
KAPAKTEPIICTIIKII HA IIPOII3BOj( 

1. 	 3AIDTIITEHO lIME HA MEj(IIIJ;IIHCKIIOT IIPOII3BOj( 

E<I>EPAJIrAH 300 mg, cyn03HTopHH 

2. 	 KBAJIlITATIIBEH II KBAHTIITATIIBEH COCTAB 

IIapaI.leTaMOJI... ....... ...•. ......... .... ....... ..... ........... ....... ••.. ......•.... ................. ....... 300 mg 


3a e.l1.Ha cyrr03HTopH:ja 

3a l(eJIaTa JIHCTa H aeKCl(HrrHeHCH BH.l1.H BO .l1.eJIOT 6.1 

3. 	 <I>APMAIJ;EBTCKA <I>OPMA 

Cyrr03HTOPHH 

4. 	 KJIIIHJIlIKII OCOlilIHII 

4.1 	 TeparreBTcKH HH.l1.HKaI.lHH 

CHMrrTOMaTCKH TpeTMaH Ha cJIa6a .l1.0 YMepeHa 60JIKa HIHJIH <i>e6pHJIHH cocToj6H. 

MeTOLl Ha a,lJ;MHHHCTpaUHja : 

PeKTaJIHO. 

1l03Hpaa.e : 

YrroTpe6am Ha OBaa <i>opMa e rrOrO.l1.Ha Kaj Lleua co TemHHa OLl 15 LlO 24 kg (OKOJIY 4 .l1.0 9 
rO.l1.HHH B03pacT). 

Kaj .l1.el(a, Tpe6a Lla ce oLlpeLlH )l;03Hpaa.eTO 80 O)l;HOC Ha TemHHaTa, H rrOCJIe.l1.0BaTeJIHO .l1.a ce 

0.l1.6epe O.l1.rOBapatIKa rrpe3eHml(Hja. IIpH6JIH)l(Ham B03paCT BO peJIal(Hja CO Te:llmHam, e 

.l1.a,lJ.eHa CaMO KaKO BO.l1.If1f. 

IIperropaqaHaTa .l1.HeBHa .l1.03a Ha rrapaI.lemMOJI e IIpH6JIH)l(HO 60 mg/kg/.l1.HeBHO, rrO.l1.eJIeHa Ha 4 
a,lJ.MHHHcYpal(HH, O.l1.HOCHO rrpH6JIHIKHO 15 mglkg Ha ceKOH 6 qaca. 

IIopa.l1.H PH3HKOT 0.l1. JIOKaJIHa TOKCHqHOCT, He ce COBeTYBa a,lJ.MHHHCTpal(Hja Ha cyrr03HTOpHHTe 

rrOBeKe 0.l1. 4 rraTH .l1.HeBHO, a BpeMeTpaelheTo Ha YpeTMaHoT ITO peKTaJIeH rraT Tpe6a .l1.a e IIITO e 

MOIKHO rroKpaTKo. 

http:rrOrO.l1.Ha


MaKCHMYM npenOpaqrum Jl03H : BHJlH "I1oce6HH npeJlYIlpeJlYBaFba". 

«I>PCKBcHguia Ha a,lJ,MUHHCTJ)aUHjaTa : 

- Co peryrrapHaTa aJlMHHHCTpauHja ce H36erHYBa BapHjaU;HjaTa Ha CTeneHOT Ha 60rrKa HJIH 
TpeCKa: 
- Kaj Jleu;a, Tpe6a Jla HMa peryrrapeH HHTepBaJI nOMefy aJlMHHHCTpauHHTe, H 3a BpeMe Ha 

,l1;eH H 3a BpeMC Ha HON, ce npenOpaqyBa 6 qaca, a HajMaJIKY 4 qaca. 

PeHaJIHa HHcY«PHUHeHgHja : 

Bo crryqaj Ha TemKO peHaJIHO OIIITeTyBaFbe, (KpeaulHHH KrrHpeHc nOJlIO ml/MHH), HHTepBaJIOT 
nOMeiy aJlMIIHlIcTpaulIHTe Tpe6a Jla 6lIJle HajMaJIKY 8 qaca. 

4.3 	 KOHTPaHHJlHKaIJ;HH 

- I1peoCeTJIHBOCT KOH napaueTaMOrr IIrrlI KOH OCTaHaTlITe cocTojm. 
- XenaTOu;erryrrapHa IIHcyqmU;lIeHU;lIja. 
- HeOJlaMHemHa IIcToplIja Ha peKTIITlIc, aHYCHTIIC IIJIH peKTopamja. 

