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rnmKemojaTa Ha naLU'IeHTOT Tpe6a nep 
cTpaHa Ha neKapoT, 3a ria ce onpe 
naLiveHToT. HoBoaTa Ha 1.11V1K0111/1 

6m,ge Ha,gme,gyBaHa v1 oR 
aTa ecipeKToBHa go3a 3a 

i4H ce oCTO Tama og 
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1. LIME HA ME,E(MLIMHCKWOT npoo3Bog 

HoBoHopM® 0,5 mg Ta6neTo. 

2. KBAFMTAT14BEH V1 KBAHTMTATMBEH COCTAB 

EgHa Ta6neTa cogp>Kii 0,5 mg penamoHoge 

3a LienooT cnocoK co nomowHin COCTOiKV1, BogeTe 10 genoT 6.1. 

3. cPAPMALIEBTCKA DOPMA 

Ta6neTa. 

PenamoHog Ta6neToTe ce 6eno, TpKane3Ho Vl KOHBBKCHO CO m3rpaempaHo 
11010TO Ha HOBO H00,CWICK. 

4. KJEIHVILIKV1 OCOBEHOCTIA 

4.1 Tepanem-cKvi mH,qmKawiti 

PenarninHo,g ce gaBa Kaj Bo3pacHo co Ton 2 goja6eTec menuTyc, Kaj KOH 
xoneprnmemojara Beke He mo>Ke 3agoBonoTenHo Ra ce KoHTponmpa npeKy 
ocxpaHaTa, HamanyBaFbe Ha TenecHaTa Te)KoHa Vt Be)K6o. Penal-nom/1g mo>Ke Ra 
ce gage BO Kom6wHaLioja co me-ncipopmoH Kaj Bo3pacHo co Ton 2 ,gvijabeTec 
menoTyc, Kaj KOV1 He e 3ap,oB0noTenHo KoHTponopaHa momemojaTa CO npumeHa 
camo Ha meTcOopmoH. 

TpeTmaHoT Tpe6a ga boge ga,geH Ramo gononHoTenHa Tepanoja Ha vicxpaHaTa Vl 

cpm3w1KaTa aKTV1BHOCT, CO Lien HamanyBaFbe Ha KIDBHOOT wekep noBp3aHo CO 
o6poLioTe. 

4.2 	Flo3onormja 14 Ha414H Ha yno-rpe6a 

llo3onormja 
PenamoHog ce gaBa npenpaHgojanHo VI ce TuTpopa viligmBogyanHo 3a g a ce 
onTominwpa moKemocKaTa KoHTpona. KaKo gonanHyBaFbe Ha Boo6uqaeHaTa 
camo-KoHrpona Ha mmemojara VI/ono moKo3ypojaTa OR CTpaHa Ha naLpeFroT, 



Ba>KHOCT npm cnegeFbe-ro Ha peankaTa Ha naumeH-roT npema Tepanmja-ra. 
IlepmogmtmoTo cnegeFbe e no-rpe6Ho 3a ga ce oTKpme HecoogBeTHoTo 
HamanyBaFbe Ha mmKemmjaTa npm npenopayaHaTa maKcmmanHa go3a (T.e. 
npvimapeH Heycnex) 	ce cirque OTCyCTBOTO Ha coop,BeTeH ogroBop CO 

HamanyBaHDe Ha rnmemmjaTa no viHmL4mjanHvio-r nepmog Ha ecOmKacHocT (-r.e. 
ceKyH,qapeH Heycnex). 

KpaTKorpajHoTo gaBaFbe Ha penarnvmmg mo>Ke ga 6mge goBormo 3a BpeMe Ha 
nepmogm Ha TpaH3m-ropHo ry6eHDe KoH-rpona Kaj naLmeH-rm co nmja6e-rec Tvin 2 
KO VI Boo6myaeHo g06p0 ce KoH-rponmpaaT npeKy mcxpaHaTa. 

limagmjanHa ,qo3a 
oupai-be-ro Tpe6a 	ro ogpegm neKapoT, cnopep, no-rpe6m-re Ha naLmeHToT. 

flpenopaYaHa not-le-ma go3a e 0,5 mg. Tpe6a Aa nommHaT egHa AO gBe Hegenw 
mer'y ceKoj yeKop Ha Tm-rpaqmja (Bo 3BBMCHOCT O,q 11114KeIMICKHOT op,roBop). 
AKO naLlmeHTmTe ce npect)pnaT OR  gpyr opaneH xvinornmKemmcKm MegIlLAMHCKL4 
npenapaT, Toraw npenopayaHa noye-ma go3a e 1 mg. 

OgpxyBaffie 
lipenopayaHa maKcmmanHa egmHeyHa go3a e 4 mg, 3emeHa co maBHmTe 
o6poLim. 
BKynHaTa maKcomanHa gHeeHa go3a He Tpe6a ga 6mp,e noBeke op, 16 mg. 

iloce6Hm rpyrui nagmeErni 
flocTapm naLtmeHTm 
He ce cnpoBegeHm c-rygmm Kaj naLmeH-rm nocTapm OR 75 rogmwHa Bo3pacT. 

5y6pewHo owTeTyBaEbe 
By6pe>KHL4-re HapywyBal-ba He BrmjaaT Bp3 penarnmHvig. 
Ocym npoLleHTL4 og ep,Ha go3a Ha penarnmHmg ce v13nayyBa npeKy 6y6pe3v1re 1,4 
BKynHmoT nna3ma KrimpeHc Ha npom3BogoT ce HamanyBa Kaj naLmeH-rm co 
6y6pewFm ow-re-ryBaFba. Bvi,qejKm ocetrmBocTa KOH 1,4HCyflOH e 3ronemeHa Kaj 
naLmeH-rm co gmja6e-r KOL4 mmaa-r 6y6pe>KHm oureTyBaHDa, ce coBeTyBa 
npernaarmBocT npm TmTpmpaHDeTo Kaj oBme naLmeHTm. 

Xena-ranHo owTeTyBal-be 
He ce HanpaBeHm KnV1HV1yKV1 c-rygmm Kaj naLlmeH-rm co xena-ranHa 
1,1HcyclomLtmeHLAmja. 

