"Te aiiKoxoJ"iiapM He Tpe6a fla 3eMaaT noBeRe oA 2 g napaL+eTaMOJi
f|HeBHO (MaKCMMyM 5 Ta6Jle" AHeBHo).  3a BpeMe Ha TpeTMaHOT co napaLieTaMOTi
He Tpe6a 4a ce 3eMa aiiKoxoii.

Kaj acTMaTMiiapi4Te uyBCTBMTeii"  Ha aLie"iicaiiMUMriHa KMcejiMHa ce npenopallyBa
npeTna3i"BocT, 6MflejkM e npMjaBeH 6iiar 6poHxocna3aM no BHecyBalbe Ha
napaueTaMoti  (BKPCTeHa peaKL+Mja)  (BMAeTe  Bo f|eTioT 4.8);  MaK0 oBa e  npMjaBeHO

caMo  Kaj  Mall  6poj  oq oBMe naLiMeH",  Moxe Aa AOBeAe flo TeLiJKM  peaKL+MM,
oco6eHo  no 3eMaLbe  Ha BMcoKM 4o3M.

ce npenopailyBa npeTna3J"BOcT aKO napaLieTaMoii ce aAMMHMCTPMpa
MCTOBpeMeHo co cpjiyunoKcaLirmMH  nopaAM  3roJleMeH  PM3MK 0/I  MeTa60ilHa auMA03a

(HAGMA)  co BMcoK aHjoHCKM i.a3,  oco6eHo i{aj  Hal+MeH"  co TeLui(o 6y6pe}Klio
OLiJTeryBaibe,  cenca,  HeyxpaHeToor M Apy"  M3BOpM  Ha Aeq)MUMT Ha riiyTa"oH  (Ha
npMMep,  xpoHMlieH  aiii(oxo"3aM),  i{aKo  M  oHMe i{oM  KoPMCTaT MaKCMMaii" 4HeB"

/]o3M  Ha  napaLieTaMoii.  Ce npenopai]yBa BHMMaTeiieH  MOHMToPMHr,  BrmyiMTeiiHo M
MepeLbe Ha ypMHapHMOT 5-oKconpoi"H.

r]oce6Hu nonvj]auuu:
By6pe>i{iio  M xenaTamHo  HapyLi]yBartie.
JleLtoT Tpe6a Aa ce 3eMa BHMMaTenHo Kaj  naLiMeH" co 6y6pexHo Mi" xenaTaiiHo
HapyLLiyBaibe.

Kaj  naL+MeH"  co xenaTaiiHa  M+"  6y6pe}Kiia  MHcyq)MLiMeHLiMja,  MeTOKap6aMoiioT

ape6a Aa ce 3eMa co npeTna3i"BocT,  M36erHyBajkM floiiroTpaeH TpeTMaH.

rlaLiMeH"Te co 6y6pe>Kiio HapyLLlyBaLbe Tpe6a 4a ro npaLiiaaT cBojoT iieKap MI"

a)apMaHeBT npeA Aa ro 3eMaT oBoj JieK 6MAejtw  Moxe Aa 6Mfle noTpe6Ho
npMJiaroAyBarbe Ha flo3aTa (BMAeTe Bo fleiioT 4.2).  Bo onyiiaM  Ha TeiilKo 6y6pe}Kiio
HapyuyBarbe,  noBpeMeHa ynoTpe6a Ha napaLieTaMon e npM¢aTJ"Ba,  Ho
npoAOJlxeHaTa  aflMM"CTpaL|Mja  Ha  BMCoKM A03M  Moxe Aa ro 3roiieMM  PM3MKOT OA
xenaTaii" M 6y6pe}Kl" HecaKa" edyeK".

ce npenopaiiyBa npeTna3JMBocT npM aflMM"cTpaLiMja Ha napaLieTaMoii Kaj
naLiMeH"  co 6Jiaro flo yMepeHo  HapyLi]yBaitie  Ha  LipHMOT flpo6  (BKJiyi+yBajRM
rrm6epT-oB crmApoM), TeiJJKo xenaTaJiHo HapyuJyBaibe (Child-Pugh> 9), aKyTeH
xenaTMTMC,  HeAocTaTOK Ha rJiyTa"oH, AexMApaTaHMja,  xpoHINHa HeyxpaHerocT M
MCTopMja  Ha 3iioynoTpe6a  Ha  aJiitoxoii  (BMAeTe Bo AeiioT 4.2)  M  MCTOBpeMeH
TpeTMaH  co  MH4yKTopM  Ha xenaTan"  eH3MMM  (BMAeTe  Bo 4eJl

MHTeDd)eDeHLIMM  nDM  4MiarHoc"ilKM  TecTOBM: '

napaL{e.maMonom MOxe Aa ro nonpeuM aHaiiITMiiKOTO 0
Kmei"Ha M riiyKo3a.



MemoKap6aMorom Moxe Aa npeAM3BMKa MHTepcpepeHLiMja Bo 6ojaTa Ha HeKOM
aHa""" TecTOBM KaKo LIJTo e 5-xMApoKc"HAoiioLieTHa KMceJ"Ha (5-HIAA) co
KopMCTefoe Ha "Tpo3oacpToii peareHc M onpeAeiiyBarbe Ha ypMHapHa
BaHMj"MaHflei"iiHa KMceiiMHa (VMA),  KopMCTejkM  ro  MeTofloT rMTiioy.  Kaj  HeKOM

naLiMeH"  npMjaBeHo e  npoMeHa Ha 6ojaTa Ha npi"epoHMTe Ha ypMHa 3a BpeMe Ha
CrmaAMpahoeTo,  npM  LiJTo cTaHyBaaT Kad)eaBM,  LipHM,  cM"  Mi" 3elieHM.

4.5 MHTepal{i+MM co flpy" JieKOBM  M flpy" a)OPMM  Ha MHTepai{I+MM

MiTOKap6aMOH

MeTOKap6aMoiioT Moxe fla " 3roJieMM ed)eK"Te Ha Apy"Te AenpecopM Ha
ueHTpaTiHMOT HepBeH cMCTeM  M c"MyjiaH"Te,  BKjiyqyBajkM aliKOxoli,  6ap6Mrypa",
aHecTeTMLiM  M  cynpecopM  Ha aneTMT.

MeTOKap6aMolloT Moke fla " noTeHLiMpa ed)eK"Te Ha aH"xoi"Hep"L+MTe, KaKo
aTponi",  M  HeKOM  ncMXoTpon" ileKOBM.

