
3Eilf1PEH lf13BEWTAJ 3A OCOEilf1Hif1TE HA IlEKOT 

1. 3AWTII1TEHO 111ME HA ME.Qir1Uir1HCKII10T nPOII13BO,Q 

SANDIMMUN NEORAL ® 
SANDIMMUN® 

2. KBAI1111TATII1BEH 111 KBAHTII1TATII1BEH COCTAB 

® 
Sandimmun Neoral MeKa >KenaT~H03Ha Kancyna Koja COAP>K~ 25,50 ~n~ 1 00Mr 
l...I~KI1ocnop~H 

® 
Sandimun Neoral pacTsop 3a opanHa ynoTpe6a Koj COAP>K~ 1 00Mr LI~KI1ocnop~H/Mn . 

® 
Sandimun KOHL.IeHTpaT 38 paCTBOp 3a ~Hcpy3~ja KOj COAP>K~ 50Mr l...I~KilOCnop~HIMil . 

3. <l>APMAUEBTCKA <l>OPMA 

Sandimmun Neoral MeKa >KenaT~H03Ha Kancyna ~ pacTsop Ja opanaHa ynoTpe6a. 

Sandimun KOHL.IeHTpaT 38 paCTBOp 38 ~HjeKL.I~ja. 

Sadimmun Neoral e cpapMal...leBTCKa cpopMa Ha aKT~BHaTa cocTojKa LI~KI1ocnop~H . 

6a3~paHa Ha np~Hl...l~n Ha M~KpoeMym~ja, Koja ja HaManysa sap~ja6~nHocTa Ha 
cpapMaKOK~HeT~4K~Te KapaKTep~CT~K~ ~ OB03MO>KyBa Il~HeapHa eKCn03~l...l~ja Ha 
LI~KI1ocnop~H co noKoHcTaHTHa ancopnl...lo~ja ~ noMano sn~jaH~e OA JeMeHaTa xpaHa. 
Osaa cpopMynal...l~ja npeTcTasysa M~KpoeMym~oHeH npeKOHL.IeHTpaT, Koja so 
cpapMaKOK~HeT~4K~Te ~ KI1~H~4K~Te CTYA~~ noKa>Kano AeKa Kopenal...l~jaTa noMery 
HajH~CKaTa KOHL.IeHTpal...l~ja Ha IleKOT ~ eKCn03~l...l~jaTa Ha l...I~KilCOnop~H e MHOry 
noc~nHa Kora ce AaBa KaKo Sandimmun Neoral Hero KaKo Sandimuun. 
M~KpOeMyi13~jaTa ce cpopM~pa BO np~CYCTBO Ha BOAa, KOja MO>Ke Aa 6~Ae ~Il~ BO 
cpOpMa Ha n~jailal...l~ ~Il~ BO cpopMa Ha >KeilyA04Ha Te4HOCT. 

4. KI1111Hir14Kir1 OC06EHOCTII1 

4.1 TEPAnEBTCKM MHP,MKALJ,MM 

lflH,QHKai...IHH 3a TpaHCnJlaHTai...IHH 

TpaHcnnaHmau,uja Ha conuoeH opaaH 
npeseHL.I~ja OA OTcppnafbe Ha rpacpT nocne anoreHa TpaHcnnaHTal...l~ja Ha 6y6per, LIPH 
AP06, cpl...le, cpl...le-6en AP06 JaeAHO, 6en AP06 ~n~ naHKpeac. 

TpeTMaH Ha OTcppileH TpaHCnilaHTaT Kaj nal...l~eHT~ KO~ npeTXOAHO 3eMaile Apyr~ 
~MYHOCynpeC~BHH~ IleKOB~ . 



npeBeHL..1111ja 111nll1 TpeTMaH Ha peaKL..1111ja Ha rpaqJT npOTII1B AOMaKII1H GVHD. 

,Qpyrli'l li'IH.Qii'IK3~Ii'lli'l (He-Tp3HCni13HTii'lp3Hifl) 

EHooaeH yaeumuc 
AKTII1BeH TpeTMaH Ha cpeAeH 111n111 3aAeH yBeii1TII1C OA Heii1HcpeKTII1BHa np111pOAa , KOj He ce 
ne4111 co B0061114aeHa Tepan111ja 111n111 111Ma Heo4eKyBaHII1 HecaKaHII1 ecpeKTII1 . 
Behcet yBeii1TII1C co noBTopyBa4KII1 111HcpnaMaTopH111 nojaBII1, BKny4yBajKII1 111 Ha peTII1Ha. 

Hecf:JpomcKu cuHopoM 
CTep0111A-3aBII1CeH 111 CTep0111A-pe3111CTeHTeH HecppOTCKII1 C111HAOPOM Kaj B03paCHII1 111 Kaj 
Ael...la, 3a BpeMe Ha rnoMepynapHa 6onecT KaKo wTo ce MII1HII1ManHII1 HecppoTCKII1 
npoMeH111 , cpoKaneH 111 cerMeHTeH rnoMepynoHecpp111TII1C 111n111 MeM6paHo3eH 
rnoMepynoHecpp111TII1C. 
Sandimmun Neoral MO>Ke Aa ce ynoTpe6yBa 3a Aa noTTII1KHe peM111c111ja 111 Aa ja OAP>KII1 
111CTaTa. VlCTO TaKa MO>Ke Aa Ce ynoTpe6yBa 3a ja OAP>KII1 CTep0111A-111HAYLIII1PaHaTa 
peMII1CII1ja 6e3 KOp111CTel-be Ha CTep0111A111 . 

PeyMamouoeH apmpumuc 
TpeTMaH Ha Te>KoK, aKTII1BeH peyMaT111AeH apTp111TII1C. 

ncopuja3a 
TpeTMaH Ha TewKa cpopMa Ha ncop111ja3a Kaj nal...lll1eHTII1 Kaj Koj Boo61114aeHaTa Tepan 111j a e 
HeecpeKTII1BHa 111Illl1 HeCOOABeTHa. 

Amonul.feH oepMamumuc 
Sandimmun Neoral e 111HA111LIII1PaH Kaj nal...l111eHT111 co TewKa cpopMa Ha aTonll14eH 
AepMaTII1T Kaj KOII1 e nOTpe6Ha CII1CTeMCKa Tepan111ja . 

4.2 ,0,03111PAibE 111 HA '-/litH HA YnOTPEI5A 

,Qo3Hpatbe 
,D,HeBHaTa A03a Ha Sandimmun Neoral ceKoraw Tpe6a Aa ce AaBa noAeneHa Ha ABe 
A03111. 

TpaHcnnaHTpa~Hja 
TpaHcnnaHmau,uja Ha conuoeH opaaH 
TpeTMaH co Sandimmun Neoral Tpe6a Aa 3ano4He 12 4aca npeA onepal...lll1ja co A03111 OA 
10 AO 15Mr/Kr nooAAeilHO BO 2 A03111 . 0Baa A03a Tpe6a Aa ce OAP>KYBa KaKo AHeBHa 
A03a 1-2 HeAei1111 nocne onepal...lll1ja , a noTOa Aa no4He Aa ce HaManyBa BO 3aBII1CHOCT 
OA HII1BOTO BO KpBTa, AO A03a Ha OAP>KYBal-be OA 2 AO 6Mr/Kr noAeneHO BO 2 A03111. 
Kora Sandimmun Neoral ce AaBa 3aeAHO co APYrll1 111MyHocynpecii1BHII1 neKOBII1 (np. co 
KOpT111KOCTep0111A111 111Illl1 KaKO Aeil AO TpOjHa 111Illl1 4eT111p111KpaTHa Tepan111ja) MO>Ke Aa ce 
AaBa 111 BO nOHII1CKII1 A03111 (np. 3 AO 6Mr/Kr noAeileHa BO Ha ABe A03111 KaKO no4eTHa 
Tepan111ja). 

TpaHcnnaHmau,uja Ha KOCKeHa cpu,eauHa 
V1HII1l...lll1janHaTa A03a Tpe6a Aa ce AaAe Ha AeHOT npeA TpaHcnnaHTal...lll1ja . Bo HajrOJ;J#-"A-.::,_ 
6poj cny4a111 , ce npecpep111pa 111 .B. 111Hcpy3111ja, co npenopa4aHa A03a OA 3 AO r(rJ~L-· 7~ "r ~ 
AHeBHO. V1Hcpy3111jaTa Tpe6a Aa ce npOAOil>KII1 co oBaa A03a AO 2 HeAenll11.,:~(ne \~.,;> 
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TpaHcnnaHTal..l~ja, a noToa Aa ce npeM~He Ha opanaHa Tepan~ja Ha OAp>t<ysafbe co 
Sandimmun Neoral co A03a no 12.5Mr/Kr noAeneHa Ha ABe A03~ . TpeTMaHoT Ha 
OAp>KyBafbe Tpe6a A8 ce npOAOil>K~ H8jM8IlKY 3 MeCel..l~ (ce npenopaYyBa AO 6 MeCel..l~) 
npeA Aa noYHe Aa ce HaManysa AO Hyna, 1 roA~Ha nocne TpaHcnnaHTal..l~ja . ,QoKOilKY 
Sandimmun Neoral ce Kop~cT~ KaKo ~H~l..l~janHa Tepan~ja npenopaYaHa AHeBHa A03a e 
12.5 AO 5Mr/Kr nOAeJleHa Ha ABe A03~ , nOYHysajK~ Ha AeHOT npeA TpaHcnnaHT8l..l~ja . 
nos~coK~ A03~ Ha Sandimmun Neoral ~n~ ~.B. Tepan~ja MO>Ke Aa ce HeonxOAH~ so 
cnyYaj Ha racTpo~HTecT~HanH~ Hapywysafba KO~ ja HaManysaaT ancopnl..l~jaTa Ha 
JleKOT. 
Kaj HeKo~ nal..l~eHT~, nocne npeK~H Ha Tepan~ja co Sandimmun ce jasysa GVHD (rpacp 
npoT~B AOM8K~H peaKL.l~ja) , HO HajYeCTO A06po pear~pa CO nOBTOpHO BOBeAyBafbe Ha 
Tepan~ja. H~cK~ A03~ Ha Sandimmun Neoral Tpe6a Aa ce Kop~cTaT Kaj 6nara, 
xpoH~YHa GVHD. 

,Qpyn1 HH,QHK3'-'I.H1 (He-Tp3HCnll3HTHp3HH) 

EHooaeH yeeumuc 
3a nocT~rHysafbe Ha peM~c~ja, ce npenopaYysa A03a OA 5Mr/Kr AHesHo,opanHo, 
noAeneHo Ha ABe A03~ ce AOAeKa He ce nocT~rHe peM~c~a Ha aKT~BHa yseanHa 
~Hcpi18M8l..l~ja ~ nOA06pyBafbe Ha B~AOT. Kaj pecppaKTOpH~ CilyYa~ , A038Ta MO>Ke A8 ce 
3roneM~ AO 7Mr/Kr AHeBHO, HO C8MO OAPeAeH nep~OA . 
3a Aa ce nocT~rHe ~H~l..l~janHa peM~c~ja ~n~ HaManysafbe Ha ~HcpnaMal..l~jaTa MO>Ke 
AOA8Ae C~CTMCK~ KOpT~KOCTepO~A. CO AHeBHa A038 OA 0,2 AO 0,6Mr/Kr npeAH~30H ~Jl ~ 
Heros eKB~BaJleHT, AOKOilKY COCTOj6aTa He MO>Ke A8 ce KOHTpOil~pa C8MO CO 
Sandimmun Neoral. 
3a TpeTMaH Ha OAP>t<yBafbe, A03aTa Tpe6a nocTeneHo Aa ce HaManysa AO HajH~cKa 
ecpeKT~BHa A03a, Koja so cpa3a Ha peM~c~ja He Tpe6a Aa 6~Ae noroneMo OA 5Mr/Kr 
AHeBHO. 

Hecj:JpomcKu cuHopoM 
3a nocT~rHyBafbe Ha peM~c~ja , npenopaYaHa AHeBHa A03a, noAeneHa Ha ABe opanH~ 
A03~ , e 5Mr/Kr Kaj B03p8CH~ ~ 6Mr/Kr Kaj Ael..la AOKOilKy, CO ~CKilYYOK Ha npoTe~Hyp~ja , 
6y6pe>KHaTa cpyHKL.l~ja e HopManHa. Kaj nal..l~eHT~ co HapyweHa 6y6pe>KHa cpyHKL.l~ja , 

~H~l..l~janHaTa A03a He Tpe6a Aa 6~Ae noroneMa OA 2.5Mr/Kr AHeBHO. 
Ce npenopaYysa KOM6~Hal..l~ja Ha Sandimmun Neoral co H~CK~ A03~ Ha opanH~ 
KOPT~KocTepo~A~ AOKOilKY ecpeKToT Ha Sandimmun Noral He e 38AOBonysaYK~ , 
OC06eHO Kaj CTepO~A-pe3~CTeHTH~ nal..l~eHT~ . 
Tepan~jaTa co Sandimmun Neoral Tpe6a Aa ce npeK~He AOKOilKY HeMa noAo6pysafbe 
nocne 3 MeceYeH TpeTMaH. 
,Q038T8 ~HA~B~AY8IlHO Tpe6a A8 ce np~narOA~ BO 38B~CHOCT OA ecp~KaCHOCTa 
(npoTe~Hyp~ja) ~ 6e36eAHOCTa (cepyMcK~ KpeaT~H~H), HO He Tpe6a Aa 6~Ae noroneMa 
OA 5Mr/Kr AHeBHO Kaj B03p8CH~ ~ 6Mr/Kr AHeBHO Kaj Ael..la . 
3a TpeTMaH 3a OAP>t<yBafbe, A03aTa Tpe6a nocTeneHo Aa ce HaMallysa AO HajH~cKaTa 
ecpeKT~BHa A03a. 



3a TpeTMaH 3a OAp>KyBal-be, A03aTa Tpe6a ~HA~B~AyanHO Aa ce np~narOAyBa BO 
3aB~CHOCT OA TOnepaHTHOCTa. 
Sandimmun Neoral MO>Ke Aa ce AaBa BO KOM6~Hal..l~ja co H~CK~ A03~ Ha 
KOPT~KOCTeop~A~ ~l~n~ HecTepo~AH~ aHT~-~HcpnaMaTopH~ neKoB~. Sandimmun 
Neoral ~CTO TaKa MO>Ke Aa Ce KOM6~H~pa CO H~CK~ A03~, HeAeilHO, MeTOTpeKCaT Kaj 
nal..l~eHT~ KO~ ~MaaT cna6 OArOBOp CaMO Ha MeTOTpeKCaT ~ TOa CO ~H~l..l~janHa A03a OA 
2,5Mr/Kr AHeBHO Sandimmun Neoral noAeneHo Ha 2 A03~, co MO>KHOCT Ha 3roneMyBal-be 
Ha A03aTa BO 3aB~CHOCT OA TonepaHTHOCTa. 

ncopuja3a 
nopaA~ Bap~ja6~IlHOCTa Ha OEaa COCTOj6a TpeTMaHOT e ~HA~B~AyaneH . 3a 
nocT~rHyBal-be Ha peM~c~ja ce npenopa4yBa A03a OA 2,5Mr/Kr AHeBHo, opanHo, 
nOAeileHO Ha ABe A03~ . ,[J,OKOilKY HeMa nOA06pyBal-be nocne 1 MeCel..l, AHeBHaTa A03a 
MO>Ke Aa ce 3roneM~ HO He noBeKe OA 5Mr/Kr AHeBHO. TpeTMaHOT Tpe6a Aa ce npeK~He 
Kaj nal..l~eHT~ Kaj KO~ HeMa noAo6pyBal-be Ha ncop~jaT~4H~Te npoMeH~ none 6 HeAeil~ 
Ha 5Mr/Kr AHeBHO ~Il~ Kaj KO~ ecpeKT~BHaTa A03a He e BO COrJlaCHOCT CO 
6e36eAHOCH~Te A~peKT~B~. 
lllH~l..l~jailHaTa A03a OA 5Mr/Kr AHeBHO e OnpaBAaHa Kaj nal..l~eHT~ Kaj KO~ COCTOj6aTa 
6p3o ce noAo6pyBa. Kora Ke ce nocT~rHe 3aAOBonyBa4K~ OArOBop, Sandimmun Neoral 
MO>Ke Aa ce npeK~He ~ np~ HapeAH~OT penanc Ha 6onecTa noBTOpHo Aa ce BOBeAe ~ 
TOa CO npeTXOAH~Te ecpeKT~BH~ A03~ . Kaj HeKO~ nal..l~eHT~ , MO>Ke Aa e HeOnXOAHO ~ 
npoAOil>KyBal-be co Tepan~jaTa 3a OAp>KyBal-be. 
3a Tepan~ja Ha OAp>KyBal-be, A03~Te Tpe6a Aa 6~AaT T~Tp~paH~ ~HA~B~AyanHO Ha 
HajH~CKO ecpeKT~BHO H~BO HO He noBeKe OA 5Mr/Kr AHeBHO. 

