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36npeH x3Beuraj 3a oco6rHl,|re Ha neKor
ARIXTRA./AP14KCTPA

1. l4Me Ha neKor
Arinta 7.5 mg/o,6 ml pacrBop 3a qHjeKqxu, nperxoAHo HanorHer L!nprL{

2. KBanxrarxBeH r KBaHTrrarrBeH cocraE
CeKoj nperxoAHo HanonHer llnpuq coA t4 7,5 mg fondaparinux HarphyM Bo 0,6
pacTBop 3a rHJeKLlfl4
EKcranrleHr(u); CoApx noManKy oA '1 [4^ron Ha HarplyM (23 mg) no Ao3a x 3aroa
cMera aeKa e 6e3 HarpxyM

3a qerocHa rucra Ha eKcllnreHTu BlrArl ceKl{hja 6.'1.

3. OapMaqeBrcKa SopMa

PacrBop 3a uHjeKqu .

PacrBopor e 6ucrap u 6e36oeH Ao cna6o xorrreH4kaBa relrHocr.

4. KnrHx.rKx noAarollu

4.1. TepaneBTc(r,r r.tHAIKaqrir

TperiraH Ha aKfrFra AraooKa BeHcKa rpor!16eM6onuja (DVT) u rperMaH Ha aKlrHa
nynMoHanHa eM6onrlja (PE) co ucknyLrok Ha xeMoAuHaiIcKt4 HecTa6unHu naL{[eHTx unx
naq4eHT Kol4 rMaaT noTpe6a oa TpoM6on 3a lrn!1 nyrrMoHanHa eM6oneKroMrlja

4,2, Ao3[pabe x Ha,{rH Ha ynorpe6a

npenopaqaHara ,4oaa Ha fondaparinux e 7,5 mg (naqxeHT co renecHa rexuHa 250, <
100 kg) eAHaLu Ha AeH aAMrHlrcrp!4paHo npeKy cynKfraHa xHjeKqr.ja. 3a naqr,eHrr co
Te,recHa TexrHa < 50 kg, npenopa,.raHaTa Ao3a e 5 mg.3a naqueHTrl co teflecHa
T xHa > 100 kg, npenopalraHara Ao3a e 10 mg.

TperMaHor rpe6a Aa ce npoAo,rxl,4 HajMarky 5 AeHa I AoAeKa aAeKBarHaTa opaJ]Ha
aHTr{Koarynaqr4ja e nocTaBeHa (hHTepHaquoHanHo HopManu3hpaHo Koes q!4eBT 2 Ao
3) AoAaTHa opanHa aHTIKoarynaHTeH TperMaH Tpe6a Aa 6rAe uHxLlupaH LrJTo e MoLJJHo

nopaHo x Boo6uqaeHo Bo poK oa 72 gaca npoceqBoTo BpeMeTpaebe Ha

aaMxHxcTpaqxja Bo KnrHxr]Kq cryaux 6xno 7 aeHa ll Kn Hur]KoTo hcKycTBo 3a TpeTMaH
no '10 AeHa e rxMxTMpaHo.

CneuuianHu nonvnauuu

noeo3pacHu naqueHmr- He e norpeoBo np!4naroAy Kaj naqrleHn4 > 75

m

roA Hr,4, tondaparinux rpe6a Aa ce Kopr,4cl,4

QyHkquja onafa co roAuH!4Te (BrAu cekq[ja 4 4)

\-orJE : "",,1

LITO peHanHaTa



PeHanHo oumemyeabe- Fondaparinux rpe6a aa ce Kopl4cfl, BHrlMarellHo Kaj naq[eHTx
co yMepeHo 6y6pexHo ouJreryBaEe (B[A!4 c€Kr]xja4.4).

He nocrolr lrcKycrEo Bo noArpynara Ha naqueHT[ co BrrcoKa renecHa rexuHa (> 100
kg) x yMepeHo peHanHo oLlreryBaEe (Kpean H|,H knxpeHc 3(!50 ml/M!4H) Bo oBaa
noArpyna, no |,HlrqujanHa Ao3a oa 10 mg Ha aeH, peayKquja Ha aHeBHara ao3a ao 7,5
mg Moxe aa ce 3eMe Bo npeaBl,a, 6a3[paHo Ha +ap[raKoK[HeTcKt4oT t oaen (Bl,arl
ceKq!4ja 4.4).

Fondaparinux He rpe6a Aa ce Koprlc Kaj naqtleHfl, co reurKo 6y6pexHo oLlreryBabe
(Kpear[Hr4 Kr[peHc <30 mUMUHX BuAu ceKquja 4.3).

XenamanHo oumemyeabe - He e norpe6Ho ,qo3Ho npmaroAyBabe Kaj naqxeHru co
IecHo ao yMepeHo xenaTanHo ollTeryBaEe. Kaj naqueHTu co reLlKo xenaranHo
oLlTeryBaEe, fondaparinux rpe6a BHv[raTenHo aa ce Koplrcrv 3aToa uJTo oaaa rpyna Ha

naq!4eHTr He e l'|cnrryBaHa (Blau ceKquja 4 4 |, 5.2).

Aeqa - Fondaparinux He ce npenopaqyBa Kaj Aeqa noA 17 roAuHv 3aroa uJTo He
nocrojar noAaroqu 3a 6e36eAHocra u eS[KacHocTa.