MeTOKap6aMoiioT Moke Aa " MHXM6Mpa e¢eK"Te Ha "PMAoc"rMMH 6POMMfl.
3aToa, Tpe6a BHMMaTeJiHo Aa ce KopMc" Kaj naLiMeH" co Tpe"paHa co
myasthenia gravis aLie"ilxoiirmecTepa3a MHXM6MTopM.

|apaLieTaMQEi

rlapaL+eTaMoiioT ce MeTa6oJ"3Mpa Bo LipHMOT flpo6, a flo6Me"Te xenaTOToi(cMH"
MeTa6oi""  MoxaT Aa cTanaT Bo MHTepaKL|Mja co rieKOBMTe KOM  "  KopMCTaT MCTMTe
MeTa6oj"iiKM  na"ii]Ta.  oBMe jieKOBM ce:

-opaii" aHTMKoaryliaHCM (aL+eHoi{yMapon, BapcpapMH): xpO"iiHaTa

aAMM"CTpauMja  Ha  napaL|eTaMon  Bo flo3M  noBMcoKM ofl 2 g/AeH  co oBI^e jieKOBM
Moxe fla ro 3roJieMM  HMBHMOT aH"KoaryiiaHTeH ecpeifl-.  oBa ce floJixM  Ha
HaMajiyBaitleTO  Ha a)aRToPMTe Ha  KoarynaL+Mja 3aBMc"  ofl BMTaMMH  K npeKy
MHXM6ML|Mja  Ha eH3MMMTe  BmyHe"  Bo  HMBHaTa xenaTaliHa  cMHTe3a.  MHTepaKLiMMTe

noMefy napaLieTaMon  M opaJiHMTe aHTMKoaryliaHCM Moxe fla ro noTeHLiMpaaT
aH"KoaryjiaHT"oT ecpeRT 3roneMyBajkM ro pM3MKOT oA KPBapebe.  Co orjleA Ha
ouMmeflHaTa orpaHMiieHa  KJiMHMilKa  BaxHocT 3a flo3M  now 2 g/fieH,  napaLieTaMOJioT
Tpe6a fla Ce CMeTa Kai{o TepaneBTCKa aliTepHa"Ba Ha cai"L|imaTHMTe aHalireTML|M
I(aj naLiMeH" Tpe"Pa" co aH"KoaryJiaHCM.  CenaK,  Kaj oBMe naLiMeH"  lNR

(international normalized ratio) Tpe6a nepMOAMiiHo Aa ce ltoHTpoi"pa.

-AJii{oxoii:  3roiieMyBaibe Ha TOKCMiiHocTa Ha  napaLieTaMoiioT,  BepojaTHo co_  _  _.___   ___E=
hum MeTa6oi"" Bo I+PHMOT 4po6.noiTMKHyBaibe  Ha  npoM3BOACTBo Ha XeE

-AH"xoiii"ep"LiM (ri"Ko"po"
npa3Heibe  H,a xeJiyflHMKOT UJTO fl
Papal+eTaMOJi,  CO  MoxHo HaMaTi

\

HaMaiiyBarbe Ha 6p3MHaTa Ha
be Ha ancopnLiMjaTa Ha
eKT.



-AH"KOHByii3MBM  (¢e"TOMH, cpeHo6ap6MTaTi,  Me"ii¢eHo6ap6MTaii,  npMMMAOH):

HaMaJiyBaLbe Ha 6MopacnoiioxMBocTa Ha napaLLeTaMoli  M 3roiieMyBaibe Ha
xenaTOTol(cMIIHocTa  no  npefio3MpaH>e,  nopafiM  liHAyKLiMja Ha xenaTailHMOT
MeTa6oJ"3aM.

-flMype"LiM  KOM fleJiyBaaT Ha XeHiieoBa neTeJiKa:  ecpeK"Te Ha AMype"LiMTe

Moke Aa ce HaMaJiaT 6MAejRM napaLieTaMoiioT Moxe Aa ja HaMa" 6y6pexHaTa
eKCKpeLiMja Ha npocTarTiaHAM"Te  M aiITMBHOcTa Ha pe"H  80 niia3MaTa.

-M3oHMa3MA:  HaMailyBabe Ha mMpeHcoT Ha napaHeTaMOTi,  co MoxHo 3acMilyBarbe

Ha  HeroBMOT eq)eKT M/MJ" TOKCMilHocT,  co  MHXM6MLiMja  Ha  HeroBMOT xenaTaiieH

MeTa6oT"3aM.

-JlaMOTPM"H:  HaMariyBaitte Ha 6MopacnoiioxMBocTa Ha iiaMOTPM"H,  co MoxHo

HaMaJlyBaLbe  Ha  HeroBMOT edyeKT,  nopaAM  MoxHa  MHAyKLiMja  Ha xenaTaJiHMOT

MeTa6oi"3aM.

-  MeTomonpaMMA  M floMnepMAOH:  oBMe iieKOBM ja 3roiieMyBaaT ancopnLiMjaTa  Ha

napaLieTaMon  80 TeHKOTo LipeBO,  nopaAM HMBHOTO B"ja"e Bp3 npa3HeibeTO Ha
XeJiyAHMKOT M Co Toa flo oAJioxyBatbe Ha noiieToitoT Ha AejcTBOTo.

-rlpo6eHeuMA:  ro 3roJieMyBa  niia3MaTCKMOT iioiiy>KMBOT Ha  napaL+eTaMoii,  co

HaMaJiyBalbe  Ha AerpaAaL|MjaTa  M ypMHapHaTa eKCKpeLiMja  Ha  HeroBMTe
MeTa6oi"TM.

-rlponpaHoiioii: 3roiieMyBaibe Ha HMBOTO Ha napaLieTaMoii 80 nlia3MaTa,  nopafiM

MoxHa  MHXM6MHMja  Ha  HeroBMOT xenaTaiieH  MeTa6ot"3aM.

-PMd)aM"L|MH:  3roJleMyBafoe Ha  rmMpeHcoT Ha napaueTaMon  M ®opMMpaLbe Ha

xenaTOTOKCMv"  MeTa6oi"",  nopa4M  MoxHa MH4yitL+Mja Ha xenaTaliHMOT
MeTa6oJ"3aM.

-JOH-M3MeHyBaHKM  cMO" (xonec"paMMH):  HaMaiiyBaibe Ha ancopnLiMjaTa Ha

napaLieTaMoii  M  MoxHa  MHXM6ML`Mja  Ha  HeroBOTo AejcTBo,  nopaAM  MHTecTMHaJIHa

aflxe3Mja  Ha  napaLieTaMoti.

-xiiopaMq)e"Koji:  3roiieMeHa TOKCMHHOcT Ha xliopaMq)e"KOJi,  nopaAM  MOxHa

MHXM6MLiMja  Ha  HeroBMOT xeiiaTaiieH  MeTa6oJ"3aM.

-3MAOByflMH  (A3T):  MCTOBpeMeHMOT BHec co  napaLieTaMoii  ro 3rolieMyBa  pM3MKOT
3aToa,  napaLieTaMoiioTOA ri;M;jiyBatbe Ha 6ei"Te KPB" 3pHLia (HeyTpone"ja).