Amonu'-leH oepMamumuc 
nopaA~ Bap~ja6~nHocTa Ha oBaa cocToj6a TpeTMaHOT e ~HA~B~AyaneH . npenopa4aHa 
A03a e OA 2,5 AO 5Mr/Kr AHeBHO nOAeileHO Ha ABe A03~. ,[J,OKOilKY no4eTHaTa A03a e 
2,5Mr/Kr AHeBHO, nOCile 2 HeAeil~ , He AaBa 3aAOBOil~TeileH OArOBOp A03aTa Tpe6a Aa 
ce 3rOileM~ MaKC~MYM AO 5Mr/Kr. 80 MHOry TeWK~ cpopM~, 6p3a ~ aAeKBaTHa KOHTpOila 
Ha 6onecTa Tpe6a Aa ce nocT~rHe co no4eTHa A03a OA 5Mr/Kr AHeBHO. Kora Ke ce 
nocT~rHe 3aAOBOil~TeileH OArOBOp, A03aTa MO>Ke Aa ce HaMail~ ~Il~ AOKOilKY e 
B03MO>KHO Aa ce npeK~He . noBTopeH penanc Ha 6onecTa Tpe6a Aa ce TpeT~pa co 
AOnonH~TeneH TpeTMaH co Sandimmun Neoral. 
111 noKpaj Toa wTo 8 HeAeil~ Tepan~ja MO>Ke Aa e AOBOilHa 3a Aa ce nocT~rHe 4~cTel-be , 
Tepan~jaTa AO 1 roA~Ha noKa>Kana AeKa e ecpeKT~BHa ~ A06po ce Tonep~pa aKo ce 
cneAaT npenopa4aH~Te BOA~4~ . 

npeMJ.IIH OA Sandimmun Ha Sandimmun Neoral 
,[J,ocTanH~Te noAaTOLI~ ~HA~l..l~paaT AeKa nocne 1:1 npeM~H OA Sandimmun Ha 
Sandimmun Neoral, HajH~CKO H~Bo Ha KOHL..IeHTpal..l~ja Ha l..I~Knocnop~H BO l..leiloKynHaTa 
KpB ce cnopeAil~B~. Kaj MHory nal..l~eHT~ , ~ noKpaj Toa, MO>Ke Aa ce nojaBaT 
HajB~COKaTa n~K KOHL..IeHTpal..l~ja (Cmax) ~ 3rOileMeHaTa eKCn03~l..l~ja Ha neKOT. 80 Mail 
npOL..IeHT OA nal..l~eHT~Te OB~e npoMeH~ ce n03Ha4ajH~ ~ MO>KaT Aa 6~AaT Kn~H~4K~ 
3Ha4ajH~ . H~BHaTa Ba>KHOCT 3aB~C~ OA roneM~HaTa Ha ~HA~B~AyanHO OTCTanyBal-be BO 
ancopnl..l~jaTa Ha LI~Knocnop~H OA Sandimmun, Koe wTo MO>Ke Aa 6~Ae B~COKO 
Bap~ja6~nHo BO HeroBaTa 6~pacnono>Kn~BOCT. nal..l~eHT~Te co Bap~ja6~nHo HajH~cKo 
H~Bo ~Il~ MHOry B~COK~ A03~ Ha Sandimmun MO>Ke Aa ce cna6~ ~n~ HenocTojaH~ 
ancop6eHT~ Ha LI~Knocnop~H (np.nal..l~eHT~ co l..I~CT~4Ha cp~6po3a, nal..l~eHT~ co 
TpaHcnnaHTal..l~ja Ha LIPH AP06 co xonecTa3a ~Il~ OCKYAHa 6~n~japHa ceKpel..l~ja , ~Uc:l"--:::--... 
~Il~ nal..l~eHT~ KO~ np~M~ne 6y6per) MO>KaT co npeM~H Ha Sandostatin Neoral A&' Y1Aa..-r; 71
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craHaT A06plll ancop6eHTIII. nopaAIII roa, Kaj osaa nonynal...llllja, 3roneMeHara 
6111opacnono>KI1111Bocr Ha l...IIIIKnocnopiiiH cnopeA 1:1 npeMIIIH OA Sandimmun Ha 
Sandimmun Neoral MO>Ke Aa e noroneMo OA soo61114aeHoro. ,D,o3ara Ha Sandimmun 
Neoral nopaAIII TOa rpe6a IIIHAIIIBIIIAYBnHO AB ce TIIITplllpa cnopeA HIIIBHIIITe l...lenHIII 
rpaHIIIL.IIII Ha HajHIIICKOTO HIIIBO. 

Tpe6a AB ce IIICTaKHe AeKa ancopnl...lllljara Ha l...IIIIKnocnopiiiH OA Sandimmun Neoral e 
noManKy sap111ja6111nHa 111 Kopenal...lllljara noMery HajHIIICKoro HIIIBO 111 eKcno3111l...lllljara Ha 
l...IIIIKnocnopiiiH (cnopeA AUC) e noc111nHa so cnopeAHa co Sandimmun. nopaAIII roa 
HajHIIICKO HIIIBO Ha l...IIIIKnOCnOpiiiH e nOCIIIneH Ill nosepOAOCTOeH napaMeTap 38 

repaneBTCKO MOHIIITOplllpal-be Ha A03aTa. 

5111AejKIII npeMIIIHOT OA Sandimmun Ha Sandimmun Neoral MO>Ke Aa pe3ynr111pa co 
3roneMyBafbe Ha eKcno3111l...llllja Ha neKOT, Mopa Aa ce cneAaT cneAHIIIBe npas111na: 

Kaj mpaHcnnaHmupaHu 6onHu, Sandimmun Neoral, rpe6a Aa ce 3ano4He co 111cra 
AHeBHa A03a co nperxoAHO npiiiMaHIIIOT Sandimmun. HajHIIICKoro HIIIBO Ha 
KOHL.IeHTp8l...llllja Ha l...IIIIKnOCnOpiiiH BO l...lenoKynHaTa KpB IIIHIIIL.IIIIjanHO Tpe6a AB Ce cneAIII 
4-7 AeHa nocne npeMIIIHOT Ha Sandimmun Neoral. ,D,ononHIIITenHo Ha roa, so nps111re 2 
MeCel...llll OA npeMIIIHOT Tpe6a AB ce cneAaT Ill KniiiHIII4KIII 6e36eAHOCTHIII napaMeTplll KaKO 
WTO ce cepyMCKIII KpeaTIIIHIIIH Ill KpBeH npiiiTIIICOK. )J,OKOnKy HajHIIICKOTO HIIIBO Ha 
l...IIIIKnOCnOpiiiH BO KpB e nOA TepaneBTCKIII rpaHIIIL.IIII 111/111n111 IIIMa BnowyBafbe Ha 
KniiiHIII4KIIITe 6e36eAHOCHIII napaMeTplll, A038Ta MOpa COOABeTHO AB ce nplllnarOAIII . 

Kaj nal...lllleHTIII rperlllpaHIII nopaAIII opyau UHOUK8U,UU (He-mpaHcnnaHmau,uja) , co 
Sandimmun Neoral rpe6a Aa ce no4He co 111crara AHeBHa A03a co nperxOAHO 
npiiiMaHIIIOT Sandimmun. H111soro Ha cepyMCKIIIOT KpeaTIIIHIIIH 111 KpBHIIIOT npiiiTIIICOK rpe6a 
AB ce cneABT Ha 2, 4, Ill 8 HeAenlll nocne npeMIIIHOT. )J,OKOnKy HIIIBOTO Ha CepyMCKIIIOT 
KpeaTIIIHIII 111n111 Ha KpBHIIIOT npiiiTIIICOK ClllrHIIIcpiiiKBHTHO fill H8AMIIIH8T HIIIBOTO Ha cepyMCKIII 
KpeaTIIIHIIIH Ill KpBHIIIOT npiiiTIIICOK npeA npeMIIIHOT 111n111 8KO HIIIBOTO Ha cepyMCKIIIOT 
KpeaTIIIH ce noKa4111 3a 30% , Ha noseKe OA eAHO Mepel-be, A03ara rpe6a Aa ce HaManlll 
(BIIIAIII,)J,OnOnHIIITenHa nperna3niiiBOCT"). 80 cny4aj Ha He04eKyBaHa TOKCIII4HOCT lllnlll 8KO 
HeMa pe3ynraT IIICTO TaKa rpe6a AB Ce cneAIII HajHIIICKOTO HIIIBO BO KpBTa. 

npeMI!tH Mefy opallHI!t Ll,l!tKilOCnOpl!tH <f>opMyllaU,I!tl!t 
npeMIIIH OA eAHa opanHa l...IIIIKnocnopiiiH cpopMynal...llllja Ha Apyra rpe6a Aa ce 1113BeAe co 
noce6Ha BHIIIMarenHOCT Ill nOA H8A30p Ha CTpy4HO nllll...le. np111 BOBeAyBafbeTO Ha HOBa 
cpopMynal...llllja MOpa AB Ce Meplll HIIIBOTO Ha l...IIIIKnOCnOpiiiH BO KpBTa 38 CO ClllrypHOCT AB 
Ce o6e36eAIII HIIIBOT Ha npeA-npeHIIIHOT. 

A,QMI!tHI!tCTpaU,I!tja 
)J,03HIIIOT oncer ABAeH 38 opanHa Ill III.B. 8AMIIIHIIICTp8l...llllja 111MB HaMepa AB cny>KIII CBMO 
KBKO BOA1114. npenopa48HIII A03111 Ha Sandimmun KOHL.IeHTpaT 38 paCTBOp 38 111Hcpy3111ja 
ornp111n111Ka e rper111Ha OA OAPeAeHara opanHa A03a. norpe6Ho e PYTIIIHCKO cneAefbe 
HIIIBOTO Ha l...IIIIKnOCnOpiiiH BO KpB, OBa MO>Ke AB ce 1113BeAe AO PillA MeTOA 6a3111paHO Ha 
MOHOKnOHanHIII 8HTIIITena. )J,06111eHIIITe pe3ynTBTIII Ke Cnf>KBT KBKO BOA1114 38 OAny4yBafbe 
3a A03ara norpe6aHa Aa ce nocr111rHe nocaKyBaHara l...lenHa KOHL.IeHTPBL.IIIIja Kaj 
IIIHAIIIBIIIAYaneH nal...lllleHT. 

OpallHa a,qMI!tHI!tCTpau,~~tja //~-~ 
,[J,HeBHara A03a Ha Sandimmun Neoral ceKoraw rpe6a Aa ce ABBa so 2 noAeneH~(A03111 . i'i :.~~ 
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K8ncym1Te Tpe68 l.lem1 A8 ce ronT88T. 

P8cTsopoT 38 op8I1H8 ynoTpe68 Tpe68 A8 ce p8CTBOplll ,ce npenop848HO, co coK OA 

j860J1KO, HO OA 38BIIICHOCT H8 BKYCOT MO>K8T A8 ce ynoTpe6yB88T Ill Apyrlll 6e38JlKOXOJlHIII 

nlllj8Il8l.llll . BeAH8W npeA ynoTpe68 H8 p8cTsopoT, Toj Tpe68 A06po A8 ce 1113Mew8. 

rpejncf:lpYTOT Tpe68 A8 ce 11136erHyB8 38 p8CTBOp81-be nop8AIII MO>KHOCT8 A8 CMeT8 H8 

P450-38BI/ICeH eH3111MCKIII CIIICTeM . Wnpllll.lOT He Tpe68 A8 AOjAe BO KOHT8KT CO 

p8CTBOpOT. AKO wnpllll.lOT e 4111CT He Tpe68 A8 ce Mille, C8MO A8 ce 11136p111We CO CYB8 

Kpn8. (BIIIAIII Aen 6.6 Yn8TCTBO 38 ynoTpe68). 

111HTpaseHcKa ynoTpe6a 
TlllnOT H8 KOHTejHep COOABeTeH 38 VlHcpy31110HIIIOT p8CTBOp e Oni/IW8H BO AeJl 6 .2 . 

nop8AIII WTO nOCTOIII p1113111K 38 8H8cp111I18KC8, S8ndimmun KOHl.leHTp8TOT 38 p8CTBOp 38 

111Hcpy3111j8 Tpe68 A8 6111Ae H8MeHeT 38 n8l.lllleHTIII KOIII HeMO>K8T A8 ro 3eM88T JleKOT 

npeKy ycT8 . Bo os111e cny48111, ce npenop84YB8 A8 ce npeMIIIHe H8 op8I1H8 ynoTpe68 

BeAH8W WTOM e MO>KHO. 

KOHl.leHTp8TOT Tpe68 A8 ce p83peAIII 1 :20 AO 1 :100 CO cp11131110Jl0WKIII p8CTBOp IIIJllll 5% 

rnyK038 111 ce A8B8 K8KO cnop8 IIIHTP8BeHCK8 111Hcpy3111j8 38 oTnp111IliiiK8 2 AO 6 48C8 . 

P83peAeHIIIOT p8CTBOp 38 111Hcpy3111j8 Tpe68 A8 ce cppn111 nocne 24 48C8. 

Kaj so3pacHH 
0rp8HI/I4eHO e IIICKYCTBOTO 38 ynoTpe68 H8 S8ndimmun K8j nOB03p8CHIII , HO He ce 

np111j8BeHIII HIIIK8KBIII npo6neMIII np111 ynoTpe68 so npenop848HIII A03111 . 

Bo KJliiiHIII4KIIITe CTYAIIIIII 38 peyM8TOIIIAeH 8PTPIIITIIIC TpeTIIIp8H co l.liiiKilocnopiiiH , 17,5 % OA 

n8l.lllleHTIIITe 6111ne 65 rOAIIIWHIII IIIJllll nocT8plll . K8j os111e n8l.lllleHTIII e noroneM8 e 

Bepoj8THOCT8 A8 p83BIIIj8T CIIICTOJ1H8 X111npTeH3111j8 nocne Tep8nlllj8 IIIJllll cepyMCKIIIOT 

Kpe8TIIIHIIIH A8 111M ce nOK84111 38 50% OA n04eTHIIITe speAHOCT nocne 3 AO 4 MeCel.llll OA 

Tep8nlllj8T8. 

KfliiiHIII4KIIITe CTYAIIIIII co Neor81 K8j Tp8Hcnn8HT111p8HIII 6onHIII IIIJllll n8l.lllleHTIII co 

ncoplllj838 He BKI1Y4YB88T AOBOJleH 6poj H8 n8l.lllleHTIII ;:: 65 rOAIIIHIII Ill nop8AIII T08 He 

MO>Ke A8 ce npol.leHIII A8Illll Tille p83Jliii4HO pe8rlllp88T OA nOMI18A8T8 nonyn8l.llllj8. ,D,pyr111 

nplllj8BeHI/I KJ1111H1114KIII IIICKYCTB8 He nOK8>KYB88T p83Jli/IK8 H8 OArOBOp H8 Tep8nlllj8 noMefy 

nocT8p111Te 111 noMI18AIIITe. reHep8IlHO, A03111p81-beTO K8j nocT8p1!1Te Tpe68 A8 6111Ae co 

noce6Ho BHIIIM8HIIIe, A8 ce no4He co MIIIHIIIM8JlH8 npenop848H8 A038 , nop8AIII 

3roneMeH8T8 4eCTOT8 H8 H8M8JleH8 xen8T8JlH8 , 6y6pe>KH8 IIIJllll cpl.leB8 cpyHKl.llllj8 , 

npiiiAPY>KHIII 6onecTIII 111 APYr8 Tep8nlllj8 . 