Ha,tuH Ha vnompe6a

Fondaparinux ce aaMxHl4crp[pa co ArraboKa cynKyraHa !4HleKq!4ja AoAeKa naq eHror
flexu. CTpaHara Ha anr[Kaq ja rpe6a Aa 6uAe noMery neBuor 1,1 AecH[or
aHTeponarepaneH tA rteBt or u aecHuoT nocTeponaTepaneH a6aoMxHaneH sfia. 3a aa
ce [36erHe ry6erbe Ha reKoT, Kora ce KoplrcraT nperxoaHo HanonHeru LlnpuqoBu, He ro
ticTl4cHyBajTe ireyplrero Ha Eo3Ayx npeA uHjeKTupatbero. l-lenara aonx Ha Ha urnara
Tpe6a Aa ce EHece nepneHAur(yJtapHo Bo KoxHlror Ha6op ApxeH noMery naneqor u
noKa3aneqor; r(oxHrlor Ha6op rpe6a aa ce apxu 3a BpeMe Ha l4Hjefirpa|beTo.

3a AoAarH!4 uH+opMaqu Bo spcKa co Koplrcrerbero, paKyBaEero u orcrpaHyBarbero
Bl4Au ceKq!4ja 6.6.

4.3, KoHrparHaxKaqxlt
- XvnepceH3[6ur]Hocr Ha afiuBHara cyncraHqa u']u Ha- Hekoj oA

ekc[d eHrTe,
aKT14BHO, KnUHUgXrl 3HaqajHO, KpBaperbe,
aKyreH 6afi epqcKx eHAoKapal,Tlrc,
TeuKa peHanHa HcyQxqueHquja AeQ!4H[paHa co KpeaT[HxH KnupeHc
< 30 ml/M!aH.

4,4. MepKx Ba nperna3rl,rBocr x noce6H, npeaynpeayBarba:

Fondaparinux e Ha[reHer caMo 9a cynKfraHo Kopl4crebe. He rpe6a Aa ce
aAMUHlrCTpUpa 14HTpaMyCKynHO.

f]ocrol4 n[i,llrrupaHo [cKycrBo oA Tperupabero Ha fondaparinux Kaj xeMoarHaMcKl4
HecTa6uIHt4 naqreHTr 14 orcycrBo Ha xcKycrBo Kaj naqreHT[ Korl r4MaaT norpe6a oA
TpoM6onu3a, eM6onefioMxja l4nu BHecyBatbe Ha +!4ITep Bo BeHa KaBa
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XeMopaauu
noce6Ho BHl,4MaHhe npu Kopl4crebe Ha Fondaparinux Kaj naq!4eHT, Kol,4 uMaar
3roreMeH prl3LrK oa r(pBape$e, KaKo rcJ naqreHTu co KoHreHtiTanH[ rnu cTeKHaTr
kpBaperba (Ha np 6poj Ha rpoM6o!.lxrx < 50,000/ MM), aKruBHo ynqeparuBHo
racTpol,4HTecTllHarrHo 3a6onyBat6e u HeoAaiIHeuJHo xHrpeKpaHl,,rjanHo KpBapeEe unx
FrenocpeaHo no onepaq!4ja Ha Mo3oK, p6eTeH Mo3oK unll or(o !4 Kaj noce6Hu rpyn, Ha
naqreHTx Kox ce HaBeaeH14 noaory-

KaKo u 3a Apyrxre aHTuKoarynaHTu, fondaparinux rpe6a Aa ce kopMcTt4 co BHxMaHxe Kaj

naqr,leHT4 Kou HeoaaMHa 6rre noanoxeH, Ha xupypurKu 3a+aT (< 3 AeHa) l/1 caMo eAHa
xr4pyplrrka xet4ocTa3a 6rra noc-raBeHa.

fleKoBxre Kox Moxe Aa ro 3roneMar pu3l4Kor oA reBaperbe He rpe6a Aa ce
aAMllHllcTp!4paaT 3aeAHo co fondaparinux. OBUe neKoBx ru BKnyr.ryBaaT Ae3upyA!{H,
+u6pxHonxr qKu neKapcrBa, GP llb/llla peqeflropHrl aHTafoHlrcl4, xenapuH,
xenap[Hol4ax l4n!4 HrlcKo MoreKynapeH xenapuH (LMWH).3a BpeMe Ha TpeTMaH Ha
VTE, KoHKoMxraHTHa repanuja co Bl,rra[/!!4H K aHTaroHl,icrl4 Tpe6a Aa ce aAi.tLtHt4cTpxpa
Bo cornacHocT co hH+opMaq xre Ha ceKqxja 4,5 Epyrv aHTrlTpoM6orlr/4THh neKoBl,l
(aqer ncan q[nHa klicenuHa, Ahnllp AaMon, cyr$MHnl4pa3oH, TuKnonlAyrH rnr
KnonxAorpen) x NSAID Tpe6a Aa ce KopucTaT BHuMaTenHo AokoIKy e HeonXoAHo
noTpe6Ha KoaAMrlHxcrpaql.ja, HeonxoAHo e BHxMarenHo Ha6JbyAyBa|6e Ha naqueHTor.