He Tpe6a fia ce 3eMa 3ae/]Ho co A3T, ocBeH  no iieKapcKM

-     Tpe6a Aa ce B"MaBa Kora napaLieTaMoii ce KopMCT

q]iiyKiioitcaLiMi"H ,  6MflejkM  MCTOBpeMe.H.NOT BHec e
co BMcoK aHjoHCKM ja3, oco6eHo Kaj  naLiMeH" co a

fleJloT\4.4)

a auM403a
Te80



4.6. ®ep"iiHocT, 6peMeHocT M Aoehoe

BpeMeHocm

EaQaEglarfuaEp£±4±4±±!£Ea±±a±±e±±Iap±alafaB±eBa=

rolieM 6poj noflaTOLiM 3a 6peMe" xe" He yKanyBaaT HMTy Ha Manq]opMa"BHa,
HMny Ha ¢eTO/HeoHaTaliHa TOKCMHHOcT.  E"AeMMolioii]KMTe cTyAMM  3a  HeBpO-

IiouJKMOT pa3Boj  Kaj fleiia M3jioxe"  Ha napaL+eTaMofl  Bo MaTKaTa noKaxyBaaT
Hey6eflJ"BM  pe3yJITa". floKojlKy e KJIMHMl]KM  noTpe6Ho,  napaueTaMo]ioT Mo"e fla
ceKopMc"3aBpeMeHa6peMeHocT,HoTojTpe6aflaceKopMc"BoHaj"cKaTa
e¢eK"BHa fl03a 80 HajKyc MOxeH POK M cO Haj"cKa MOxHa ilecTOTa.

HececnpoBefle"cTyfl"coMeTOKap6aMofl3apenpoflyKLiMjaKajxMBOTHM.Hee
no3HaToAa"MeTOKap6aMolloTMoxeflaroou]Te"¢eTycoTM"flaBJ"jaeHa
PenpoflyRTMB"oT KanaL|MTeT Kora ce AaBa Ha 6PeMe" xeHM.

Be36eflHocTaHaMeTOKap6aMoiioTBooAHocHaMoxHMTeHecaKa"e¢eK"Bp3

pa3BojoTHacpeTycoTHeeyTBPAeHa.onMiiia"ceM3OI"pa"cjiyilaMHacpeTaTi"
MBpofle"a6HopMaJiHoc"noMHTpayTepMHaM3jioxeHocTHaMeTOKap6aMOJi.

MeTOKap6aMofl He ce npenopauyBa 3a 6peMe" xeHM M" xe" KOM nJiaHMpaaT Aa
3a6peMeHaT,oco6eHoBopaHMTe¢a3MoA6peMeHocTa,ocBeHaKoiieKapoTcMeTa

fleKa  noTeHUMjaJl"Te  npMflo6MBKM  "  HafiMMHyBaaT MoxHMTe pM3ML".

floehoe

MeTOKap6aMon  M/MnM  HeroBMTe MeTa6ol"" ce M3iiavyBaaT Bo xMBOTMHCKOTo
MjieKo (Ky"Iba).  CenaK,  He e no3HaTo fla" MeTOKap6aMojioT M" HeroBMTe
MeTa6oi"" ce M3iiaiiyBaaT Bo Maj"HOTo MiieKo.

napaLLeTaMoiioTceM3]iaiiyBaBoMajiiMHOTOMlieKO,HOHe80KjiMHMiiKM3HavajHa

KOJiMilMHa.

Cnope4Toa,Tpe6aAaCeBHMMaBaKoraceAaBaoBojIleKKajxe"KOMflojaT.

nno6Hocm

MaLUKaTa niioflHocT (BmeTe Bo AerioT 5.3)

4.7 EcpeK" Bp3 cnoco6HocTa 3a Bo3erbe M paKyBatbe cO MaLLm"

OBoj JleK Moxe Aa npeAM3BMKa nocn
Bo3aT MIiM fia  PaKyBaaT co Mai]]MH

MeHTaii" cnoco6Hoc" ocTaHyBa
MCTOBpeMeHO cO Apy"  JieKOBM  KO

4.8 HecaKaHM /]ejcTBa

peha3MMe Ha 6e36eAHoc"OT npo¢Mn

a,  naHMeHTMTe He Tpe6a /]a

ryp" AeKa  HMBHMTe
eHO aKO ce 3eMa

Pe4M3BMKaaT nocnaHocT.



He ce npMjaBe" cepMo3" Hecai(a" AejcTBa Bo ithMHMilKMTe CryA" Co
KOM6rmaHMjaTa napaHeTaMon M MeTOKap6aMoii o6jaBe" Bo J"TeparypaTa.

HajuecTa HecaKaHa peai{LiMja  npMjaBeHa co MeToi(ap6aMon  e riiaBo6onKa.  HajuecTo
npMjaBe" HecaKa" AejcTBa npM ynoTpe6a Ha napaL+eTaMori ce xenaTOTOKCMiiHocT,
6y6pexHa TOKCMiiHocT,  HapyLi]yBaiba Ha KPBTa,  xMnori"KeMMja  M  aiiep"cKM

4epMaTMTMc.

Ta6enapHa iiMCTa Ha Hecal{a" peal{L|MM

HecaKaHMTe PeaKHMM 3a6eiiexa" co KOM6MHaLiMjaTa Papal+eTaMoji  M
MeTOKap6aMon ce npeTCTaBe" Bo Ta6enaTa no4oiiy. TMe ce Ha6poeHM no
MedDRA cMCTeMCKaTa  rmacMcPMi(aLiMja  Ha opra"  (SOC)  M  a)peKBeHHMja:  MHory
iiec" (21/10); iiec" (21/100 Ao <1/10);  noMaiiKy Hec" (21/1.000 Ao <1/100); peTKM

(21/10.000 flo <1/1.000);  MHory peTKM (<1/10.000),  Heno3Ha"  (a)pei(BeHHMjaTa  He
Moxe Aa Ce yTBPAM  ofl AOCTanHMTe noAaTOL|M).

KJiaca  HacMCTeMci(MopraHM

®pei{CpeHUM]a

PeTKM  (21/10,000 MHory peTKM Heno3HaTM
AO <1/1,000) ( <1/1,0000)