Kaj ,Qe~a 
V1CKYCTB8T8 38 ynoTpe68 H8 S8ndimmun Neor81 K8j Ael.l8 e orp8HIII4eHo. K8KO 111 A8 e , 

Ael.l8T8 OA 1 rOAIIIH8 np111M8Jle S8ndimmun BO CT8HA8PAHIII A03111 Ill HeM8Jle HIIIK8KBIII 

npo6JleMIII. 80 HeKOIII CTYAIIIIII, neAIIIj8TpiiiCKIIITe n8l.lllleHT IIIM8Jle noTpe68 Ill TOileplllp8Ile 

noroneMIII A03111 H8 Klllnorp8M TenecH8 Te>KIIIH8 so cnopeA68 co B03p8CHIIITe. 

4.3 KOHTPAHHP,HKAL/HH 

X111nepceH3111TIIIBHOCT KOH l.liiiKJlocnopiiiH IIIJllll KOH HeKoj OA eKCl.llllnllleHCIIITe H8 S8ndimmun 

Neor81. 

X111nepceH3111TIIIBHOCT KOH l.liiiKJlOCnOpiiiH IIIJllll KOH HeKOj OA eKCl.llllnllleHCIIITe H8 S8ndimmun 

KOHl.leHTp8T 38 p8CTBOp 38 111Hcpy3111j8 BKilY4YB8jKIII Ill XlllnepceH3111TIIIBHOCT KOH 

non111eTOKCIIIJ18THO Pllll.liiiHYCOBO M8cno. 

4.4 



Sandimmun Neoral 111 Sandimmun KOHL.IeHrparor 3a pacr8op 3a 111Hcpy3111ja rpe6a Aa 
6111A8T npenii1W8HII1 C8MO OA AOKTOp KOj 111Ma 111CKYCT80 CO 111MYHOCynpeCII18H8 repan111ja 111 
MO>Ke A8 o6e368A111 8A8K88THII1 111Cnll1ry8al-ba, 8KilY4Y88jKII1 L.18IlOC8H cp1113111K8Il8H nperneA, 
Mepel-be Ha Kp88H npii1TII1COK 111 KOHTpOila Ha 6e368AHOCHII1T8 na6opaTOp111CK111 
napaMerp111. TpaHcnnaHTII1paHII1Te 6onHII1 KOII1 np111Maar repan111ja rpe6a Aa 6111AaT 80A8HII1 
80 COOA88THO onpeM8HII1 na6oparop111111 111 COOA88T8H K8A8p. ,lJ,OKTOpOT OAr080peH 38 
OAP>KY881-b8 Ha repan111ja rpe6a A8 111Ma KOMI18THII1 111HcpOpM8l...lll1111 38 111CI18AY881-baTa Ha 
nal...III18HTOT. 

Sandimmun KOHL.IeHrparor 3a pacr8op 3a 111Hcpy3111ja COAP>KII1 non111eroKCII1IlaTHO 
PII1L.1111HYC080 M8CI10 (8111A111 A8Il 6.1 Ilii1CTa Ha 8KCL.1111nii18HT111) , nopaA111 KOe nocne 111 .8. 
8AM111HII1CTP8l...lll1ja np111j888HII1 ce CI1Y48111 Ha aHacjJII1Il8KCHa pe8KL.1111ja . 3H8L.1111 ce TOni1111Ha 
Ha Illl1l...I8TO 111 ropH1110T A8Il Ha rpaAH1110T KOW, H8K8PA1110reH nyilMOH8Il8H 8A8M, aKyreH 
pecn111paropeH AII1CTpec, A111CnHea , 81113111Hr, npoMeHII1 Ha Kp8HII10T np111r111coK 111 
T8XII1K8PA111ja. norpe6HO e noce6HO 8HII1M8HII18 Kaj nal...III18HTII1 KOII1 npeTXOAHO npeKy 111 .8. 
111HjeKL.1111ja 111n111 111cpy3111ja np111MII1Ile npenapar111 KOII1 COAp>KaT nonll1eTOKCII1IlaTHO 
PII1L.1111HYC080 Macno (np. npenapar Koj COAP>KII1 Chremophor EL) 111 Kaj nal...III18HTII1 co 
npeA111Cn03111l...lll1ja 3a anepr111111. nopaA111 roa, nal...III18HTII1Te KOII1 np111Maar Sandimmun 
KOHL.18HTpaT 38 paCT80p 38 111Hcpy3111ja rpe6a A8 6111A8T nOA KOHTII1Hy111paH H8A30p 
HajM8IlKY 30 MII1HYTII1 no 8KI1Y4Y881-b8 Ha 111Hcj:Jy3111jara, a noroa Ha n048CTII1 111HT8p88Illl1. 
,[J,oKOilKY AOjAe AO aHacjJII1naKTII14Ha peaKL.1111ja, 111Hcpy3111jara rpe6a Aa ce npeKII1He. Tpe6a 
A8 111M a AOCTaneH 80A8H paCT80p Ha 8Ap8H8Il111H 1:1000 111 KII1CI10pOA. npocp111I18KT1114Ha 
8AM111HII1CTP8l...lll1ja Ha 8HTII1XII1CT8MII1HII1L.1111 (H1 +H2 6IlOK8TOp111) npeA 111Hcpy3111jara Ha 
Sandimmun ycnewHo npe8eH111pa OA aHacp111naKTII14Ha peaKL.1111ja . 

KaKo 111 Kaj Apyr111re 111MyHocynpecii18HII1 neK08111 , l...III1KI10cnop111H ro 3roneMy8a p1113111KOT 3a 
pa380j Ha Ilii1Mcj:JOMII1 111 APYrll1 Manll1rHII1 3a6ony8al-ba, oco6eHo Ha Ko>Kara. 3roneMeHII10T 
p1113111K e no8p3aH co creneHoT 111 8peMerpael-bero Ha 111MyHocynpec111jara no8eKe OTKOilKY 
co cnel...l111cp1114HII10T neK. 3apaA111 roa, rperMaHOT co no8eKe 111MyHocynpecop111 
(8KI1Y4Y88jKII1 111 l...III1KilOCnOp111H) Tpe6a A8 ce KOp111CTII1 CO noce6HO 8HII1M8HII18 nopaAII1 TOa 
WTO 80A111 KOH Il111McponpOI1111cpepaTII18HII1 Hapywy8al-ba 111 TYMOp111 Ha COI1111AH111 opraH111, 
H8KOII1 OA Hll18 ce 111 cpaT8IlHII1. 

nopaA111 nOT8HL.1111j8IlHII10T p1113111K 38 M8Illl1rHII1T8T Ha KO>Ka, nal...III18HTII1T8 KOII1 Ce Ha 
Sandimmun Neoral rpe6a Aa 11136erHy8aar 1113IlO>Ky8al-be Ha ynrpa81110nero8o 3pa4el-be. 
KaKo 111 Kaj APYr111re 111MyHocnynpecii18HII1 neK08111, nal...III18HTII1Te KOII1 np111Maar l...III1KI10cnop111H 
111M88T np8A111Cn03111l...lll1ja 38 pa380j Ha 6aKTep111CK111, ra61114H111, napa3111TCKII1 111 8111PYCHII1 
111Hcp8KL.1111111, Haj4ecro co onopryHII1CT1114K111 111Hcj:JeKL.1111111 . Kaj nal...III18HTII1 KOII1 np111Maar 
L.1111KilOCnOp111H 3868Il8>K8HO e 8KTII188l...lll1ja Ha Il8T8HT8H nOI11110M88111pyc 111Hcp8KL.1111ja KOja 
80A111 KOH nonii10M88111pyc 8COL.III1P8Ha Hecj:JponaTII1ja (nBAH), 5K 8111pyc HecpponaTII1ja 
(5KBH) 111n111 JC 8111pyc aCOL.III1PaHa nporpecii18Ha MYilT111cpoKanHa neyKoeHLie¢anonarll1ja 
(nMn) . 081118 COCTOj6111 48CTO Ce no8p38HII1 CO 8111COKO 8KynHO 111MYHOCynpeCII18HO 
onrepery8al-be 111 rpe6a A111¢epeHL.1111janHo A111jarHOCTII14KII1 Aa ce pa3MII1cny8a Kaj 
111MYHOCnynpeC111p8HII1 nal...III18HTII1 CO HapyweHa 6y6pe>KH8 cpyHKL.1111ja 111Jlll1 H88pOI10WKII1 
CII1MnTOMII1. np111ja8eH111 ce 111 cep11103HII1 111/111I1111 cparanHII1 111CXOA111. Kaj nal...III18HTII1 co 
no8eKeKparHa AOilr08peMeHa 111MyHocynpecii18Ha repan111ja rpe6a Aa ce cnpo8eAe 
ecj:JeKTII18Ha npe88HL.1111ja 111 repane8TCKa crparer111ja . 



npoMeHII1 ce A03HO 3a8111CHII1 111 pe8ep3111611111HII1 111 o61114HO ce np1114111Ha 3a HaMa11y8afbe Ha 
A03aTa. 3a 8peMe Ha A011r08p8M8HCKII10T TpeTMaH Kaj H8KOII1 nal...III18HTII1 MO)f(aT Aa ce 
pa38111jaT 111 CTPYKTYPH111 npoMeHII1 Ha 6y6pe3111Te (np.II1HTepcTII1l...lll1ja11Ha cp1116po3a) , Kaj 
nal...III18HTII1 co TpaHcn11aHT111paH 6y6per, Mapa Aa ce pa311111Ky8aaT OA npoMeHII1Te 3a 
8peMe Ha xpoHII14HOTO OTcpp11afbe. Sandimmun Neoral 111CTO TaKa MO)f(e Aa npeAII138111Ka 
111 A03H0-3a8111CHO pe8ep3111611111HO noKa4y8afbe Ha 611111111py6111HOT 80 Kp8Ta, a noHeKoraw 
111 eH3111MII1Te Ha LIPHII10T AP06 (8111A111 A811 4.8. HecaKaHII1 ecpeTK111). VlMa11o cnoHraHII1 
nocTMapKeTII1HWKII1 np111ja8111 co xenaTOTOKCII14HOCT 111 owrery8afbe Ha LIPHII10T AP06 
8K11Y4Y8ajKII1 X0118CTa3a, )1(011TII1l...la, xenaTII1TII1C 111 xenaTa11Ha 111HCycp111l...III18Hl...lll1ja Kaj 
nal...III18HTII1 TPT111paHII1 co l...III1KJ10cnopii1H . Hajro11eM 6poj OA np111ja8eHII1Te c11y4a111 
8K11Y4Y8aaT nal...III18HTII1 co KO-Mop6111A~TeT111, co cnoMeHaTII1Te cocroj6111 111 co APYrll1 p1113111K 
cpaKTOp111, KaKO 111Hcp8KTII18Ha KOMn11111Kal...lll1ja 111 np111AY)f(HII1 xenaTOTOKCII14HII1 118K08111. 80 
H8KOII1 C11y4a111, rna8HO Kaj TpaHCn11aHT111paHII1Te 6011H111 , np111ja88HII1 ce cpaTa11HII1 111CXOA111 
(8111A111 A811 4.8. HecaKaHII1 ecpeKT). noTpe6Ho e C11eAefbe Ha napaMeTpii1Te KOII1 ja 
noKa)f(y8aaT 6y6pe)f(HaTa 111 xenara11HaTa cpyHKL...1111ja. noTpe6Ho e HaMa11y8afbe Ha 
A03aTa AOK011KY 8peAHOCTII1Te ce a6HopMa11HII1 . 

Kaj nocrap111 nal...III18HTII1, oco6eHo 8HII1MaTe11HO Tpe6a Aa ce C118A111 6y6pe)f(HaTa 
cpyHKL...1111ja . 

3a c11eAefbe Ha HII180TO Ha l...III1K110cnop111H 80 l...I8110KynHaTa Kp8 ce npecpep111paaT 
cnel...l111cp1114HII1 MOHOKJ10Ha11HII1 aHTII1Te11a, a 111CTO TaKa ce KOp111CTII1 111 HPLC MeTOA. 
,QOK011KY ce KOp111CTII1 n11a3Ma 11111111 cepyM Tpe6a Aa ce np111MeHy8a CTaHAapAeH npOTOK011 
3a cenapal...lll1ja (8peMe 111 TeMneparypa) . 3a no4eTHO c11eAefbe Ha nal...III18HTII1Te co 
TpaHcn11aHT111paH LIPH AP06, Tpe6a Aa ce KOp111cTaT cnel...l111cp1114HII1 MOHOKJ1oHa11HII1 
aHTII1T811a 11111111 napa11811HO Aa Ce KOp111CTaT Cn8l...l111cp1114HII1Te MOHOKJ10Ha11HII1 aHT111T811a 111 
Hecnel...l111cp1114HII1 MOHOKJ10Ha11HII1 aHTII1Ta11a, 3a Aa CMe C111rypH111 A8Ka A03aTa nOCTII1rHy8a 
aAeK8aTHa 111MyHocynpec111ja. 
Mapa Aa ce 3anoMHII1 AeKa KOHL...IeHTpal...lll1jaTa Ha l...III1K110cnopii1H 80 Kp8 , n11a3Ma 11111111 
cepyM e 8A8H OA MHOryTe cpaKTOp111 KOj 811111jaaT Ha KJ1111HII14KaTa C11111Ka . nopaA111 TOa 
pe3y11TaTII1Te rpe6a Aa KOp111cTaT caMo KaKo 80A1114 80 A03111pafbe , 3aeAHO co APYrii1Te 
KJ1111HII14KII1 111 11a6opaTop111CKII1 napaMeTpll1. 
3a 8peMe Ha TpeTMaHOT co Sandimmun Neoral noTpe6Ho e C11eAefbe Ha Kp8HII10T 
np111TII1COK, AOK011KY TOj ce nOKa4111 rpe6a Aa ce 8088Ae aHTII1XII1nepTeH31118Ha Tepan111ja . 
6111AejK111 , 80 peTKII1 c11y4a111, Sandimmun npeA11138111Ky8a pe8ep3111611111HO He3Ha4111Te11HO 
3ro11eMy8afbe Ha MaCTII1Te 80 Kp8Ta, ce npenopa4y8a Aa ce npo8epaT MaCTII1Te npeA 
TpeTMaHOT 111 noc11e 1 MeCel...l OA TpeTMaHOT. ,QOK011KY AOjAe AO noKa4y8afbe Ha MaCTII1Te 
ce npenopa4y8a A1118Ta11Ha 111CXpaHa 6e3 MaCT111, a AOK011KY e noTpe6HII1 111 P8AYKL...1111ja Ha 
A03aTa . 
l4111Knocnop111HOT ro 3ro11eMy8a p1113111KOT OA x111nepKa11eM111ja, oco6eHo Kaj nal...III18HTII1Te co 
6y6pe)f(Ha A111ccpyHKL...1111ja. noTpe6Ho e noce6Ho 8HII1MaHII1e Kora l...III1K110cnop111HOT ce Aa8a 
3aeAHO CO 118K08111 KOII1 WTeAaT Ka11111YM (np. A111ypeTII1l...lll1 WTeAa4111 Ha Ka11111YM , AKE 
111HXII16111TOp111, aHreoTeH3111H II peL...~emop aHTaroHII1CT) 111 11eK08111 KOII1 3aAp)f(y8aar Ka11111yM , 
KaKO 111 nal...III18HTII1 KOII1 ce Ha AII18Ta 6oraTa CO Ka11111YM (8111A111 A811 4.5. VlHTepaKL...1111111 CO 
APYrll1 118K08111 111 APYrll1 cpopM111 Ha 111HTepaKL...1111111) . Bo 08111e c11y4a111 HeonXOAHa e KOHTpo11a 
Ha HII180TO Ha Ka11111yM. 
L4111Knocnop111HOT ro 3ro11eMy8a K11111peHCOT Ha MarHe3111yM. 08a 80A111 KOH CII1MnTOMaTcKa 
xll1noMarHe3eMII1a oco6eHo 80 nep111-TpaHcn11aHTal...III10HII10T nep1110A. nopaA111 Toa ce 
npenopa4y8a KOHTpo11a Ha HII180TO Ha MarHe3111YM 80 cepyMOT 80 nep111-
TpaHcn11aHTal...III10HII10T nep1110A, OC06eHO aKO nOCTOjaT Heyp0110WKII1 CII1MnTOMII1f3Hal...lll1 . 
,[\OK011KY e HeOnXOAHO Tpe6a Aa ce C03Aa8aaT cyn11eMeHTII1 Ha MarHe3111yM. 



noTpe6HO e noce6HO BHVIM8HVIe e K8j n81...1111eHTVI CO XVInepypVIKeMVIj8 . 