Cn uHanHa En udypanHa aHecme3uja
naq!4eHTh Ko npxMaaT fondaparinux 3a TpeTMaH Ha vTE, He Tpe6a Aa KophcTaT

cnnHatlHa /enuaypanHa aHecTe3uja Bo cnyqaJ Ha xxpypLlKa r{HTepBeHquja.

noeo3pacHu naqueHmu
lloBo3pacHara nonynaqrlja e co 3rore[reH p!r3l,lr( oA KpBapebe. EtAejfu4 peHarHara
QyHKql4ja onar'a co Bo3pacra, noBo3pacHure naqueHTr Moxe Aa MaHr4$ecrllpaar
peAyllrlpaHa enrM!4Haqula h 3roneMeHo h3flo)rvBabe co fondaparinux (Bhau ceKquja
5.2). hHq AeHqara Ha kpBape$a Kaj naqrleHTu Kol, ro npuMaar npenopaqaH!4or pexuM
3a TpeTMaH Ha DVT unfi PE !4 ce Ha so3pacT < 65 roAuHt4,65-75 roAuHlA u > 75loAVHn
6qr,a 3,Oo/o, 4,54/o v, 6,50/o cooABerHo. CooABerHa uHqxAeHqa Kaj naq eHr Kol4

nphMaaT npenopalraH pexuM Ha eHokcanapuH BO TpeT[,1aH Ha D 6\na 2,5o/o, 3,60/0 A

8,3% cooABerHo, AoAeKa HquAeHqara Kaj naqueHTu Kou nphMaar npenopaqaH pex!flir
Ha UFH Bo TperMaH Ha PE 6una 5.50/o,6,64/o a 7,4o/a, coo4Ber{o
Fondaparinux rpe6a Aa ce Kopl,lcrl4 co BHrMaHue Kaj noBo3pacHx naqrieHTx (auAx

ceKutnja 4 2)

ducKa menecHa mal<uHa
KnuH gKo rlcKycrBo Kaj naqueHTx co rerecHa rexrlHa < 50 kg e orpaH[,]eHo
Fondaparinux rpe6a Aa ce Kopl4cl, co BHTMaH!4e Bo AHeBHx Ao3x oA 5 mg Kaj oBue
naqMeHr!. (BrA|1 ceKqvja 4 2 t15.2).

P e Han H a u Hcy& u qu e H quj a
Pr3uKor oA KpBapeEa ce 3roneMyBa co 3roreMyBaEe Ha peHanHoTo otlTeryBaEe

14HqxAeHqara Ha

AHOT HA DVT
un, PE co HopManHa peHanHa SyHkq ja, necHo , yMepeHo
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Fonqapaflnux atlaBHo ce eKcKpeTxpa oa cTpaHa Ha
kpBape$a kaj nal{qeHTr.t kol4 la npuMaaT npenopaqaHa
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peHanHo ouTeryBabe !l TeuKo peHanHo oLlTeryBa .132).44o/o



Q2n$),6.6Yo 14.so/o
naq[eHT KOl' n oDaqaH
2.3%(13t559), 4 , 9.7"/4
KOU np[irane npenopaqaHa ao3a Ha He
6una 6.9% (36/523), 3.1Vo \11|t3S2),11.1

Teuko peHaIHO OLlTeryBaEe (kpeaT[Hr4H
c14 co^BH[MaHre kaj naqrreHT, co y[4epeHo
eHc 30-50 ml/[axH). BpeMerpaebero Ha
rpaebero Ha Kr[Ht4r.]Kara cryAqja (cpeAHo 7

Te w Ko xen a m an Ho ow me nyea ft e
1oI1:T":]" Ha fondaparinux rp:g: co. BHr.lMaHre. Aa ce pa3ffleAa 3apaAr3roneMeHr4or pr.3uk oA KpBapebe npta ae+rqrr "a 6irroprn sJ *oaffaqr,4a xajnaqueHT!,r co reLlKu xenaranH!4 ollTeryBa|6a 1au4u cer<LrvjZ +.21.

naqueHmu co xeDapuH uHdytlupaHa mpoM1otpmoneHuja (HIT)

renHo Kaj naqreHTr co r4crop[ja Ha HlT.
ux He ce rcn!4ryBaHr1 Kaj naqxeHTn co HIT

a npxL/uHcka noBp3aHocT nol4ery TpeTe aBeHa

,1.5. hHrepaKqlh co Apyrx rekoax rn, Apyrx eopMl' Ha l1HTepaxqxja

,B^"](]1l:1.9r 
cryAur u3BeAeHr co fond (BapeaprH.)

::_l!9j""y" a HrepaKqxja co +apMa i0 mg soruKOpr4CTeHr4 AO CTyAt4rTe Ha HTepaKq 
"n 

n" n"aHTXKOarynaHTHaTa MoHl4TOpUHr aKTqBHocT

rlHa), NSAID (nqpoKc[KaM) ri
Ha fondaparinux. npu iO mg
He Bnrljaer Ha BpeMeTo Ha

ncenn$a vntt nxpol(cr4KaM Hr,4ry naK Ha
Ha paMHoTexa.
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4.6, ynorpe6a 3a BpeMe Ha 6peMeHocr 14 naKraqnja

He nocrojar KnrHrl,rkl,l noAaroqu 3a eKcno3!4rlr1ja Kaj TpyAHl4r..lx. 3apaA!4 nrMxrxpaHara
eKcn6xqlja, noAaToqxTe oA cryA!4ll Kaj xrBoTHl, 3a 6peMeHocT, eM6pro/+eTaneH
pa3B TOK, nopoAyBabe M noqrHaTareH pa3B91TOK Ce [HCy+UqrleHTHL. Fondaparinux
He Tpe6a aa ce npen!1lllyBa Ha 6peMeH!4 xeHl/1 Aor{oJlKy He e HeonxoAHo

Fondaparinux ce eKcKperhpa Bo MreKoro Ha craopqu Ho He e no3Haro Aanll
fondaparinux ce ekcKperupa Bo xyMaHoro i/reKo. He ce npenopaqyBa Aoebe 3a BpeMe
Ha TpeTMaH co fondaparinux CenaK opanHaTa ancopnq!1la KaJ AeTeTo e ManKy
BepolarHa.