3acna6eHm mnm nagmewrm co manHy-rpmgmja 
Kaj cna6m mrm naLtmeH-rm co marmy-rpm.lmja, miivalmjanHaTa go3a vl go3aTa 3a 
op,p>KyBaFbe Tpe6a 	60,4aT KOH3epBaTI/BH1/1 v1 no-rpe6Ha e BHmmarenHa 
TmTpaLmja Ha go3a-ra 3a ga ce m3berHaT xvinommKemvicKmTe peanw. 

liaLtmeH-rm K011 npmmaa-r ppyrm opanHvl x 	 megviLmHcKm npenapa-rm 
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ilaLtmewrviTe mowe gopeKTHo ga ce npecfpnaT o,g gpyr opaneH xonomoKemocKo 
megownHcKvi npenapaT Ha penarnoHog. CenaK, He noc-rovi er3arreH ogHoc mery 
go3m-re Ha penarnoHog o Ha ,gpyro-re oparmo XV1110MV1KBMV1CKVI MertI4LAV1HCKV1 

npenapaTo. FlpenopayaHaTa maKcomanHa cTapTHa ,qo3a Kaj naqmeH-ro 
npecippneHo Ha penamoHmg e 1 mg gageH npe,q rnaBHo-re o6poLtvi. 

PenarnoHog moxe pa ce gaBa BO Kom6oHagoja co me-rcipopmviH, Kora 
rnoKemmjaTa e HeA0B011H0 KoHTponmpaHa camo CO merci)opmviH. Bo oBoj anyHaj, 
gompaHDe-ro Ha me-rcloopmoHoT Tpe6a ga ce o,n,p)Kin, a penarnwHog ga  ce ,gaBa 
vic-roBpemeHo. C-rap-rHaTa go3a Ha penamoHog e 0,5 mg, 3eMeHa npeg 
maBHo-re o6p0L4m; ToTpaqvija-ra ce npaBo cnopeg ITIV1KBMV1CKOOT ogroBop KaKo Vl 

Kaj moHoTepanwja-ra. 

flegoja-rpocKa nonynaLtoja 
5e36egHoc-ra Vl eciwKacHoc-ra Ha penamoHog Kaj geLia nog 18 ropymo He 6ewe 
no-repgeHa. He ce ,goc-ranHo nogarow. 

Me-rog Ha agmoHoc-rpaLtoja 
PenarnoHog Tpe6a ga ce 3ema npe,g rnaBHooT o6poK (T.e. npegnpaHRojanHo). 

„Et°3mTe BooboyaeHo ce 3emaaT Ha pacTojaHvie og 15 MV1HyTV1 OR o6poKoT HO 
BpemeTo mo>Ke ga Bapvipa og momeH-ranHo 3ano4HyBaEbe co o6poKoT go 30 
mmHy-ro npeg 3emaffie-ro Ha o6poKoT (np. npegripaHgojanHo 2, 3 ono 4 o6poKa 
Ha ,geH). Flaqv1eHT14-re KOV1 10 npecKoKHyBaaT 06poKoT (ono K014 3eMaaT eKcTpa 
06poK) Tpe6a ,ga goomja-r npenopaKo ga ja npecKoKHaT (unm gogagaT) go3aTa 3a 
Toj o6poK. 

Bo cnyYaj Ha npogpy)KHa ynoTpe6a co gpyrm aKTMBH1/1 cync-raHquo, nornegHeTe 
ro genoT 4.4 14 4.5 3a qa  ja ogpegm-re ,go3a-ra. 

4.3 KoHTpamKnyiKaumm 

• 
	

lipegyBcTBoTenHocT Ha penamoHog WW1 Ha Koja 6ono og nomowHwre 
COCTOiKVI CO,qp>l<aHM BO geTIOT 6.1. 
,qmja6e-rec menoTyc Ton 1, LI-nen-mg HeraToBeH. 
Roja6eTwAHa Ke-roaLiogo3a, co vino 6e3 KOMa. 
TewKo L4pHogp06Ho owTeryBai-be. 
VIc-roBpemeHa ynoTpe6a Ha remcim6po3on (Bmge-re ro ,genoT 4.5). 

4.4 lioce6Hm npegynpeRyaaa:,a H npeTna3nmeocT npri ynoTpe6a 

Onw-ro 
Penal-nom/1,g Tpe6a ,ga ce npenmwe canto aKo nowa-ra Kom-pona Ha moKemoja-ra 
Vl comn-romm-re Ha goja6e-rec npogon)KaT Vi noKpaj coogeemo-re 06v1gvi co 
ocxpaHa, Be>K6aFbe vInvi HamanyeaFbe Ha TenecHaTa TexviHa. 
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Kora naLmeHT Koj e c-ra6vinv13mpaH co opanHa aH-rmgmja6e-rw-ma Tepanuja e 
1/131110>KeH Ha c-rpec KaKo WTO e TpecKa, TpayMa, micOeKLImja mrm onepawja, moxe 
ga ,gojge go ry6eFbe Ha mmKemmcKa-ra KoHTpona. BO TOj CnyYaj, mowe na 6m,o,e 
noTpe6Ho ga ce npeKmHe TepanvljaTa co penammHvig U ga ce Tpe-mpa co 
V1HCHIlyH, ogpegeHo Bpeme. 

XmnornmKermmja 
PenarnmHmg KaKo VI ptpyrwre ceKpeTarorm Ha vuicyrnH, mowe p,a npe,gm3BmKa 
xmnornmKemmja. 

PenarnmHmg co micynmH cepeTaro3m 
ECIDeKTOT Ha opanHMTe xvinornmemmcKm megmLuiHcKm npenaparm Bp3 
HamanyBaFbeTo Ha mmicemmja-ra co -reKm-  Ha BpemeTo Kaj mHory naLtmeH-rvi ce 
HaManyBa. OBa moxe Aa ce gonxm Ha nporpeCvja Ha xecToKoc-ra Ha gmja6eToT 
1/11114 Ha HamaneHmoT ogroBop Ha npom3Bogar. OBoj clDeHomeH e n03HaT no,g 
mmeTo ceKyHgapeR Heycnex, 3a ,qa ce paannyBa og npmmapHmoT Heycnex, npm 
KOj mep,mLuiFicKmo-r npenapar HeMa ecf)eKT Kaj naLlmeH-roT npm npBoTo gaBaFbe. 
PerynwpaFbe-ro Ha ,go3a-ra VI npvigp)KyBaFbe-ro KOH mcxpaHaTa VI 1Di/13w41cm-re 
Be>K6m Tpe6a 	ce HanpaBm npeg egeH naqmeHT ga ce npomacm KaKo 
ceKyHgapeH Heycnex. 

PenarruiHmg RejCTByBa npeKy onpe,geneHo mecTo Ha Bp3yBaFbe co 
KpaTKoTpajHoTo pACTBO Bp3 13-KfleTKV1Te. Yno-rpe6a-ra Ha penamviHmg BO anyLiaj 
Ha ceKyHgapeH Heycnex Ha HHCW1V1HCKV1Te ceKpeTarorm He e mcnvrryBaHo BO 

KFIV11-1144KV1Te c-rygmm. He ce HanpaBeHm mcnvrryBaH.a KOV1 IVl mcnviTyBaaT 
Kom6mHaLAmm-re CO gpyrm V1HCyllOHCKV1 ceKpeTarorm. 