38 BpeMe H8 TpeTM8HOT CO l..IVIKJlOCnOpVIH, B8Kl..IVIHVITe MO>Ke A8 Ce nOM811KY ecpVIK8CHVI,8 

ynoTpe68 H8 >KVIBVI B8KL\VIHVI Tpe68 A8 Ce Vl36erHyB8. 

noTpe6HO e noce6HO BHVIM8HVIe 38 BpeMe H8 K0-8AMVIHVICTp8L\VIj8 H8 nepK8HVIAVInVIH CO 

l.lVIKJlocnopVIH (BVIAVI Aen 4.5. V1HTep8KL\VIVI co APYrVI neKOBVI VI APYrVI cpopMVI H8 

VIHTep8L\VIVI). 

[4VIKJ10CnOpVIHOT MO>Ke A8 ro nOK84VI HVIBOTO H8 npVIAPY>KHVITe neKOBVI KOVI ce cyncTp8T 

H8 P-rnVIKonpoTeVIH (Pgp), K8KO wTo e 811VICKVIpeH (BVIAVI Aen 4.5. V1HTep8KL\VIVI co APYrVI 

neKOBVI VI APYrVI cpopMVI H8 VIHTep8KL\VIVI). 

,QononH"'TenHa npeTna3n"'socT Kaj He-TpaHcnnaHT"'paH"'Te "'HA"'Ka'-'"'"' 
n8L\VIeHTVITe CO H8pyweH8 6y6pe>KH8 cpyHKL\VIj8 (CO VICK11Y40K K8j n8L\VIeHTVI CO 

HecppOTCKVI CVIHAPOM CO 6y6pe>KHO OWTeTYB8fbe), HeKOHTp011VIp8H8 XVInepTeH3VIj8 , 

HeKOHTp011VIp8H8 V1HcpeKL.IVIj8 VIJlVI 6VIJ10 K8KOB M811VIrHOM He Tpe688T A8 npVIM88T 

L\VIKllOCnOpVIH . 

,QonOJ1H"'TeJ1Ha npeTa3Jl"'BOCT Kaj eH.QOreH yse"'T"'C 
6VIAejKVI S8ndimmun Neor81 MO>Ke A8 j8 H8pywVI 6y6pe>KH8T8 cpyHKL\VIj8, HeonxoAHO e 

4eCTO A8 Ce CJleAVI 6y6pe>KH8T8 cpyHKL\VIj8 VI AOKOllKY AOjAe AO nOK84YB8fbe H8 

cepyMCKVIOT Kpe8TVIHVIH 38 noBeKe OA 30% OA OCHOB8H8 J1VIHVIj8 , H8 nOBeKe OA eAHO 

Mepel-be, Tpe68 A8 ce H8M811VI A038T8 H8 S8ndimmun 38 25 AO 50%. OsVIe npenop8KII1 

B8>K8T VI 8KO BpeAHOCTVITe ce BO rp8HVIL.18 H8 HOpM8118. 

V1CKYCTBOTO 38 ynoTpe68 H8 S8ndimmun K8j Ael.\8 co eHAOreH yseVITVIC e 11VIMVITV1p8HO. 

,QonOJ1H"'TeJ1Ha npeTna3Jl"'BOCT Kaj HecppOTCK"' C"'HAOPM 
6VIAejKVI S8ndimmun Neor81 MO>Ke A8 j8 H8pywVI 6y6pe>KH8T8 cpyHKL\VIj8 , HeonXOAHO e 

4eCTO A8 ce CJleAVI 6y6pe>KH8T8 cpyHKL\VIj8 VI AOKOllKY AOjAe AO nOK84YB8fbe H8 

cepyMCKVIOT Kpe8TVIHVIH 38 noBeKe OA 30% OA OCHOBHVITe BpeAHOCTVI, H8 noBeKe OA 

eAHO Mepel-be, A038T8 H8 S8ndimmun Tpe68 A8 ce H8M811VI 38 25 AO 50%. n8l..IVIeHTVITe 

CO 86HOpM811HVI OCHOBHVI BpeAHOCT, VIHVIL\VIj811HO Tpe68 A8 ce TpeTV1p88T CO 

2,5Mr/KrfAeH VI BHVIM8Tel1HO Tpe68 A8 ce ClleA8T. 

K8j HeKOVI n8l.lVIeHTVI, TewKo e A8 ce AeTeKTV1p8 S8ndimmun Neor81-VIHAVIL\VIP8H8 

6y6pe>KH8 AV1CcpyHKL\VIj8 nop8AVI T08 WTO npoMeHVITe Ce VICTVI K8KO CO C8MVIOT 

HecppoTCKVIOT CVIHAPOM. 0B8 o6j8CHYB8 30WTO, so peTKVI cny48VI, S8ndimmun Neor81-

8COL\VIP8HVITe npoMeHVI H8 6y6pe>KH8T8 CTPYKTYP8 He ce np8TeHVI co noK84YB8fbe H8 

cepyMCKVIOT Kpe8TVIHVIH . 6VIOnCVIj8 H8 6y6per Tpe68 A8 Ce 3eMe BO npeABVIA K8j 

n8L\VIeHTVI CO CTepOVIA-38BVICH8 HecppOn8TVIj8 CO MVIHVIM8J1HVI npOMeH111, K8j KOVI 

TpeTM8HOT co S8ndimmun Neor81 Tp8en nosel(e OA eAH8 rOAVIH8 . 

K8j n8L\VIeHTVI CO HecppOTCKVI CVIHAPOM TpeTV1p8H CO VIMYHOCynpeCVIBHVI neKOBVI 

(BK11Y4YB8jKVI l..IVIKllOCnOpVIH) nospeMeHO ce npV1j8BYB88T Cl1Y48VI H8 M811VIrHOM 

(BK11Y4YB8jKVI VI XOA4KVIH JlVIMcpOM). 

AononH"'TenHa npema311"'BOCT Kaj na~..t"'eHT"' co peyMaTO"'AeH apTp"'T"'c 
6VIAejKVI S8ndimmun Neor81 MO>Ke A8 j8 H8pywVI 6y6pe>KH8T8 cpyHKL\VIj8, cepyMCKVIOT 

Kpe8TVIHVIH Tpe68 A8 ce MepVI H8jM811KY AB8 n8TVI npeA TpeTM8HOT, nOT08 H8 2 HeAeneH 

VIHTepB8J1 BO npBVITe TpVI MeCel.\VI OA TpeTM8HOT,8 nOT08 eAH8W MeCe4HO. nocne 6 
MeCel.\VI OA Tep8nVIj8T8, cepyMCKVIOT Kpe8TVIHVIH Tpe68 A8 Ce MepVI H8 CeKOVI 4 AO 8 
HeAellVI BO 38BVICHOCT OA COCTOj68T8 H8 6oneCT8, KO-MeAVIK8MeHTVITe VI npVIAPY>KHVITe 

6oneCTVI. no4eCTVI nposepKVI Ce HeOnXOAHVI AOKOllKY ce 3roneMeHVI A03VITe H~ 
S8ndimmun Neor81, Kor8 e 38n04H8TO 38eAHO co npVIAPY>KHVI HecTepOVIAHVI 8HT ,~ J~. M -4 -t ~ 
V1Hcpl18M8TOpHV1 neKOBVI VlllVI Kor8 HVIBH8T8 A038 Ke ce 3roneMVI. .:t c··<5',o 3-4 ll' "¢ 
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,[I,OKOnKy cepyMCK1110T KpeaTII1HII1H Ce 3roneMII1 3a n089Ke OA 30% OA OCH08HII1Te 
8p9AHOCT111, Ha no8eKe OA SAHO Mepet-be, noTpe6HO e Aa ce PSAYL\111Pa A03aTa. AKO 
ceyMCKII10T KpeaTII1HII1H ce 3roneMII1 3a no8eKe OA 50% 3aAOn>KII1TenHo e HaMany8aH>e Ha 
A03aTa 3a 50o/o. 081119 npenopaKII1 8a>KaT 111 aKO 8p9AHOCTII1T9 ce 80 rpaHII1L\a Ha 
HOpMana. AKO 111 no HaMany8al-be Ha A03aTa, nocne SASH MSCSL\ He ce HaManll1 HII180TO 
Ha KpeaTII1HII1HOT, TpeTMaHOT MOpa Aa ce npeKII1He. 
neKOT 111CTO TaKa Tpe6a Aa ce npeKII1H9 aKO 3a 8peMe Ha TpSTMaHOT HaCTanll1 
Xll1nepTeH3111ja Koja He MO>Ke Aa ce peryn111pa co aHTII1XII1nepTeH31118Ha Tepan111ja. 
KaKo 111 APYrii1Te AOnroTpajHII1 111MyHocynpecii18HII1 TpeTMaHII1 (8KnY4Y8ajKII1 L\111Knocnop111H) 
3roneMeH e p1113111KOT 3a n111Mcponpon111cpepaTII18HII1 Hapywy8al-ba. noce6Ho 8HII1MaHII1e 
Tpe6a Aa Ce o6pHe aKO L\111KnOCnOp111t-~OT ce KOp111CTII1 80 KOM6111Hal..\111ja CO MSTOTpeKCaT. 

,[J,onoJlHHTeJlHa npeTna3JlHBOCT Kaj na~HeHTH co ncopHja3a 
5111AejKII1 Sandimmun Neoral MO>Ke Aa ja Hapyw111 6y6pe>t<HaTa cpyHKL\111ja, cepyMCKII10T 
KpeaTII1HII1H Tpe6a Aa ce Mep111 HajManKy A8a naTII1 npeA TpeTMaHOT, nOTOa Ha 2 HSAeneH 
111HT9p8an 80 np8111Te Tp111 MSCSL...\111 OA TpeTMaHOT. ,[I,OKOnKy 8p9AHOCTII1T9 Ha KpeaTII1HII1H 
Ce CTa6111nH111, Mepet-beTO Tpe6a Aa Ce npa8111 SAHaW M9C94HO. ,[I,OKOnKy 8p9AHOCTII1Te Ha 
KpeaTII1HII1HOT Ce 3roneMaT 111 OCTaHaT n08111COKII1 3a 30% OA OCH08HII1T9 8p9AHOCT111, 
1113MepeHo no8eKe OA eAHaw, A03aTa Ha Sandimmun Neoral Mopa Aa ce HaManll1 3a 25 
AO 50%. 081119 npenopaKII1 8a>KaT 111 aKO 8p9AHOCTII1T9 ce 80 rpaHII1L\a Ha HOpMana. AKO 111 
no HaMany8al-be Ha A03aTa, nocne SASH MSCSL\ He Ce HaManll1 HII180TO Ha KpeaTII1HII1HOT, 
TpeTMaHOT MOpa Aa Ce npeKII1He. 
neKOT 111CTO TaKa Tpe6a Aa Ce npeKII1H9 aKO 3a 8peMe Ha TpeTMaHOT HaCTanll1 
Xll1nepTeH3111ja Koja He MO>Ke Aa ce peryn111pa co aHTII1XII1nepTeH31118Ha Tepan111ja. 
nocTap111 nal..\111SHTII1 Tpe6a Aa ce TpeT111paaT caMo 80 cny4aj Ha oHe803Mo>Ky8a4Ka 
ncop111ja3a 111 Kaj Hll18 6y6pe>t<HaTa cpyHKL\111ja Tpe6a Aa ce cneA111 co noce6Ha 
8HII1MaTenHOCT. 
Kaj nal..\1119HTII1T9 CO ncop111ja3a KOII1 np111MaaT L\111KnOCnOp111H, KaKO 111 Kaj Tll19 KOII1 np111MaaT 
KOH89HL\1110HanHa 111MYHOCynpeCII18Ha Tepan111ja, np111ja8SHII1 ce cny4all1 CO pa380j Ha paK 
(oco6eHo Ha Ko>t<a) . npoMeHII1 Ha KO>Ka KOII1 He ce Tll1nii14HII1 3a ncop111ja3a, KOII1 nll14aT Ha 
Manll1rHoM 111n111 npe-Manll1rHOM, Tpe6a Aa ce 6111onc111paaT npeA Aa 3ano4He TpeTMaHoT 
co Sandimmun Neoral. nal..\111SHTII1Te co Manll1rHII1 111n111 npeManll1rHII1 anTepal...\111111 Ha 
KO>KaTa Tpe6a Aa ce TpeT111paaT CO Sandimmun Neoral 9AII1HCT89HO nocne COOA89T9H 
TpeTMaH Ha Jle3111111Te 111n111 aKo He nocTOII1 Apyra ycnewHa Tepan111ja. 
Kaj HeKonKy nal..\111SHTII1 co ncop111ja3a, TpeT111paHII1 co Sandimmun, np111ja8eH111 ce 
n111Mcponpon111cpepaTII18HII1 Hapywy8aH>a. T111e 6111ne 1113no>KeHII1 Ha 6p3o npeKII1Hy8aH>e Ha 
A03aTa. 
nal..\111SHTII1Te KOII1 np111MaaT Sandimmun Neoral He Tpe6a Aa AOnonHII1TenHo Aa ce 3pa4aT 
CO ynTpa81110neT08111 5 3pal..\111 111n111 Aa nOAnS>KaT Ha nYBA cpOTOX9MOTepanll1ja. 