4.7 BnxjaHxe ap3 cnoco6Hocra 3a Bo3er6e rnh paKyBarbe co MaurHr.r

He ce u3BeAeHr cryAllr,4 3a BnlljaHlrero Bp3 cnoco6HocTa 3a Boae|$el,4 paKyBa$e co
MaL!UH!t

4.8 HecakaHl'| AejcrBa

6e36eAHocra Ha fondaparinux e eBaJryupaHa Raj2,517 natl eHru iperrlpaHrl oA BeHcka
TpoM6eM6onxja co fondaparinux npoceqHo 7 AeHa Hajqecrrre HecaKaHu e$eKru 6une
koMnrr!4kaquu oA KpBapeba (B!4Aq ceKqlija 4.4)

HecaKaHure peaKqurl npujaBeHu oA crpaHa Ha rlcnnryBaqor kaKo co HalroneMa
BepojarHocr noBp3aHr co fondaparinux ce nprclrHl,4 Bo ceKoja SpeKBeHTHa rpyna
(MHory,recru > 1/'10, lrecru >1/100 Ao < 1/10, noManKy Lrecrfl (HeBoo6 L]aeHo)>1/1,000

Ao < 1/100, perKu >'1110,000 Ao <1/'1,000, MHory perKu <1/10,000) h Knacuo!,lKaqrjara
ro opraHcKl,4 cl4creM4 e cnopea onar:agKa cep!4o3Hocr
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Knacx+xKaqhja
no c[cTeMr!
MedDRA

HecaKaHx eSeKTx Kaj naqxeHTh rperrpaH14 oA VTE r

nopeMeryBaEe Bo kpBTa M

nuM+H oT c!4cTeM

gecm u: KpBape$a (racTpor4HTecTrlHanHh, xeMaryphja,
xeMaToML4, enucTaKct4, xeN!onTt43t4t4, rrepo-Bar Ha,tHl,4

xeMoparu!4, xeMap-rpo311, oKynap, nypnypa, MoApllqu)

noM anKy qecm u, a1eu!4ja, TpoM6oq!4ToneHfija

pemKu. ocTaHaTrl (pBapeba (xenaTanHh,
perponepuroHeanH!4,rlHTpaKpaH anHx /hHTpaqepe6panH ),
TpoM6oqhroneH!4ja.

nopeMeryBatbe Bo r.1MyH

cllcTeM
pe m K u. aiept qc(q pea()t1t1

nopeMeryBabe Bo
I\reTa60I13at\,r t4 !,cxpaHa

pemKui pacreqK!4 He-np n)'

5



nopeMeryBat6e Bo
cucTeM

HepaeH n oM at t<y 9e cm u: tnaaa6on(a
pemKut BplornaBuqa

noM qe.mu: |aAe'le, noBpa(aEeTacrpo14HTecrl,HanHr
nopeMeryBa|ba
Xenaro6unujapH14
nopeMeTyBarba

noM anKy qecmut a5{oprrarHa xenaTanHa syHkq[ja

flopeMeryBarbe Ha Koxa u
NOTKOXHO TK'lBO

pelr(u: eprTe[raTo3eH pau]

OnLUTx nopeMeryBaEa I
cocroj6a o4 crpaHa Ha
aaMl4HxcTpaq4aTa

noManKy qecmu: 6onKA, eaeun
pemKut pea(tlt/tJa Ha MecToTo Ha [HjeKrupaEe

(1) ,l3onxpaHta Heca l/lcKny!]o( Ha Tue kOI 6 ne
Meauq4HcKx peneBaHTHl,l_

(2) Npn e o6jacHyBalbe 3a He-npote!1Hckh a3or kaKo ujro e ypea, ypeuqHa KllcertrHa, aM!1Ho
Kticent Ha I ap

4.9 llpeAo3rparbe

Ao3uTe Ha fondaparinux HaA npenopaqaHl4Te.Moxe Aa AoBeAaT Ao 3rofleMeH p!4314( oA
Kpaape|$a. He nocrol4 aHTxaor Ha fondapadnux.

llpeAo3upaEe noBp3aHu co Kotltnflu(aq[r1 oA KpBapeba rpe6a Aa AoBeAaTAo
npeKlHyBarbe Ha TperMaHoT u Aa ce 6apa npuMapHara np[quHa. vl{V+y'jaqv]a 3a
cooABeTHa repanrlja KaKo Lllro e xupyprlKa xeMocra3a, sarueHa Ha KpB, T'paH;oy3rja co
c8exa nla3Ma, nra3Ma+epa3a Tpe6a aa ce 3eMaT Bo npeABl4a.

5. OAPMAKOJIOUIKUnOflATOUh

5.1 (DapMaKoAl,tHaMcKl,tKapaKTepxcrxxt4

OapMaKorepaneBTcKa rpyna : aHTurpotv6oruqeH areHT
ATC (oa: B01AX05

@a pM a Kod u HaM c K u e6eKm u

Fondaparinux e c[HTercKl, 14 ceneKT BeH [Hxr6rlTop Ha aKruBulpaHror +aKrop X (Xa).
AHTurpoM6oTcKara amuBHocr Ha fondaparl
(aHnarpo[r6uH) nocpeAyBaHa celeKruBHa14
Ha cereKTuBHocra 3a aHT[TpoMoxH, fondap
Heyrpanxoaqxja Ha +arrop Xa co aHrurpoM
npeKuHy KpBTa
I pa3Boj e ro xHamlaBupa rpoirbrH (afilaBupaH Sanopll) |, HeM
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npl4 TepaneBrcKx Ao3u, fondaparinux He Bn!4jae Ha pyrxHcKxre recroBI Ha Koaryr]aqyja
KaKo Luro e afil,lBupaHo napqyjalBo rpoM6onnacrxHcKo BpeMe (aPTT), aKrxBupaHo
BpeMe Ha Koaryraquja (ACT) unu nporpo[i6|4HcKo BpeMe (PT)/ ly'HrepHaqroHanHo
Hoprranu3[paHo Paquo (lNR)recr Bo nna3Ma, Epet4e 6€ kp8apebe [n!4
Qx6puHonxruqKa arruBHocr. CenaK, perK[ cnoHTaHl,1 panporu Ha aPTT nponoHraqrja
c€ npyjaBeFor. [ipu noBrlcoKx Ao3u, yMepeHx npoMeHI Bo aPTT Moxe Aa ce nojaBaT.
npx 10 mg Ao3l4 Kopr'rcreHu Bo ,lHrepaKqucKx cryAn!4, fondaparinux He BI]ljae
3HagUrerrHo Ha aHT[(oarynaHTcKaTa arruBHocr (lNR) Ha Eap+apuH.

