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Dé xa tiim tay tré em,

Bpe kf harimg din sir dyng trede khi ding.

THANH PHAN CONG THUC THUOC
XERABAN1S

- Tnknhpllx?ndwuchél:ﬁpanhanj my. ‘

- Thinh phiin t duge: Lactose khan, cellulose vi tinh the, natri Jaury] sulfir, natr croscarmellose, magnesi stearat,
HPMC 615, HPMC 608, lactose monohydrat, PEG 6000, mle, than dioxyd, oxyd s81 viing, -

XERABANS

Thinh phiin duge chit: Apixaban 5 me.

Thinh phin 13 dugc: Lactose khan, cellulose vi tinh th, natri laury] sulfat, natri croscarmelloss, magnesi sicarat,

HEMC 615, HPMC 606, bsctose monohydrat, PEG 6000, b, titan dioxyd, nxyd st i,

DANGBAO CHE

= Vién nén bao phim

= Mb: )

XERABAN 2,5: Vién nén tron, bao phim mdu ving, hai mat (31, cgnh vi thanh vién Aok In. =

XERABAN 5: Vién nén hinh oval, bao phim méu hong, hai mst 181, can vi thinh vién [inh 13n.

CHIBINH . b

- Phing ngir bién cb huyit khii inh mach (VTE) & bénh nhan truéng thinh da (i qua phiu thufi iy chgn thay khép -
tidng hede khap i,

- Thing ngira dit quy vi thuyén tilc mypch b Lhén_g & bénh nhin 1nrimg thinh bj rung ohi khing do bénh van tim
(NVAF) v mit hode nhitu yéu 10 nguy co abu hén e dit quy hofe con thidu idu niic thodng qua (TIAY, = 75 udi;
ting huyet dp; dii thio dulmg; suy tim c6 miéu chimg (> 48 1 theo thang phin loai NYHA).

- Diéu trj huyér khii tinh mgeh shu (DVT) vi thuyén tae phéi (PE); phing ngim 16 phat DVT va PE & ngudi trning