,IJ,onoJlHHTeJlHa npeTna311HBOCT Kaj aTonw~eH AepMaTHTHC 
5111AejK111 Sandimmun Neoral MO>Ke Aa ja Hapyw111 6y6pe>t<HaTa cpyHKL\111ja, cepyMCKII10T 
KpeaTII1HII1H Tpe6a Aa Ce Mep111 HajManKy A8a naTII1 npeA TpSTMaHOT, nOTOa Ha 2 HSAeneH 
111HT9p8an 80 np8111T9 Tpll1 MSCSL...\111 OA TpeTMaHOT. ,[I,OKOnKy 8p9AHOCTII1T9 Ha KpeaTII1HII1H 
ce CTa6111nH111, Mepet-bSTO Tpe6a Aa ce npa8111 SAHaW M9C94HO. ,[I,OKOnKy 8p9AHOCTII1T9 Ha 
KpeaTII1HII1HOT Ce 3roneMaT 111 OCTaHaT n08111COKII1 3a 30% OA OCH08HII1T9 8PSAHOCT111, 
1113MepeHo no8eKe OA eAHaw, A03aTa Ha Sandimmun Neoral Mopa Aa ce HaManll1 3a 25 
AO 50%. 081119 npenopaK111 8a>KaT 111 aKO 8p9AHOCTII1Te ce 80 rpaHII1L\a Ha HOpMana. AKO 111 
no HaMany8al-be Ha A03aTa, nocne SASH MSCSL\ He ce HaManll1 HII180TO Ha KpeaTII1HII1HOT, 
TpSTMaHOT MOpa Aa ce npeKII1H9. ~f~~-... 
neKOT 111CTO TaKa Tpe6a Aa Ce npeKII1He aKO 3a 8peMe Ha TpSTMaHOT l;:laCTanw, 7.<j ~ ~ 
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Xl.1nepreH31.1j8 KOj8 He MO>Ke A8 ce peryn1.1p8 co 8HTI.1XI.1nepreH31.1BH8 rep8nl.1j8 . 
V1CKYCTBOTO 38 ynorpe68 H8 S8ndimmun Neor81 K8j Ae~8 co 8TOnl.14eH AepM8TI.1TI.1C e 
ni.1MI.1T1.1p8HO. 
nocr8p1.1 n8~1.1eHTI.1 rpe68 A8 ce rper1.1p88T C8MO so cny4~ H8 oHeB03MO>t<yB84K8 
ncop1.1j838 1.1 K8j HI.1B 6y6pe>t<H8T8 cpyHK~I.1j8 rpe68 A8 ce cneAI.1 co noce6H8 
BHI.1M8TenHOCT. 
5eH1.1rH8T8 ni.1M¢oAeHon8TI.1j8 4ecro e 8C0~1.1p8H8 co snowyB8fbe H8 8TOni.14HI.10T 
AepM8TI.1TI.1C 1.1 1.1C4e3HYB8 cnoHT8HO 1.1n1.1 co reHep8nHo noAo6pyB8fbe H8 6onecr 8. 
ni.1M¢8AeHon8TI.1j8T8 386ene>t<8H8 38 speMe H8 rperM8H co ~1.1Knocnop1.1H rpe68 A8 ce 
cneAI.1 . n1.1M¢8AeHon8TI.1j8T8 KOj8 nep31.1CT1.1p8 1.1 noKp8j noAo6pys8fbe H8 6onecr 8 
rpe68 A8 ce 1.1Cni.1T8 co 61.1onc1.1j8 3a Aa ce 1.1CKnY41.1 n1.1McpOM. 
npeA Aa ce 3ano4He co rperMaH co Sandimmun Neoral rpe6a Aa ce 1.1C41.1CTI.1 8KTI.1BeHa 
xepnec CI.1MnnKec 1.1HcpeK~I.1ja, HO AOKOnKy ce nojas1.1 3a speMe Ha rperMaH He e 
HeOnXOAHO Aa ce npeKI.1He CO repan1.1ja , CO 1.1CKnY40K H8 TeWKa 1.1HcpeK~I.1ja. 
V1HcpeK~I.11.1 Ha KO>Ka co Staphylococcus aureus He ce anconyrHa KOHrpa1.1HAI.1Ka~l.1j a 3a 
repan1.1ja 3a Sandimmun Neor81, HO rpe68 Aa ce rper1.1p88T co COOABeTHI.1 
aHTI.168KTep1.1CKI.1 neKOBI.1. OpanHo np1.1MeH ep1.1rpoMI.1~1!1H 1.1Ma noreH~1.1jan Aa ja 3roneMI.1 
KOH~eHrpa~1.1jara Ha ~1.1Knocnop1.1HOT so Kpsra (B1.1AI.1 Aen 4.5. V1Hrep8K~I.11.1 co APYrl.1 
neKOBI.1 1.1 APYfl.1 cpopM1.1 H8 1.1HTepa~1.11.1) na nopaAI.1 roa rpe6a Aa ce 1.136erHysa 1.1n1.1 
AOKOnKy HeMa Apyra anrepHaTI.1Ba ce npenop84ysa Aa ce cneAI.1 KOH~eHrpa~l.1j8Ta Ha 
~1.1KnOCnOp1.1H BO KpBT8, 6y6pe>t<HaTa cpyHK~I.1ja 1.1 HeC8K8HI.1Te ecpeKTI.1 OA 
~1.1KnOCnOp1.1HOT. 

na~l.1eHTI.1Te KOI.1 np1.1Maar Sandimmun Neor81 He rpe6a Aa AOnonHI.1renHo Aa ce 3pa4ar 
CO ynrpaBI.10neTOBI.1 5 3pa~l.1 1.1n1.1 Aa nOAne>KaT Ha nYBA cpOTOXeMOTepanl.1ja . 

4.5 HHTEPAKL.JHH 

~Hrep8KL.II.11.1 co xp8H8 
06jaseHo e AeK8 coK OA rpencppyr, 3eMeH 3aeAHO co neKOT, ja 3roneMyB8 
61.10pacnonO>Kni.1BOCTa Ha ~1.1KnOCnOp1.1HOT. 

~HTepaKL.11.11.1 CO JleKOBI.1 
0A MHOryre np1.1jaBeH1.1 neKOBI.1 KOI.1 WTO Bnl.1jaaT Ha ~1.1KnOCnOp1.1HOT , nOAOny ce 
HaBeAeHI.1 Tl.1e WTO Ce aAeKBaTHO AOKa>KaHI.1 1.1 1.1MaaT Kn1.1HI.14KO 3Ha4afbe. 
Ce 3H8e AeK8 H8jp83ni.14HI.1 neKOBI.1 1.1n1.1 ro 3roneMysaar 1.1n1.1 ro H8Manysaar HI.1BOTO Ha 
~1.1Knocnop1.1H so nna3Mara 1.1n1.1 ~enoKynHara Kps npeKy 1.1HXI.161.1palbe 1.1n1.1 1.1HAYK~I.1ja Ha 
eH31.1MI.1 BKny4eHI.1 so Mera6oni.13MOT Ha ~1.1Knocnop1.1H , KOHKperHo CYP3A4. 
L\1.1Knocnop1.1HOT 1.1cro raKa e 1.1HXI.161.1rop Ha CYP3A4 1.1 P-rni.1Konporei.1H 1.1 MO>Ke Aa ro 
3roneMI.1 HI.1BOTO Ha np1.1APY>KHI.1Te neKOBI.1 KOI.1 ce cyncrpaT Ha OBOj eH31.1M 1.1/1.1n 1.1 
rp8Hcnoprep. 

fleKoeu Kou ao HaManyeaam Hueomo Ha u,wmocnopuH 
6ap61.1rypaT1.1, K8p6aM83eni.1H , OKCKap683eni.1H , cpeHI.1TOI.1H; Hacp~1.1ni.1H , cyncpaAI.1MI.1AI.1H 
1.1.B. ; p1.1cpaMni.1~1.1H , OKTpeOTI.1A, npo6yKOn, opn1.1CTaT, KaHTap1.10HOBO MaCnO, 
TI.1Knoni.1AI.1H, cyncp1.1Hn1.1pa30H, rep61.1Hacp1.1H , 6oceHraH 

fleKoeu KOU ao 3aoneMyeaam Hueomo Ha u,wmocnopuH 
M8Kponi.1AHI.1 aHTI.161.10TI.1~1.1 (np.ep1.1rpoMI.1~1.1H , a31.1TpOMI.1~1.1H 1.1 Kn8p1.1rpoMI.1~1.1H) , 
KeTOKOHa3011 , cpnyKOHa30n, 1.1TpaKOHa30n, BOp1.1KOHa30n; Al.1nTI.1a3eM, HI.1KapA1.1ni.1H, 
sepanaMI.1n, MeToKnonpaMI.1A; opanHI.1 KOHrpa~emi.1BI.1 , AaHa3on, MeTI.1nnpeAHI.130noH 



(8~COK~ A03~); anonyp~Hon , aM~OAapoH , xon~4Ha K~cen~Ha ~ Hej3~H~ Aep~8aT~ . 
npoTea3a ~X~6~TOp~; ~MaT~H~6; KOnX~LI~H ; Hecpa30AOH. 

,[Jpyau peneeaHmHu uHmepaKu,uu co neKoeu 
w~Knocnop~HOT 8H~MaTenHO Tpe6a Aa ce 3eMa co APYr~ neK08~ KO~ noKa~y8aaT 
HecppOTOKC~4Ha C~Hepr~ja, KaKO WT ce: aM~HOrn~K03~A~ (8KnY4Y8ajK~ reHTaM~l..I~H , 
T06paM~l..I~H) , aMcpOTep~l..I~H o, l..l~npocpnOKCal..I~H, 8aHKOM~l..I~H , Tp~MeTonp~M 
(+cyncpaMeTOKCa30n); HeCTepo~HA~ aHT~~HcpnaMaTOpH~ neK08~ ( 8Kny4y8ajK~ 
A~KnocpeHaK, HanpoKceH, cyn~HAaK) ; MencpanaH, x~cTaM~H H2 pel..lemop aHTaroH~CT 
(np. LI~MeT~A~H , paH~T~A~H) ; MeTOTpeKCaT (8~A~ Aen 4.4 noce6H~ MepK~ Ha 
npema3n~80CT ~ npeAynpeAy8a1-be). 
Tpe6a Aa ce ~36erHy8a JeMal-be Ha l..I~Knocnop~H JaeAHO co TaKpon~Myc nopaA~ Toa 
WTO ro 3rOneMy8a nOTeHL.I~janOT 3a HecppOTOKC~4HOCT. 

111CT08peMeHa aAM~H~CTpal..l~ja Ha H~cpeA~n~H ~ LI~Knocnop~H MO~e Aa pe3ynT~pa CO 
JroneMeHa cTanKa Ha r~Hr8~HanHa x~nepnna3~ja 80 cnopeA6a co Kora LI~Knocnop~HOT 
ce Aa8a caM. 

nocne aAM~H~CTp~pal-be Ha l..I~Knocnop~H JaeAHO co nepKaH~A~n~H , AUG Ha 
nepKaH~A~n~H ce JroneM~no 3 naT~. a AUG Ha LI~Knocnop~H Ja 21%. nopaA~ Toa ce 
npenopa4y8a roneMo 8H~MaH~e Kora ce KO-aAM~H~CTp~pa LI~Knocnop~H co 
nepKaH~A~n~H (8~A~ Aen 4.4 noce6H~ MepK~ Ha npema3n~80CT ~ npeAynpeAy8al-be). 

w~Knocnop~HOT e MOKeH Pgp ~Hx~6~TOP ~ MO~e Aa ro 3roneM~ H~80TO , 80 Kp8 , Ha 
np~APY~H~Te neK08~ KO~ ce cyncTpaT~ Ha Pgp, KaKO WTO e an~CK~peH . nocne 
aAM~H~CTp~pal-be Ha LI~Knocnop~H co an~cK~peH , Gmax Ha an~cK~peH ce JroneM~n 3a 
OKony 2.5 naT~ ~ AUG oKony 5 naT~. MefyToa, cpapMaKOK~HeT~4K~Te KapaKTep~cT~K~ 
Ha LI~Knocnop~HOT He 6~ne 3Ha4ajHo ~3MeHeT~ . nopaA~ Toa ce npenopa4y8a roneMo 
8H~MaH~e KOra ce KO-aAM~H~CTp~pa LI~KnOCnop~H CO an~CK~peH (8~A~ Aen 4.4 
noce6H~ MepK~ Ha npema3n~80CT ~ npeAynpeAy8al-be). 

np~APY~eHa aAM~H~CTpal..l~ja Ha LI~Knocnop~H co A~KnocpeHaK pe3ynT~pana co 
c~rH~cp~KaHTHO 3roneMy8al-be Ha 6~opacnono~~80CTa Ha A~KnocpeHaK npocneAeHa 
co pe8ep3~6~nHo Hapywy8al-be Ha 6y6pe~HaTa cpyHKL.I~ja . 3roneMy8al-be Ha 
6~opacnono~~8ocTa Ha A~KnocpeHaKoT Haj8epo8aTHO e npeA~38~KaHo co 
HaMany8al-be Ha ecpeKT~Te Ha np8 npeM~H . .QoKonKy HecTepo~AH~Te 
aHT~~HcpnaMaTopH~ neK08~ co H~30K ecpeKT Ha np8 npeM~H (np.al..leT~ncan~l..l~nHa 

K~cen~Ha) ce AaAeH~ JaeAHO co LI~Knocnop~H. He ce 04eKy8a noKa4y8al-be Ha H~8HaTa 
6~opacnono~~80CT. 

w~KnOCnOp~HOT MO~e Aa ro HaMan~ Kn~peHCOT Ha A~rOKC~HOT, KOnX~l..IHOT , 

npeAH~JonoHoT, HMG-GoA peAyKTa3a ~Hx~6~Top~ (cTaT~H~) ~ eTonoc~A-

Kaj HeKOnKy nal..l~eHT~ KO~ 3eMane A~rOKC~H , nocne HeKOnKy AeHa OA n04eTOK Ha 
Tepan~jaTa Ce pa38~na TeWKa cpopMa Ha TOKC04HOCT OA A~r~Tan~COT. 111CTO TaKa 
o6ja8eHo e AeKa LI~Knocnop~HOT ~Ma noTeHL.I~jan Aa r~ JroneM~ TOKC~4H~Te ecpeKT~ 
Ha KOnX~l..I~HOT KaKO WTO ce M~OnaT~a ~ HeyponaT~a. OC06eHO Kaj nal..l~eHT~ CO 
6y6pe~Ha A~CcpyHKL.I~ja . ,[\OKOnKy A~rOKC~HOT ~n~ KOnX~LI~HOT ce KOp~CTaT 3aeAHO CO 
l..I~KnOCnOp~HOT, noTpe6Ha e npeTna3n~80CT KaKO paHO 6~ Ce AeTeKT~pane TOKC~4H~Te 
MaH~cpecTal..l~~ Ha A~rOKC~HOT ~n~ KOnX~LI~HOT ~ 6~ ce HaMan~n~e ~n~ npeK~H .JP.;;.---:::""...._ 

~ . 
A03~Te . ~.-<.. "0( 

~(p 
IQ~ 

>t t 12 c 



n~.o1Tep8-ryp8T8 Ill nOCTM8pKeTIIIHCKIIITe o6j8BeHIII cny'-l8111 38 MIIIOTOKCIIII.JHOCT, BKnY'-lYB8jKIII 

6onK8 BO MYCKyniiiTe Ill Cn860CT, MIII03111TIIIC Ill p86AOMIIIOnlll38 nocne np111APY>KH8 

8AMIIIHIIICTp8~111j8 H8 ~IIIKnOCnOpiiiH CO nOB8CT8TIIIH, CIIIMB8CT8TIIIH , 8TOpB8CT8TIIIH , 

np8B8CT8TIIIH 111 peTKO cpnyB8CT8TIIIH. Kor8 os111e neKOBIII ce A8B88T 38eAHO co 

~IIIKnocnopiiiH Tpe68 A8 ce H8M8n8T HIIIBHIIITe A03111 cnopeA npenop8KIIITe. Tep8nlllj8T8 co 

CT8TIIIHIII Tpe68 npiiiBpeMeHO A8 ce npeKI/IHe K8j n8~1/1eHTIII CO 3H8~111 111n111 CIIIMnTOMIII 38 

MIIIOn8TIII8 111n111 K8j Tille CO p1113111K cp8KTOplll 38 TeWK8 cpOpM8 H8 6y6pe>KHO OWTeTJ'B81-be, 

BKnY'-lYB8jKIII 6y6pe>KH8 cn860CT CeKYHA8pHO OA p86AOMIIIOnlll38. 

80 CTJ'AIIIIIITe 38 KOpiiiCTel-be H8 esepO; liiiMYC 111n111 ClllpOniiiMYC BO KOM6111H8~111j8 CO nonH8 

A038 H8 ~IIIKnOCnOpiiiH 38 MIIIKpOeMymlllj8 386ene>K8HO e nOK8'-lYB81-be H8 BpeAHOCTIIITe 

H8 cepyMCKIIIOT Kpe8TIIIHIIIH. EseponiiiMYC Ill ClllpOniiiMYCOT IIIM88T MIIIHIIIM8nHIII ecpeKTIII 

sp3 cp8pM8KOKIIIHeTIIIK8T8 H8 ~IIIKnocnopiiiHOT. Ko-8AMIIIHIIICTp8~111j8T8 H8 ~IIIKnocnopi!IH , 
ClllfHIIIcpiiiK8HTHO fill nOK8'-lyBa HIIIB08T8 H8 esepOniiiMYC Ill ClllpOniiiMYC BO KpBT8 . 

noTpe6H8 e npeTn83niiiBOCT 38 npiiiAPY>KHO KOpiiiCTel-be H8 neKOBIII KOIII WTeA8T K8nlllyM 

(np .AIIIypeTIII~III KOIII wTpeA8T K8nlllyM, AKE IIIHXIII6111TOplll, 8Hrl!loTeH3111H II pe~emop 
aHT8fOHIIICTIII) 111n111 neKOBIII KOIII 38AP>KYB88T K8nlllyM nop8AIII T08 WTO MO>K8T A8 

npeA1113BIIIK88T 3H8'-l8jHO nOK8'-lYB81-be H8 cepyMCKIIIOT K8nlllyM (BIIIAIII Aen 4.4 noce6HIII 

MepKIII H8 npeTn83niiiBOCT 111 npeAynpeAYB81-be). 

l_\IIIKnOCnOpiiiHOT MO>K8 A8 j8 3roneMIII nn83M8 KOH~eHTpa~llljaT8 Ha panarni!IHIIIA CO WTO 

ro 3roneMyB8 p1113111KOT OA XlllnOrniiiKeMIIIj8 . 

npenopaKIII 
,lJ,OKOnKy He MO>Ke A8 ce 1!136erHe ynoTpe68T8 H8 neKOBI/ITe KOIII ce BO IIIHTepaK~IIIja CO 

~IIIKnOcnopiiiHOT , Toraw Tpe68 A8 ce cneA8T cneAHIIIBe npenop8KIII: 

38 BpeMe Ha np111APY>KH8T8 Tep8nlllj8 CO neKOBU KOU MO>Kam Oa M8HUcj:Jecmupaam 
Hecj:JpomOKCUlfHama CUHepauja, Tpe68 A8 Ce cneAIII 6y6pe>KH8Ta cpyHK~IIIj8 (KOHKpeTHO 

cepyMCKIIIOT Kpe8TIIIHIIIH). ,lJ,OKOnKy AOjAe AO 3H8'-l8jHO H8pywyBal-be H8 6y6pe>KH8T8 

cpyHK~IIIj8, A03aTa H8 K0-8AMIIIHIIICTplllp8HOT neK Tpe68 A8 ce H8M8nlll 111n111 A8 ce A8Ae 

8nTepH8TI/IBeH TpeTM8H. 

