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[penopaknTe Ko ce HaoraaT
BO OBOj BOAUY Ce oaHecyBaaT
Ha NPMMeHa Ha nekoT
Pradaxa® Bo nngukaumja:

npeBeHuuja Ha MO30YeH yaap
Kaj atpujanHa dubpunauuja.
nevyere Ha Anaboka BeHcka
Tpombo3sa ([BT) u 6enoapobHa
embonuja (BE) v npeseHumja
Ha pekypeHTHa [IBT u BE kaj
BO3pacHu nauwentu (OBT/BE).

OBoj BoAWY faBa npenopaku 3a
npumeHa Ha nekot Pradaxa®

CO LieN PU3MUKOT OA KpBapeme
Aa ce cBele Ha MUHUMYM

WHaukauum

KoHTpanHaukaumm
[epronepatvBHO 3rpuxyBare
[Oosuparse

MocebHu rpynu Ha nauueHT co
MOTEHLWjanHo 3ronemMeH puamnk
04 KpBapeke

TecToBM Ha koarynauja u
HWBHO TOMNKyBaHe
[penosupatrse

3rpuxysarbe npu KoMnnuKaLmjaTa
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Pradaxa® KapTtuua 3a nauueHTu
CO npeAaynpeayBara 1 COBETH
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« [peBeHLMja Ha MO30YEH yAap ¥ cucTeMcka eMOonMja Kaj BO3pacHm
NauveHTV CO HeBanBynapHa aTpujanHa oubpunaluja co eaeH unm noseke
PU3UK (hakTopu (MpeBeHLMja Ha MO304eH yAap M cucTemMcka embonuja kaj
aTpujanHa (ubpunavyja) kako LUTO ce NPETXOAEH MO30UEH yaap unu
TPaH3nUTopeH ucxemuyeH Hanag (TWH); BospacT = 75 roauHu; cpLesa
HcypuumeHumja (NYHA Knaca 2); anjabetec MenuTyc; xunepTeHsija.

* Jlevetbe Ha gnaboka seHcka Tpombosa (ABT) v 6enogpobHa embonmja (BE)
v npeseHunja Ha pekypeHTHa [1BT 1 BE kaj BospacHu nauvenTu (IBT/BE).

KoHTpannaukauum

* [peyyBCTBUTENHOCT Ha aKTUBHATa CyncTaHUuja Unu Ha Buno koja
O/ NOMOLLHMTE COCTOjKN Ha NEKOT

* MaumeHTu co Tetlka 6ybpexHa uHcyduumerumja (CrCl <30 mL/min)

* AKTUBHO KIMHUYKM 3HAYajHO KpBapeHe

* leauja nnm coctojba koja ce cMeTa 3a 3HauaeH puamk akTop 3a
noronemo kpeapete. OBa MoXe fja ce OHEeCyBa Ha:
- aKTyenHW Unn [0 HEOAAMHELLHI raCTPOMHTECTUHANHN ynLepaLmun
- MPUCYCTBO Ha ManurHi HeonnasmMm co BUCOK PU3NK O KpBapere
- M0304Ha nospeaa unu nospega Ha ‘pbeTHMOT MO30K 0AHEOo4aMHa
- HeoAaMHeLUHa XV1pypLLKa MHTEPBEHLMja Ha MO3OKOT, ‘POETHUOT MO3OK MK 04uTe
- HeoAaMHelUHa UHTpaKpaHujanHa xemoparuja
- MPUCYCTBO Ha e30dhareasntu Bapyko3n Ui COMHEHWE 3a HUBHO MOCTOEH:E
- apTepUOBEHCKN MandgopmaLum
- BacKynapHu aHeypusmu Unu noronemMn MHTpacnuHamHu unum

WHTpaLlepebpanHu BackynapHu abHopManHocTu
* VicToBpemeHa Tepanuja co Apyri aHTMKQ cu np..:




- [IepuBaTU Ha xenapuH (choHaanapuHyKe UTH.)
- NepopanHy aHTukoarynaHeu (BapapwH, puBpokcaba, anukcabaH UTH.)
CO MCKNY4OK BO CreLnduyHi ycrosu. Toa e npu npedipnare oA
eHa Ha Apyra aHTUKoarynaHTHa Tepanuja, kora H®X ce npumeHysa
BO [103a KOja € HEONX0JHa 3a OAPXKYyBakEe Ha NPOOAHOCTA Ha
LIEHTPanHUOT BEHCKN UMK apTEPUCKKM KaTeTep unu kora HOX ce nasaart
BO TEK Ha KaTeTapcka abnauuja kaj atpujanHa coubpunaumia.
* XenararHa uHcyduumeHymja unn 3abonyeare Ha xenapot
KOe ce 04eKyBa Aia UMa BnnjaHue BP3 NPEXMBYBaKETO Ha NaLUEHTOT
* VlcToBpemeH TpeTMaH co cregHuTe jaku P-gp MHXUOUTOPHK: cUCTEMCKM
KETOKOHA3011, LIMKIOCNOPUH, UTPaKOHa30:, APOHEAaPOH U (OUKCHa
KOMOWHaLMja rnekanpesnp/nbpeHTacBup
* [NpucycTBo Ha BeLuTauku CpLEeBM 3anuCTOLM Kafe e
noTpebHa aHTUKoarynaHTHa Tepanuja

No3upame’

npenopaqaua Ao3a
[peBeHUMja Ha MO30YeH yaap 300 mg oa nekot Pradaxa® Bo
n cucTemcka embonuja kaj 0bnuK Ha eaHa kancyna oj

BO3pacHM nauneHT co HBA® 150 mg naa naru Ha aen
M CO €fieH 1nn noseke pUsmK

(haktopu (npeseHumja Ha MY

n CE kaj AD)

[leyerse Ha anaboka BeHcka 300 mg op nekot Pradaxa®
Tpombosa ([BT) u 6enoppobHa  Bo 06nuK Ha eaHa kancyna o
embonuja (BE) n npeseHumja Ha 150 mg ABa naTv Ha feH no

pekypeHTHa [1BT 1 BE kaj Tepanija co napeHTepaneH
Bo3pacHu (1BT/BE) T
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HamanyBame Ha go3zara
MpenopavaHa go3a

lpenopayaro Hamanysame Ha dozama

MawueHTn Ha BospacT = 80 roauHu [lHeBHa f03a of nekot

MayneHT kou ucToBpEMEHo Pradaxa® on 220 mg semena

npUMaar sepanamun BO 0BNUK Ha efHa kancyna
o4 110 mg aBa natu Ha aeH

Aa ce pasmucnu 3a Hamanyeawe Ha dozama

MaupenTn nomery 75-80 roamHu

[lHeBHa n03a of nekoT
[MaLpenT co ymepeHo OITETYBaME  Pradaxa® 04 300 mg
Ha bybpesute (CrCL 30 50 mL/min) i 220 mg ce oppenysa

MaumeHTn co ractpuie, esocaruine
nn ractpoesodareaneH pedykc
[pyrv nauneHT co aronemen

P13k og kpBapere

BpemeTpaetbe Ha ynotpe6ara

WUHaukaumja Bpemetpaetse Ha ynotpebara

[peBeHuyja Ha ; :
MY u CE kaj A® | cPaNMjaTa Tpeba fa Guae Aonrotpajua.

Ha OCHOBa Ha MHAMBMAYanHa
NpoLieHKa Ha PU3KKOT of
Tpomboembonuja 1 kpeapekse

[BT/BE BpemeTpaetbeTo Ha Tepanujata mopa aa ce npunaromy
Ha MHAMBIAYanHWTE NOTPeBU No BHUMATENHa NpoLeHka
Ha KOpUCTa 07} NMEYerLeTo BO OAHOC Ha PU3MKOT O
kpBapetse. Kpatko Tpaerse Ha Tepanujata (Hajmarnky 3
MeceLy) Tpeba Aa ce oppean Ha OCHOBA Ha MUHMMBHTE
(paKTOPM Ha PU3UK (Ha Mp. O/ HEORAMHa XVUPYPLUKK

3adar, Tpayma, u i€ Wja), a No[onro Tpaeke
Tpebapace o %ﬁn %ﬁﬁp&ﬁ:@é@-&wre dakTopu Ha
PU3VIK UKt a Ba 3B0p 3 uanonarcka ABT wnm BE.

TTY
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Mpenopaku 3a npoLieHKa Ha OybpexHaTa yHKumja Kaj cuTe naumeHTH

« bybpexHarta dyHkumja Tpeba fa ce npoLeHm Co oapeayBatbe Ha KMPEHCoT
Ha kpeaTtuHuH (CrCL) co nomoww Ha meTogata Cockgroft-Gault® npep
OTMOYHYBAHETO Ha TPETMaHOT co nekoT Pradaxa® 3a aa ce ucknyyar
naLneHTUTe co TeLLKo oLTeTyBare Ha bybpesute (Ha np. CrCL < 30 mL/min).