[

ViEn nén bao phim

[

thanh,
LIEU DUNG, CACHDUNG
Li¢w di
Ngdin mgia VTE(VTEP;.'FH_Nfbndt:rcﬁpumuylmhéngmudpgk =
- Litu khuyén cfiociia apixabun 12,5 mp x 2 Jan/ngay. Licu déu ién nén ding trong 12—24 i san phiin thut.
DHic 51 ¢ 1hé wem xé1 ede lgd ich ligm niang cua viée ching ddng miu sém trong dicu trj dy phong VT E eiing nbu nguy
oy nviu saw phiu hudt khi quyit dinh thi gian ding thube trong gisi dognndy,
Nintng bénh nhin trai uerpheine thudi thay khip hing
Thii gian diduirj khuydn cée 13 32— 38 ngiy. -
Nisting bénh nhiéin trdi quee phiin thudi theay Fhdp géi
Thini gian difu b khuyén cdo 13 10~ 14 ngay.
Nydn mgéra dgt guy va thayén tihe mypch héﬁwi‘ﬁ;‘nﬁ nhiin trevdng dhink bj rumg nhi kkdng do bfnk van tim =
(NVAF) G
- Ligukhuyen cdo edoapixaban 14 5 mg udng 2 lin/ogdy.
Giim lidn
Liéu khuyén cio cin epixaban 132,5 mgx 2] v & bénlt nhin bi NVAT cé it nhit hai trong cae yéu té sau: > 60 =
tui, ein ning < 60 kg hofic ndng 45 ereatinin huyét thanh = 1,5 me/dL (133 micromol/L).
- Lifu phap nén duge tifp tue rong thi gien ddi. i
DIdutef huylt ki1 i mgch s (DVT) va thuyin tde phii (PE); phong ngiva tdi phdt DVTvi PE
- Liéu khuyén cio cia apixaban trong dike trj DVT cip tinh va PE 1a 10 mg x 2 lningiy (1i2u i da hing nghy 1 20
mg) trong 7 ngdy diu va § mg x 2 lin/nghy (lidu 16 da hing nghy 1 10 mg) trong nhimeg ngdy tifp theo, Theo che
lluﬂugd.iuytéuﬁsin.diéumngﬁnhn (itnhit 3 thang) nén dia trin cbe yéu tb nguy o hoang gua (nhe phiu dudt
gAn diy, chin thuong, bé: dong). i "
- Liéu khuyén edo el apixaban rong phdng ngi 18 phat DVT v PE (32,5 me x 2 Bin/ngby (1120 161 du hing ngdy 1 5
mg). Khi chidinh phéng ngira tdi phat DVT vi PE, chi nén batdau véi liéu 2,5 mg x 2 lan/ngdy sou khi dd hodn thinh
6 thang didu iri vivi ap xaban lida 5 mg x 2 lindogay hedc vai cae thude chéng dang nifu khic,
- Thii gian didu trj thrg thé nén duoe ca the héa sau khi d xem xét cin thin boi ich ods vige difu m va nguy eo xudt
huyét.
Chuyin dbidibn o
Viée chuyEn ddi digu trj nir thudic chbng ding mau dang tiém sang XERABAN vi nguoe [ b 18 duge thye higo &
ligudikign ligp theo, Khiing nén sir dung déng thai cac thubs ndy voi nhau,
Cuyén di} ti ligw phip kiving vitamin K (VKA) sang XERABAN ;
Khi chuyén dii rir liéu phdp khing vitamin K (VKA) sang XERABAN trén binh nhin, nén ngimg dicu o véi
wafarin v cdc thubc VKA khic dng thii chi nén bitdiu didu trj véi XERABAN khichi s binh thirdmg héa que (& =
{INR}=2.
ChugyEn dii tie XERABAN sang ligu phidp kidng viiamin K (VKA)
- Khichuyéndii it XERABAN sang liéu phap khing vitamin K (VKA), néntiép tue ding XERABAN it nhiit 2 ngdy
sau khi bt diu lifu phip VICA. Sau 2 nghy sirdyng dong thisi XERA BAN v lifu phip VEA, nén xét nghiém chi sé
INR trirde khi tEp 1pe voi ligu du kign XERABAN tiép theo, Nén tiep e ket hop NERABAN viri Lifu phip VEA
cho dén lhi chi s INR =2,
Suyihin -
(3 hénh nhiin suy thin nhe hoge vim, nén ip dyng theo nhimg khuyen edo duoi diy:
Khing ¢ o diéu chinh lidu trong phdng ngia VTE o phiu thudl ty chon thay khép géi hodc hang (VILp), didw i
D\r’l"ﬁiéuhiPE.phbnunﬂ'mtéiphélDVI‘viJ’B{V:I‘EiJ. .
- Trong trudmg hap phitng ngira di quy vA th the myeh hé thiing & bénh nhiin bj NVAF véi nﬂm_g df creatinin
huyét thanh 2 1,5 mgfdl. (133 micromel/L} két hap v tudi = B0 hode can ning < 60 kg, cin giam |ifu theo nhimg
hué&ng d.inldimﬁ o trén. Trong tuong bip khing o6 che didu kidn gim |idu (éi, cin ning), khieg cio thiét phi
diguchinhligu,
C'bénh nhdn suy thin ndng (44 thanh thai creatinin nim trong khoang 15— 29 mL/phit), nén 4p dung ede khuyén cho
durdi diy:
Ciin thiin trong ki sir dyng apixaban irong phoag ngis YTE & pliu thuit i chgn thay khop ghi hosic baug |V TER),
idu b DV, didu ] PE, phong ngaatdi phdt DVT vi PE [V TE), ; E
- Nen sir dyng lidu thip bom 2,5 mp x 2 lin/nghy trong diéu 1 At quy va thuyin the mach hi théng & binh nhan bj -
NVAF.
- (I hénh nhén cé 43 thank thii creatinin < 15 mL/phiil, hode & hénh nhin tri qua loc méau, khéng Khuyén cio st dyng
apixaban do khing cd kinh nghiém lam sang.

Sy gun :
- Chéng chidjnh XERABAN & bénh nhin ed bénh gan ldt hop virt rili logn ding miu v nguy eorxudt huyét trén [3m
shng.

"

Khiing khiuyén cio sir dyng XERATAN & bénh ahin suy gan ning.

Neén thin trong khi s dung XERABAN & béah nhan suy gan nhe aén trung bl (phin log) Child Pugh A holic B). =
Khing y8u chu didu chinh Hiu & bénh nhiin suy gan nhn;dinm . =
- Bénh nhin ¢t men gan alanin aminetrans ferose (ALT) aspartat sminctransferase (AST) > 2 lan gidi han tén hinh -
thirémg (ULN) hadc bilirubin toan phin 2 1,5 1in ULN duac logi ba khai cic thirnghiém lam sing. Vi vy, nén thin
trong khi sir dyng XERABAN & nhém din s6 nay. True khi bl diu diéu wj véi XERABAN, uén thie hiéu xét
nghifmchire ndng gan.