Fondaparinux He pear[pa BKpcreHo co cepa oA naqueHTure co xenap!,rH tlHAyLlupaHa
rpoM6oqxroneHrja.

KtuHu.tKu cmv)uu

KnuHrl,rKr4or nporpaM co fondaparinux npu rpel\raH Ha BeHcKa rpoM6eM6onnj)a 6vina
Ax3ajH!4paHa Aa ja AeMoHcrpupa e$q(acHocra Ha fondaparinux 3a rpeTMaH Ha AIaboKa
BeHcka rpoM6o3a (DVT) u nyn[4oHapeH eAeM (PE). HaA 4874 naqxeHru 6xJre
BKnyseH[ 80 cTyAujaTa Bo KoHTponupaHa Sa3a ll x lll oA Knr4Hr,4L]Ktfie cryAt 

^.

TpemMaH Ha dna5oKa ee4cKa mpoM6o3a
Bo paHAorvt43[paHa, ABojHo crena, KnlaHla.]Ka cryA!4ja kaj naqueHru co norBpAeHa
AujarHo3a Ha axyrHa cuMnrot4arcKa DVT, fondaparinux 5 mg (renecHa rex[Ha < 50 kg),
7,5 mg (rerecHa rex Ha > 50 kg s 100 kg) m|,1 10 mg (renecHa rexuHa > 100 k9) SC
eAHauJ Ha AeH 6xn cnopeAyBaH co eHoKcanapuH Harp!1yt4 1 mg/kg SC ABa naTx Ha AeH.
BKynHo 2.'192 naqreHrl4 6qne rperupaH[; 3a ABere rpyn!4, naq eHrxre 6 ne rpeflipaH!4
HajManKy 5 AeHa na ce Ao 26 AeHa (npoce,rHo 7 AeHa). ABere rperupaHu rpynu
npuMl4re BuTaMuH K aHTaroHuc'ruqKa Tepanuja Boo6!4LIaeHo xH!4q[paHa Bo poK oa 72
qaca no npBara a'qMxHxcrpaquja Ha rrekoT 8o cryaujaTa I ce npoaonxyBa ao 90 +/- 7
aeHa, co peaoBHo ao3Ho npunaroayBarbe 3a Aa ce nocTurHe INR 2-3. Lle']Ta 6ura aa
ce ucKoM6[Hl1pa noTapAeHaTa c[MnToMaTcKa peKypeHTHa He QaranHa VTE !4

+aranHara VTE npujaBeHa Ao AeH 97. TpeT[4aHoT co fondaparinux 6ufl AeMoHcrpupaH
,qa 6uAe He-lJH+epqopeH Ha eHoKcanapuH 0/TE cranKa 3,9Vo v 4,1Vo, cooABerHa)

KpynH[ KpBaperba 3a BpeMe Ha uH[qujanH!4or nep[oA Ha rper[paEe 6xne
Ha6rbyAyBaH[ Kal 1.1o/o oA naqxeHrrre Ha fondaparinux cnopeAeHo co 1.2o/o Ha
eHoKcanapIH.

TpemMaH Ha nynMoHapeH edeM
PaHAoMr43upaHa, orBopeHa, Kn!4Hr/r.rxa cryAt\a 6una cnpoBeAeHa (aj naL{ueHT}t co
aKyreH cut\rnToiraTcK!4 PE. AujarHGaTa 6l4na noTBpAeHa co o6jeKruBHo TecTxpabe
(6enoApo6eH cKeH, nynMoHapHa aHn orpa$[ja ur][ KT cKeH). f]aqueHTure Kor [Maar
noTpe6a oA TpoM6onrca unrl eM6onreKToM ja unu Sxnrep Ha BeHa KaEa 6rne
xcKnyrreHu. PaHAot'fl43upaH!4 naqreHT[ Moxeno nperxoaHo aa 6r1aar rperupaHu co
UFH 3a BpeMe Ha ckplrHlrHr +a3ara, Ho 6xne !4cKuy,{eH naqleHT[ Kor/ 6{re
TpeT||paHx noBeke oa 24 gaca co TepaneBTcKa ao3a Ha aHTrKoaryIaHT l,nu co
HeKoHTponrlpaHa xlneprercl4ja. Fondaparinux 5 mg (renecHa rex!4Ha < 50 kg), 7.5 mg
(rerecHa rexxHa > 50 kg < 100 kg) unu 10 mg (renecHa rexuHa > 100 kg) SC eAHau
Ha AeH O re cnopeAeHu co HeQpaKq4oHtlpaH xenap[H 000 lU) cneAeHo co
KoHl4HyupaHa lv xH+y3rla npxnaroAeHa Aa la aPTT (oHrporHa
BpeAHocT. BKynHo 2.184 naqxeHTu 6une TpeTripaHr: eHrure 6xne
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TpeTxpaHu Haj[4arKy 5 aeHa na ao 22 aeHa ( Hl4 rpynu