« bybpexHara dyHkUwmja Tpeba UCTO Taka a ce NPOLIEHM 1 Kora nocTou
COMHEBar-E€ 33 HamareHa byopexHa (yHKLMja UK OLLTETYBakE Ha
bybpesnte Bo Tek Ha Tepanujata (np. xunoBonemuja, Aexuaparaimja,
UCTOBPEeMeHa ynoTpeba Ha oapeaeHu Nexkosw).

* Kaj noctapu nauueHTu (>75 roguHin) unv NauMeHTH Co OLUTETYBaHE Ha
bybpeaute, BybpexHata dyHkunja Tpeba aa ce NpoLeHyBa HajMarnky
efiHaLl roAMnLLHo.

* Cockgroft-Gault-oa hopmyna:
3a KpeaTuHWH Bo mg/dL:

(140-cTapocT [roannm]) TexuHa [kg] (x 0,85 3a xeHu)

72 x KOHLieHTpaLuja Ha kpeaTuHUH Bo cepymoT [mg/dL]

3a KpeaThHMH BO umol/L:
1,23 x (140- ctapocr [roguHu]) x TexuHa [kg] (x 0,85 3a xeHu)
KOHLIEHTpaLWja Ha KpeaTUHUH BO cepyMoT [Umol/L]

[pomeHa Ha TepanujaTa

lMpomera 00 mepanuja co nekom Pradaxa® Ha napeHmepaneH
aHmukoazynaHc

Ce npenopayysa Aa ce noyeka 12 Yaca no 3emMarbe Ha nocnegHara 4osa
npez npomeHa of nexoT Pradaxa® Ha napeHTepaneH aHTUKoarynaxe .
[lpomeHa 0d mepanuja co napeHmepasneH aHmukoazynaHc Ha
mepanuja co siekom Pradaxa®

[1a ce npekiHe co TepanujaTta co NapeHTepaneHAREAKQarynaHe 1 Aa ce NoyHe
co Tepanuja co nexot Pradaxa® 0-2 yaca i R
ce flafe cnefHara 103a Ha anTepHaTUBHE
MPEKNHOT BO CMyYaj Ha KOHTUHYMPaHa TEpaR
HedpakumroHupaH xenapuH (HOX)).
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[Tpomera 0d mepanuja co nekom Pradaxa® Ha aHmazoHucmu
Ha eumamuH K (BKA)

[punaroaysareT0 Ha BpEMETO Ha OTNOYHyBak-e Ha BKA Bp3 ocHoBa
Ha KIMPEHCOT Ha KpeaTUHWH Ha CIEAHMOT HauMH:
* CrCL 250 mL/min, na ce 3anouHe co BKA 3 geHa npes NpekMHoT

Ha nekoT Pradaxa®
* CrCL 230-<50 mL/min, aa ce 3anoyre co BKA 2 geHa npea NpekuHoT

Ha nekot Pradaxa®
Co ornep Ha Toa aeka Pradaxa® moxe na BNWjae Ha BPEAHOCTUTE Ha
VIHTepHauuoHaneH HopmanuaupaH coogHoc (INR), INR TecTot nogobpo
ke ro npukaxe ecekToT Ha BKA camo aokonky ABa feHa nopaHo ce
npekuHe co Tepanujata co nekot Pradaxa®. [lo Toralw, e notpebeHo
BHUMaHu1e BO UHTepnpeTaumjara Ha INR BpegHocTuTe.

[pomera 0d BKA Ha nekom Pradaxa®

[pumeHaTa Ha BKA Tpeba aa ce npexuHe. Pradaxa® moxe na ce fage
kora BpeaHOCTUTe Ha VHTepHaumoHaneH HopmanuaupaH coogroc (INR)
ce <2,0.