Kom6mHaqmja co HeyTpaneH flpoTammH XaregopH (Hnx) micynmH mnm 
Tma3onmgmHegmoH 
HanpaBeHm ce mcnvrryBaFba Ha Kom6mHmpaHa Tepanmja co wHcynvm mrm 
-rma3onvi,w4Hgv1oHm. CenaK, ocTaHyBa qa ce onpegerm npocOnoT Ha pm3mK 
Hacnporm Kopmc-ra Kora ce cnopegyBa co pyrii Kom6mHmpaHm Tepanvm. 

Kom6mHatAmja co rmeTcpoprmmH 
Kom6vmmpaHa Teparmja co meTcipopmvni e noBp3aHa co 3ronemeH pm3mK og 
xmnornmKemmja. 

AKyTeH KopoHapeH cmHgpom 
YnoTpe6aTa Ha penarrmFmg moxe ga 6mge noBp3aHa co 3roneMeHa mHLAmgeHLAa 
Ha aKyTeH KopoHapeH cmHgpom (Ha np. mmoKap,geH mHcIpapKT), BmgeTe BO ,genoT 
4.8 m 5.1. 

flononHmTena Tepanmja 
Penammig Tpe6a /3,a ce yno-rpe6yea npernaumBo vinm ga ce m36erHyBa Kaj 
naumeH-rm KOH npmmaaT neKoBm WTO mmaaT 	aFme Ha meTa6orm3mor Ha 
penarrniHmg (Bmge-re BO ,genoT 4.5).‘AKerWej4  .mgpy)KHa-ra ynoTpe6a e 
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Heonxo,gHa, Bi-mmaTenHo cnegeTe ja r.nmKemmja-ra L4 coogBe-rmi Krml-1144K1/1 

moHm-ropmpaFba Tpe6a ga 6LigaT npeB3emeHm. 

4.5 VIHrepatavw co gpyria neKomi N ripyrki cPopmm Ha wErrepanimja 

1103HaT1/1 ce OpojHm me,gL4L.LvmcKm npenapa-rm K014 armjaaT Ha me-m60nn/13mm-  Ha 
penarniimig, na 3aToa neKapoT Tpe6a pa rVl 3eMe npegBmg mo>KHL4-re 
L4HTepaKw4m: 

MH BLi-rpo nORaTOLU.ITe yKa>KyBaa-r geKa penammig ce me-ra6onmpa npe-re>KHo 
npeKy CYP2C8 HO OCT() 14 npeKy CYP3A4. K.1114H144KOTe nogaToLm Kaj 3gpaBL4 
Bonowrepm 10 nogp>KyBaaT CYP2C8 KaK0 HajBa>KeH eH3L/1M VIHBOI1BV1paH BO 
me-ra6onm3moT Ha penarnwHLig co CYP3A4 mrpajkm ja mmHopHaTa ynora, HO 
penanim-moT gonpmHoc Ha CYP3A4 mowe qa ce 3ronemm aKo e CYP2C8 
L4HxL46L4paH. CnegcTBeHo, me-ra6onmpaFbeTo KaKo 14 entimvmmpaFbe-ro Ha 
penammigo-r, mom R ce noc-rvirHe co cy6c-ramnim K014 BrmjaaT Ha oBL4e 
u,sToqxpome F1-450 eH3mmvi npeKy 1HxL46L4qwja vinyl pmgyKLALija. floce6Ha rp14>Ka 
Tpe6a ga ce mma Kora 14 L4HxL4614-ropm m Ha CYP2C8 m Ha 3A4 ce 
KoappLiFmci-pmpaaT cmmynTaHo CO penarnvmmg. 

Bp3 OCHOBa Ha 14H BOTp0 noga-roqm-re, penarni4Hmg ce nojaByBa KaK0 cyncTpaT 
3a aKT14BHO xenaTanHo npeB3emaFbe (opraHcKm TpaHcnopreH npoTel/mcKm aHjOH 
OATP1B1). Cy6c-raHLAmmTe KOH 10 mHxm6LipaaT OATP1B1, mo>KeToTaKa qa 
mmaaT noTeHwijan Aa 111 3ronemaT KoHLAeHTpauimm-re Ha penarnLiHmg BO 
nna3ma-ra,14CTO KaKo w-ro e npLiKa>KaHo 3a wiKnocnopmH (nomegHeTe nogony). 

Cne,gHL4-re cyncTaHLAmm mowe ga r0 3ronemaT 	 nponoHrmpaaT 
xmnornmemlicKLio-r ecloerr Ha penamm-mg: remcioL46po3mn, Knapm-rpommw4H, 
mHTpaKoHa30n, KeTOKaHa3011, TpL4MeTOnpLIM, umKnocnow4H, Recpepacmpokc, 
Knormgorpen, gpyrvl awnigmja6eTw4m4 cy6cTaHwim, 14HX146141-0p11 Ha 
moHoammH00KcLiga3a-ra (MMA0), HeCeJleKTV1BH14 6eTa-6nOKaTOpHV1 cy6cTaHL4mm, 
14HX14614TOp14 Ha aH1140TeH314H KoHBep-rmpaymior eH3V1M 	canmumnaTm, 
HCAV111, on-peo-rmg, anKOXOn, vI aHa6onHm c-repoLigm. 

KoagmLiHmc-rpmpaFbe-ro co remc0146po3Lin (600 mg gBanaTL4 gHeBH0), 14Hx146m-rop 
Ha CYP2C8 V1 penarrmHtig (noegmHeLma go3a op, 0,25 mg), ro 3ronemyBa 
penarnmHtig AUC 8,1 nani L4 Cmax 2,4 naTU Kaj 3gpaBm BonoHTepU. Florly-
>K11BOTOT bewe nponow-mpaH o,g 1,3 Liaca Ha 3,7 Liaca, pe3ynTLipajim 
HajBepojaTHo BO 3ronemyBaFbe H nponoHrmpaFbe Ha gejc-mo-ro Ha penarnyn-mHg 
3a HamanyeaFbe Ha KpBHa-ra rnyKo3a, Vl KoHLLeHTpawija-ra Ha penarnmig BO 
nna3Ma BO 7 Hacm-  6ewe 3roneMeHa 3a 28,6 naTm ofd remcpm6po3Lino-r. 
VicToBpemeHaTa ynoTpe6a Ha remcim46po3Lin H penammig 
KoH-rpaiiHgLiqmpaHa (BmgeTe FO ganoT 4.3.). 