"

Cillas mgiings :

VTEp vh VTE! - Khéng chn didu chinh [iFu

NVAF - Khéng cin diwchinh liéu néu khing cb cac didu kidn gidm lidu,

Giaidink

Khdng cin didu chinh lidu

Niguri cao rud Wl "

VTEpvh VTEL = Khang can dicu chinh ficu

- NVAF-Khéng cln diduchinh lidu néu khong 6 cic ditu kign gidm lidy

Bnk nhdn trdi gua sde dign chuyén nhip dm o :

Apixabun c6 thé durpe bt diu hode tigp tye & nhimg bénh nhan bi NVAF cin sbe dién chuyén nhiptim,

O nhimg bénh nhin chim dige diéu tri véi thube chin g dong miéu re d6 nén si dyng it nhat & ligw apizaban ém e

liu 5 mg x 2 linfugdy (2,5 me x 2 lin'ngly & phimg bénh obin cio gidm L) e kh e uén sée difo chuydn

ahip tim d& dilrn bao kha ning ehbng ddog midu dy du,

Niu vite sbe difn chuyén nhip tim duge yéu ehu inroe khi ding di 5 lidu apixabon, nén st dung mot lidungp 10mg, -

tifp o dd h S mg e 2 limfngty.(lnhlﬂng bénh nhiin chn gidm idu, phac &b [iBunén gifm xndng mire S mg drlicunpp.

ticpsaud6 42,5 mg x 2 gy, Lidu nap nén duge sit dyng it aht 2 gidrtrude khi sbe diga chuyén ahip tim,

Céin phii xde nhdn rdag bénh nhdn vin dang st dung apixaban theo ké don tnde khi te higa sée dign chuyén ohip =

tim. Chc quyfrdinh vivige birddu vi khodng thix gian didu e n&nxem xéttheo che khuyén nghf hutmg din vé didy

trj chimg ddng mdu & nhirmg bénh nhn trii quo sbe dign chuyén nhip lim

Tréem

~ Tinh an todn va higu gui cis XERABAN & tre em vit thanh thitunién dudi 18 tudi chua duge thiél |ip. Khing cd dit
lifuehsin.

Céchdimg .

= Ding dudmg nong.

- Nén uﬁngJ(ERALMNcﬁng\-ﬁi nude, cing hoje khéng cing vai thire dn,

- O nhiing béuh ahin khang i wbug toan b3 vién thude, ¢6 hé nghién XERABAN v phin thn vio nuoe hoje dung =

dich 5% dextrose wong mrbe (D5W) hoje nwde Wo en véi wo xay nhuy®n vi ulng ngay Wp 1. Npodi ru, eo hé

.

g 1
nghidn XERARAN vA phin tin tron 60 m nue hodc DSW, sa dé truydn ngay lip e qua fng theng mi dg diy.  SU PUNG THUOC CHO PHUNU CO THAI VA CHO CONBU

Miac dit khéng yeu clu theo dai su phod nhifm dinh ki khi st dung pixaban, xétnghiém dinh lweng yéuth Xacothé
hifu feh trong eBe tinh hudng dic bigt nhir qui ligw hode phiu tugt kbin cip khi thang tin vé sy phoi nhifm co thé
gilep dum ra ce quyét dinh lm sing,

Tutrng ife véd ede thube khie dah hurimg dén vige chm méu

14wl nguy co xudt huyé! gia dng, ching chi djnh vige sir dyng apixaban chung vii cc thudc ching miu khic,
Vige sirdyung dang thid XERABAN va cae tic nhan chéang két t3p tiew chu ed the lim gia thng nguy co xuithuyét
*lén theo doi can thin khi bénh nhin sir dyng ding thei epixaban vai cic chit fro ché i thu h\km chen loc serownin
(SSRIs) hoje cic chii e ch# i thu hbi serotonin vi norepinephrine (SMRIs), hodic ede thufie khing viém khéng
steroid (NSAIDs). bio gom ca acid nenty lsalicylic (ASA). 0

Khing lchuyén cao s dyng déng thei cae thude chong két tip tigu ciu khic voi apixaban sau khi phiu thugl,

O mhiimyg bénh nhéin bi rung nl dip img cic diew kién cho phép sir dung ligu phap khang tiéu ciu don hole kép, néncd
swddnh gid clin thin v& Igi ich tidm ning vi che npuy cotigm in tnede khi ket hop ligu phip ndy voi apizaban,

Trang m{t nghién el |3m sing rén ede binh nhian bj rung nhi, vife sir dyng déng thdi voi ASA [hm gla ting nguy co
xulit huyet nghiém trong trén apixaban tir 1,E%mAm lén 3 4%/nEm va gis tng nguy co Xust huyet tén watirin il
2,7%¢nEm Jn 4,6%/nfm. Trong nihién ciu lim sing vy, vigc si dung ddng thi liSu phap khing tidu cdu kép duge
widr han dmire 2, 1%. :

Trang mit thir nghigm lim sing trén nhitng bEnh nhin mic hji ciwmg mach vanh cip oo nguy coes, dige dje trmg
bixi nhifu binh di kém vé tim va khbag do tim, béah ahin sit dung ASA bode ligu phip két bop gt ASA v
clopidogrel lam gia g diog ké nguy eo xudt huydt nghiém tong trén apixuban (5, 13%/nim) so voi gid duge
(2,04%ndrm ) theo bio can cia Higp héi huyét khi va cim miu qué:fh]sm;.