nprMlrre BqTaMl4H K aHTarOHXCTrlLlKa Tepanrja Boo6uqaeHo 3anoqHaTa ao poK oA 72
gaca no npBaTa aaMt4HxcTpaq!4ja Ha cTyar4cKxoT neK l/1 npoAolxeHo ao Ao go +/_ 7
AeHa, co peAoBHo ao3Ho np[naroayBabe 3a aa ce nocr[rHe INR 2_3. Llenra 6l,ra aace ucKoM6l4Hl4pa noTapAeHaTa c[MnToMaTcka peKypeHTHa He eaTanHa VTE I
SaranHara VTE np[jaBeHa Ao AeH 97. TperiraHor co fondaparinux 6l4n AeMoHcrpxpaH
Aa 6uAe He-|rH$epuopeH Ha He+paqxoHt paH xenapuH MIE cranka 3,Bo/o u S,Oo/o,
cooaBelHa)
KpynH[ KpBapeba 3a BpeMe Ha l'tHxqhjanHror
Tonoapannux naqueHTrTe, cnopeaeHo co 1,1%
xenaD14H

5.2. (DapMaKoKrHercKx (apaKTeprcrr(n

nepuoA 6!4n 3a6erexaH x4 1,3o/o oA
KaJ naqueHTuTe Ha HeQpaKuuoHupaH

OapMaKoKrHeTrKara Ha fondaparinux Harp[yM e oAeneHa oA fondaparinux nna3Ma
KOHqeHTpaquxTe KBaHTrl+!4qupaHx npeKy aHTu Xa saKlopHaTa aKTIBHOCT_ caMO
fondaparinux Moxe Aa ce Kopl,4cru Aa ce (at'16prpa aHT[-Xa npoqeHKara
(rHTepHaqxoHaIHl,4Te craHAapA[ Ha xenap H xn!4 LIVIWH He ce cooaBerHlr 3a oBaa
ynorpe6a). KaKo pe3ynTar Ha roa KoHtteHrpaqujara Ha fondapainux e ucKaxaHa Bo
Mr,4r rpaMq (mg)

Ancopnquja
no cynKfraHo Ao3[pabe, fondaparinux 6p3o l, KoMnne-rHo ce ancopoupa (anconfrHa
6ropacnonolol4Bocr 100%). no eA[HeL]Ha cynKyraHa !4HjeKqxja Ha fondaiarinui 2,5
mg Kaj MnaArl,3ApaBu cy6jeKrl4, MaKcutllanHr1Te nna3MaTcKl,{ KoHqeHTpaquq (cpeAHo
C,- = 0,34 mg/n) ce nocrlrHyBaar no 2 Ltaca no Ao3[pabero. nna3nra
KOHqeHTpaq[uTe Ha tonoBuHa oa cpearTe c.* BpeaHocTt ce nocTxrHyBaaT 3a 25
MHyrq no Ao3IpaEeTo.

Kaj noaospacuur 3ApaB[ cy6jefix no cynKyraHa annxKaq[ja, SapiraKoKrlHer kara Ha
fondaparinux e nxHeapHa r ce ABuxrl oA 2-8 mg. llo eAHoKparHa s c. annerKaquJa
gocToj6alq Ha A[HaMuqHa paMHorexa ce nocrxrHyBa 3a 3 Ao 4 AeHa co nopacr 3a
C-." u AUC aa I 3 narla .

CpeAHara (CV%) cocroj6a Ha paMHorexa SapMaKoKlHercKx napaMerpfi npoqeHerx
KaJ naqueHTx Kou noArexar Ha rpaHcnnaHTaq[ja Ha KoIk u nprMaar fondaparinux 2,5
mg-eAHaL! Ha AeH ce : C-* (mg/n) -0,39 (31%), Tmax ('r)- 2,8 (.18%) x C_i" (mg/n)- 0,14
(5670). Kaj naqqeHT[ co SpaKrypa Ha konK, noBp3aHo co noKaqyBabero Ha Bo3pacra,
fondaparinux cocrojba Ha paMHoTexa nna3Ma (oHtteHrpaq!4x ce : C.* (mg/n) -0,50
(32%), C." (mg/n)- 0,19 (s8%).

Kaj D x PE TperMaH, naqueHr[re Kou nprlMaar fondaparinux b mg (renecHa
Tex[Ha< 50 kg), 7.5 mg (renecHa rex[Ha > 50 kg < 100 kg BKryexrenHo) 10 mg
(TerecHa rexuHa > 100 kg) eAHau Ha AeH , npunaroAyBaFbe Ha Ao3ara npeMa
TenecHara Tex Ha o6ea6egyea cruvtro rcno)<yBabe Kaj o4Te KaTeropur,4 Ha naqyreHT[
co pa3nhqHa Texl,lHa. CpeAHror (CV%) cocroj6a Ha paMHorexa SapMaKoKUHercKl4
napairerapcKa npoqeHKa Ha fondaparinux Kaj naqueHT!4 co VTE (ox ja nprMaar
ronoapaflnux npenopaqaHa Ao3a eAHaLlr Ha AeH e ; C.",(mgh)- 1,41 (21ok), T^* (h)_ 2,4
qaca(8%) u C." (mg/I]) -0,52 (45%). TlpxApyxH[re 5 u 95 npoqeHn4 ce cooABerHo,
0.97 x 1.92 3a C,*(mg/n) 0 24 !a 0.95 3a C," (mg/n).