HapyuyBaiba HaxeMaToiioLilLtMOTMi"Mq)"OTcMCTeM

nflaeHy#:6i§j|}|I;§j{a:;°;3;a;6:M6i#HaK6;
JleyKone"jaa

Hapyi]]yBaiba Ha

AHa®MilaK"HKa peaKUMjaa,Pear(LiMMHanpeoceTj"BocT

MMyHOJIOLIJl(MOT KOM  ce flBMxaT Ofl eAHOCTaBHa

cMCTeM epynLiMja Ha KoxaTa (ocMn)MJ"yp"KapMjaAoaH"Oe4eMMaHad)MJiaK"ueHuoK6

HapyuyBaLba HaMeTa6oi"3MOTM
xMnori"KeMM.a6

McxpaHaTa -a+OBM  „ ;R

rlci4xMjaTPMCKMnopeMeryBaiba

ngf::..?S::>O-',



Hapyi]]yBaLba  Ha
HepBHMOT cMCTeM

riia806OiiKa,
BPToriiaBMLia  (unM
3aueMeTeHocT)a

CMHKonaa,

"CTarMyca,
TpeMopa,

HanaAM  (BKiiyuyBajkM grand
rna,)a,

cOMHojieHL+M

MycKyJIHa
HeKOOPAM"paHocTa

aMHe3Mjaa,

MHCoM"jaa,

BPTorllaBMLiaa

HapyuyBaiba HaOllMTe KOHjyK"BM"ca 3aMaTeH  BM/]a flMnno"jaa

HapyLuyBait»a HacpLieBaTapa6oTa EpaAMKapAMjaa

Bac,(yJlap"
xMnoTeH3MjaB

3aL+pBeHeTocT (Toni"
HapyLLiyBaiba 6PaHOBM)a

pec"paTOpHM,TOpaKaiiHMM
Ha3ajiHa BPOHxocna3aM6

Me4Mjac"Haii"HapyLIIyBaiba KOHrec"jaa

racTpOMHTecTrma-
HapyuyBarba Ha raAeibea, flMcnencMjaa,

BitycoT (MeTa/ieHBKyc)a CyBa ycTaa,npoJ"BBiiHM  HapyLliyBaiba noBpakaibea

XenaTo6MI"jap" 3rJioMeHM  HMBoaHaxenaTaiiHM
xenaTOTOKCMiiHOcT (xoji"ua)6

XOJl"Lla(BKiiyuyBajkM

HapyLIIyBaLba
TpaHcaMMHa3M6

xoiiecTaTCKaxoJl"ua)a

HapyLi]yBalba Ha

AH"oeAeMa, AJlep"cKM AepMa""c6,

Lieuaibea TeLIIi(M  KOxHM  peaKUMM

KOxaTa  M ocMna,yp"KapMjaa (BKnyiiyBaiKM  CTMBeHC-
noTKOxHOTo TKMBo LloHCoHOB ci"ApoM, Toi{cMilHaenMAepMaiiHaHeKpot"3a)6

By6pex"  MypMHapHMHapyLiiyBaiba
?5:::r6|:encMayKpaM::(63ya6MpaeT£::HapyLuyBaH3a6,Oc06eHOnpMnpe4o3MpaLbe

OnuTM
TpecKaa,

£:Ec:i;;?A.;^\
3aMopa

HapyLLlyBaiba wiaJlaKcaHocT6

a 06MiiHo ce npe"iiiyBaaT Ha Me

6 o6MilHQ. ce  npenMLilyBaaT Ha  Flap



a o6MUHo ce npeniii]]yBaaT Ha  MeTOKap6aMoii  M  rlapaLieTaMOJi

rlDMiaBVBabe  Ha  HecaKaHM  Deai{LiMM

rlpi4jaByBatbeTo Ha HecaKa" peaKLi" no oAo6pyBaibeTo Ha JieitoT e Ba}i(Ho.  oBa
oBo3Mo}KyBa  KOHTMHyMpaH  MOHMToPMHr Ha oAHocoT KopMCT/pM3Mi( Ha iiei(oT.

Hecal(aHi4Te peaKL+MM  oA iieKOBMTe  Moxe Aa  "  npMjaBMTe  Bo  Hal+MOHaii"oT
LieHTap 3a ¢apMaKOBM"naHLia  npM AreHLiMjaTa  3a iieKOBM  M  MeAMUMHci{M

CpeACTBa  (yJl.CB.KMPMii  M  MeTOAMj  6p.54  KaT  1)  M"  no eiieRTpoHCKM  naT

npeny Be6 cTpaHaTa Ha AreHLiMjaTa http://malmed,gov.ink/.

4.9 rlpeoA3Mparbe

MeToi(aD6aMon:

flocTan" ce MaJiny MHq)opMauMM 3a ai(yTHaTa ToitcMUHocT Ha MeTOKap6aMoii.
rlpMjaBe"Te onyiiaM  Ha  npeAo3MpaLbe co MeTOKap6aMoii ce onyilMiie co MCTOBpeMeH
BHec Ha aJiKoxoJi  M flpy" AenpecopM  Ha  L|HC M BrmyilyBajfu " oneAHMTe cMMnTOMM:
raAeibe,  BPTorJiaBMua,  3aMaTeH  BMA,  xMnoTeH3wia,  HanaflM  M  KOMa.  rlpMjaBe" ce
noce6" onyiiaM  Ha BHecyBaibe Ha noBeke oA 22-30 rpaMa MeTOKap6aMon 6e3 Tei]]Ka
ToitcMiiHocT MrM  Ha  npe}KMByBaibe/o3flpaByBarbe no BHecyBaibe Ha 30-50 rpaMa.  80

4BaTa onyiiaM,  riiaBHMOT cMMnTOM 6Mna eKCTpeMHa  nocnaHocT.  TpeTMaHOT 6Mn
cMMnTOMaTCKM  M TMe 3al(PenHane 6e3 Apy" ed)eK".  Cenai(,  npMjaBe" ce onyllaM  Ha
cpaTaiiHo npe4o3Mpaibe.

Tpe"aHOT Ha npeAo3Mparbe co MeTOKap6aMoii  BKiiyiiyBa cMMnTOMaTCKM  M  cynopTMBeH
TpeTMaH.  MepKMTe 3a  no/LqpLi]Ka BKiiyi+yBaaT Oflp>KyBalee Ha  npooA" f]MIJJ"  na"LIJTa,
oneAeibe  Ha  M3iiailyBaibeTO  Ha ypMHaTa  M  BMTaiiHMTe  3HaLiM  M  aflMrmMCTpaLiMja  Ha

MHTpaBeHCKM TeiiHocTM, AOKonny e  noTpe6Ho.  EcPMitacHocTa  Ha xeMOAMjaJ"3aTa  npM

OBa npeAo3Mparbe  He e no3HaTa.

naDaueTaMoii:

CMMnroMMTe Ha  npeAo3Mpaibe co  napaLieTaMoii  BKiiyi]yBaaT BPToriiaBMLia,
noBpakarbe,  ry6eibe Ha aneTMT, xoil"ua,  a6AOMMHanHa 6oni(a M 6y6pe}Kllo M
xenaTaiiHo oi]]TeryBaibe.  Flo npeflo3MpaLbe,  nauMeHTOT Tpe6a 6p3o Aa ce oAHece Bo
MeAML|MHCKM  ueHTap,  flypM  M  ai(o  He  ce  nojaBMiie 3Haiiaj"  cMMnTOMM  rum  3HaLiM.  MaKo

3HaLiMTe  M CMMnTOMMTe  Moxe Aa  npeAM3BMi(aaT CMPT,  "e  MOxe fla  He ce nojaBaT
BeAHau no BHecyBaheTo, ryny oA TpeTMOT AeH na HaTaMy. CMpiTa Moxe fia HacTaHe
nopaAM xenaTaiiHa  Hel{po3a.  Moke Aa ce noi.aBM  M aKyTHa 6y

rlpeA03MpatbeTO cO napawemaMOw MMa ileTMPM a)a3M,  n
npeKyMepHaTa A03a:

•     ®A3A I (12-24 Haca):  raAerbe,  noBpakaLbe, AMja

OBM„
cyq)ML+MeHUMja.

arbeTO Ha



•     ®A3A 11  (2448 uaca):  KiiMHMilKo  noAo6pyBaH5e;  3roJieMyBalbe  Ha  HMBOTo  Ha

ACT, AJIT,  6Mj"py6rm  M  npoTpoM6MH
•     ®A3A Ill (72-96 iiaca):  "K Ha xenaTOTOKCMilHoer;  Moxe fla ce nojaBaT

BpeAHoc" Ha ACT qu 20.000.
•     ®A3A IV (7-8 AeHa): 3aKpenHyBaibe.