Sir dung cde te nhdn m tan huydkndi tromg didu trj dijt quy do thifu man cye bj cdp tinh

Cé et it kinh nghidm trong viée st dyng el the nhén lam tn huy &t khoi 88 ditu tr] 6t quy do thidu mau cyc b cip
tinh & nhimg bénh nhan df s dyng apixaban.

Binh nhin sirdyng van tim nhin e

Tinh an toén v higu qud cia apixaban chus duoe nghién o & nhimg béah nhan sit dyng van tim nhin go, ed hoje
khong b rung nhi. Vi viy khdag khuyén cdo sirdyng XERABAN trong nhimg tredmg hop ndy.

Bénh nhin cf hi ching khing phiospholipid

Cae thude chong dong méu ding duimg uéngu‘q: dgng trre 1iép (DOALs) bao gm ed apixabaon khfing duge khuyén
cho st dung & ahimg bénh nhdn eb lién s huyét khéi i dupe chin dodn mic bai chimg khing phospholipid. Dac
bigtd nhimg bénh nhin duong tinh véi b ba xét nghigm (khing the chong déng lupus, anticardiolipin vianti-beta 2-
glycoprotein 1, vifc diéu tni vii DOACS co thi lién quan dén sy gia ng 1 18 cac bién ob huyét khii t4i phas so véi
liéu phip khang vitunin K,

Phiu thudt va cde thi thuit xim lin

Nénngung XERABAN it nhit 48 giés tade khi thye hign ce phiu thudt oy chon ioe cac this thudt afin Lin v nguy
corxuit huyét trung binh hiofe can, Bidu uly bao gom i uhimg can thigp ma xéc sui xut huyét rén lim sing kibng
thé loai 1rir hoic nguy co xudt huyét khong duge chip nhin,

Nen ngung XERABAN It nhit 24 gils truise khi thye hign eie philu thuft iy chon hode cde this thult can thigp véi
ngny co xult huyét thip. Bidu niy bao gém ci nhimeg can thidp mi bt ky tinh hudng xuit huyét néo xiy re duge dy
kign 14 181 thigu, vi tri phiu thugt khang quan trong va o€ dang duoe kidm sodl,

= Néuphflu thudt v thi gl sim 1o kbéng thé tri hofin, can thin trong vA chiy dfn vige gia ting nguy coxudrhuyée

Niguy corxudt huyét nén duge cin nhic cimg viri sy khiin clip cla can thigp.

Nensirdyung Lyl KERABAN sau thi thufit x8m 1 va phiu thullt ean thigp cang som cing 161 néL tinh trang lim shng
eho pheép v sy chm mau iy 40 dE duge thire hign.

Tamngmgsirdyng

Vige ngung oir dyng thude oh_‘mg déng midu, buo gbm ca XERABAN trong xudt huyét tién mifn, phiu tudt i chon
hofc thu thudt x4m lin s& khidn binh nhan gia ting nguy ev huyd bl Cil trdnh nhimg kheang tring trong trj lign
vil ndu phai m ngumg KERABAN vi bk 1i do g}, nén bt diu didu 1o 1pi cing sém cing 51

Chge dbhofic gay 12 ngoll mAng cimghiy sé}sg

Khi sir dyng ghy 18 tre than kinh (giy t& 1y séng/npodi mang cimg) hodc choc do tiy ﬁug{nguii miing cimg, bénh
ol i duge didu ) vi cic thube chéng huyé khii g€ phing ngim bién chimg huyét kifi ¢6 nguy co phat wién
khii min 1 ngodi mang cimg hode iy song c6 the dlo dén 12 g wong thiv gian dai hode vinh vign. Nguy co cae bién
of nity ¢ thé ting 12n do djt dng thdng ngodi ming eimg sau phiu thudt hodie do sir dyng déng thisi cde thudc dnh
hurimg dén elm maw. Ong thing rong hode ngaai ming eimg phai durge lopi ba it nhit § git mde khi st dyng lidu
dfiu tidgn XERABAN. Neuy cor b the ting 1én do chin'ﬂmung hofc do sy i8p lai oia viéc choe dé mang congiiy
séng. Bénh nhin nén duge theo dai thudng xuyén cie diu hidu vil trifu chimg cid tbn thueng {hiin kinh {nbu 1€ hodc
yhuchén, vbi lown chire niing bing quang hoie dwimg rudt). Néu tdn thuong thin kinh duoe ghi nige, edn chin dodn
vildiéu trf ngay lip . Trude khi can thiép thin kinh, bie si nén xem xéeie bd ich tiém ndng g0 véi nguy codnhimg
héinhnhiinda sirdung thube khang déng hode &rohimg bénh nhin duge sirdyng thube khing dong do huyd khii,
Khéng cé kinh nghigm |im sing trong vige sir dyng apixaban cing vin oag thing trong Lofe ngodi ming cimg,
Treng trwémg hop can thict, dya trén cac dic dicm duge ddiog hyc clia apixaban, nén e mGL khodng thi gian rir 20—
30 ity (2 i thin ghan bén hiy) gite lidu cubi eling et apixaban v& thi thude i dng thing va it nhir mét liéu
apixaban nén dirg b qua trude khi et dng thing, Lidu tiép theo coa apixaban eé thé duoe sir dyng it nhit 5 gid sau
Yehi it dng théng. Nhur nhiing thube chéng d6n g miu thé ¢ mi khae, kinh nghifm vii vide gy i€ trye thin kinh cdn
nanché, nén ey ky thin trong khi sit dyng apixsban cung voi gy € ingc thén kinh.