Koagmvmmc-rpmpaFbe-ro Ha TpmmeTonpLim (160 mg gBana-rm gHeBHo), ymepeH 
CYP2C8 mHxL46Li-rop Li penarnmiimp, (noegmHeLma R• .._--.1,-,r4-. mg  ro 3ronemyBa 
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AUC, Cmax T1/2 Ha penarnmimpl (1.6-na-rm, 1.4-nary H 1.2-na-rm coogBeTHo) co 
OTCyCTBO Ha CTaTlICTOLIKVI C141HVICOKaHTH1/1 el:Dem-Li Ha HviBoaTa Ha rnmemmja. 
OBoj HegocTaToK Ha cpapmaKogmHammoT ecOeKT 6ewe Ha6rbyRyBaH CO Cy6-
Tepaneacmi go3m Ha penarrwmg. Co omeg Ha -roa ,ga 6e36ep,HocHmoT npociwn 
Ha oBaa Kom6mHaLtmja He 6ewe yrBpp,eH CO RO3VI 1101314COKIA op, 0,25 mg 3a 
penarnmig m 320 mg 3a Tpmme-ronpmm, npmgpy>KHoTo gaBaii.e Ha TpumeToprimm 

penarnmig Tpe6a ga ce v136erHyBa. Bo KonKy, HanopertHaTa ynoTpe6a e 
Heonxopma, BHVIMaTellHO cnege-re ja rnmemmja-ra H coop,BeTHvrre KI1V1H114K1/1 
moHm-ropmpaFba Tpeba ga 6mgaT npeB3emeHm (Bmge-re BO genoT 4.4). 

Pvictamnmqvm, moiZeH mHpyrrop Ha CYP3A4, HO H Ha CYP2C8, RenyBa Vl KBKO 
l4H,EtyKTOp 1/1 KaK0 mHxv6m-rop Ha meTa6onnmor Ha penammHmg. ERHO Hep,eneH 
npe,gTxogeH Tpe-rmaH co pmcpamnmw4H (600 mg), npocne,geH co KOaRMHHACT-
popal-be Ha penarnmHvg (egmHeyHa go3a OR 4 mg Ha cegmmo-r geH pe3ynTmpa co 
50% 11OHL430K AUC (ecfjeKT Ha Kom6mHmpaHa vmgyKLAmja H mHxmomuimja). Kora 
penammHm,g e gaBaH 24 Liaca nocne nocnerwaTa go3a Ha pmcl)amnmw4H, 80% 
pegynAmja Ha penarnmHmg AUC e 3a6enexaHa (ecpeKT camo Ha mFigyKw4ja). 
HanopegHoTo gaBai-be Ha pmciclannnuLtmH m penarnvmm,g mowe qa npegm3B0KaaT 
noTpe6a ga go3a-ra Ha penammHmg ce flimflam/3m, npv WTO mc-ra-ra Tpe6a 	ce 
nocTaBm Ha BHVIMaTa11H0 cnegeHm KoHLtempaw4m Ha rnmKemmjaTa m npm 
viHnImpalipe Ha Tpe-rmaH co pmcloammAmH (aKyTHa mHxm6mqvija), no go3mpai-be-ro 
(Kom6mHmpaHo mHxm6vmmja CO L4HgyKUJija), noBneKyBaFbe-ro (Canto vmgynwija) m 
ce 	npvionvmHo gBe Hegenm nocne noBneKyBaFbe-ro Ha pmqbannnntmH Kap,e 
WTO 1/1HpyKTVIBH110T ecpeKT Ha pmctlamnmqvm noBeKe He e npmcy-reH. He mo>Ke ga 
6mge mcKnyLieHo p,a HeKOV1 gpyrm viHrtyK-ropm, KBKO Ha rip. cOeHm-romH, 
Kap6ama3envm, cpeHo6ap6m-ron, KawrapvioH mo>Ke ga mmaaT cnmyeH ecfDeKT. 

ECPeKTOT 0,0, KeTOKOHa3011, npoToTvin Ha 110TeHTHVI Vl KOHKypeHTHI1 mHxm6m-ropm OR 
CYP3A4, Ha cpapmaKommHeTnocre Ha penammHmg 6ewe mcnwryBaHa Kaj 3gpaBm 
cy6jeKTm. VicToBpemeHo gaBaFbe Ha 200 mg KeTOKOHa30J1 ro 3ronemyBa 
penarnmHing (AUC vl Cmax) 3a 1.2-naTL1 npm WTO npocOmnoT Ha KoHLIeHTpaqmjara 
Ha KpBHaTa rnyKo3a gocTmrHyBa nomanKy og 8% Kora ce ap,mmic-rpmpa 
HanopegHo (egmHekma go3a og 4 mg penarrwmg). 

VIc-roBpemeHo gaBai-be Ha 100 mg m-rpaKoHa3on, mHxm6mTop Ha CYP3A4, 14CTO 
TaKa 6ewe mcnwryBaHo Kaj 3gpaem BO.FIOHTepli, npm WTO 10 310fleMVIll AUC 3a 
1.4 Flaw. He3HaYwreneH ecOeKT Bp3 MVIKO3HOTO HVIBO 6ewe 3abene>KeH Kaj 
3gpaBm BonoHrepm. 

Bo crygmja-ra 3a mm-epaKwija HaripaaeHa Kaj 3gpaBm B0110HTep1/1, 
mc-roepemeHaTa ynoTpe6a 250 mg Knapm-rpommw4H, imokeH mexamnam 6a3mpaH 
Ha mHxvibm-rop CYP3A4, 3Ha4wrenHo ro 3ronemm penarnmHmg (AUC) 3a 1.4-naTm 
vl Cmax 3a 1.7-na-rm vi ro 3ronemm cpegHoTo 3ronemyBaFbe AUC Ha cepymcKmoT 
1/1HCyJ1111-1 3a 1.5-na-rm H maKcmmanHaTa KOHL1eHT aWija 3a 1.6-11aTti. TOL-MI/10T 
mexaHm3am Ha oBaa mrrepaKwija He e face 
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Bo vi3BegeHa c-rygvija Kaj 3gpaBvi B0110HTepli, wcToepemeHaTa ynome6a Ha 
penarnwHog (noegvmegHa go3a og 0,25 mg) vi qviKnocnopvm (noBTopeHa go3a 
op, 100 mg) ,qoBegyBa 	3ronemyBaFbe Ha AUC vl Cmax Ha penarnviHvig 3a 2.5 
vi 1.8 na-ro cooppeTHo. flopaRvi He ympgeHaTa vm-repanvja npvi go3v noBvicom4 
og 0,25 mg penarrwHo,q, vicroBpemeHaTa ynoTpe6a Ha LAviKnocnopvm co 
penarnyHop, Tpe6a ga ce vi36erHyBa. Bo KanKy oBaa Kom6mHaqvija cenaK e 
HeonxoRHa, Krivmvit-iKaTa N KpBHaTa rnmemuja Tpe6a BHumaTenHo ga ce cnegaT 
(norneRHeTe BO geno-r 4.4). 