Auc u6yquja
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BonyMeHor Ha Aficrpr,46yqt4ja Ha fondaparinux e orpaHuqeH (7-11 n,,Jpv) ln vitro,
fondaparinux e BrlcoKo 4 cneq[S!{qHo Bp3aH 3a aHTurpoM6rH nporeuH co Ao3Ho
3aB[cHo nna3Ma KoHqeHrpaqrcKo Bp3yBat6e (98,6% ao 97o/o Bo KoHqeHrpaq(oHeH
Aoi/er oA 0,5 Ao 2 mglt) Fondaparinux He ce sp3yBa 3Hal]llrenHo co Apyrx nna3Ma
npore Hx, BKryqyBajkl4 rpoMooqfireH QaKrop 4 (PF4).

EuAejkta fondaparinux He ce Bp3yBa 3HaqrrenHo 3a Apyru nna3Ma nporeuH co
xcKJryqoK Ha ATlll, He ce oqeKyBaaT rlHTepaKq!4l, CO Apyr' IeKOBUI, npeKy nOMeCryBaEe
ao Bp3yaat6eTo Ha npoTe!4HuTe.

Mema6onuaM
LlaKo He e qerocHo eBanyupaHa, HeMa no4aroL{t4 3a Mera6on!43MoT Ha fondaparinux x
noce6Ho HeMa noAaTollu 3a QopMaqfjara Ha aKTqBHh tvteTa6onxTr.

Fondaparinux He rut v{x[6vpa CYP450S (CYP1A2, CYP2A6, Cyp2cg, Cyp2C19,
CYP2D6, CYP2E1 un CYP3A4) in vitro. 3aroa fondaparinux He ce olleKyBa 3a
3aeMHoAejcTByBa co Apyrr neKoBl,l in vivo co u{xu6vtle'l)a Ha CYP nocpeAyBaH
MeTa60Ill3aM.

EKck pe quj a/E n u M u H a quja
norynepxoAor Ha e,lxl4laHaqhja (t%) e npq6nxxHo 17.]aca (aj 3ApaBu, MnaAu cy6jeKr!1
14 oKony 21 !]ac Kaj 3ApaBu, noB6pacHu naq eHTf. Fondaparinux ce eKcKperxpa Ao 64 -
77 o/a oA crpaia Ha 6y6pe3r4Te KaKo HenpoMeHeTa KoMnoHeHTa

noce6Hu nonvnauuu

nedujampucKu naqueHmu - Fondapaainux He e cnllTyBaH Kaj oBaa nonynal{{ja.

noeo3pacHu naqueHmu- PeHanHara +yH(q!.Ja Moxe Aa ce HaManr/ co roA!4Hqre q
3aroa kanaL{qreror Ha erxMr,Haq!4ja Ha fondaparinux Moxe Aa ce uauarr xaj
noB6pacHr/ Kaj naqlreHTu > 75 loAAHu Kou noAnexar Ha oproneAcKl4 xlrpypLutcl,
npol{eHer[or nna3Ma knrpeHc 6un 1.2 Ao 1.4 narv noHrl3oK orKonKy Kaj naq eHTrl < 65
roAtAHtA.

PeHanHo Hapywyeabe- CnopeAeHo co naql4eHTu co HopruanHa peHanHa eyHKqaja
(Kpean4HxH KnhpeHc > 80 ml/MuH), nna3[.{a Kn peHcor e 1.2 Ao 1 4 narv noHh3oK Kaj
naLlueHTri co 

']ecBo 
peHanHo HapyLtJyBabe (kpeaThHrH KnrlpeHc 50 Ao 80 ml/M H) Bo

npoceK 2 naTl,4 noHr3oK Kaj naqheHTx co yMepeHo peHanHo HapyluyBabe (Kpear[H H
KnupeHc 30 Ao 50 ml/MrH). KajreuKo peHanHo HapyuyBabe (KpearrlHrlH rslhpeHc < 30
ml/M4H), rna3Ma MrpeHcor e npu6nr,4xHo 5 Darr noHu3ok orKonKy npu HopMa|Ha
peHanHa +yHkqrlja. CooAserH!4Te TepM,tHanH!i BpeAHocrx Ha nonyxuBor 6xne 29 ,.taca
kaj y[4epeHa x 72 L]aca kaj naq eBTx co reulKo peHanHo HapyLlyBabe.

TenecHa moKuHa- flna3Ma Knr4peHcor Ha fondaparinux ce 3roneMyBa co rerTecHara
rexlaHa (9% nopacr Ha 10 kg)

non- He ce 3a6erexaHr nocrojar pa3nxKu Bo nolor np!{ nprnaroAyBafbero cnpeMa
TEIECHATA TEXTHA,

Paca- He ce HanpaBeHr npocneKT!4BHl, t/cnhTyBaEa
Kou ce Aonxar no paca Bo l4cnxryBabara ,3BeAeHr1

pa3n14kh

BO A3!1Ja



(JanoHlja) He ce 3a6enexaHx pa3rxKl4 Bo SapMa(oKrHerc(ror npoeun Bo
KoMnapaq!1ja co 3ApaB[ Ao6poBonq, oA 6ena paca. Crt4qHo, He ce 3a6enexaHrl
pa3nuKl4 Bo nna3MaTckt oT KnupeHc Kaj naqIeHTl4 noAIoxeHq Ha opToneAcKx xt4pypllKt4
3aOaT[ oA r]pHa u 6efla oaca.