Moxe fia ce nojaBM xenaTOTOKCMHHocT.  Mi"MMaiiHaTa TOKCMi+Ha flo3a  Kaj  Bo3pac" e
6 g  M  Had  100 mgtt(g TeJiecHa Te)i{MHa  Kaj AeLia. flo3MTe  noBMcoKM  oA 20-25 g  ce
noTeHLiMjaiiHo a)aTati".  CMMnTOMMTe  Ha xenaTOTOKCMiiHocT BKiiyilyBaaT raAeLbe,

noBpakaibe,  aHopeKCMja,  MaiiaKcaHocT,  noTelbe,  a6AOMMHaJIHa 6oiiKa  M AMjapea.
XenaTOTOKCMHHocTa cTaHyBa Ma"q)ecTHa noone 48-72 iiaca no BHecyBaibeTo Ha
JieKOT.  Bo onyiiaj  Ha Ao3M  noBMcoKM  oA  150 mg/kg  M"  Kora  He e  Mo}Kiio Aa  ce yTBPAM
3eMeHaTa KonMiMHa, Tpe6a Aa ce 3eMe npMMepoK oA napauemaMor Bo cepyMOT 4
iiaca no npeAo3MpaibeTo.  80 onyllaj  Ha XenaTOTOKCMHHocT, Tpe6a Aa ce HanpaBaT

TecTOBM  3a a)yHKUMjaTa  Ha  UPHMOT Apo6  M Aa ce  noBTopyBaaT Ha ceKOM  24 iiaca.
MHcycpMLiMeHUMja  Ha  LipHMOT /]P06  M0xe Aa /]oBeAe flo eHuecpajiona"ja,  KOMa  M CMPT.

HMBoaTa  Ha napaLieTaMOTi  80 nila3MaTa  noBMcol(M  OA 300 ug/ml 4 Haca  no
npeAo3MpaibeTo ce noBp3a" co oLUTeryBaibe Ha LipHMOT Apo6 Kaj 9o% oA
nauMeH"Te.  oBa 3anollHyBa 4a ce onyilyBa Kora  niia3MaTCKMTe HMBoa  Ha
HapauemaMon ce noMaJ" ofl 120 ug/ml 4 Haca no npeAo3MpaibeTo rum noMaJiKy oA
30 ug/ml  12 llaca no npeAo3MpalbeTo.

Xpo"vHMOT BHec Ha 4o3M  noroJleMM oA 4 g  Ha AeH Moxe Aa AOBe4e Ao MMHJiMBa
xenaTOTOKCMUHocT.  By6pe3MTe Mo}Ke Aa  npeTpnaT Ty6ynapHa HeKpo3a,  a  Moxe Aa
6MAe  oLi]TeTeH  M  MMOKapAOT.

TpeTMaH:  ac"paL+MjaTa M  nyMnaLbeTo Ha xetiyflHMKOT Tpe6a Aa ce M3BeAyBaaT 80
cMTe onyiiaM,  no MoxHoCT Bo POK o4 4 llaca 04 npe4o3MparbeTo.

rlocTOM cneuM¢rmeH npo"BOTpOB 3a TOKCMiiHOcTa Ha napaL(emaMoj7:
IV-auemunuuomeuH.  rlpenopaHaHaTa Ao3a e 300 mg/kg (eKBMBatieHTHo Ha  1,5 mlltg
20%  BOAeH  pacTBop;  pH  6,5)  aAMMHMCTPMpaH  MHTpaBeHcitM  Bo  nepMOA oA 20 Haca  M
15 MMHyTM, onopeA ciieflHaBa iileMa 3a Bo3pac" naLiMeH":

•     y4aDHa 4o3a:  150 mg/kg (eKBMBaJieH"o Ha 0,75 mlMg 20% BofleH pacTBop;  pH:

6,5),  noiieKa aflMMHMCTPMpaHa  MHTpaBeHCKM,  M"  pa3peAeHa  Bo 200 ml  5%

fleKCTpo3a,  Bo TeK Ha  15  MMHy".

03a Ha 0 Babe:

a)  rlpBMi+Ho,  50 mg/kg  (eKBMBaJleHTHo Ha 0,25 ,P!ffi

Bo 500 ml 5°/o AeKCTpo3a Bo 6aBHa MHq)y

6)  100 mg/kg  (eKBMBaneHTHo :Ha 0',50 ml/k

I  pacTBop;  pH:  6,5),

a; npociieAeHa co

pH: 6,5),  80



1000 ml 5% AeKCTpo3a Bo 6aBHa MH¢y3Mja Bo TeitoT Ha  16 Haca.

EcPMKacHocTa  Ha  npoTMBOTpoBOT e noroiieMa aKo ce a4MMHMCTPMpa  80  POK 04 8 llaca
oA npeA03MpalbeTo.  Hej3lA"Te eq)eK"BHocTa nocTeneHo ce HaMaiiyBa no OCMMOT
Wac,  a cTaHyBa  Heed)MKacHa  no  15-TMOT iiac.

AAMM"cTpauMjaTa Ha IV-auemuntiuomeuH 20% BOAeH pacTBop Moke Aa ce npeKi"e
i{ora niia3Ma HMBoaTa  Ha napaL|eTaMon  Ce nod 200 ug/ml.

Hecai(aHM ed)eK"  Ha IV-aLtemu7uucmeuH 3eMeH  MHTDaBeHcl(M:  ocMn  Ha I(o}KaTa  M

aHad)MJiaKca ce 3a6eJie}Ka" MHory peTKo,  reHepaJiHo noMefy 15 Mi"y"  M  1  iiac no
3anoilHyBaLbeTO Ha  MH¢y3MjaTa.

Kora ce aflMMHMCTPMpa  nepopaiiHo,  IV-at{emunt{t/cmeuH MOpa Aa ce AaAe 80 POK OA
10 llaca ofl npeAo3MpaHbeTo.
rlpenopaiiaHaTa 403a 3a 803pac" e:

-noHeTHa Ao3a oq  140 mgMg TeiiecHa TexMHa

-17 Ao3M oA 70 mg/kg TeJiecHa Texima, eAHa Ha ceKOM 4 uaca

rlpen AaBaH5e,  ceKoja Ao3a Tpe6a Aa ce pa3peAM Ao 50/o co Koiia "jaJioi(, COK oA
rpo3je  M"  nopTOKaJI  Mi"  BOAa  nopaAM  HenpMjaT"oT MMPMc M  MPMTMpaiiKMTe  MrM

cKnepo3MpaiiKM cBojcTBa. AKo ce nojaBM  noBpakafoe Bo POK oq eAeH Wac no
aAMM"cTpaLiMjaTa,  noBTopeTe ja Ao3aTa. floKOJiny e noTpe6Ho,  npoTMBOTpoBOT

(Pa3peAeH  Bo BOAa)  Moxe Aa ce aAMi"MCTPMpa npeKy AyofieHaJiHa MHry6aLiMja.