4.4 	I1oce6HII npeJlynpeJlYBaFba H npema3rrlIBOCT IIpII ynoTpe6a 

llpCJlYnpeJlYBalLe 

3a Jla ce 1I36erHe PlI3HKOT OJl npeJl03lIpaFbe, npoBepeTe JlOKorrKY KOplICTIITe II JlpyrlI rreKOBII, 
JlaJIlI cOJlp)KaT napaueTaMOrr. 

MaKCHMYM npenOpaqaHH Jl031I: 
• 	 Kaj Jleu;a co Te)KlIHa nOMaJIa OJl 37 kg, TOTaJIHaTa Jl03a napaueTaMOrr He Tpe6a Jla ja 

npeMHHe 6pojKaTa 80 mg/kg/JlHeBHO (BHJllI Jlerr 4.9 "I1peJl03IIpaFbe"); 
• 	 Kaj Jleu;a co Te)KIIHa OJl 38-50 kg TOTaJIHaTa Jl03a napau;eTaMOrr He Tpe6a Jla ja npeMHHe 

6pojKaTa 3 g/JlHeBHO (BHJlH Jlerr 4.9 "I1peJl03IIpaFbe"); 
• 	 B03pacHH H Jleu;a nOTemm OJl 50 kg TOTAnHATA )]:03A I1APAl{ETAMOJI HE 

TPEEA )]:A JA I1PEMI1HE EPOJKATA 4 G/)]:HEBHO (BHJllI Jlerr 4.9 
"I1peJl03IIpaFbe"). 

Co cyn03HTOpHHTe nOCTOH pH3HK OJl rrOKaJIHa TOKCHIJHOCT, 3rorreMYBaFbe Ha .ppeKBeHU;HjaTa H 
HHTeH3HTeTOT BO OJlHOC Ha BpeMeTpaeFbeTO Ha ynOTpe6a, BpeMeTO Ha a.IJ:MHHlIcTpau;Hja H 
HHBOTO Ha Jl03HpaFbe. 

llpeTna3JIHBOCT npH ynoTPc6a 

Kora JleTe ce TpeTHpa co napau;eTaMOrr 60 mglkg/JlHeBHO, K 
aHTHnHpeTHK e OnpaBJlaHa caMO BO crryqaj Ha Hee.pHKacHOCT. 
Cyno3HTopHjaTa He e nplIKJIa.IJ:Ha BO crryqaj Ha JllIjapea 

4.5 	 I1HTepaKU;HH co .npyrlI rreKOBH H JlPyrn CPOPMH Ha HHTepaKU;HH 

- HHTcpaKUHH co JIa60paTopHcKH TCCTOBH: 



~MHHHCTpaII;HjaTa Ha rrapaII;eTaMOJI MOJKe ,Ua HHTepIPepHpa co TeCTOBHTe 3a ypHtffiaTa 
KHCeJIHHa BO KpB, co MeTO,Ua co IPOCIPOTYHrHCTHtffia KHCeJIHHa H TeCTOBH 3a O.upe,UyBaIhe Ha 
rJIYK03a BO KpB co MeTO,UH co rJIYK03a OKCH,Ua3a-rrepOKCH,Ua3a. 

4.6 EpeMeHoCT H JIaKTaII;Hja 

EpeMeHOCT 

Cry,UHHTe H3Be,UeHH Bp3 JKHBOTHH He rrOKaJKaJIe TepaTOreHHqeH HJIH IPeTOTOKCHqeH eIPeKT O,U 
rrapaII;eTaMOJIOT. Bo KJIHHHYIKH CTYMHH, pe3YJITaTHTe O,U errH,UeMHOJIOIIIKHTe Cry,UHH ce 
rrOKaJKaJIO ,UeKa HCKJIyqYBaaT MaJIIPOPMaII;HH HJIH IPeTOTOKCHqeH eIPeKT KOj ce O,UHeCYBa Ha 
rrapaII;eTaMOJIOT. IToCJIe,UOBaTeJIHO, rro,U HOPMaJIHH ycnOBH Ha yrrorpe6a, rrapaII;eTaMOJIOT MOJKe 
,Ua ce rrperrHmYBa 3a BpeMe Ha II;eJIaTa 6peMeHOCT. 

Bo reparreBTCKH ,U03H, Me,UHII;HHCKHOT rrpOH3BO,U MOJKe ,Ua ce a,UMHHHcrpHpa 3a BpeMe Ha 
JIaKTaII;Hja. 