9¢nh nhin thuyEn the phii khing dn dinh huyée dfng hoe hadie binh nhin chn didu (4 tién buyét knéi hoje
efit b eye mén déng i phbi .

Khng l'hny!pcﬁoslidyngXEMBAN nbrmét bign phi p thay the heparin khoog phin dogn & shimg bénh nhin bj
huy phii vii huyEt dimg hype khéng &n dinh, hoic bénh nhéned thé thé duge didu i ige huyétkhdi boje ciiba
cue mdudbng o phii donh anwan va hifu qud b clurs duge thid 1p rang nhitng truémeg hop nay.

Efnh nhin ung thr tién rifn

Tinhsntodn vl higu qud ciia npixsbap trong dide tr] DV, didu tr PE, phéng ngira ti phat DVT v PE (VTEL & bénh
nhan ung tha tién trién chua duge it ljp.

BEinhnhinsuy thin .

D it hyn ehf rdn m sdng df chi rm néng df apixaban rong huyul\gm;g gin tang khi bénh nhiin bi suy thiin ning
(6 thanh thai creatinin trong khoing 15 =25 mLiphity, diéu néy ed thé din dén gia tng cuxuilt huyés, Trong
phing ngira VTE trong phiu thufi ty chon thay khip gbi hodc hing (VTER), didu tri DVT, didu trj PE, phéng ngir i
phat DVT v PE (VTEW, nén i wong khi s& duny spixaben & nhimg bénh nhin suy thin njng (a8 thanh thii
creatinin trong khedng |15 - 29 mL/phat).

Trong phin g ngiim At quy vA thuydn 1hc mach bé théng & binh nhiin bi NVAF, nén sir dyng lidu thip bon & mir 2,5
mg x 2 lin/ngay o nhimg bioh nhin suy thin sing {35 thaoh this creating trong khodog 15 —29 mLAphit) vi nhing
bénh nhin et nong 4§ ereatinin rong buyd thanh = 1,5 mg/dL (133 micromol/L) ké hyp vél = B0 wéi hode cin ning
<60

-4 niimg bénh nhin 6 46 thanh thai ereatinin < 1,5 mifphilt hode nhimg bénh nhin trhi que lge méu, khing khuyén

o sirdyng apiagban do khdng ¢6 kinh nghigm i shng.
Binh nhincav tudi
Tudi cao ¢ th lim ing nguy coxuli huyéL

- Mgohira, nén thin rgng khi kép hgp XERABAN véi ASA & hénh nhin can 1udi vi sy tidm dn nguy co xuit huyét cao
hom.

Chnnling
Trgng luyng co hd thip (=60 ku)wl]!é 1 g mguy coxudbuyél,
Binhnhinsuy pan

- Chéngchidjnh XERABAMN & bénhnhined bénh gan két hop bl logn d8ng miu hode nguy co chdy miy lién quan dén

lamsing.

Khing khuyén cbo sit dung XKERABAN ¢ bEnh nhiin 3
Mén thin tryng kiii sd dyng XERABAN & bdah nhén suy gan nhe dén trung blnh (phin logi Child Pugh A hogie B),
Binh nhincb sy ting men gan ALT/AST = 2 thn ULN hee bilinabin todn phin = 1,5 kin ULM dergge logi b khai cde
thir nghifm Mm sang. Vi vy, nén thin irgng khisit dung XERABAN & nhom dan sb rhy. Trrée khi bat diu didu 14
wii XERABAN, nEn thure hién xét nghiém chire ning gan.

“Tuemg Lhe véi chc chilt o ch cin et cytochrome PAS0 344 (CYP3A4) vA P-glycoprotein (P-gp)

Khibng khuyén cio sirdyng XERABAN & nhing bénk nhin Gung didu 1r] win thin ddng thix voi i thube fe ché
mygnh ¢ CYP3AA4 v P-gp, nhir cio thube khing ndm nhém uzol () I, vori ol vi
posaconizol) vi thude e ché protease HIV (nhur ritenavir). Nhimg thube niy 26 the lam tng sy phoi nhidm déi vii
apixaban khoing 2 1in hogc nhifu hon khi cé sy hién dién cia nhitng yéu 18 cong thém [dm gia thog syt phoi nhidm
il spixaban (nhu suy thin ndng).