KapavoBepsuja

[NauveHTuTe co HeBanBynapHa atpujanta (rbpunalmja Kou ce neyar co nexkot
Pradaxa® nopagv npeseHuja Ha Mo3o4eH yAap 1 cuctemcka embonuja Moxe aa
OCTaHaT Ha Tepanuja co nekoT Pradaxa® u gogeka ce Ha Kapauosepauja.
Katetapcka abnauuja kaj arpujanHa ubpunaumja

Katetapckara abnauuja Moxe aa ce cnpoeege 8o npeseHuuja Ha MY n CE kaj
AQ® Kaj naLmeHTI Kou ce neyar co nekot Pradaxa® 150 Mg ABa NaTut Ha JeH.
Tepanujata co nexot Pradaxa® He Tpe6a aa ce NPEeKMHyBa.

Hema foBonHo nogarowy kow ce OfHeCyBaaT Ha Tepanuja co nekot Pradaxa®

110 mg gBa natt Ha aeH.

lNepkyTaHa kopoHapHa MHTepBeHLMja (I'IKI/I/ CO BrpaflyBaH-e Ha CTeHT
ﬁj%qonnemar Ha

%@ﬂgwﬁg@\s nekot Pradaxa®

MNawyeHTnTe co HepanBynapHa atpujanta
3acpat Ha MKW co BrpagyBare Ha CTEHT Mo
BO KOMOWHaLiMja CO aHTUTPOMBOLWTHI NEKO ItHyBamkbe Ha XxeMocTa3a.
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NN = b
B dmew S5
»

s o I
ST 7
* \ze 7~
Ckon2X



HauuH Ha ynoTpeba

JlekoT Pradaxa® e HameHeT 3a nepopanHa ynotpeoa.

* Kancynara moxe fa ce 3ema co unm 6e3 xpaHa. Kancynara o nexkot
Pradaxa® tpeba aa ce nporonTa Lena, co yYalla Boga, co LUTO Ke ce
OCUrypa HejanHOTO JOCNEBaE A0 KEMYAHMKOT.

« Ha naupentute Tpeba aa UM ce kaxe Aa He ja KpLuaT, Aa He ja LiBakaart v
Aa He ' Npa3HaT neneTuTe 04 Kancynarta 3aToa LUTO Toa MOXe Aa ro
3roNEMM PUSNKOT O KPBapEH-E.

lMoceBHu rpynu Ha naLMeHTH CO NOTEHLMjanHO 3roneMeH pPUsmK
Of1 KpBapeHe

MNaupeHTuTe co 3ronemeH pusvk of Kpeapewe (Bugu Tabena 1) Tpeba
BHUMATENHO [la ce MOHUTOpUpaaT, fa ce bapaat 3Hauy 3a KpBapere W1nm
aHemuja, nocebHo ako noctojar 3gpyxeHu akTopu Ha puank. HeobjacHns
Nag Ha HMBOTO Ha XeMOrnoBUH W/WnK XeMaToKPUTOT UMK KPBHUOT MPUTUCOK
Tpeba fa Be nosefe Aa ro 6apate MecToTo Ha kpBapetse. MoaecyBakeTo Ha
fosata Tpeba fga Ouge oanyka Ha nekapoT, no pasrneayBameTo 3a
noTeHLjanHaTa KOpUCT I PU3NK 3a CEKOj NaLMeHT MooAenHo (BUAK Morope).
TecToBuTe Ha koarynauujata (Buau ,TecTOBM Ha Koarynauuja M HUBHO
TONKYBath€") MOXaT [a NOMOrHaT fa ce WAEHTUMMKYBaaT naLueHTUTe co
3roNemeH pusnK oA KpBaperbe NpeausBrkaHo of] NperonieMa ekcrouupja KoH
nabwvratpan.

Kora e wgeHTMduKyBaHa nperonema ekcnosuuuja koH AaburpaTaH Kaj
NaLMeHT CO BICOK pu3nK Of KpBapere, Ce NpenopadyBa HamarneHa 4o3a of
220 mg 3emeHa kako eaHa kancyna og 110 mg fsa natv Ha aeH. Kora ke ce
jaBY KIMHUYKV PENEBAHTHO KpBapet-e, TPETMAHOT Tpeba Aa ce npekiHe.

Bo cocTojou kou ce xwBOTO3arposyBaukM WMM_OpN  HEKOHTPOMMPEHO
KpBapeke, kora e noTpebHo Bp30 MOHMLITYBAREE" Ha'aHin
[€jCTBO Ha AaburatpaH, JocTaneH e crieum Gy
idarucizumab).