5.   ®APMAKOJIOLIJl{M CBOJCTBA

5.1.       ®apMal{oAMHaMcl{M CBojcTBa

¢apMaKOTepaneBTCKa rpyna:  MycKyii"  petiaitcaHTM;  ecTPM  Ha  i{ap6aMMHCKa
KMceiiMHa;  MeTOKap6aM0ii,  KOM6MHaLi"  KOM  MCKiiyuyBaaT ncMxoiienTMUM.

ATH I(oA:  M03BA53

MeTOKaD6aMon:

MeroKap6aMon e MycKyiieH  peliaKcaHT co LieHTpaJiHo AejcTBo.  MycKyii"oT

peiiai(caHTeH  eq)eRT ro ocTBapyBa co  rmxM6MLiMja  Ha  noiiMCMHanTMUKMTe pecpiieKCM
Bo 'p6e"MOT Mo3oi{ M cy6Kop"Kan"Te HeHTPM.  Bo TepaneBTCKM Ao3M,
MeTOKap6aMOT]oT He ro nonpeiiyBa a)M3Moiiou
citeiieThMTe  MycKyJ"  MJiyl floABM)I(iiocTa  Ha

rlaDaueTaMoii:

r7apaqemaMon e aHaiireTMK ap.aHTMnMpeT

M  KOHTpaRTMiiHOcTa  Ha



TouHMOT MexaHM3aM  Ha flejcTBo  Ha  riapaLieTaMoiioT He e  no3HaT,  MaKo e  no3HaTo

AeKa AeiiyBa  Ha  LieHTpaJiHMOT HepBeH  cMCTeM  M  Bo  noMaJia  Mepa,  npeKy
nepM¢epHo AejcTBo co 6iioKMpaibe Ha reHepMpaibe MMnyiic 3a 6oiiKa.  Ce ""
AeKa  napaLieTaMoiioT ro 3roileMyBa  nparoT Ha 6oiiKa co  MHXM6MLiMja  Ha cMHTe3aTa
Ha  npocTarJlaHAMHM,  Co  noMou  Ha  61loKMpaibe  Ha eH3MMMTe  Ha  LiMKliooKCMreHa3aTa

(KOHitpeTHo  CoX-3)  Bo  LieHTpaliHMOT HepBeH  cMCTeM.  CenaK,  He ja  MHXM6Mpa
3HailrmeJiHO  uMKiiooKCMreHa3aTa  Bo nepMd)ep"Te TKMBa.

rlapaueTaMOJioT ja c"Myi"pa aKTMBHocTa Ha AecueHAeHTHure cepoTOHi"ep"u"
naTMLIITa  KOM  ro 6IioKMpaaT npeHocoT Ha  HouMuenTMBHMTe CMrHai"  o4

nepMq)ep"Te TKMBa 4o 'p6eTHMOT Mo3oK.  Bo Taa cMMona,  HeKOM eKcnepMMeHTaii"
noAaTOLiM  noi(a}KyBaaT AeKa  MHTpacni"aJIHaTa aAMrmMCTpaLiMja Ha  pa3i"ii"
no4TMnoBM aHTaroHMc"  Ha cepoTOHep"iiHMTe peL+enTopM  Moxe 4a ro 6noKMpa
aHTMHOLiMLierITMBHMOT ecpeKT  Ha  napaLieTaMOTioT.

HeroBOTo aHTMnMpeTMili{o AejcTBo e  noBp3aHo co  rmxM6MLiMjaTa  Ha cMHTe3aTa  Ha
PGEI  Bo xMnoTariaMycoT,  opraHOT Koj ro  Koop4MHMpa npoLiecoT Ha
TepMOperynaLiMja.

5.2 ®apMai{ol{MHeTCKM cBojcTBa

MeToraD6aMoii:

A6copnuuja
MeTOKap6aMolioT 6p3o M LieJiocHo ce ancop6Mpa no opaiiHa aAMM"cTpaLiMja, co
MaKCMMaJiHa  iiJia3Ma  KOHL+eHTpaLiMja  oA oKoiiy  1 -3 iiaca.  PeliaKcaHTHMTe ed)eRTM  Ha

MycKyj"Te ce jaByBaaT 30 MMHy" no opaiiHa aAMM"cTpaLiMja.

|]ucmpu6yuuja
LUTOM  MeTOKap6aMoiioT ke  Biie3e  Bo cMCTeMCKaTa  LiMPKyiiaLiMja,  Toj  e  Li]MpoKo

AMCTPM6yMpaH  HM3 TeJioTo,  6MflejkM  ce  Bp3yBa 3a  iiiia3Ma  npoTeMHMTe  Kaj  3ApaBM

Ao6poBOJiL+M  oA 46-50%.  Kaj Jia6opaTopMCKMTe xMBo"M,  HajBMcoi{MTe
KOHueHTpaLiMM  ce oTKPMe"  Bo  LipHMOT APo6  M  6y6pe3MTe.  OBoj TieK Moxe /]a ja
npeMMHe niiaL+eHTapHaTa 6apMepa,  MaKo  He e no3HaTo Aai" ce M3iiaiiyBa Bo
MajiMHOTO  MlieKO.

BuompaHccPopMaLiuja
MeTOKap6aMoii  MHTeH3MBHo ce  MeTa6oi"3Mpa  Bo LipHMOT Apo6 co AeaiiKMiiaLiMja  M
XMflpoKcrmaLiMja.

EnuMUHauuja

Kaj  3ApaBM Ao6poBOJIL+M,  nJla3Ma  KT"peHcoT Ha  MeToi{ap6aMo
0,8  I/h/kg,  co  noliy)KMBOT Ha eJ"MMHaLiMja  oA  1-2 ilaca.MeTo

ej"Mi"Mpa riiaBHo Bo ypMHaTa  itaKo rJlyKypoHMA"  M CyJld)
HeroBMTe MeTa6oi"TM.  Mall Aeji ce M3iiai]yBa M  npeKy cpeLi

no;inapu nauueHmu



Kaj  nocTapM  nauMeH",  noliy>KMBOTOT Ha enMMMHaHMja  Ha  MeTOKap6aMOJi  MaJiny e
3roiieMeH  Bo cnopeA6a co noMiiaAMTe nauMeHTM.  noKpaj Toa,  Bp3yBaibeTo 3a
niia3Ma npoTeMHMTe MaiiKy ce HaMaiiyBa (4143% Hacnpo" 46-50%).