Turong the vél ehir eim img cda ed CYP3A4 va Pgp

Vige sirdyng dong thii XERABAN vii nhimg cht cam (mgz mpnh ed CY P3AS vl P-gp (nhir ol icin, phen:
earbamazepin, phenolbarbital hodc St John's Wort) cé the din dén giam khong 50% s phoi nhigm vai api
Trong chie nghign ciu Hmsing teén cac bénl nhdn rung nhT, hidu qua gidm bot va nguy eo chdy mau tng 120
ehi rihn & nhimg béh nhin sir dyng ddng (i spieabon vid nhimg chitedm img mynh el CYPIAG va P j
chi sirdyng apixaban -~
@ nhitng bénh nhin dupe difu i todn thin dbng thin véi nhimg chit cam (mg manh 3 CYPIAS va Pagh| nén
ﬁmgnllﬁn!khuyéutiusmﬁ ; . *
Trong phoug uglrs VTE & phgn thugt yr ehon thay khip poi bode hang theo ehurong winh, phing ngia 8
thuyén the mach he thing & bénh nhin bj NVAF, phing ngira thi phit DVT v PE, nén thin trong khi
apixnban

Trong ditu tri DV Tva PE, khing nén sir dyng apixsban vi hifu qui ot (bé bj anh hudng,

Phidu thudt gy xwong himg

)
—

A

Ay

- Apinaban khing duge nghién cin trén 18m shng & nhimg bnh nhin trid gua phiy tudt gy xuwon hong 48 dénh gid

tinh an todn v higu qui. Vi viy khdng khuyén cie sirdyngapixaban trdn nhimg bénhnhiin niy.
Che thing si xét nghiém

= Clic xét mghidm dong mbu {ohy thid gian protheombin (PT), INK, thii gian thromboplastin hoat hoa mét pllélT
1

aFTTY) bi b bundmg do co ehd hogi ddng ¢ia apixaban. Nhimg thay d8i duge guan sic rong ede xé nghidm dong
vt & D i o g i B nihd vA khiing trinh khii cf miee bién déng coo.

Théng rin vé th durgre o o ) Q
XERABAN co chita Inclose. Binh nhin vii cie vn dé di truyén hidm gip lidn quan dén khdng dung nap, thidu S
Lapp luctuse hedc kém bip thu gl I khingnénda nay,

- XERABAN df nghicn nat én dinh trong nirde, DSW, nirée tho vi tho xay nhuyén den 3 gio, Sirdyng thuficcho phy it thal

B

« NEubo 16 mdt lidu, binh ahin nn ding XERABAN ngay Hp tre visau d6 ding 2 Bn/nghy nhu e, *
- Klidngod yéucludic bigt vé xi 1y thude sau khi ding.
CHONG CHID[NH -
- Milncimvéihogt chit hode véi btk think phin nio cia thube.
- Dengxubt buyéiding k2 trén lim sing. -
- Bénhgan kéilwpvéi(éi loan dbng mauw v nguy co xuit huyet irén lim sing.
- Thuong tha hedc tah trpng due xem 18 yéu 18 nguy eo ding ké cho xuft huyéinghigm trong. Bidu nly bao gbm lodt

dul!ngliaulhﬁa i tpi hofic pan diy, =i hign hign cin khéiu de rinh o6 nguy co xuit Imyé! cae, chin thiromg nfio holc

Khang eb dit lidu v& vide sir dung spixaban & phy nir eb thai. Nghign ein trén dong vt khéng chi ra mite d énh
Iuromg e tiép hofie widn tifp lign quan dén ddc tink trén b sinb sdn. Khang khuyén cho se dyog apixaban irong tai
k¥

Sirdyngthule cho phy niteho con bi

Hign nay khéng bict lign apixaban vi cée chit chuyén héa cinnd eb disge bii tiét qua sir me by khang. Dir lizu e
shn trén d§ng viLda chi ra sy bdi tiéteua #pixnban qua sira, Trong sita chugl, mgt i) I cao apizaban trong sita so voi
trong huy et tuong cia chugtme 43 duye thm thiy (C, . khodng 8, AUC khodng 309, ¢6 thé do su vin chuyén tich cue
apixabun vio s, Npuy co cho tré so sinh va nh nhi 1 khing thé loal bd. >

cht song gan dy, phiu thuat nio, oot song hoac nhin khoa gin day, xuat huyé né sp gan dy, gian tinh mach thye ~ Qxymd'nhdnq:rchuqrahnac I ngirng cho eon b}lhnﬂc 18 ngung/khdng diing ligy phiip didu 1r] véi npixaban.
quin 3 biét boke nghi ngd, di dang dgng ik mach, phink mach mav, bit thutmg mach miu ndi sohode iy séng,  ANH HUONG CUATHUOC LEN KHA NANG LAI XE, VAN BANH MAY MOC

- Bidu i g thivi vii cic tie nbdn ching dong miu khic (abu hepurin lidng phin dogn (UFH), heparin wong lugug -

HERABAN khéng cé hofic cd finh hudmg khdng dang ke dén kha nifing |81 xe va s dung miby moc,

phiin tir thfip (enoxaparin, daltzparin, v.v.) diin xudl heparin {fonduparinus, v.v.), thubic ching diing miu duimg ubng TUONGTAC, TUONGKY CUATHUOC
(wafarin, rivaroxaban, dabigtoan, v,;g ngoai trir rong eic truémg hop cg thé ch uyén adi lign phip chéng ddng mid, Twong tic cia th

hodc khi dung UFH véi Béu cin thiét 08 duy 1A dng théng ddag mach hode tnh mach trung thmma,

CANHBAO VA THAN TRONG KHI DUNG THUOC =
My eoxullt huyér . .