TabGena 1: ®akTopu Ha PU3MK KOM MOXe Aa ro 3ronemar PU3UKOT
0/ KpBapewe*

®apmakoamnHamcku  + Bospact 275 roguHi

W (hapMaKOKUHETUYKM

(hakTopu

dakTopu Kom ro 3Ha4ajHu:

3ronemyeaart * Ymepera BybpexHa UHCydULeHLMja
HUBOTO Ha (30-50 mL/min CrCL) t

faburaTpaH Bo * VcToBpemena ynotpeba Ha Jaku P-gp
nnasmaTa UHXubuTOpM T (BUAW men KoHTpaunHamkaLmm)

* VictoBpemeHa ynoTpeba Ha 6naru Ao ymepeHm
P-gp wHxnbuTopU (Ha np. ammogapoH,
Bepanamur, KuHanH v Tvkarpenop)

[omanky 3HayajHu:
* Hucka TenecHa TexuHa (< 50 kg)

®apmakoauHamcku  + ACK u apyru MHXWMOUTOPU Ha arperaLiuja Ha
MHTEpaKLM TPOMOOLMTH KaKo LLTO e Knonuaorpen
« HCAMN
SSRIvnu SNRI
* llpyrv areHcy Kou MoXaT HeraTueHo Aa Brvjaar
Ha XeMocTasara

3abonysarsa / * KoHreHuTanHu unu crekHatit koarynaumonm

rnopemMeTyBarba
gggsggzmgsk ol 2 TpomBouuToneHuja unu dyHKUMOHanNEH
fiedekT Ha TpoMboLUTUTE
Xemoparuu * Esoparutuc, ractputuc unm
ractpoesodareaneH pednykc
* HeonamHeLwuHa 6uoncuja unu ronema Tpayma

» Baktepuckn eHgokapanTuc

*3a nocebHM rpyni Ha aLyeHTH kaj ko e noTpebHo HamanyBatbe Ha
posara, Buan gen “fosuparse” Zoh W MEgN
TCrCL: knMpeHe Ha KpeaTUHUH: P-gp: P-rnun

MHXMOUTOPY 33 NOBTOPHO NPEB3EMakLE Ha
MHXMOUTOPY 33 NOBTOPHO NPEB3EMakLe Ha




[NepuonepaTMBHO 3rpuxyBae

OnepamueHu 3aghamu u uHmepseHyuu:

MauperTuTe Kou ro npumaar nekoT Pradaxa® 1 Kou NoAnexart Ha onepaTveeH
3aar Unu MHBA3VIBHM NPOLIEAYPW, UMaaT 3roNIeMEH PU3IK Of KpBapeHse.
[Nopazv Toa, Mpn XVpYPLLKY MHTEPBEHLIM MOXE Aa € NOTPE6HO NPUBPEMEHO
NPEKMHyBak-e Ha Tepanujata co nekot Pradaxa®.

KnupeHcoT Ha aaburatpaH kaj nawyeHTy co byBpexHa MHCYdULMEHLMja MOXe
Aa e npogomkeH. Osa Tpeba Aa ce uMa npesBua npes 61no Kakem npoLeaypw.

UmHu [oTpebHO e Np1BpeMeHO NpekuHyBakse Ha MpUMEHaTa
onepamueHu Hanekot Pradaxa® . Bo cnyyau kora e notpebHo 6p3o
sachamu MNOHULLTYBaH-E Ha aHTUKOAryNaHTHOTO ,qejcnag, ,qocm_neg
i € CreLud1YEH aHTaroHUCT 3a NeKoT Pradaxa® (Praxbind®,
naapyuusymo).Co noHuLLITYBar-€ Ha TepanujaTa co
npoyedypu faburatpaH nauueHTUTe ce U3NoXyBaaT Ha pusuk oz
TpoMB03a Mopaau HiBHaTa OCHOBHa bornecT. Tepanujata
co nexot Pradaxa® Moxe noBTOpHO fia ce 3anoyHe 24
“aca o npumeHata Ha nexot Praxbind® (waapyuuaymab),
ako NaLMEHTOT € KIMHUYKW CTabuneH 1 ako e NocTurHara
COOZIBETHA XEMOCTa3a.
CybkymaHu [MoTpebHo e npuBpeMEHO MpexiHyBaks-e Ha MpUMeHaTa Ha
onepamueHu  NexoT Pradaxa®. [oTpebHo e, IOKOMKY NocToun MOXHOCT,
sahamu/ fia ce OANOXM OnepaTUBHUOT 3achaT/HTepBeHLMja 3a
urmepseryuy  HaManKy 12 yaca nocne nocneHaTa 03a. AKo He Moxe
[ia Ce O/N0XW onepaTUBHUOT 3adhar, Moxe Ja Ce 3rofemm
PU3VKOT 07 KpBapetse. [10TpebHo € Aa ce npoLieHN
PU3MKOT Of} KPBAPEH-E BO OHOC Ha UTHOCTA Ha
VHTEpBEHLjaTa (3a Kapa1oBepaua BIAAM TEKCT rope).
EnekmuseH [lokonky nocTon MOXHOCT, MpuMeHaTa Ha nekot Pradaxa®
onepamueer  TPeba Aa ce npekHe Hajmanky 24 yaca npef VHBasMBHI
sacham I XMpYpLLKIn ocTanku. Kaj nawMeHTI co roniemeH puamik