K8j pe~lllnllleHTIII H8 rp8cpT 11130nlllp8HIII ce cny'-l8111 H8 roneMo HO pesep31!16111nHo 

H8pywyB81-be H8 6y6pe>KH8T8 cpyHK~IIIj8 (co noK8'-lYB81-be H8 cepyMCKIIIOT KpeaTIIIHIIIH) 

nocne np111APY>KH8 8AMIIIHIIICTp8~111j8 H8 Aepi!IB8TIII H8 cp1!16plll'-lH8 KIIICeni!IH8 

(np.6e38cp1!16p8T,cpeHocp1116p8T) . nop8AIII T08 K8j os111e n8~eHTIII MOp8 A8 ce cneAIII 

cpyHK~IIIj8T8 H8 6y6perOT. ,lJ,OKOnKy Ce noj8B8T 3H8~111 38 ClllfH111cp111K8HTHO H8pywyB81-be 

H8 6y6pe>KH8T8 cpyHK~IIIj8 KO-MeAIIIK8MeHTIIITe Tpe68 A8 Ce npeKI/IH8T. 

fleKoau Kou ja HaManyaaam unu 3aoneMyaaam 6uopacnono>Knuaocma Ha 
U,UI<flOCnOpUHOm: K8j Tp8HCnn8HTIIIp8HIII n8~1118HT Tpe68 I.JeCTO A8 ce Meplll HIIIBOTO H8 

~IIIKnOCnOpiiiH Ill AOKnKY e HeOnXOAHO nOTpe6HO e noAeCyB81-be H8 A038T8, oco6eHO 38 

speMe H8 BOBeAyB81-be 111n111 IIICKnY'-lYB81-be H8 KO-MeAIIIK8MeHTOT. K8j He­

Tp8HCnn8HTIIIp8HIII n8~1/1eHTIII AIIICKYT86111nHO e MOHIIITOplllp81-beTO H8 ~IIIKnOCnOpiiiHOT BO 

KpBT8 nop8AIII T08 WTO K8j OBI/Ie n8~111eHTIII OAHOCOT noMefy HIIIBOTO BO KpBT8 Ill 

KniiiHIII'-lKIIITe ecpeKTIII He e AOBOnHO AOK8>K8H. ,lJ,OKOnKy ce 3H8e AeK8 neKOT KOj ce A8B8 

ro nOK8'-lYB8 HIIIBOTO H8 ~IIIKnOCnOpiiiH BO KpBT8, noTpe6HO e I.JeCTO IIICniiiTYB81-be H8 



6y6pe>KHaTa cpyHKL...1111ja 111 8HII1MaTeilHO CileAefbe Ha l...III1KilOCnOp111H-n08p3aHII1 HeCaKaHII1 
ecpeKTII1 KOII1 MO>Ke Aa 6111AaT nOCOOA8eTHII1 80 cnopeA6a CO Mepefbe Ha HII180TO 80 Kp8. 

np111APY>KHaTa ynoTpe6a Ha HucjJeounuH Tpe6a Aa ce 11136erHy8a Kaj nal...lll1eHTII1 co 
rii1Hr8111HanHa x111enepnna3111ja KaKo HecaKaH ecpeKT Ha l...III1KilOCnop111HOT. 

HecmepouoHume aHmuuHcjJnaHamopHu neKoeu MO>KaT Aa npeTpnaT jaK MeTa6onll13aM 
Ha np8 npeMII1H (np.A111KilocpeHaK) na nopaA111 Toa Tpe6a Aa ce Aa8aaT 80 noManll1 A03a 
OTKOilKY Kaj nal...lll1eHTII1 KOII1 He np111MaaT l...I111KilOCnOp111H. 

,QoKOilKII1 A111rOKCII1HOT, KOI1XII1L...1111HOT 111n111 HMG-CoA peAyKTa3a 111HXII16111TOp111 ce 
ynoTpe6y8aaT 80 111CTO 8peMe CO l...liiiKilOCnOp111H, noTpe6HO e KI1111H'-!KO CileAefbe KaKO 
paHo 6111 ce AeTeKT111pane TOKCII1'-!HII1Te MaH111cpecTal...lll1111 Ha neKoT 111 6111 ce HaMan111ne 111n111 
npeKII1Hane A03111Te. 

4.6 SPEMEHOCT 111 P,OEibE 

6peMeHOCT 
CTYA111111Te Ha >KII180TH111 noKa>Kane penpOAYKTII18Ha TOKCII1'-!HOCT Kaj cTaOpl...l111 111 3ajal...lll1 
(8111AII1 Aeil 5.3. npeTKI1111H111'-lKII1 6e36eAHOCHII1 noAaTOL...I111) 

111CKYCT80TO co Sandimmun Kaj 6peMeHII1 >KeHII1 e orpaHII1'-leHo. 5peMeHII1Te >KeHII1 K0111 
np111MaaT 111MyHocynpecii18Ha Tepan111ja nocne TpaHcnnaHTal...lll1ja, 8KilY'-lY8ajKII1 
l...III1KilOCnopii1H 111 APYrll1 Tepan111111 KOII1 8KilY'-lY8aaT 111MaaT p1113111K 3a npeA8peMeHo 
nopar'afbe (<37 HeAena). 

,QocTanHII1 ce orpaHII1'-leH 6poj Ha cny'-lall1 Ha Ael...la 1113IlO>KeHII1 Ha l...III1KI10cnop111H 
omp111n111Ka AO 7 roA111HII1 . Kaj 08111e Ael...la 3a6ene>KaHa e HOpManHa 6y6pe>KHa cpyHKL...1111ja 111 
HOpMaileH Kp8eH np111TII1COK. 

KaKO 111 AB e, HeMa aAeK88THII1 111 A06po KOHTpOI1111paHII1 CTYA111111 Kaj 6peMeHII1 >KeHII1 111 
nopaA111 Toa Sandimmun Neoral He Tpe6a Aa ce KOp111CTII1 3a 8peMe Ha 6peMeHOCT oc8eH 
aKO 6eHecp111TOT Ha MajKaTa e noroneM OA nOTeHL...1111jailHII10T p1113111K 3a cf:>eTYCOT. 

,Qoetbe 
[4111KilOCnOp111HOT npeMII1Hy8a 80 M8j'-lii1HOTO MileKO. MajKII1Te KOII1 ce Ha TpeTMaH Ha 
Sandimmun Neoral He Tpe6a Aa AOjaT. 

4. 7 E(J)EKTIII HA flEKOT BP3 YnPABYBAibE CO MOTOPHO B03111fl0 
lltflllt MAWIIIHA 

HeMa noAaTOL...III1 3a ecpeKToT Ha Sandimmun Neoral 8p3 cnoco6HocTa 3a ynpa8y8afbe 
CO MOTOpHO 803111Il0 111Illl1 MaWII1Ha. 

4.8 HECAKAHIII P,EJCTBA 

MHory OA HecaKaHII1Te ecpeKTII1 KOII1 ce no8p3aHII1 co l...III1KilOCnopii1HOT ce A03HO 3a8111CHII1 111 
ce no8neKy8aaT co HaMany8afbe Ha A03aTa. Bo MHOryTe 111HA111Kal...l111111 , roneMII10T cneKTap 
Ha HecaKaHII1 ecpeKTII1 reHepanHo e 111CT, HO KaKo 111 Aa e nocTojaT pa3Ilii1KII1 so 
111HL...1111AeHL...IaTa 111 Te>KII1HaTa. 3Ha'-!ajHa e 8111COKa 111H111l...lll1janHa A03a 111 AOilrOTO OAp>KyBafbe 



H8 Tep8nll1j8T8 noTpe6H8 nocne Tp8Hcnn8HT8l..ll!1j8, n8 nop8A111 T08 K8j 

Tp8HCni18HT1!1p8HI!1T9 n8l..II!19HTI!1 H9C8K8HI!1T9 ecpeKTI!1 Ce MHOry n049CTI!1 1!1 nOT9WKI!1 BO 

cnopeg68 co n8l..II!19HTI!1Te co gpyr111 1!1HA1!1K8L..11!11!1 . 

386ene>K8H8 e 8H8cp1!1Il8KTI!14H8 pe8KL..1111j8 nocne ltl .B. 8AMI!1HI!1CTP8l..lll1j8 (B111A111 gen 4.4 
noce6HII1 MepK111 H8 npeTn83Ili!1BOCT 111 npegynpegyB81-be). 

111HcpeKI...III'H1 H HHcpecTai...IHH 

n8l..II!19HTI!1T9 KOI!1 np1!1M88T 111MYHOcnynpeCI!1BH8 Tep8nl!1j8 , BKilY4YB8jKII1 L..1111KilOCnOp1!1H 1!1 

gpyr111 T9p8nl!11!1 KOI!1 BKI1Y4YB88T L..1111KilOCnOp1!1H 1!1M88T 3rOI19M9H p1!131!1K 38 1!1Hcp9KL..11!11!1 

(B111pycHI!1, 68KTep1!1CKI!1, r861!14HI!1 , n8p831!1TCK1!1) . Mo>Ke A8 ce j8B8T reHep8I11!131!1p8HI!1 111 

JlOK8Jll!131!1p8HI!1 1!1Hcp9KL..11!11!1 . 111Hcp9KL..11!11!1Te KOI!1 nOCTOeJle npeTXOAHO MO>K8T A8 ce 

BJ10W8T 1!1 MO>Ke A8 ce pe8KTI!1B1!1p8 ;lOI11!10M8B1!1pycoT 1!1 A8 AOBege AO noni!10M8B1!1pyc 

noBp38H8 Hecppon8TII1j8 (PVAN) ~ii11!1 JC BltlpycoT A8 AOBege AO JC noBp38H8 

nporpeci!1BH8 MYilT1!1cpOK8IlH8 neyKoeHLie¢8non8TI!1j8 (PML). np1!1j8BeH1!1 ce 111 cep1!103HI!1 

1!1/1!1J11!1 cp8T8JlHI!1 1!1CXOAI!1. 

ceHHrHH, MallHrHH H Hecnei...IHcpH'-IHH HeOnlla3MH (BKlly'-lyBajKH I...IHCTH H nOJlHnH) 

n8l..II!19HTI!1T9 KOI!1 np1!1M88T 1!1MYHOCnynpeCI!1BH8 T9p8nl!1j8 , BKilY4YB8jKI!1 L..1111KilOCnOp1!1H 1!1 

gpyr111 Tep8nl!11!1 KOI!1 BKI1Y4YB88T L..1111KilOCnOp111H 1!1M88T 3rOI19M9H p1!131!1K 38 p83BOj H8 

Il1!1McpoMI!1 111 Il1!1Mcponpon1!1cpep8TI!1BHI!1 H8pywyB81-b8 111 gpyr111 M8Ill!1rHOMI!1 , oco6eHo H8 

KO>K8T8 . YecToTo H8 M8Ill!1rHOCT ce 3roneMyB8 co 1!1HT9H31!1TeTOT 111 speMeTp8et-beTo H8 

Tep8nl!1j8T8 (B111AI!1 gen 4.4 noce6HII1 MepK1!1 H8 npeTn83I11!1BOCT 111 npegynpegyB81-be). 

HeKOj M8Ill!1rHI!1 3860I1YB81-b8 MO>K8T A8 6111A8T 1!1 cp8T8JlHI!1. 

Hec8K8HI!1Te gejcTB8 ce nogpegeHI!1 cnopeg 49CTOT8T8, no4HYB8jKI!1 og H8j4eCTI!1Te, H8 

CI19AHI!10B H841!1H: MHOry 49CTI!1 (~1/10), 49CTI!1 (~1/100 AO <1/10), nOM8IlKY 49CTI!1 

(~1/1000 AO <1/100) , peTKI!1 (~1/10 . 000 AO <1/1000), MHOry peTKI!1 (<1/10.000), 
BKilY4YB8jKII1 1!1 1!130I11!1p8HI!1 CI1Y481!1 . 

T86en8 1 
HapywyBatba BO KpBTa H llHMcpHHOT CHCTeM 

noM8IlKY 49CTI!1 AHeMI!1j8, TPOM60l..II!1ToneHI!1j8 

PeTKI!1 M1!1Kp08Hrl!1on8TCK8 X9MOI11!1TI!14K8 8HeMI!1j8 , 

X9MOJ11!1TI!149H ypeMI!149H CltlHApOM 

Hapywysatba so MeTa6om13aM H HcxpaHa 

MHory 4eCTI!1 X111nepn1!1ni!1AeMI!1j8 

YecTI!1 AHopeKcll1j8,XI!1nepyp1!1KeMII1j8, 

Xl!1nepK8JleMI!1j8,XI!1noM8rHe3eMI!1j8 

PeTKI!1 X111neprn111KeM1!1j8 

HapywyBatba Ha HepBHHOT CHCTeM 

MHory 4eCTI!1 TpeMop, rn8Bo6onK8 BKilY4YB8jKI!1 M1!1rpeH8 

YecTI!1 n8p8CT931!11!1 

noM8IlKY 49CTI!1 3H8L..11!1 38 eHL..Ie¢>8non8TII1j8 K8KO WTO ce 

KOHBYI131!11!1, KOHcpy31!1j8, ge3opeHT8l..lll1j8, 

H8M8IleH8 KOHT8KTI!161!1JlHOCT, 8ri!1T1!1p8HOCT, 

H9COHI!1L..18, H8pywyB81-b8 H8 BI!1AOT, 

KOpT1!1K8JlHO cnen111no, KOM8 , n8pe38, 

l..lepe6en8PH8 8T8KCI!1j8 

PeTKI!1 MOTOpH8 nOI11!1H9BpOn8TI!1j8 -
MHory peTKI!1 EgeM H8 OnTI!14KI!1 A111CK BKI1Y4YB~K-i-( r ~ ""i lr fi.. ...... :'\ '?. ) ,f/.j 
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nan111noeAeM, Blll3yenHIII Hapywysat-ba 
CeKyHAapHO OA 6eHIIIrHa IIIHTpaKpaHIIIjaKHa 
XlllnpTeH3111ja 

BacKynapHH Hapywysatba 
MHory l!eCTIII X111nepTeH3111ja 
racTpOHHTeCTHHailHH HapywyBatba 
YecTIII raAe~t>e, nospaKat-be, a6AOMIIIHanHa 6onKa, 

Allljapea, rlllrBIIIHanHa x111nepnna3111ja 
PeTKIII naHKpeaTIIITIIIC 
XenaTo6~~tnjapHH Hapywysatba 
YecTIII A6HopManHa xenaTanHa cpyHKL...IIIIja 
KmKHH "" noTKO>KHH Hapywysatba 
YecTIII X111nepTpiiiX03111C 
noManKy l!eCTIII AilepriiiCKIII IIICIIIn 
MyCKYilHOCeKileTHH lit CBp3HO TKHBHH Hapywysatba 
YecTIII rpl!eBIII, Mlllanrlllja 
PeTKIII Cna6ocT, MlllonaTIIIa 
PeHailHH "" yp~~tHapHH Hapywysatba 
MHory lleCTIII PeHanHa AlllccpyHKL...IIIIja 
HapywyBatba BO penpo,QyKTHBHHOT CHCTeM lit Ha ,QOjKH 
PeTKIII MeHcTpoanHIII Hapywysat-ba, riiiHeKOMaCTIIIa 
OnWTH HapywyBatba lit Ha MeCTO Ha anilHKaU,Hja 
YecTIII 3aMOP 
noManKy l!eCTIII EAeM, noKallyBat-be Ha TenecHa Te>KIIIHa 

,QpyrH HeCaKaHH peaKU,HH O,Q nOCT-MapKeTHHCKH HCKYCTBa 
npllljaBeHIII Ce nOCT-MapKeTIIIHWKIII CnOHTaHIII cnyl!alll Ha xenaTOTOKCIIIllHOCT Ill 
OWTeryBat-be Ha LIPHIIIOT AP06 BKilyllyBajKIII xonecTa3a, >KOnTIIIL...Ia , xenaTIIITIIIC Ill 
xenaTanHa cna6ocT Kaj nal...lllleHTIII TpeTIIIpaHIII co l...IIIIKilOcnopiiiH. noseKeTo np111jaseH111 
BKilyllyBaaT nal...lllleHTIII CO KO-MOp6111AIIITeTIII, CKpllleHIII COCTOj6111 Ill Apyrlll WTeTHIII cpaKTOplll 
BKilyllyBajKIII IIIHcpeKTIIIBHIII KOMnniiiKal...lllllll Ill KOMeAIIIKaMeHTIII CO xenaTOKCIIIl!eH 
noTeHL...IIIIjan. Bo HeKolll cnyl!alll , rnaBHO TpaHcnnaHTIIIpaHIII nal...lllleHTIII, np111jaseH111 ce 111 
cpaTanHIII IIICXOAIII (BIIIAIII Aen 4.4 noce6HIII MepKIII Ha npeTna3niiiBOCT Ill 
npeAynpeAyBat-be) . 