Bo mwrepaKTviBHa c-rygvija CO 3gpaBv1 BOnoHTepu, vc-roBpemeHaTa ynorpe6a Ha 
gecfoepacmpoKc (30 mg/Krip,HeBHo, 4 geHa), cepvio3eH v1Hxv16u-rop Ha CYP2C8 vi 
CYP3A4, In penal-rim/LEI (egmHet-ma go3a, 0,5 mg) pe3yn-rmpawe co 3ronemeHa 
cwcTemcKa 143110>KeHOCT Ha penamviHog (AUC) 3a 2.3 nam (90% CI [2.03 —
2.63]) Ha Kowrpona, 1.6 nam (90% CI [1.42 — 1.84]) 3ronemyBaFbe Ha Cmax 
mano 3HB4VITer1H0 HamanyBaFbe Ha BpegHoc-rvrre Ha KpBHara MV1K03a. CO orneg 
Ha TO geKa He 6eLue BocnocTaBeHa uHrepantyja co noBvicom go3vi og 0.5 mg 
penamuHvig, vic-roBpemeHaTa ynorpe6a Ha gecOepacvipoKc co penarnvwmg 
Tpeba ga ce v736erHyBa. Bo KOrlKy HOBHOTO KomoviHvipai-be e HeonxogHo, Tpe6a 
ga ce npmmeHvi BHVIMaTef1H0 Kill/HI/NW moHm-ropmpaFbe N cnegeFbe Ha KpBHara 
MV1K03a (BMgeTe r0 geflOT 4.4). 

Bo crygvija 3a viwrepantimi, Kaj 3gpaBvi BOJ1OHTepH, Ko-agmviHvic-rpaivja-ra Ha 
Knomigorpen (300 mg ygapHa p,o3a), u,snn2148 viHxwbvi-rop, ja 3ronemyea 

vi3no31ceHocTa Ha penarrwHvg (AYI4-00) 3a 5,1 nam, gogeKa KoHTviHyvipaHaTa 
agroviHvic-rpamja (75 mg ptHema go3a) ja 3ronemyBa v13no'>KeHoc-ra Ha 
penammig (AYI1-.0) 3a 3,9 nam. 3a6ene>KaHv1 ce many, 3HaLiajHv1 HaManyBal-ba 
Ha BpegHoc-rwre Ha rnyKo3a BO KpBTa. Eivigejkw 6e36egHocHvioT npocOvin Ha 
g0110.11HIlTer1HVIOT TpeTmaH He e BocnocTaBeH Kaj oBme naqviewrm, 
KOHKOMV1TaHTHaTa yno-rpe6a Ha Knorm,qorpen v1 penammug Tpe6a ga ce 
vi36erHyBa. nOKOF1Ky KOHKOMV1TaHTHaTa yno-rpeba e HeonxogHa, Tpe6a 
BHVIMaTellHO ,qa ce anegy HVIBOTO Ha myKo3a-ra BO KpB Vl BHOMaTeJ1H0 ga ce 
cnegvi KnyHmt-IKara crima (Bvigm gen 4.4). 

13-6nompa4m-re megviLtvHcKu npenapam moxe ga rvi 3amacKvipaar cumn-romwre 
Ha xwnommemvija. 

KoagmvmucTpvipai-be-ro Ha Ltvime-rvigmH, Hi4c0egv1nv1H, ecTporeH, V1J11,1 CVIMBaCTaTV1H 

co penarnviHvig, cwre cyncTparvi, He 10 npomeHvine CV111-11,4CPV1KaHTHO 

cOapmaKoKviHeTcKvvre napameTpo Ha penamoHvig. 

PenamviHvg HeMan KTIV1HW4KVI peneBaHTHO BnujaHvie Ha cOapmaKoKviHeTcKviTe 
oc06eHocTvi Ha ,0,1/110KCl/H, TeocOvinviH V1nN Bapcpapvui BO noc-rojaHa coc-roj6a, 
Kora 6vin gaBaH Ha 3p,paBvi go6poBanqu. 3aToa, nogecyBaEbe-ro Ha go3a-ra Ha 
oBvie coegmHeHmja Kora ce p,aBaa-r 3aegHo 	enarnviHug He e noTpe6Ho. 
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CnegHLi-re cync-raFRALim mowe qa ro pegywipaaT xvinomLiKemLicuoT ecPerr Ha 
penamLimigo-r: 
OpanHL4 Kom-paLLerrnimi, pLicOmnvimH, 6ap6LiTyparLi, Kap6ama3env1H, Tvia3Lig1, 
KopTviKocTepogli, RaHa3on, TypeovigHli xopmoHLi Vl cLimnaTommieTvw. 

Kora Tine neKomi ce gaBaaT vinyl ymiHyBaaT Kaj nawieHT KOj npLima penarnimig, 
noTpe6Ho e naLvewroT ge-ranHo ga ce nocma-rpa 3a ga ce npaTaT npomemiTe BO 

KoHTponara Ha rmiKemlijaTa. 

Kora penamiiHLig ce KopLic-rm 3aegHo co gpyry megvn4L4Hcmi npenapa-ni KOM ce 
LianagyBaaT rnaBHo npeKy >KonyKa-ra KaKo penarnlimig, Tpe6a qa ce 3eMe BO 

npe,qBvig ceKaKBa no-reHLLLijanHa L4H-repaKLALija. 

ilegtijaTpmcka nonynamija 
He ce HanpaBeHLi LiFrrepaLalLicKLi c-ryp,m4 Kaj p,eLLa v1 agonecqeHni. 

4.6 nJ1ORHOCT, 6peMeHocT 11 naKTawija 

EspemeHocT 
HeMa c-rygmi 3a yno-rpe6a Ha penarmiHvig Kaj 6pemeHL4 	PenarnLimig 
Tpe6a ga ce Li36erHyBa npLi 6pemeHocT. 

goefbe 
3aToa penarnLiHvig Tpe6a ga ce L136erHyBa 3a epee Ha goeFbe Vl He Tpe6a ga 
ce MN:MGM Kaj goLinKm. 

11.110/1HOCT 
Floga-rowiTe og cTygLiviTe CO AV1BOTH1/1 KOV1 11/1 LicnLiTyBaar ect3eKTLiTe Ha pa3Boj 
Ha cl)eTycoT Li Ha HoBopogeHHeTo, KBKO 1/1 eKcKpewija BO mneKo, ce onLiwami BO 

gen 5.3. 