Fo[ieM onepaTBaH 3adar

'},

————— -

0f1 KpBapeH-e 1 Bo cryd
MK Koj MOXe ia GuagficTRee
Tpeba aa ce pasrnefle
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3a npasunara 3a npekvH Ha TepanujaTa Buaw Tabena 2.
Tabena 2: MpaBuna 3a NpeknH Ha TepanujaTta Npea XMPYPLUKA UK
WHBA3MBHU Npoueaypu

Ynotpebara Ha nexot Pradaxa® tpeba pa ce
NpekuHe npes enekTUBEH ONepaTMBeH 3adat

lMpoueHeTo  Bucok pusuk
BybpexHa  nonyspeme Ha og KpBapetbe
(yHKUMa  emAMMHaLMja  WNM ronem
(CrCL u mL/min)  (4acosu) onepatuBeH 3aat CtaHaapaeH pUsiK

=80 ~13 2 fieHa npef 24 yaca npep
>50-<80 ~15 2-3 feHa npen 1-2 neHa npep
>30- <50 ~18 4 peHanpen  2-3 gewa npeg (> 48 vaca)

CnuHanHa aHecTe3unja / enmaypanHa aHecTeauja / nymGanHa nyHKumja

PU31KOT Of] CriHaneH v enuypaneH XeMaToM MOXe Aa € MoKaueH BO Cryyaj
Ha TpayMaTcko i MOBTOPYBaHO DoLKak-e 1 NpK NPONOHr1paHa ynotpeba Ha
enunaypanHm katetpu. o oTcTpaHyBareTo Ha kaTeTpuTe, NoTpedHo e Ja
MNOMVHE NHTPEeBan of] HajMarky 2 Yaca npef aaMuHUCTpaLyMjaTa Ha npsara 4osa
Ha nekoT Pradaxa®. Kaj oBue nawyeHTi uma notpeba oz noyecta orcepeaiyja
3a nojaBa Ha HEBPOOLLKI 3HALM M CUMNTOMM Ha CMIUHAmNEH UK ennaypaneH
XEMaToMm.

TecToBM Ha Koarynaumja u HUBHO TONKyBake

Tepanujata co nekot Pradaxa® He 6apa pyTUHCKO KIMHWYKO crefere®*
Bo cnyJaj Ha coMHeBarbe 3a Npefoanparse, Kako 1 Kaj MaLueHTH 04 UTHa
Me/WLIMHCKa MOMOLL, a ce nevar co nekot Pradaxa®, ce npenopadysa
MPOLieHKa Ha HUBHUOT aHTUKOArynaHTeH CTaTyc.

* WHTepHaumoHaneH Hopmanuaupau coogHoc (INR)

INR TecToT e HecurypeH kaj nauweHT Ko ro npuMaart nexot Pradaxa®
W He Tpeba aa ce pabotu

* AKTUBMpaHO napumjanHo ONNACTs
aPTT TecToT € nokasaren Ha '@‘lmﬁry , CTaTyc, HO MMa
OrpaHin4eHa CEH3UTIBHOCT U é’éaﬂﬁEB&?éH ELIM3HO Meperse
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* PasbnaxeHo Tpombuncko Bpeme (dTT), TpombuHcko Bpeme (TT),

EkapuHcko Bpeme Ha koarynaumja (ECT)