4.7 EmeKTH Bp3 crroc06HocTa 3a B03eIbe H vnpaB)'BaIbe co MaIDHHH 

4.8 HeCaKaHH emeKTH 

ITOBP3AHI1 CO ITAPAUETAM0J10T 
PeTKH CJIyqaH Ha aJIeprHCKH peaKII;HH ce rrojaBHJIe BO IPOpMa Ha aHaIPHJIaKTHqeH mOK, 
Quincke-eB e,UeM, epHTeMa, ypTHKapHja H KOJKeH pam. )J;OKOJIKY ce rrojaBaT OBHe CHMrrTOMH 
rpe6a ,Ua ce rrpeKHHe co ,UaBaIbe Ha OBOj Me,UHII;HHCKH rrpOH3BO,U KaKO H 'uPYrH CJIHqHH. 

- EHJIe rrpHjaBeHH eKcrpeMHO peTKH CJIyqaH Ha rpoM60II;HTorreHHja, JIeYKorreHHja H 
HeyrporreHHJa. 

I10BP3AHI1 CO <P APMAUEBTCKATA <pOPMA 

- PeKTaJIHa H aHaJIHa HpHTaII;Hja. 


4.9 I1pe,U03HpaIhe 

I10CTOH pH3HK O,U rpyeIbe Kaj rrocTapH rraII;HeHTH, H oc06eHo Kaj MaJIH ,Ueua (H TeparreBTCKo 
rrpe,U03HpaIbe H CJIyqajHo TPyeIbe ce qeCTH CJIY:IaH); mTO MOJKe,Ua e IPaTaJIHO. 

CHMIITOMH : Hay3ea, rrOBpaKaIhe, aHopeKcHja, 6JIe,UHJIO, a6,UOMHHaJIHa 60JIKa, reHepaJIHO ce 
rrojaBYBaaT BO rrpBHTe 24 qaca. 

I1pe,U03HpaIbe O,U 10 g H rroBeKe rrapaII;eTaMOJI, KaKO e,UHHetffia MMHHHcrpaII;Hja Kaj 
B03pacHH H 150 mg/kg TeJIeCHa TeJKHHa KaKO e,UHHeqHa MMHHHCTpaII;Hja Kaj ,Ueua, 
rrpe,UH3BHKYBa XerraTaJIHa II;HTOJIH3a, Koja BepojaTHo Ke HH,UyII;Hpa KOMrrJIeTHa H 
HpeBep3H6HJIHa HeKp03a, pe3YJITHpajKH co xerraTOII;eJIYJIapHa HHCYIPHUHeHII;Hja, 
MeTa60JIHa aUH,U03a, eHII;eIPaJIOrraTHja Koja MOJKe ,Ua ,UOBe,Ue ,UO KOMa H CMP~T..--..._ 

"~4 
CHMYJITaHO, 3a6eJIe)KaHH ce 3rOJIeMeHH HHBoa Ha XerraTaJIHH Tp &~ihfSIi~".q it 

~. g~_ ~~, "i1J'ie 
,UexH,UporeHa3a H 6HJIHpy6HH H HaMaJIeHH HHBoa Ha rrporpoM6 , ~Hl'?Vr<:~e 1'I.¥.t 
ITojaBaT 12,U0 48 qaca ITO MMHHHcrpauHjaTa. ; l~ ~;i'i;Jf f.?! 
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llTHa XOCmlTaJIH3~Hja. 
.D;a ce 3eMe KpB 3apMH O,n:pe,n:YBalDe Ha HHHIJ,HjaJIHHOT napaIJ,eTaMOJI BO nJIa3Ma. 
Ep3a eJIHMHH~Hja Ha 3eMeHHOT JIeK, rrpeKY iKeny,n:e"tIHa JIaBaiKa, 60 cllyttau Ita OpGJlHa 

aOMUllUCmpal/uja. 
Bo06Ht.IaeHHOT TpeTMaH npH npe,n:03Hpa:H)e BKJIyqyBa MMHHHcTp~Hja mTO e MOiKHO 

nOpaHO Ha aHTH,n:OT, N-acetylcysteine, rrpeKy H.B. HJIH OpaJIeH naT, aKO B03MOiKHO !!l2M 

10-HOT t.Iac. 

CHMnToMaTcKH TpeTMaH. 


5. <})APMAKOJIOIDKH OCOJiHHH 

5.1 <PapMaKO)lHHaMCKH OC06HHH 

OCTAHATll AHAJIfETJitl:(llll AHTllIIllPETllUll 

A TU KO,n:: N02BEO1 

H. UeHrpaJIeH HepBeH CHCTeM 

5.2 <papMaKoKHHeTcKH OC06HHH 

A6copnUHja : 
AnCOpnIJ,HjaTa Ha nap~eTaMoJI rrpeKy peKTaJIeH naT e n06aBHa OTKOJIKY npeKy OpaJIeH. 