4.7 lamijamie Bpi cnoco6HocTa 3a B03eFbe 14 KoppicTeFbe mawi/HH 

HoBoHopM® HeMa given-Ho BriLijaHlie Ha cnoco6HocTa 3a 1303el-be H KopLicTeFbe 
Ha maLnLIHM HO MO>Ke ga npegLi3BLiKa xLinomLiKenmija. 
Ha naLLLieHTLi-re Tpe6a ga V1M ce coBeTyBa ga npe3emaT mepKii Ha 
npe-rna3nLiBocT 3a ga Li36erHaT minomLiKemLija 3a Bpeme Ha Bo3eibe. OBa e 
ocoSeHo BaNCHO 3a omie KOV1 WTO vimaaT Hamanemi 1/1.111/1  OTCyTHH 

npegynpegyBaymi 3HaLLLi 3a xLinomLiKemLija vinyl limaaT YecTLi ennogLi Ha 
minormiKemlija. Bo came oKonHoc-rii Tpe6a ga ce pa3rnega gami /a ce coBeTyBa 
B03el-be 11.111/1 He. 

4.8 HecaKaHH riejcma 

Pe3iime Ha 6e36egHocHLio-r npocjmin 
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Elm3yenHm nopemeTyBaEba (npeqKm) 
flo3HaTo e geKa npomeffli-re BO H/: v. 
TpaH3wropHm Bli3yellH14 flpeLIKVI, 0Cf0; 

emwja-ra npe,o,u3BoKyBaaT 
OT Ha Tepaniija-ra. 	3a 
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HajHecTo npojaBeffli HecaKaffl4 peaKqufri ce npomeffl4 BO HVIBOTO Ha rni4Ko3ara BO 
KpBTa, Ha np. ninornoKemmja. FlojaByBaFbe-ro Ha awe peantom 3aBwcv og 
wHgviBmgyanHy cpawropo, KaKO WTO ce HaBlAKLITe BO vicxpaHaTa, Bew6aFbe vI 
cTpec. 

Ta6enapeH npmKa3 Ha HecaKaHm peanimm 
Bp3 OCHOBa Ha VICKyCTBOTO CO penarnvimig V1 gpyrvi xvinornoKemucKvi 
megvivHcKi4 npenapaTin, 3a6enewaHm ce cnegHoBe HecaKami peantim: 
OpeKcipefflvvrre ce gectmfflipaffl4 KaKo: Boo6w4aeHo (1/100 ,o,o <1/10); 
HeBoo6wHaeffl4 (1/1000 ,D,0 <1/100); peTKL4 (1/10000 go <1/1000); MHory peTKIA 
(<1/10000)14 Heno3Ham (He mo)Ke ga ce ogpegaT O,q noc-roeyKu-re nogaTow4). 

HapywyBaFba Ha 
14MyHVIOT cmcTem 

AneprmcKm peaKL41411* MHory peTKo 

HapywyeaHDa Ha 
meTa6ano3mOT vi 
mcxpaHaTa 

XonornmKemvija Boo6w-iaeHo 
XvinomviKemmcKa Koma in 
xvinornmemvicKo ry6eFbe 
Ha ceecTa 

HapywyBaFbe Ha BligoT BnyenHw 
nopeme-ryBaFba (npeyKin)* 

MHory peTKo 

CpgeBvi HapywyBaFba KapgmoBacKynapHo 
3a6onyBaFbe 

PeTKO 

rac-rpotiHTeCTMHallH14 
HapywyBaFbe 

A6RoMvlHanHa 6onKa vi 
gvijapeja 

Boo6w-laeHo 

FloBpakaFbe vi 
KoHminaLlmja 

MHory peTKo 

ragetbe Heno3HaTo 
XenaTo-6mnmjapHii 
HapywyBaFba 

A6HopManHa xena-ranHa 
cpyHKL.wja, 3ranemewn 
HviBoa Ha xenaTanHvi 
eH314M1/1* 

MHory peTKO 

HapywyBaFba Ha Kowa-ra 
VI 110TKOWHOTO TKVIBO 

XvinepceH3u-rmsHocT* Heno3HaTo 

*BvigeTe ro genar „Onvc Ha cenerrupaHm peantici" nogone. 

Onwc Ha cenerrmpaHM HecaKaHm peanimm 

AneprmcKm peanimm 
reHepaninvipaffln xvinepceH3L4TwBffli peantwvi (np. aHacOnaKTL4HHo peaKLu1), 1111V1 
l4MyHOJ1OLLIKIA peaKuyivi KaK0 WTO e BacKynwroc. 



BaKBH npeLiKm e m3BecTeHo Kaj camo man 6poj Ha cnyt-iam no noLle-roKoT Ha 

Tepanmja-ra co penammi-mg. Kaj Hm-ry e,qeH BaKOB cnyLiaj He bvina npeoma-ra 

Tepanmja-ra co penammip, BO KrimHmt-im-re mcrm-ryBaFba. 

A6HopManHa xenaTanHa chmKi_tvija, 3ronemeHm Hi1B0a Ha xena-ranHm eH311M1/1 

Coonw-reHm ce monwpaHm cnyym Ha 3ronemyBaHDe Ha xenapHm eH3V1MV1 npvi 
Tepanmja co penarnm-mg. HajroneM gen og cnyHavrre ovine 6narm 
TpaH3m-ropHm, a mHory man 6poj naw/teHTm ja npeKmHane Tepanmja-ra 3apagm 

noKaLlyBai-be Ha xena-ranHm-re eH3v1mm. Bo mHory pe-rKm cnyLiain, cepV103Hm 
xena-ranHm HapywyBahba 6ea npmjaBeHm. 

XmnepceH3m-mBHoci- 
PeaKwi1V1 Ha npeyyBcTBmTenHocT Ha Kowa-ra mo>KaT ga ce nojaBaT BO BHA Ha 
qpBeHmno, LiewaFbe, ocmn to yp-rviKapmja. HeMa npmt-imHa Aa ce comHeBa Ha 
BKpc-reHa aneprucKa pean4mja co cyncOominypea nopajv pa3nmKa-ra BO 

xemmcKa-ra CTpyKTypa. 

ilptijaayBaHDe Ha HecaKaHm ,qejciraa 
AKO npmme-rmTe 6mn0 KaK131/1 HecaKaHm ,qejc-ma, Be marmme ga ro mHitopmmpa-re 
BawmoT neKap, cipapmaL4eBT vinm megmLvHcKa cec-rpa. 
Co npvljaByBaFbe Ha HecaKaHm-re gejci-Ba ce o6e36egyBa KoH-rmHympaHo 
cnegeFbe Ha KopmcTa Hacnpom pVI3VIKOT OR ynoTpe6aTa Ha neKoT N ce 
o6e36egyBaaT mHcpopmagmm 3a 6e36egHoc-ra Ha neKoT. HecaKaHm-re peaKumm og 
neKoBmTe moxe ga 11/1 npmjaBwre BO HawioHanHmoT LAeH-rap 3a 
cipapmaKoBvirmnaNa npm AreNmjara 3a neKoBm H megmqvmcKm cpeio,c-rBa 
(y.n.CB.Kmpmn H Me-rogmj 6p.54 KaT 1) WWI no eneK-rpoHcKm naT npeKy Be6 
ci-paHaTa Ha AreHwija-ra http://malmed.ciov.mk/  