[ocTon jacHa kopenauuja nomery nnasMaTckuTe KOHLEHTpaLMM Ha
faburatpaH UM CTENMEHOT Ha aHTUKOarynaHTHUOT edekT.”? 3a
KBGHTUTAaTMBHO Mepete Ha KOHUEHTpauujata Ha paburatpaH BO
nnasmara nocTojar HeKorKy TECTOBM KOM CE 3aCHOBaAT Ha OApe/yBakbe
Ha BpegHocTute Ha (dTT).>® BpegHocT Ha pasbnaxeHo TPOMOUMHCKO
Bpeme (dTT) > 200 ng/mL koHueHTpaumja Ha gaburatpaH BO
nnasmara npeg 3emawe Ha cnegHara f03a oA NeKoT MoXe Ja buae
MoBp3aHa Co 3ronemeH pusuk of kpeapere '. TT u ECT moxe ga gapar
KOPMCHM MHChOPMaLK, HO OBUE TECTOBM He Ce CTaHaapaN3NpaHH.

Tabena 3: paHn4HM BpeAHOCTM Ha TECTOBM Ha Koarynaumja Ha Kpaj
Ha MHTePBanoT Ha Ao3uparbe (Ha Np. Npea 3eMame Ha crneaHara
Ao3a Ha nekoT Pradaxa®) kou moxar ga Guaar noBp3aHm co 3ronemeH
PU3KK oA KpBapetse. Be Monume 3a noceGHO BHUMaHKe: BO NpBuUTE
2-3 fieHa nocne onepaTUBHUOT 3adhaT MOXe Aa ce 4obujaT naxHo
3ronemMeHu BpeagHocTn.>?

TecT (Ha Kpaj Ha MHTEPBaNoT Ha A03NpatLe)

dTT [ng/mL] > 200

ECT [x- natu sronemeHu BpeAHOCTU Haa HOpManHuTe] >3

aPTT [x- nati sronemeH1 BPEAHOCT Hafl HOPMAmHITE] >2

INR He Tpeba ga ce paboTu

BpeMe Ha 3eMarbe Ha KpB: aHTUKOaryNaHTHUTE NapameTpy 3aBncar oz
BPEMETO KOra e 3eMeH NPUMEepPOoKOT Ha KPB BO OHOC Ha BPEMETO Kora €
3EMeHa npeTxoAHata Ao3a Ha nekor. Mpumepok Ha KpB 3eMeH 2 yaca
nocne npumeHara Ha nekot Pradaxa® (MakcumanHa KoHUeHTpaLmja) ke
UMa pasnnyeH pesyntat (NOBUCOKM ‘
koarynauuja BO OOHOC Ha MpUM
(BPEAHOCTM NpU Kpaj Ha A03upats
Ha Nex.
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Npepo3unpame '

Bo cnyyaj Ha coMHeBat€ 3a nNpego3npare, koarynaluoHUTe TeCTOBY
MOXE Aa NoMorHaT 3a Aa Ce Ooapeau Pu3MKoT Off KpBapewe.
MpekymepHaTa MHXMOMLMja Ha koarynauuja Moxe Aa bapa npekuH Ha
TepanujaTa co nekot Pradaxa® Co ornep Ha Toa Aeka faburatpaH ce
n3nayyea BOrMaBHO npeky bybpeanTe, Mopa Aa ce 0ApXyBa afiekBaTHa
ouypesa. Co orneg Ha Toa [eka Bp3yBakeTo 3a NpOTEMHUTE € Marno,
naburatpaH Moxe aa Ouae Aujanuanpad; MocTOM  OrpaHUyYeHo
KNHUYKO MCKYCTBO 3a [la Ce NpuUKaxe Kopucta Of OBOj Mpuctan BO
KNUHUYKUTE UCNUTYBakbA.

Mpw npeposnparse co nekoT Pradaxa® Moxe Aa Aojae 4o kpeapere. Bo
Cny4aj Ha Xxemoparu4Hu KOMNIUKaLmMK, Tepanujata Mopa aa npekuHe u
[a Ce Hajae M3BOPOT Ha KpBapeweTo (Buan Aen  3rpukyBare npu
KOMnnuKkauujata kpBapewe). Moxe [nga ce 3eme BO npeasva
OTNOYHYBakE Ha COOABETHW MEPKU Kako LUTO € opanHa MpuMmeHa Ha
aKTWUBEH jarneH 3a Aa ja Hamanu ancopnuujata Ha gaburatpat.