= Nhir ehe thude chéng ddng min khie, binh nhin st dyng XERABAN nén dirge theo dai ein thin cie din hido cis -
xudit huyét, Nén thjn twong khi sir dung XERABAN trong cae didn kifn gia tmg nguy co xuit huyét Néu xubt buyét
nghin trong xiy 1a, nén ngimg s dung XERABAN,

Cidr chitirc ché CYPIAS v Pagp )

5i dyng dbng théi apixaban vbi mft chl e chif mpnh ed CYPIA4 v Pogp nbu ketoconazol (lidu 400 mg x |
Iﬁlﬂ:g&yjdll;dénsu plating phdpdoi AUC tung bl vil vinge L6 € trung binh b apixsban,

Khing khuyén cio ding apixaban & b§nh nhin dibu i tedn thin chung wi chilr e ché mgnh ed CYPIA4 va P-gp
nhnr thude khang nim nham azol () 1, i 1, vori I wit posaconazal) vh thude fre chi protease
HIW {nbwr ritonavir) .




190 x 330 mm

- Che hoat chift khing duge xem I chdt e ché manh ci CYPIA4 vh P-gp (nhu diltiazem, larithromyci
amindaron, verapamil, quinidin) s& lim tang nong dé apixaban trong hwyet tremg & mire thap hom. Khang can dite

chinh liéu apixaban khi sir dyng chung véi cdc chit khang phi 14 chit tie ché manh CYP3A4 va P-gp. Ching han
diltiazem (litu 360 mg a | w3y} duge xem 1 chil i ché trung binh CYP3AL vi inc ché yéu P-gp, l3m ting 1.4

He thfng e quan Phéng ngira VTE irbénh | Phong ngia dit quy va | bilu tri DVT vi
nhin tn'rfmg thanh dé | thuyén tac mach hé thing & | PE, phang ngita
trdi qua phiu thudt ty | bénk nhin tréng thanh bi | i phat DVT vA

chon thay khop hing | NVAF voi mél hodc nhiéu | PE(VTED

Hn AUC trung binh v& ting 1.3 |in C,., trang binh cia apixaban, Naproxen (liéu don 500 mg) la chit we ché P-gp 5 H >
nhing khing phai I3 chét fre ché CYPIAL, |am tang lin ot 1,5 lan va 1,6 lin dfi v gid trf trung binh AUCVAC,,  —r - e - hollo gbi (VTEp) Fhusbogayon (NVAL
elia apixaban. Clarithromyein (1idu 500 mg x 2 ln/nziy) 1 mét chit irc ché P-gp vi irc ché mpnh CYP3AS, lam tang Roloan "F"r""’"""‘“‘:"""_{” o
Jan luet 1,6 1an va 1,3 1in gia tr trung binh AUC v C,,,, cita apixaban, Xusdt huyEUbEL i @hé niéu sinh figip i gip | Thbug g
Chétcam iemg CYPIAL vd P-gp dye, imdgn

- Sir dyng déng thir spixaban v rifampicin, mit chit cim img manh cid CYPAA4 vA Pogp din dén gidm xdp «i Bn | Cade v loan tong queit ud fink trang mei diing thie
Tt 54% vl 42% gid tri ung binkh AUC va €, cta &pixahan, Vide két ixaban v chit cam g manh ca L FPPRTPRECT) m T m
CYPJMV&P~gp%phn o -4 i e PIRATAG. Imé:&hgtm W:_nri)c.ﬁljué'lim gﬁg Mo d5 X?thu?‘ﬁtammd.ung&nﬁc | Khéing ril thn sudt | Irpp | ilsﬁp
apixaban rong huydt twomg. Khing cin didu chinh lifu apixaban wong khi didu trj dbag thiv v&i nhing thufic nay. Xer
Tury nhizn é nhimg bénh nhin dang didu tr] toan thin ddng thiv voi nhimg thude chm img ca CYP3A4 v P-gp, nén Xeétnghigmméu in duemg tinh [___ It gip I It gap
than t:'-\)ng khi sﬁldmg; apixaban trong phidng ngira V1T & phiu thuit i chon thay khép géi hodc hing, reng phing | Chdn thuomg, ngd dge v cac bien clnimg trom
i At quy vl thuyén tic mach hé thamg & ohfng bénh nlidn bi NVAF, troog phing ngim t4) phit DVT va PE, » i