XenamanHo Hapywyeabe- no eAqHeltHa, cyn(yraHa Ao3a Ha fondaparinux Kaj cy6jefix
co yMepeHo xenaranHo HapyLuy8at5e (child_Pugh category B) , BKynH!1or cmd
(BFaH r HeBp3aH) x AUC 6une HaManeHV 3a 22o/o u 3go/o, cooAeeno, eo cnope46a conuqa Koh l4tvaaT HoptuanHa xeflaTanHa QyHKlrja. noH[cKrlTe nna3MaTcK,4
(oHqeHrpaqr[ Ha fondaparinux ce p$yrTaT Ha peAyqxpaHoro Bp3yBat6e 3a ATlll a
ceKyHAapHo Bo noHrlckLfre ATlll nla3MaTckrl KoHqeHTpaql4x Kaj cy6jeKrx co xenaTaJrHo
oureryBa|ie ltTo pe3yJrrlpano co 3roneMeH peHaneH Kn[peHc Ha fondaparinux.
nocneAoBarenHo, HeBp3aHu (oHqeHTpaqxl4 Ha fondaparinux ce ol]e(yBa Aa ocraHar
HenpoMeHeTu Kaj naqueHTx co necHo ao yMepe o xenaTaflHo otlTeTyBarbe l4 3aToa He
e norpe6Ho npxnaroAyBaFbe Ha Ao3l,Te 6a3upan ua $apuaxorufreruxara.

OapMaKoK!4HeruKara Ha fondaparinux He e l4cnrryBaHa Kaj naq[eHTx co reujKo
xenararHo HapyLlJyBar6e (BvjAu ceKq4a 4 2 u 4.4.)

5.3. npeKnxHl,{fix noAaroqx 3a cxrypHocra

He-Kn[HuqKl4 noAaroqfl He EoKaxyBaar noce6eH p[3xK Kaj nyie 6a3upaHu Ha
KOHBeHLll4OHaJtHl4 CryArl4 3a 6$6eAHOCT, +apilaKonor4ja I reHoToKcl,lqHocT CTyal4r 3a
noBTofyB_aqK[Te Ao3x l4 penpoAyKn BHaTa roKcuqHocr He noKaxane nocebeH pu3l,lK ,Ho
He o6e36eAxne H aAeKBarHa AoKyMeHTaLlxja 3a 6e36eAHocHrre rpaHuqh 3apaAu
orpaHhqeHara eKcnGr/t+la KaJ x BoTH14

oAPMAqEBTCKh nOAATOtl14

6.1. rlt4cra Ha excxnxeHcn

narp[yM xnopua
BoAa 3a xHjeKqux
Xr4ApoxJtopx'.tHa KrcenxHa
Harpuyra xugporcu4

6,2, 14HKoMnarr6xrHocr

Bo orcycrao Ha KoMnarh6[rHl, cryA!4!4, oBoJ neK He rpe6a Aa ce Meua co Apyfll
neKoB14.

6.3. Po( Ha ynorpe6a, pox na ynorpe6a no pekoHcrrryqlja Ha reKor rnr no
oTBaparbe Ha opnrHanHoTo na(yBatbe

3 roA[Hla.

6.4. Ha.thH Ha gyBarbe

Aa He ce 3aMp3HyBa.

6.5. flakyBalbe (npxpoAa x coApxt{Ha Ha naxyBar6eTo)

10



I
I TLln 1 crar(neHo 6ypeHqe (1ml) norluBpcreHo 3a 27 x 12.7 MM t lnu vt 3arEopeHo coKrropo6frun enacro[4ep plunger (;apoHer) 3arBopyBaq.

11I,3 7,5 mg/0,6 ml e pacnoro)Kn[Ba Bo naKyBarba oA2, z, 10 x 20 nperxoAHoHanorHeTu.ulnpxqoBrl. nOCTOjaT 2 nana Ha LunphqoE4:. lllnpl4ll co MareHTa 6oja 3arBopyBa,{ x aBTot\rarcKu 6$6eAHoceH cucreM. u]nprq co MareHra 6oja ta MayeneH 6e36"4"0""" 
"r"r""- 

--' -''-

ne cuTe naKyBa|+a ce np4crrHq Ha cxTe MapKeT[.

6.6. ynaTcrBo 3a ynorpe6a / paKyBarbe

cyn(rraHara rHjeKquja ce aA[,t4Ht4crpr4pa Ha ucr Ha'.]l4H KaKo u KnacuqeH LJJnouu

Il^apeHrepanH re pacrBop[ Tpe6a Aa cerperneaaar Bu3yeJrHo aarrI xiraar npucycrBoHa qecTrLtKr, l4nq npoMeHa Ha 6ojaTa npea ynoTpeoa.

ynaTcyao 3a caMo-anrlqxpaEe co cynKyraHa l,HjeKqrja e BK|y,{eHo Bo ynarcTEoro 3anaqIeHToT.

3aLlTt THtloT cl4creM Ha ,lrnl4Te Kai
ArcajHupaHu co 6es6e4rocet cucrela
r4HlerruparueTo rta leRoT

Arixtra flpeTxoAHo HanotHeTfi uJnp4qoB[ ce
3a 4a nocTot4 3auTuTa oa y6oa oA rrnaTa no

C-e(oj-He[c(opt creH npoayKr n norpouJeH l4areprjan rpe6a Aa ce orcrpaH[ Eocor']acHocT co noKanHuTe nerucJlaTt4Brr.

OBojneK e caMo 3a eAuHeLrHa ynorpe6a.

7. lloAaroq'| 3a Hocrrenor Ha pelueH]rero 3a npoMer

lGuHpec +apMaqxja Ao.o. 3arpe6, flper BHrrnJTBo Bo peny6rxKa MaKeAoHr4ja

yn. Apco M|i|Ll(oB 6D. 29
1060 CKonje
P Ma(eAoHrja

Epoj Ha peuelre 3a craBarse Bo npoM
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peuieHre 3a craBarbe

Aaryrurra peeruja ta rercror
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