3rpuxyBak-€e Npyu KoMnNnukauujata Kpapemwe 2°

Bo cutyaumm «kora e noTpebHO ©Op30 MOHMIWTYBake Ha
aHTUKOarynaHTHOTO  AejcTBO  Ha nekoT Pradaxa®  (XMBOTHO
3arpo3yBayko WM HEKOHTPONUPAHO KpBapewe, WTHU OnepaTuBHM
3aatit UNK UTHW NPOLEAYPU) AOCTaneH € CneundUYeH aHTaroHnuCT
Ha paburatpaH (Praxbind®, unapyunsymab).

Bo 3aBKUCHOCT oA KNuHW4YKaTa cocTtojba, Tpeba aa ce 3eme npensus,
OTMOYHYBakE Ha COOABETEH TPETMaH, Ha Np. XMpypLUKa XemocTasa
Unn TpaHcdgysnja Ha usrybeHara kpe. Bo npeasua ce 3ema npumeHa
Ha CBexa MosiHa KpB UK CBEXa CMp3HaTa nnaama u/unm KoHUEeHTpaT
Ha TPOMBOLMTY BO Cry4am BO KOW NOCTOU TPOMOOLMTONEHM|a UK aKo
Ce KOPUCTEHU aHTUTPOMBOLMTHM areHcu Co AONro AejCTBo.

Moxe fa ce 3emat npeasua KOHLEHT a.(hakTopu Ha koarynauuja

(aKTMBMpaHU U HeaKTMBMPaHW) eke aHTEH pakTop Vlla.
MeryToa KnuHu4kuTE noaatoLu o_gf{;t;ga‘a .'THM.
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Pradaxa® KapTuua 3a nauueHT co npeaynpeayBamba U COBETH

Pradaxa® KapTtuua 3a nauueHT co npeaynpeaysarwa € AoctanHa Bo
naKkyBak€eTO Ha nekoT. MauneHTuTe Tpeba fa ce CoBeTyBaar ceKorall
co cebe fa ja HocaT KapTiuLaTa 3a nalueHT co Npeaynpeaysama v aa
ja nokaxaT [OOKONKy pasroBapaaT CO 34paBCTBEH PabOTHUK.
MNauventnte Tpeba pa ce coBeTyBaaT Aa Ce MNpUAPXKyBaaT Ha
ynaTcTBOTO, fa buaat uHopMMpaHu 3a 3HaLuUTe Ha KpBapere 1 Kora e
noTpebHo Aa nobapaaT MeauLMHCKa NOMOLL.

MpujaByBawe Ha COMHEBaHe Ha HecakaHu AejcTBa

[lpujaByBae Ha CEKOE COMHEBare 3a HecakaHo [ejcTBO nocne
nobuBare Ha 0f0DpeHue 3a CTaBake Ha roToB NEK BO MPOMET, €
BaXHO. CO Toa Ce 0BO3MOXYBa KOHTUHYMPAHO CreAere Ha OAHOCOT
KOPUCT U PU3MK Ha NEKOT.

HecakaHWTe peakuMm 0f NeEKoBWTE MOXE [da MM NpujaBuTe BO
HauuoHanHuoT UeHTap 3a dhap naHua npu AreHumjata 3a

WM N0 ENEeKTPOHCKW nat
http://malmed.gov.mk/. |
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PedepeHuu:

Pradaxa®, 3bvpeH ussewwTaj 3a ocobuHuTe Ha nekot, 3EMH JOO Ckonje

van Ryn J et al. Thromb Haemost 2010; 103:1116-1127.

Liesenfeld K-H et al. Br J Clin Pharmacol 2006; 62:527-537.

Stangier J et al. Br J Clin Pharmacol 2007; 64:292-303.

Hemoclot® thrombin inhibitor assay (Hyphen BioMed, Neuville-sur-Oise, France).

www.clottingtesting.com

6. HemoslIL® assay (Instrumentation Laboratory, Werfen Group, Barcelona, Spain).
www.instrumentationlaboratory.com

7. Technoclot® DTI Dabigatran assay (Technoclone GmbH, Vienna, Austria).
http://www.technoclone.com/products/coagulation/control-plasmaldabigatran-cont

8. INNOVANCE® DTI Assay (Siemens Healthineers GmbH, Erlangen, Germany)
https://lwww.healthcare.siemens.com/hemostasis

9. Pollack C et al. NEJM 2015; 373: 511-20
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Pradaxa® e salwTuTeH 3Hak Ha komnaHKjaTa Boehringer Ingelheim Pharma GmbH and Co. KG
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