4.9 	ri p ep,o3 p a Eb e 

PenarnviHmg 6ewe gaBaH co HegenHo noKayyBai-be Ha go3m-re og 4-20 mg 
%wpm nary Ha geH BO nepmog og 6 Hegenm. He 6mne norrmKHa-rm npawal-ba 3a 
6e36egHoc-ra Ha neKoT. 3emajkm npegBmg geKa xmnornmKemmja-ra BO oBaa 
cTygmja 6mna m3berHyBaHa CO 3ronemeH BHeC Ha KanopvlV, penaTmBHoTo 
npego3mpai-be mo>Ke ga npegm3BmKa npeTepaHo HamanyBaFbe Ha rnmemmja-ra co 
pa3Boj Ha xvinornmKemmcKm cmmn-romm (Bp-rornaBuLta, no-rei-be, -rpemop, 
rnaBo6onKa mTH.) noKonky ce nojaBaT oBme cmmn-romm, Tpe6a ga ce npeB3emaT 
coogBeTHm mepKm 3a 3ronemyBal-be Ha mmKemmjaTa (opanHvi jarnexmgpa-rm). 
HoTewKa xmnommemmja CO KOHByfl3VIVI, ry6wroK Ha CBeCT 1,11114Koma Tpe6a ga ce 
neKyBa CO mwrpaBeHcKa. 1-111/1K03a. 

	

5. 	cDAPMAKOTIOWKI/1 CBOJCTBA 

	

5.1 	cPapmaKoRHHamckm CBOiCTBa 
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Penarnmig 6p3o ce ancopompa og rac-rpoviHT 
goBe,gyBa 	6p3o 3ronemyBaFbe Ha nna3ma KOH 
cyncTaHumja. HajBMCOKVIOT nviK Ha nna3ma KOHLPH 

TpaKT, WTO 
aKTV1BHaTa 

BO TeKOT 
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cOapmaKo-TepaneB-rcKa rpyna: fleKoBvi KOH ce Kopvic-raT npvi gv1ja6e-rec, gpyrvi 

JleKOBIA 3a HamanyBaFbe Ha KpBHVIOT wekep, CO VICKIIT-10K Ha OFICWIVIH, ATLA Kog: 

Al OBX02. 

Mexamnam Ha gejcTBo  

Penarnvimig e KpaTKo-genyeaLiKm opaneH ceKpeTaror co Kpa-rKo gejcTBo. 

Penarnmvig aKyTHO ro HamanyBa HVIBOTO Ha muKemmjaTa co c-rvimynvipaFbe Ha 

ocno6ogyBaFbeTo Ha viHcyrivH O,g naHKpeacoT, ecfDeKT KOj 3aBVICVI 
cpyHKLIvioHvipaFbeTo Ha [3-KneTKvire Ha ocTpontaTa Ha naHKpeaco-r. 

Penammivi,q rVl 3aTBapa ATI1 KaHanviTe 3aBHCHVI Ofd Kanviym BO mem6paHa-ra Ha 

[3-Kne-rorre npeKy egeH Tapre-r npo-revm KOj e pa3nv14eH OR gpyrm-re ceKpeTarorm. 

OBa ja genonapvinipa 13-KneTKa-ra Vl goBegyBa AO  orBapaFbe Ha KanquymoBwre 

KaHany. Pe3ym-v1pa4Kv1oT 3r0nemeH VIHCP.IlyKC Ha Kanivym viHgyu4Vlpal/11-1CyJ1V1HCKa 

ceKpeqvija og13-KneTKaTa. 

cPapmaKogviHamcm ecjDeKT 

Kaj nawieHTvrre CO rivija6eTec -Fyn 2, VIFICyclHHOTp0f1HVIOT ORIOB0p Ha 06poKoT ce 
cnyt-mno BO TeK Ha 30 muHyTvi no opanHaTa go3a Ha penarriviHvig. OBa 
pe3ynTvipano CO HamanyBaFbe Ha rnmemvijara BO TeKOT Ha L4envioT o6poK. 
3ronemeHvrre HviBoa Ha viHcyrivm He nep3mcmpane no nepviogoT Ha 
on-repe-ryBaFbe co o6poKoT. Hvieo-ro Ha penar.nviHvig BO nna3MaTa onagHane 

Hamo vi BO nna3ma-ra Ha naLtvieH-rvire co ,Etuja6e-rec Twn 2, 4 Llaca no 

npvimaFbe-ro owne 3a6ene)KaHvi HVICKVI KoHLAeHTpaqvivi. 

KTIVIHVILIKa ecOviKacHocT N 6e36egHocT 

Kaj nagviewry co ,4uja6e-rec Tina 2 e noKa>KaHo HamanyBaFbe Ha rnviKemvijara 
3aBVICHO O,q ,go3aTa, Kora ce gaBaHvi g03vi OR 0,5 go 4 mg penarnviHmg. 
Pe3ynTa-rviTe Ha tawHviLiKo-re crygvivi noKaxane geKa penarnviHvig ce go3mpa 
on-rvimanHo BO BpcKa co rnaBHvrre o6poLtvi (npenpaHgvijanHo go3vipaFbe). no3vrre 
B0o6v14aeHo ce 3emaaT BO TeK Ha 15 mviHy-rvi ripen 06p0KOT, HO spemeTo mo>Ke 
ga Bapmpa og BegHaw npeg o6poKoT, na ce go 30 mviHy-rvi npeg o6poKoT. 

ERHa ermgemoonowKa c-rygvija cyrepvipa 3ronemeH pv13L4K OR aKyTeH KopoHapeH 
cvm,qpom Kaj naqvieHTm co penarnviHKg BO cnpegba co naLveH-rm TepTvipaffin co 

CyncfoHsnypea (Bvtqe-re ro genoT 4.4 in 4.8). 

5.2 	OapmaKoKpiHe-rcia4 CBOjCTBa 

Ancopnqmja 



Ha egeH yac no npvimaHDeTo. llo gocTvirHyeaHDeTo Ha maKcymymoT, 
nna3maTcKom HVIBO 6p3o ce HaManyBa. 
cOapmaKoKviHeTmKaTa Ha penammHugoT ce KapaKTepnvipa co cpegHa anconyma 
6viopacnonownV1BOCT og 63% (CV 11%). 

He ce 3a6ene>KaHv1 KTIOHVILIKirl peneeammm pa3nni4 BO clpapmaKoKwHeTviKaTa Ha 
penaminHvig Kora penamvmup, e gaeaR 0, 15 tiny 30 mviHyTvi npep, o6poKoT tiny 
Ha ma,qHo. 