KaKO H ,n:a e anCOpnIJ,HjaTa e KOMnJIeTHa. IIHK nJIa3Ma KOHIJ,eHTp~HHTe ce nocTHrHYBaaT 2,n:0 

3 t.Iaca no a.n:MHHHCTpaIJ,HjaTa. 


llHCTpH6YUHja : 
IIap~eTaMoJI 6p30 ce ,n:HcTpH6YHpa BO CHTe TKHBa. KOHIJ,eHTp~HHTe BO KpBTa, IIJIYHKaTa H 
nJIa3MaTa ce cnope,n:JIHBH. Bp3YBalDeTO 3a nJIa3Ma npOTeHHHTe e cJIa60. 

MeTa6oJIH3aM: 
IIapaIJ,eTaMOJIOT rJIaBHO ce MeTa60JIH3Hpa BO IJ,PHHOT ,n:p06. .D;BaTa rJIaBHH naTHmTa ce 
KOHjyr~Hja co cpopMHpalDe Ha fJIYKOPOHH,n:H H cYJIcpaTH. BTOPHOT naT 6p30 ce 3acHTYBa Kora 
ce a.n:MHHHcTpHpaaT ,n:03H nOBHCOKH o,n: rrpenOpat.IaHHTe TeparreBTcKH. MHHopeH MeTa60JIeH 
naT KaTaJIH3HpaH o,n: IJ,HTOXPOM P450, BO,n:H ,n:o cpopMHpa:H)e Ha HHTepMe,n:HjapeH peareHT (N
acetyl benzoquinone imine), KOj no,n: HOPMaJIHH YCOBH Ha ynoTpe6a, 6p30 ce ,n:eToKcml)HIJ,Hpa 
npeKy pe,n:yIJ,HpaH rJIYTaTHOH H ce eJIHMHHHpa BO ypHHaTa no KOHjyraIJ,Hja ,n:o IJ,HCTeHH H 
MepKarrTonypHt.IHa KHCeJIHHa. KaKO H ,n:a e, rrpH MaCOBHO TpyelDe, KOJIHt.IHHaTa Ha OBOJ 
TOKCHt.IeH MeTa60JIHT e 3rOJIeMeHa. 

EJIHMHHaUHja: 
EJIHMHH~HjaTa ce OJJ:BHBa rJIaBHO npeKy ypHHaTa. 90% o,n: MMHHHCTpHpaHaTa ,n:03a ce 
eJIHMHHHpa npeKY 6y6pe3HTe 3a 24 t.Iaca, rJIaBHO BO cpopMa Ha rJIYKopOHH,n:HH KOHjyraTH (60 
to 80%) H cyJIcpaTHH KOHjyraTH (20 to 30%). IIoMaJIKY o,n: 5% ce eKcKpeTHpa HenpOMeHeT. 
EJIHMHHaIJ,HOHHOT nOJIYiKHBOT e npH6JIHiKHO 4-5 t.Iaca. 

5.3 



6. 	 (])APMAD;EBTCKH OCOIiHHH 

6.1 	 JIHCTa Ha eKCUHIIHeHCH 

I(BPCTH MaCTH. 

6.2 I1HKoMrraTH6HJIHja 

6.3 POK Ha ynoTpe6a 

3 rO,IlHIIH. 

6.4 I1oce6HH rrpe.uynpe,IlyBalba 3a 'IYBalbe 

6.5 I1pHpO.1la H COCTaa Ha Ha.1lBOpemHOTO rraKYBalbe 

10 cyrro3HTopHH (300 mg) BO 6JIHCTep (PVCIPE) 

6.6 	I1HCTPYKllHH 3a ynoTpe6a1paKYBalbe 

HeMa rroce6HH HHCTPYKUHH. 

7. 	 COllCTBEHHK HA O)1;OIiPEHHE 3A IIYlIITAIbE BO llPOMET 
<I>apMacBHc ,IlOoeJI 

YJI. JIoH,IlOHCKa 19/3/6 

1000, CKonje 

MaKe,IlOHHja 


8. 	 IiPOJ HA HA O)1;OIiPEHHE 3A llYlIITAIbE BO llPOMET 

9. 	 )1;ATYM HA llPBATA PEfnCTPAD;HJAlOIiHOBA HA PEfHCTPAD;HJA 

25.05.2001 

10. 	)1;ATYM HA PEBH3HJA HA TEKCTOT 

JyJIH 2010 