4.9 nPEP,03HPAibE 
LDSO Ha l...IIIIKilocnopiiiH, npiiiMeH opanHo, e 2,329 Mr/Kr Kaj rnyBL...IIII, 1 ,480 Mr/Kr Kaj 
CTaOpl...llll 111 >1 ,000 Mr/Kr Kaj Jajal...llll. 3a III.B. l...IIIIKilconopiiiH LDSO e 148 Mr/Kr Kaj rnyBL...IIII , 
104 Mr/Kr Kaj cTaOpl...llll 111 46 Mr/Kr Kaj Jajal...llll. 

C~~tMnTOMH 

VlcKYCTaBaTa co aKYTHO npeA03111pat-be co l...IIIIKilocnopiiiH ce orpaHIIIl!eHIII . OpanHa A03a 
Ha l...IIIIKilOCnOpiiiH do 1 Or ( OKOny 150Mr/Kr) Ce TOnep111pa CO penaTIIIBHO Man Ill KiliiiHIIIllKIII 
nocneAIIIL...III1 KaKo WTO ce nospaKat-be, nocnaHOCT, rnaso6onKa, TaXI!1KapA111ja 111 Kaj 
HeKonKy nal...lll1eHT1!1 TewKo pesep31!16111nHo Hapywysat-be Ha 6y6pe>KHaTa cpyHKL...1111ja. 
Mer'yToa cep11103HI!1 CI!1MnTOMI!1 Ha 1!1HTOKCI!1Kal...lll1ja ce np111jaseH111 nocne HeHaMepHo 
napeHTepanHO npeA031!1pat-be CO L...1111KI10CnOp1!1H Kaj npeABpeMeHO HOBOPOAeHI/1. 



TpeTMaH 
Bo Clf1Te cny4alf1 Ha npeA031f1palbe Tpe6a Aa ce cneAaT onwTif1Te MepKif1 3a 
npema3nlf180CT lf1 Aa ce nplf1MeHif1 Clf1MnTOMaTCKif1 TpeTMaH. Bo np81f1Te HeKonKy 4aca 
nocne opanHo Tpyelbe noTpe6Ho e cpopclt1paHo no8paKalbe lf1nlf1 racTplf14Ha na8a>Ka. 
l...\lf1Knocnoplf1HOT He ce Alf1janlf131f1pa 80 roneMa KOnlf141f1Ha Hlf1TY ce np041f1CTY8a co jarneHa 
xeMonepcpy31f1ja . 

5.0 <l>APMAKOflOWKIII OC06EHOCTIII 

5.1 C/JAPMAKO,IJ,HHAMCKH CBOJCTBA 
<t>apMaKoTepane8TCKa rpyna: lf1MyHocynpeclf18, Kant..~lf1Heyplf1H lf1HXIf161f1Top. ATC KOA: L04A 
001. 

l...\lf1KnOcnoplf1H (lf1CTO TaKa no3HaT KaKo l...\lf1Knocnoplf1H A) e L.llf1Knlf14eH nonlf1nenTif1A 
COCTa8eH OA 11 aMif1HO Klf1Cenlf1Hif1 . Toj e MOKeH lf1MYHOCyneCif18, KOj Kaj >Kif180THif1Te ro 
npOAOn>Ky8a >Kif18eelbeTo Ha anoreHiflOT TpaHcnnaHTaT Ha KO>Ka , cpt..~e , 6y6per, 
naHKpeac, KOCKeHa cpt..~e81f1Ha , TeHKO t..~pe8o lf1nlf1 6en AP06. CTYAif11f1Te noKa>t<ane AeKa 
L.llf1KnOCnOplf1HOT ro lf1HXIf161t1pa pa380jOT Ha KneT04HO nocpeAy8aHif1Te peaKL.IIf11f1 , 
8KnY4Y8ajKif1 lf1MYHif13al.llf1ja Ha anorpacpTOT, OAnO>KeHa KO>KHa npeocemlf180CT, 
eKcneplt1MeHTaneH aneprlf14eH eHt..~ecpanoMif1enlf1Tif1C, Freund-o8 apTplf1Tif1C, rpacpT -
AOMaKif1H 6onecT (GVHD) lf1 T-KneT04HO 3a81f1CHa aHTif1Teno npOAYKL.IIflja . Ha KneT04HO 
Hlf180 TOj ja lf1HXIf161f1pa npOAYKL.IIfljaTa lf1 OCn060AY8albeTO Ha nlf1Mcp0Kif1Hif1Te, 8Kny4y8ajKif1 
ro lf1 lf1HTepneyKif1H 2 (T KneTo4eH cpaKTop Ha pacT, TCGF). l...\lf1Knocnoplf1HOT rlf1 6noKif1pa 
nlf1MQ:>OL.IIf1Tif1Te 80 GO lf1nlf1 G1 cpa3aTa OA KneT04Hif10T L.llf1Knyc lf1 ro lf1HXIf161t1pa 
ocno6oAy8albeTo Ha nlf1McpOKif1Hif1Te OA aKTif181f1paTHif1Te T KneTKif1 . 

C1t1Te AOCTanHif1 AOKa31f1 cyrepit1paaT AeKa L.llf1KnOcnoplf1HOT Aeny8a cnet..~lf1cplf14HO lf1 
pe8ep31f161f1nHO Ha nlf1MQ:>OL.IIf1Tif1Te. 3a pa3nlf1Ka OA L.llf1TOTOKCif14Hif1Te neK081f1 TOj He ja 
HaMany8a xeMaTonoe3aTa lf1 HeMa ecpeKT 8p3 cpyHKL.IIfljaTa Ha cparot..~lf1Tif1Te . nat..~lf1eHTif1Te 

TpeTit1paHif1 CO Sandimmun Ce noManKy CKnOHif1 KOH lf1HcpeKL.IIf11f1 3a pa3nlf1Ka OA 
nat..~lf1eHTif1Te KOif1 nplf1MaaT Apyra lf1MyHocynpeclf18Ha Tepanlflja . 

l/138eAeHif1 Ce ycneWHif1 TpaHCnnaHTal.llf11f1 Ha COnlf1AHif1 oprHif1 lf1 KOCKeHif1 Cpl.le81f1Hif1 
KOplf1cTejKif1 Sandimmun KaKo npe8eHL.IIf1ja 3a oTcppnalbe Ha opraH lf1nlf1 rpacpT npoTif18 
AOMaKif1H peaKL.IIf1ja-GVH0. l...\lf1KnOCnOplf1HOT 61f1n ycneWHO KOplf1CTeH lf1 Kaj XenaTif1Tif1C C 
81f1pyc (HCV) no31f1Tif18Hif1 lf1 HCV HeraTif18Hif1 pet..~lf1nlf1eHTif1 . 

Koplf1CHif1Te ecpeKTif1 Ha Sandimmun lf1CTO Taja ce noKa>KaHif1 80 pa3nlf14Hif1 cocToj61f1 KOj ce 
n03HaTif1 lf1nlf1 MO>Ke Aa ce CMeTa AeKa lf1MaaT a8TOif1MYHO nOTeKnO. 

5.2 C/JAPMAKOKHHETCKH CBOJCTBA 

Kora ce annlf1L.IIf1Pa Sandimmun Neoral o6e36eAy8a noAo6peHa A03a>t<Ha nlf1HeapHOCT 
80 eKCn031f1L.IIf1jaTa Ha L.llf1KnOCnOplf1HOT (AUC8), nOKOHCTaHTHa ancopnt..~lflja lf1 noMano 
8nlf1jaHif1e OA 8HeceHaTa xpaHa lf1 OA AHe8Hif10T plt1TaM 80 cnopeA6a co Sandimmun. 
081f1e KapaKTeplf1CTif1Kif1 ce o6eAif1HeTif1 co noMana 8aplt1ja61f1nHOCT 80 
cpapMaKif1Kif1HeTif1KaTa Ha L.llf1KnOCnOplf1HOT lf1 CO nOCiflnHaTa KOpenat..~lflja nOMefy Hlf1CKif1Te 
Hlf180a Ha KOHL.IeHTpal.llfljaTa lf1 8KynHaTa eKCn031f1L.IIf1ja (AUC8 ) . KaKO pe3ynTaT Ha 081f1e 
AOnonHif1TenHif1 npeAHOCTif1, He e 8a>KHO Aanlf1 Sandimun Neoral Ke ce 3eMa npeA lf1nlf1 
nocne jaAelbe. ,QononHif1TenHo, Sandimun Neoral npolf138eAy8a YHiflcpOP. 1::10 -: -.-
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1113no>Kysal-be Ha l..llllKilocnoplllH npeKy AeH, 111 OA AeH Ha AeH Ha Tepan111ja 3a OAP>f<YBal-be. 

Sandimun Neoral MeKIIlTe >KenaTII1H03HIIl Kancynlll 111 Sandimun Neoral pacTsopoT 3a 
opanHa ynOTpe6a ce 61110eKBII1BaneHTHII1. ,[\OCTanHIIlTe nOAaTOL.IIIl 111HA111l..III1PaaT AeKa OA 
1:1 npeMIIlHaTIIl OA Sandimmun Ha Sandimmun Neoral , HajHIIlCKO HlllBO Ha KOHL.IeHTpal..lllllll 
so l..lenoKynHaTa KpB ce cnopeAnlllBIIl co wTo ocTaHysaaT so nocaKysaHaTa TepanesTcKa 
rpaHIIll..la. Bo cnopeA6a co Sandimmun (Kaj Koj nlllK KOHL.IeHTpal..lllljaTa ce nocTIIlrHysa 3a 
1 AO 6 4aca) , Sandimmun Neoral ce ancop6111pa no6p3o (co cpeAeH tmax 1 4ac nopaHo 111 
cpeAeH Cmax 59%nOBII1COK) 111 noKa>f<YBa cpeAHO 29% noBIIlCOKa 6111opacnono>Knii1BOCT. 

L\lllKilOCnOplllHOT BO HajroneM Aen e AlllCTp1116y111paH HaABOp OA KpBHIIlOT sonyMeH. 80 
KpBTa OA 33 AO 47% e BO nna3Mi3T2, 4 AO 9% BO nlllMqJOL.IIIlTIIlTe, 5 AO 12% BO 
rpaHynOL.IIIlTIIlTe Ill 41 AO 58% BO epTIIlTPOL.IIIlTIIlTe. Bo nna3MaTa, OKOny 90% e Bp3aH 3a 
npoTelllHIIlTe, HajMHory 3a nlllnonpoTelllHIIlTe. 

L\lllKilOCnOplllHOT Ce TpaHCcpOpMIIlpa BO OKOny 15 MeTa60nii1TIIl . HeMa eAIIlHCTBeH rnaBeH 
MeTa6oneH naT. EnlllMIIlHal..lllljaTa e rnasHo npeKy 6111n111japH111Te naTIIlWTa co caMo 6% OA 
opanHo nplllMeHaTa A03a ce eKcKpeTIIlpa npeKy yplllHaTa,a caMo 0,1% ce eKcKpeTIIlpa 
npeKy yplllHaTa KaKo HenpoMeHeT neK. 

111Ma BlllCOKa sap111ja6111nHOCT BO AOCTanHIIlTe nOAaTOL.IIIl 3a TepM111HanHII10T nony>KIIlBOT Ha 
l..llllKilOCnOplllHOT BO 3aBII1CHOCT np111MeHeTII1Te lllCnlllTYBal-ba Ill OA l..lenHaTa nonynal..llllja. 
TepM111HanHII10T nony>KIIlBOT e BO rpaHIIll..llll OA 6.3 4aCa Kaj 3ApaBII1 BOnHTeplll AO 20.4 
4aca Kaj nal..lllleHTIIl co TewKa cpopMa Ha LIPHO AP06Ha AOnecT. 