nauueHmu cO xenamanHu Hapyury8arba

Kaj 8 naLiMeH" co xenaTaJiHa ona6ocT nopaAM ajii(oxoiiHa  uMPo3a,  BKynHMOT
Ki"peHc Ha MeToi(ap6aMoii 6rm  HaMaiieH 3a npM6i"}KHo 70% Bo CnopeA6a co oHoj
Ha 3ApaBM  cy6jeK"  (11,9  L/h),  a  nojiy}KMBOTOT Ha ei"MMHaLiMja ce 3roiieMMti Ao
3,38 iiaca (± 1,62) Bo cnopeA6a co 1,11  il. (± 0,27) Kaj 3ApaBM cy6jeK". ®paKLiMjaTa
Ha  MeTOKap6aMoii  Bp3aH  3a  nTia3Ma  npoTeMHMTe ce  HaMaTiMiia  Ha 4o-5o%  Bo
cnopeA6a co oHaa Kaj 3ApaBi4 cy6jeK" co MCTa Bo3pacT M Te>KMHa (46-50%).

nauueHmu co 6y6pexHu Hapyujyealba

Kaj  Hal+MeH"  co 6y6pe}Ki+a  rmcyq)MLiMeHuwia,  unMpeHcoT Ha  MeTOKap6aMoii  MCTo
Tare e HaMaiieH.

KJ"peHcoT Ha MeToi(ap6aMOJi  Kaj 8 naLiMeH" co 6y6pexHa ona6ocT Ha oflp}KyBatbe
Ha xeMOAMjai"3a 6Mn  HaMaJleH 3a oKoiiy 40% Bo CnopeA6a CO 3ApaBM CyojeK",
Mai(o noriy>KMBOTOT Ha ei"MrmauMja 6MJi onMileH Bo ABeTe rpy"  (1.2  Haonpo"  1.1,
cooABeTHo).

IlaDaueTaMon

5.2.1  A6copnuuja
BMopacnoiioxMBocTa Ha napaueTaMoji  no opaiiHa aAMMHMCTpauMja e 75-85%.  Ce
ancop6Mpa  MHTeH3MBHo  M  6p3o;  MaKCMMaiiHMTe niia3Ma  HMBoa ce  noc"rHyBaaT Bo

POK oA o.5-2 iiaca,  Bo 3aBMCHocT qu cpapMaL+eBTCKaTa cPopMa.  JleitoBMTe  KOM  ro
oqiio>KyBaaT iipa3HefoeTo Ha xeiiyAHMitoT,  Mono TaKa ja oAJio>KyBaaT ancopnLiMjaTa
Ha  napaL|eTaMOJloT.

5.2.2 flucmpu6yuuja
OTKaKo ke ce ancop6Mpa,  napaLieTaMoiioT ce /]MCTPM6yMpa  nofleflHaKBo HM3
TeiioTO,  cO  Haj"citM  HMBoa 80  MacHOTO TKMBO  M  I+epe6pOc"HaTiHaTa TeHHOcT.
Bp3yBafoeTo 3a  niia3Ma  npoTeMHMTe e  1 o%.  BpeMeTo Ao  HeroBMOT Mai(cMMaiieH
ecpeRT e  1-3 ilaca,  a e®eKTOT Tpae 3-4 iiaca.

5.2.3 BuompaHc¢opMauuja
napat{emaMonom ce MeTa6oJ"3Mpa npM  npBMOT npeMMH  Bo L+PHMOT Apo6,
noKa}KyBajkM t"HeapHo  KMHeTMiiKo oAHecyBarbe.

CenaK,  oBaa J"H.eapHocT Mciie3HyBa  Kora ce a4MMHMCTPMpaaT 4o3M  noBMcoKM  o4 2

9. r7apauemaMonom npBeHCTBeHo ce MeTa6oi"3Mpa Bo UPHMOT 4po6 (90-95%), a
noBeRe oA 90% ce MeTa6oi"3Mpa co
co rpy"  Ha rJiyKypoHCKa  KMceiiMHa  M

4o3a Ha  napaLieTaMoii  ce oKCM4Mpa
cPopMMbaibe Ha N-aLie"n-p-6eH3ox

HeroBaTa XM4POKclmHa rpyna
a/o  oA  aAMMHMCTPMpaHaTa

To pe3ynTMpa co
0| e oflroBopeH 3a



xenaTOToitcMiiHocTa.  MaJiaTa  KoliMilMHaTa  Ha  NAPQl  a)opMMpaHa  co TepaneBTCKM

Ao3M  Ha  napaHeTaMOJi JiecHo  npeofa  Bo HeTOKCMiiHa co  KOHjyrauMja co

PeAyL|MpaHMOT rJlyTaTMOH  thoHoP Ha Cynd)xMflpMii  rpyna).  Kora  pe3epBMTe Ha
rTiyTa"oH ce McupneHM  Ha noManny o4 70%  rmM noBeke,  NAPQI  He Moxe 4a ce

/]eTOKCMcpMLiMpa,  i]]TO  pe3yii"pa  cO  ueHTprm06yliapHa  Hexp03a.  npM  BMcOKM A03M,
napaLieTaMoiioT Moxe Aa " 3acM"  npi"apHMTe MexaHM3MM Ha MeTa6oi"3MOT Ha
LipHMOT flpo6  M  oBMe aJiTepHaTMB"  MeTa6oi"ilKM  naTMLi]Ta ce  KopMCTaT, AaBajtw

xenaTOTOKCMil"  M eBeHryaiiHo Heq)poToi(cMil" MeTa6oi"",  nopaflM
OcMpOMaLiiyBafoeTO Ha rjiyTa"OHOT.

5.2.4 EnuMUHauuja
napaHeTaMOJioT riiaBHO ce el"MI"Mpa npeny ypMHaTa KaKO KOHjyraT cO

riiyKopoHCKaTa  KMcejiMHa  M,  Bo noMaJia Mepa,  co cyJidya"  rpynM;  noManny On 5%
ce M3iiaiiyBa  HenpoMeHeT.  rloiiy>KMBOTOT Ha er"MMHaHMja e  1,5-3 iiaca,  a ce
3rojieMyBa Bo onyilaM  Ha npeAo3Mpaibe,  Kaj  naLiMeH" Co uPHOApo6Ha
MHcydyMLiMeHLiMja,  nocTapM  nauMeH"  M fleL+a.

5,3 npeTKi"HMLIKM  no/]aTOL+M 3a 6ec6eAHocTa

naDaLleTaMoii:

KOHBeHLiMOHaji"Te cTyflMM  KOM  "  KoPMCTaT MOMeHTaiiHo npMq)aTe"Te CTaHAapAM
3a  npoLieHKa  Ha TOKCMilHoCTa  3a  PenpoAyKL+Mja  M  Pa3Boj  He ce AoCTanHM.