Bo K11171HINKL4Te mcnvyryeaFba e oTKpvieHa BVICOKB viHTepviHgvieugyanHa 
eapvija6KnHocT (60%) BO nna3marcKv1Te KoHLtewrpaLtvivi Ha penammig. 
VHTpamigviemgyanHaTa eapvija6vinHocT e og HvcKa go ymepeHa (35%) vi 3emajkm 
BO npegemp, gem penammig Tpeba ga ce ToTpupa cnopeg KFIL4HOLIKOOT 

ogroeop, ecloviKacHocra He e 3acerHara OR viwrepviHgvievigyanHaTa 
eapvija6vinHocT. 

rtmcrp146y14mja 

OapmaKoKviHeTviKaTa Ha penammig ce ognmyea CO F11430K BonymeH Ha 
gvicTpvi6Nvija, 30 L (nocTojaH CO ,D,vicTpv16yL4vija BO viHTpatcneToYHoTe TBLIHOCT14), 

Vl BL1COKO ce ep3yea 3a nna3marcKvrre npoTeviHvi Kaj YOBBKOT (noeetZe OR 98%). 

EnHAAHHaLtHja 

PenarnyHvig ce enmmviHvipa 6p30 3a 4 ,g0 6 Yaca OR KpBTa. Flony->Kvieur Ha 
nna3Ma envimmHaLkaTa e npvibmoKHo egeH yac. 

PenarnyHvi,q cKopo LtenocHo ce maTa60nv3mpa vi He ce vigeHTmcpoKyeaHvi 
meTa6onv1Tv1 CO KTIVIHOLIKVI peneeawreH Xlr1flOr111/1CK14 ecpeKT.. 
Penarnvimig VI HeroemTe meTa60nv1ry ce eKcKpempaaT npvimapHo npeKy 
>KonyKaTa. EgtHa mana cppantyja (noManKy OR 8%) OR gageHaTa go3a ce 
nojaByBa BO ypviHaTa, npeeHcTeeHo KaK0 meTa6onviTv1. FlomanKy OR 1% OR 
penammig ce oTKpmea BO cPeLlecor. 

floce6Ha rpyna Ha naumeH-rvi 

V3no)KeHocTa Ha penarnviHmg e 3roneMeHa Kaj naLtviewrwre co L4pHogpo6Ha 
micycpmqvieHLtvija VI Kaj nocrapvire naLpieHTvi co anja6eTec Tvin 2. 
AUC (SD) no v13no>Kyeame Ha 2 mg egmHeyHa go3a (4 mg Kaj naumewni co 
upHogpo6Ha wHcyclovnAvieHwja 6eLue 31,4 ng/ml Ha yac (28,3) Kaj 3gpaevi 
BallOHTepVI, 304,9 ng/mI Ha yac (228,0) Kaj naqvieHTuTe CO LApHogpo6Ha 
viHcycpmqvieHLwja, vi 117,9 ng/ml Ha yac (83,8) Kaj nocTapvi naLtvieftru co 
nvija6e-rec Tvin 2. flocne 5-p,HeeeH TpeTmaH co penarnwHog (2 mg x 3/geH) Kaj 
nawnewm CO cepvio3Ho ouireTeHa 6y6pexHa cPyH vieaT HviH KnvipeHc: 20- 
39 ml /mviHyTa), pe3y.nTamrre noKa)Kaa 3HBLIMT:• 041 • 	• • 3ronemyeaFbe Ha 

<f+ 

III 11 

14K  "Pt 2:4m 
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inno>KeHocTa (AUC) VI nonymmBor (t1/2) cnopegeHo co cy6jerrw co HomanHa 
6y6pe>KHa ctDyHKLwlja. 

flegmjarpmcKa nonynawija 
He ce p,oc-ranHw no,qa-roqvi. 

	

5.3 	IlpeTK111114114K11 nopiaTouvi 3a 6e36eRHocT 

FlpeTK.rmHoLuanTe norta-roim He orKpvine noce6Ha onacHoc-r 3a nyfeTo Bp3 
OCHOBa Ha KOHBeHL0,10HaT1HVI c-ryrom Ha cpapmaKonorvija Ha 6e36egHoara, 
TOKCI1YHOCT Ha noBropeHmoT neK, FeHOTOKCMHHOCTa Vl KaHLIeporeHuoT 
noremmjan. 

PenammHing He noKawa Tepa-roreHoc-r npvi cnpoBegeHm c-rygim co >KMBOTH14. 
EM6pHOTOKCIA4HOCT, a6HopmaneH pa3Boj Ha eKc-rpemliTeTti Kaj cpe-rycw Ha 
rnymm Vi HoBopogeHm maneyKo, ce 3a6enewaHvi Kaj XeHCKIA mymm 143f10)KeHl4 
Ha BliC0101 g031/1 BO nocnegHwre meceLm Og 6pemeHocTa in 3a Bpeme Ha noel-be. 
PenarnwHing e ge-rerwpaH BO MileKOTO Ha >101BOTHL/1. 

	

6. 	cPAPMALIEBTCKM OCOBEHOCT11 

6.1 CnticoK Ha nomowm4 COCTOjKli 

MviKpoKpmararma Ltenyno3a (E460) 
Kammym xvirAporeH cDoccfDaT, 6e3BogeH 
IlLieHKapeR CKpO6 
KanVyM nonaKpvinuH 
FloBvigoH (nonviBvirkoH) 
rmiLtepon 85% 
MarHemym CTeapa-r 
MemymmH 
FlonoKcamep 

6.2 1/1HKOMrlaTV161,111HOCTPI 

HenpmmeHnwBo. 

6.3 POK Ha TpaeFbe 

5 rOgV1H1/1. 

6.4 iloce6HH mepioa Ha npeTna3ni4Bocr nom qyBaFbe 

Cla ce LiyBa BO opvirmHanHo-ro naKyBaFbe 3a ga ce 3aWTVITO Og Bnara. 

	

6.5 	lipmpo,qa 14 COCTaB Ha KoHTejHepor 

14 od 15 



a 
• 

Brmarep naKysaFbe (anymviliwym-anyminHwym) cogpxy 30 Ta6ne-rvi. 

6.6 floce6Ha nperna3nmeocT nom oTcTpaHyaal-be 

Hama noce6Hm 6apai-ba. 

7. 	HOCIATEI1 HA PEWEHMETO 3A 11POMET 

HOBO HopectvicK 00apma gooen 
yn.HviKona Krbycee 6p.11 
1000 CKonje, P. MaKeitoffinja 

8. BPOJ (EBM) HA PEWEHMETO 3A 11POMET 

9. riATYM HA flPBOTO PEWEHME 3A 11POMET/051-10 
PEWEHMETO 3A 11POMET 

10. gATYM HA PEBM3MJA HA TEKCTOT 

Maj 2019 

AHDE HA 
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