5.3 nPETKflHHH'IKH nOP,ATOf..lH 3A CHrYPHOCTA HA flEKOT 

HeMa AOKa3111 AeKa l..llllKilOcnoplllHOT lllMa MYTareHIIl 111n111 TepaToreHIIl ecpeKTIIl so 
CTaHAaPAHIIlTe TeCTOBIIl CO opanHa annlllKal..llllja (CTaOpl..llll AO 17Mr/Kr Ill 3ajal..llll AO 30 
Mr/Kr AHeBHO). Ha TOKCII14HIIl A03111 (cTaOpl..llll Ha 30Mr/Kr Ill 3ajal..llll Ha 1 00Mr/Kr AHeBHO, 
opanHO) l..llllKilOCnOplllHOT 6111n eM6p1110 Ill cpeTOTOKCII14eH WTO ynaTyBa Ha 3fOneMaHa 
lllHL.IIIlAeHL.Ia Ha npeHaTaneH 111 nocTHaTaneH MOpTanlllTeT 111 HaManeHa Te>KIIlHa Ha 
¢eTYCOT nosp3aHo co ycnopeHo pacTel-be Ha cKeneTOT. 
Bo ABe o6jaseHII1 CTYA111111 , 3ajl..III1Te 1113no>KeHII1 Ha l..llllKilOCnoplllH lllH YTepo (1 OMr/KriAeH 
nOTKO>KHO) , AeMOHCTplllpane HaManeH 6poj Ha HecppOHIIl, peHanHa XlllnepTpOcplllja, 
ClllCTeMcKa XlllnepTeH3111ja 111 nporpeclllBHa peHanHa lllHcycpllll..lllleHL.IIIlja Ha 35 HeAena. 
6peMeHII1Te CTaOpl..llll KOIIl nplllMane 12Mr/Kr/AeH lllHTpaBeHCKIIl l..llllKilOCnOplllH (ABa naTO OA 
npenopa4aHaTa A03a 3a lllHTpeseHcKa ynoTpe6a Kaj nyre) lllMane ¢eTYC co 3roneMeHa 
lllHL.IIIlAeHL.Ia OA seHTplllKilynapeH cemaneH AecpeKT. 
Os111e npoHajAOL.IIIl He ce 3a6ene>KaHII1 Kaj APYflll BlllAOBIIl 111 HlllBHaTa 3Ha4ajHocT Kaj 
nyreTo He e no3HaTa. 
6111ne 1113BeAeHII1 111 Kapl..llllHOreHIIlTe CTYA111111 Ha MaWKIIl 111 >KeHCKIIl cTaOPL.IIIl 111 rnyBL.IIIl . Bo 78-
HeAenHa CTYAIIlja Ha rnyBL.IIIl, Ha A03a OA 1, 4, 111 16 Mr/Kr Ha AeH, 3a6ene>KaH e 3Ha4aeH 
CTaTII1CTII14KIIl TpeHA Ha nlllMqJOL.IIIlTHIIl nlllMqJOMIIl Kaj >KeHKIIl Ill lllHL.IIIlAeHL.Ia Ha 
xenaTOL.IenynapeH Kapl..llllHOM Ha cpeAHIIl A03111 Kaj Ma>KIIl KOIIl ja npeMIIlHysaaT 
KOHTponHaTa speAHOCT. Bo 24-Mece4Ha CTYAIIlja cnpoBeAeHa co 0,5, 2 111 8Mr/Kr Ha AeH, 
aAeHOM Ha OCTpOBCKIIlTe KJleTKIIl Ha naHKpeac 3Ha4ajHO ja npeMIIlHano KOHTpOnHaTa 
CTanKa Ha HlllCKIIl HlllBOa. XenaTOL.IenynapHIIlOT Kapl..llllHOM Ill aAeHOM Ha OCTpOBCKIIlTe 
KJleTKIIl Ha naHKpeacoT He ce nosp3aHII1 co A03aTa. 
Bo CTYA111111Te Kaj Ma4KIIl 111 >KeHCKIIl cTaopllll..llll He e 3a6ene>KaHo 
cpepTIIlnHOCTa. 
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i4111KllOCnOpiiiHOT HeMa MJ'TareHfreHOTOKCIII4eH ecpeKT BO Ames TeCT, v79-hgprt TeCT, 
MIIIKpOHyKeneapeH TeCT Kaj rilYBL.IIII Ill KIIIHeCKIII Xp4al.llll, TeCT 3a XpOM030MCKIII-a6epal.lllllll 
Kaj KOCKeHa Cpl.leBIIIHa Ha KIIIHeCKIII Xp4al.llll, IIICniiiTyBal-ba 3a CMpTHOCTa Ha rilYBL.IIIITe CO 
TeCT 3a KOpeKL.IIIIja Ha ,lJ,HK BO cnepMaTa Kaj TpeTIIIpaHIII rilYBL.IIII. CTYAIIIjaTa KOja rill 
aHaJ11113111pa IIIHAYKL.IIIIja Ha pa3MeHa Ha cecTpiiiHCKIII XpOMaTIIIAIII (SCE) OA l.IIIIKJlOCnOpiiiH 
CO ynoTpe6a Ha XyMaHIII JliiiMcpOL.IIIITIII in Vitro AaJle IIIHAIIIKal.llllja 3a n03111TIIIBeH ecpeKT 
(IIIHAYKL.IIIIja Ha SCE) nplll BIIICOKIII KOHL.IeHTpal.lllllll BO OBOj CIIICTeM. 
3roneMeHaTa IIIH4111AeHL.Ia Ha MaillllrHIIITeT e KaKO KOMniliiiKal.llllja OA IIIMYHOCynpecllljaTa 
Kaj nal.lllleHTIII KOIII npiiiMIIIJle opraH. Haj4ecTa cpopMa Ha Heonna3Ma e He-X04111Hr 
IlOMcpOM Ill Kapl.IIIIHOM Ha KO>Ka. P1113111KOT 3a MaillllrHIIITeT 3a BpeMe Ha IIIMYHOCynpeCIIIBeH 
TpeTMaH e nOBIIICOK BO cnopeA6a CO HOpMaJlHaTa, 3ApaBaTa, nonynal.llllja, HO e IIICT CO 
TOj Kaj nal.lllleHTIIITe KOIII npiiiMaaT Apyra IIIMYHOCnynpeCIIIBHa Tepanlllja . 06jaBeHO e AeKa 
HaManyBal-be 111 npeKIIIHyBal-be Ha TepanllljaTa MO>Ke Aa AOBeAe AO noAo6pyBal-be Ha 
ne3111111Te. 

6.0 <l>APMAUEBTCK~ OC06EHOCT~ 

6.1 flvtCTA HA EKCU,vtnvtEHTvt 

MeK~ >KenaT~H03Hfoll Kancyn~ 

COAP>KIIIHa Ha KancynaTa: DL-ancpa- TOKocpepon, aHXIIIAplllpaH eTaHon, npon111neH 
riliiiKOJl, n4eHKapHO MaCJlO MOHO-AIII-Tplllrilllll.lepiiiAIII, MaKpOrOilrilllll.lepOil 
XIIIAPOKCIIICTeapaT (Ph.Eur)/ nOiliiiOKCIIIJl 40 XIIIApOreHIIIpaHO >KIIIBOTIIIHCKO MaCJlO (NF). 
Kancyna: >KeJle30 OKCIIIA LIPHO (E 172) (25- Ill 1 00-Mr Kancynlll), TIIITaHIIIYM AIIIOKCIIIA 
(E171), rilllll.lepon 85%, nponiiiileH riliiiKOil, >KeJlaTIIIH. 
0Tna4aTOK: KapMIIIHIII4Ha KIIICeJliiiHa (E 120). 
CaMO 3a JanOHIIIja : 25Mr MeKa >KeilaTIIIH03Ha Kancyna: OTCTanyBal-be BO COCTaBOT Ha 
wKonKaTa Ha KancynaTa. 

PacTsop 3a opanHa ynoTpe6a 
DL-ancpa-ToKocpepon, aHXIIIAplllpaH eTaHon,nponlllneH rniiiKOil, n4eHKapHo Macno MOHO­
AIII-Tplllrilllll.lepiiiAIII, MaKpOrOilrilllll.lepOil XIIIAPOKCIIICTeapaT (Ph.Eur)/ nOiliiiOKCIIIJl 40 
XIIIApOreHIIIpaHO >KIIIBOTIIIHCKO MaCJlO (USP) . 

Sandimmun KOH4eHTpaT 3a pacTBop 3a ~Hcpy3~ja 
AHXIIIAplllpaH eTaHon, MaKporonrnllll.lepon Pllll.IIIIHoneaT (Ph. Eur)/ noniiiOKCIIIIllllpaHo 
>KIIIBOTIIIHCKO MaCJlO (USP). 
(BIIIAIII Aeil 4.4 noce6HIII MepKIII Ha npeTna3JliiiBOCT Ill npeAynpeAyBal-be) 

6.2 vtHKOMnATV115vtflHOCTvt 
Sandimmun KOHL.IeHTpaToT 3a pacTBop 3a 111Hcpy3111ja COAP>KIII nonllleTOKCIIIIllllpaHo 
>KIIIBOTIIIHCKO MaCilO, KOe MO>Ke Aa npeA1113BIIIKa cpTailaTHO OABOjyBal-be OA nBL4. ,lJ,OKOilKY 
e AOCTanHO Tpe6a Aa Ce KOpiiiCTIII CTaKJleH KOHTejHep 3a 111Hcpy3111ja. nnaCT1114HIIITe 
WIIIWIIII-ba MO>Ke Aa ce KOpiiiCTaT CaMO aKO ce COOABeTHIII Ha 6apa1-baTa Ha EBpOnCKaTa 
C!>apMaKOnea ,CTepiiiileH nnaCTIII4eH KOHTejHep 3a KpB Ill KpBHIII KOMnOHeHTIII" OACHOCHO , 
npa3HIII CTepiiiilHIII KOHTejHeplll OA nnaCTIIIcpllll.IIIIPaH nOiliii(BIIIHIIIJl XI10p111A) 3a KpB Ill KpBHIII 
npOAYKTIII". KOHTejHepiiiTe Ill CTOnepiiiTe Tpe6a Aa 6111AaT OCI1060AeHIII OA CIIIJliiiKOHCKO 
MaCJlO IIIJllll MaCHIII cyncTaHL.IIII . 



6.3 POK HA TPAEibE 
MeKI.1 >KenaTI.1H03HI.1 Kancyn1.1 : Tp1.1 (3) rOAI.1HI.1 . 
PaCT80p 3a opanHa ynoTpe6a: TPI.1 (3) roAI.1HI.1 . 
Sandimmun KOH~eHTpaT 3a pacT8op 3a 1.1Hcpy3111ja: 4eT1.1p1.1 (4) roAI.1HI.1 . 

6.4 HA 4HH HA 4YBAibE 
Sandimmun Neoral Kancyni.1Te MO>Ke Aa ce 4y8aaT Ha co6Ha TeMneparypa AO 25°C . 
no8peMeHO 3fOJleMy8atbe Ha TeMneparypaTa AO 30°C He 8Jll.1jae Ha K8aJ11.1TeTOT Ha 
npOAYKTOT. 
Sandimmun Neoral Kancynii1Te Tpe6a Aa ce 4y8aaT 80 6nll1cTep naey8atbe ce AO 
HI.18HaTa ynoTpe6a. Kora Ke ce OT80p1.1 6Jli.1CTepOT ce 4YCT8y8a KapaKTep1.1CTI.14eH 
M1.1p1.1C. 08a e HOpMaJlHO 1.1 He 3Ha41.1 A9Ka HeWTO He e 80 peA CO Kancyni.1Te. 
Sandimmun Neoral paCT8opoT 3a opanHa ynoTpe6a Tpe6a Aa ce ynoTpe6111 3a 2 Mece~l.1 
OA Her080TO OT8apatbe 1.1 Aa ce 4y8a Ha TeMnepaT1.1pa OA 15 AO 30°C, 3a nOAOflr 
nep1.10A He Tpe6a Aa ce 4y8a nOA 20°C nopaA111 TOa WTO COAP>KII1 KOMnOHeTI.1 OA Macno 
OA np1.1pOAHO noTeKnO KOI.1 1.1MaaT TeHAeH~II1ja 3a 3a~8pCry8atbe Ha HI.1CKI.1 TeMneparyp1.1 . 
)KenaTI.1H03HO-CJ11.14Ha cpopMa~l.1ja MO>Ke Aa ce cpopM1.1pa Ha TeMnepaT111pa nOA 20°C HO 
Taa e pe8ep31.161.1nHa Ha TeMneparypa OA 30°C. Mo>Ke Aa ce noja8aT 1.1 Manl.1 cHeryn KI.1 1.1 
M8JlKY Tanor. 08111e cpeHOMeHI.1 He 8Jll.1111jaaT Ha ecp1.1KaCHOCTa 1.1 6e36eAHOCTa Ha 
npOAYKTOT 1.1 A031.1patbeTO CO n1.1neTa OCTaHy8a 8epOAOCTOjHO. 

6.5 nAKYBAfbE 
Sandimmun Neoral MeKI.1 >KenaTI.1H03HI.1 Kancyn1.1 : 6nl.1cTep naKy8atbe co A80CTpaH 
ailyMI.1HII1YM 
Sandimmun Neoral pacT8op 3a opanHa ynoTpe6a: 50Mn w1.1we OA KI.1Ill.16apcKo cTaKno 
CO ailyMI.1HII1YMCKO Kana4e 1.1 ryMeH CTOnep. V1CTO TaKa AOCTaneH e 1.1 CeT. 
Sandimmun KOH~eHTpaT 3a paCT80p 3a 1.1Hcpy3111ja: 1 Mil 1.1 5Mil 6e360jHI.1 CTaKneH I.1 
aMnYilll1. 

6.6 HHCTPYKI..lHH 3A YnOTPE6AIPAKYBAfbE HA SANDIMMUN NEORAL 
PACTBOP 3A OPAflHA YnOTPE6A 

Sandimmun Neoral pacT80p 3a opailHa ynoTpe6a ce Aa8a 3aeAHO co A8a wnp1.11...1a 3a 
Mepetbe Ha A031.1Te. 1 Mil Wnp1.1~ ce KOp1.1CTI.1 3a Mepetbe Ha A031.1 noMaill.1 1.1Ill.1 eAHaK81.1 
Ha 1 Mil (ceKoja ~PTKa Ha 0.05Mil OAr08apa Ha 5Mr ~1.1Knocnop111H). 4Mn wnp1.1~ ce 
KOp1.1CTI.1 3a MepK1.1 noroileMI.1 OA 1 Mil AO 4Mil (~eKoja ~pTKa Ha 0.1 Mil OAf08apa Ha 1 0Mr 
1...1111KnOCnOp1!1H) . 

npsa ynoTpe6a Ha Sandimmun Neoral paCTBOp 3a oparlHa ynoTpe6a 

1. no8Ile4eTe ro Kana4eTo OA ~eHTapoT Ha MeTailHI.1T 3aT8apa4. 

2. ~eilOCHO OTCTpaHeTe ro MeTailHI.10T 3aT8apa4. 

3. 0TCTpaHeTO ro ~pH1.10T CTOnep 1.1 cppileTe ro. 

4. np1.1TI.1CHeTe ja ~e8KaTa CO 6eili.10T CTOnep, CI.1IlHO 80 8paTOT Ha WI.1WeTO. 

5. 



3eMeTe ro wnp~l..IOT OA 4Mn. CTaBeTe ro wnp~l..IOT BO 6en~OT CTOnep. 

6. OA pacTsopoT nosne4eTe ro npen~waH~OT sonyMeH (AOnH~OT Aen OA Kil~noT 
Ha wnp~l..IOT nocTaBeTe ro Ha LIPT~4KaTa Koja OArosapa Ha npen~waH~OT 
BOnyMeH). 

7. VlccppneTe r~ roneM~Te 6anoH4~1-ba, co HeKonKy naT~ cnywTal-be ~ Kpesal-be Ha 
Kil~nOT OA wnp~l..IOT, npeA Aa ro ~3BaA~Te wnp~l..IOT KO~ ro COAP>K~ 
npen~WaH~OT BonyMeH. np~CYCTBOTO Ha HeKOnKY Man~ 6anOH4~1-ba He e Ba>KHO 
~He ja Hapywysa A03aTa. 

8. VJCT~CHeTe ro neKOT OA Wnp~l..IOT BO Mana CTaKJleHa 4aWa BO KOja ~Ma HeKaKBa 
Te4HOCT, HO He ~ COK OA rpejn¢PYT· V136erHysajTe 6~no KaKOB KOHTaKT noMeKy 
wnp~l..IOT ~ Te4HOCTa BO 4aWaTa. neKOT Tpe6a Aa ce ~3Mewe BeAHaW npeA 
ynoTpe6a . V13MewajTe ja ~ ~cn~jTe ja l..lenaTa Te4HOCT OAeAHaw. 3eMeTe ro 
neKOT BeAHaW nocne nOAfOTOBKaTa. 

9. nocne ynoTpe6a, ~36p~weTe ro wnp~l..IOT OA HaABOp co cysa xapT~ja ~ 
3aTsopeTe ro co HerosaTa onaKOBKa. 5en~oT CTonep ~ l..leBKaTa Tpe6a Aa 
OCTaHaT BHaTpe BO W~WeTO . 3aTBOpeTO ro W~WeTO CO Kana4eTO KOe B~ e 
AOCTanHO. 

HapeAHO KopHcTetbe 
3ano4eHeTe OA T04Ka 5. 

Sandimmun Neoral Tpe6a Aa ce 4ysa noAaneKy OA AOcpaT ~ norneA Ha Ael..la. 

7.0 lf'IME lf1 A,QPECA HA nPOif13BO,lJ,If'ITEflOT 

NOV ARTIS Pharma AG, Wsajl..lap~ja 

8.0 6POJ lf1 ,[J,ATYM HA PEWEHif'IETO 3A nPOMET 

9.0 ,D,ATYM HA nPBOTO O,[J,06PEHif'IE/06HOBA HA O,[J,06PEHif'IETO 

10.0 ,[J,ATYM HA (,[J,EflYMHA) PE81f13lf'IJA HA TEKCTOT 