TepaneBTouMTe Ao3M  Ha napaLieTaMoii  HeMaaT TOKCMu" ed)eK"  M  caMo MHory
BMCOKM Ao3M  MOxe 4a  npeflM3BMKaaT LieHTPMiio6yiiapHa xenaTajiHa  HeKpo3a  Kaj
xMBOTHMTe  M iiyfeTo.  MHory  BMcoKM Ao3M,  MCTo Taita,  Moxe Aa  npeflM3BMKaaT

MeTxeMoriio6MHeMMja  M  oKCMAaTMBHa xeMoiiM3a  Kaj  Kyi]MtbaTa  M  MailKMTe,  Ho PeTKo

I(aj nyfeTo.

Bo CTyA"Te 3a  McnMryBatbe Ha aKyTi+aTa,  cy6xpo"ilHa M xpoHMUHa TOKCMHHocT Ha
napaueTaMOJi  Kaj eraopLiM  M riiyBL", 3a6elie)I{a" ce racTpoMHTec"HaTI" iie3MM,
npoMe" Bo KPBHaTa onMl{a, AereHepaHMja Ha xenaTaiiHMOT M 6y6pex"oT
napeHXMM,  na 4ypM  M  HeKpo3a.  OBMe  npoMeHM,  o4 eAHa cTpaHa,  ce  npMnMuyBaaT
Ha MexaHM3MOT Ha AejcTBO,  a oA flpyra cTpaHa  Ha  MeTa6oJ"3MOT Ha
napaLieTaMotioT.  MeTa6oi""Te Bepoja"o ce oAroBop" 3a TOKCMHHMTe edyeRTM M
coof|BeT"Te opraHCKM npoMe" Kaj iiyfeTo.
noKpaj Toa, 3a BpeMe Ha AOJiroTpajHa ynoTpe6a (np.  1  roAMHa) o"iJJa" ce MHory

peTKM  cTiyiiaM  Ha  peBep3M6MiieH xpoHMiieH  arpecMBeH
xenaTMT

TepaneBTCKM A03M.  rlpM  cy6TOKCMil" A03M,  cMMnTOMMTe

ce nojaBaT no 3-HeAeiieH  nepMo/I Ha 3eMaLbe. 3aToa nap
aflMMHMCTPMpa  Bo Aoiir  BpeMeHCKM  nepMOA  MJIM  Bo  BMcoK

oncexHMTe Mc"TyBaiba He iioKaxajle AOKa3M 3a HeKoi P

pM3M« on  napaL+eTaMOJi  80 TepaneBTCKMOT,  T.e.  HeTOKCMile

roT Ha

eH



floJlropou"Te CTyAMM Kaj cTaopuM M rJiyBUM He AaAoa floKa3M 3a peJieBaH"
KaHLiepore" ed)el(" npM HexenaTOTOKCMll" Ao3M Ha napaHeTaMOJl.

®epmunumem

cryAMMTe 3a xpoHi"Ha Toi{cMilHocT Kaj >KMBo"  noKaxyBaaT delta,  npM BMcOKM

Ao3M, napat{emaMan Moxe Aa npeAM3BMi(a aTpoq)Mja Ha Tec"cMTe M Aa ja
MHXM6Mpa onepMaroreHe3aTa;  Ba}KiiocTa Ha oBoj a)aRT Bo oAHoc Ha  HeroBaTa

ynoTpe6a Kaj tiyfeTo e Heno3HaTa.

napaueTaMoiioT 80 xenaTOToi(cMu" A03M  noKa>Kaji reHOTOI{cMHeH  M  KaHLieporeH
noTeHLiMjan  (TyMopM  Ha  LipHMOT flpo6  M  MoilHMOT Meyp)  I(aj  cTaopuM  M  riiyBLiM.

cenaK,  ce cMeTa fleKa oBaa reHOToltcMilHa M  KaHueporeHa aKTMBHOcT e noBp3aHa cO
npoMeHMTe Bo  MeTa6oj"3MOT Ha  napaLieTaMoii  npM  3eMaLbe BMCoKM Ao3M  M  He
npeTCTaByBa  pM3Mi( 3a  KiiMHMHKaTa yrioTpe6a.

MeToraD6aMon:

AKyTHaTa ToitcMilHocT Ha MeToi{ap6aMoii e peiiaTMBHo HMCKa.  rlpM Tec"patbe Ha
XMBOTHM,  3a6e]iexa"  ce oneAHMTe 3HauM  Ha  MHToi{cMi{aLiMj.a:  aTaKCMja,

itaTariencMja,  rpiieBM  M  KOMa,  He ce onpoBeAe"  cTyqMM  3a xpoHMilHa TOKCMiiHocT.
PenpoAyK"BHaTa TOKCMi]HOcT Ha  MeTOKap6aMoii  He e eBaiiyMpaHa.  He nocTojaT

AOJiropoH" CTyflMM  Kaj "BOT" 3a fla ce npoLie" eq)eRTOT Ha MeToi{ap6aMoii Bp3
MyTareHe3aTa.  He ce cnpoBeAe" Aoiiropou" cTyAMM 3a npoLieHi(a Ha
i{aHLieporeHMOT noTeHLiMjaii  Ha  MeTOKap6aMoti.

6.   ®APMAL|EBTCI{M CBOJCTBA

6.1  JIMCTa  Ha  el{cL|MnMeHCM

cTeapMHCKa  KMceiiMHa

rliieHKapeH cKpo6 npexeiia"HM3MpaH
KpocKapMeno3a  HaTPMyM
MarHe3MyM cTeapaT
CMi"LiMyM,  itoiioMAeH  6e3BOAeH

noBM4OH



E=

6.4 CneiiMjaii" yciioBM Ha ilyBaibe

fla ce llyBa Ha TeMneparypa nod 30°C.

6.51lpMPoAa M coApxMHa Ha naKyBalbe

2 M" 5 rlBH-aiiyMM"ycitM 6i"cTepM x 10 Ta6ne"

6.6 noce6" MepKM Ha npeTna3iiMBocT npM oTCTpaHyBaibe

HeMa cneLiMjaJi" 6apaiba 3a oTCTpaHyBattte.

HeynoTpe6e"oT ]ieK M cMTe MaTepMjai"  KOM 6Mjie Bo KOHTaKT co Hero Tpe6a
4a Ce oTCTpaHaT Bo CoriiacHocT Co BaxeilKaTa peryTiaTMBa.

7.   HocMTEii HA MApi(ETMHr ABTopM3ALiMjA

BMOHMr(a ®apMaL+ey"i(aJic

yJl.,,CKy"" 6p. 57

1000 CKonje

P.  CeBepHa  MaKeAOHMja

8.   Bpoj HA MAPKETMHr ABTopM3AL+MjA

11-1104/2 oA 04.08.2022.  rlaKyBaibe:  PVC-aiiyMM"yMCKM 6i"cTepM 5 x  10,  50

Ta6Jle",

11-1105/2 ofl 04.08.2022.  rlaKyBaibe: PVC-a

Ta6neTM

9.   []ATyM HA npBA ABTopM3AHMJA

04,08.2022

10.  flATyM HA PEBM3MJA HA TEKCTOT

ABfycT, 2022

M  2 x  10,  20