- Khéng khyén cda st dung apixaban trong diéu tri DVT v PE 6 nhitng bénh nhin dang diéu trj toan thin dbng thoi ::f': e — Thuimg gip Thudme gip Thuémg ghp
v chil cim tmg manhed CYPIA4 vA P-gp do higu qua ed thé bidnh huimg, - * uyce sans thel thubt{taa ghm t

Cde thunde ching Bng méu, thude ching kér (3p tiéu cdu, SSRISVRI vi NSAID
- Chéng chi dinh sir dung ding thév apixaban véi bt kv thufc ching déng mau nio khic do s gia ting nguy co chiy
mau.

Sautrj lifu qlvfsi e itk emxamri!l(liéu deon 40 mg}vﬂiapixnbm{liiudﬂn 5 mg), hidu img cing gho ién tée dung
chong véu 16 Xa da duge quan sit thay,

- Tuong tic duge ding hoe v dute lue hpe khing 3 ring kii phéi higpapixaban wi ASA litu 325 mg x | [inngay.
8ir dung diing thirl apixaban v clopidogrel (75 mg x | Hn/ngiy) hode vii ligu phap phéi hep gilta clopidogrel 75

mau sau thi thust, chiy miu vét
thuromg, tymau ai mach mdu va xodl .

| huybtgi nei dat fng thdng), tiét dich Itglp it gap it gap
vél thiremg, xufit huyéi tai vl mo

[bao gdm tu méu tai vEL ma), xudt

huyét trong phiu thuit.

Chan thueng xudt huyét Khiig rih tin sufit 1t gap

mgviASA 162 mgx | Hin/nghy, hode véi prasugrel (60mg sau d6 13 10meg x| ‘uirvlnpéy] trong cac nghién cimpha |
khéng cho thiy s gia ting lién quan trong théri gian chiy mau mau, hode sw e ché ket ) tidu cim rihiéu hom 50 véi
wvige chi sir dyng céc thuoc chong ket tap ticu céu, Sy gia ting trong cac xét nghiém déng mau (PT, INR va aPTT)phii
o v tie dung rigng Ié cua apixaban.

- Maproxen (500 mg) 13 chitire ché P-go lm ting Bn lugt 1,5 Bnvd 16 tin dbivai gia tr trung binh AUC v C,,,, clia
apixaban. Sy gia ting hwomg tmg trong cae xét nghi¢m ding mdu di duge quan sat thay & apixaban, Khdng o6 s thay
i o dugre ghi nhin trong tc déng cia naproxen 1én su kEL tp ifu ciu do acid arachidonic gay 2 va khong cé sy
kiéo dii thivi gian chiy mau lign quan dén l3m skng dngv: ghi nhgn sau khi sir dung dhng thi apixaban vinaproxen.

. - MEedi co nhimg phAthién nity, Tt st e nhén €6 the o6 nhimg phan fmg 16 rng hen khi phéi hop apixaban v cdc
thide kétt3ptiéu cu. Nén sirdung thin XERABAN véi SSRUSNRI hodc NSAID (bac gbm ci ASA) vi
nhitng thude ndy thirdng B Giog nguy e =uat buyel, B4 o bio cio v s i Lang déng ki nguy oo xuat huyet khisi
dung ligu phip két hop ba thubc apixaban, ASA vi clopidogrel rong mt nghién cir lim sang & nhimg bénk nhin
mic héi chimg mach vinh cip.

- Khing khuyéncio ding XERADAN chung véicde thufic cé lign quan dén xuft huyftnghis hir thube lim tan
huyet khéi, thude dai khing thy thé GPILITTa, thude thude nhom thienopyridin (clopidogre]), dipyridamol, dextran

va sullinpyrazon,

Lifu phdp kit hop i cde thade ke

Khong quan sit thiy tromg the dirge dgng hoc va dirge |ye hoe ré réng trén lim sang khi diing chung apixaban vi

atenclol hode famotidin, Phii hyp apixaban 10 mg voi alenolol 100 mp khdng cho (hiy e dfng lim sing [En duge

déng hoe cliaapixaban, Sau khi sir dung dng théi hai thube, AUC vit C, , trung binh eda apixaban thip hom 15% va

18% 50 wéri khi st dyn g rizng apixaban, Viée kéL hop apixaban 10 mg véi famotidin 40 mg khdng cha thiy tie ding

1En ATIC v C, cim apixaban,

Tdc dipmyg caim apixaban ¢ hubckhic

- Cdc nghién i apixaban fr vicrs cho thay thude khdng ed the ddng e chi 1én hogt ddng cia CYPIAZ, CYPZAG,
CYPIB6, CYP2CR, CYP2CY, CYP2DS hodc CYPIAS (150> 45 |1M) vi c6 thed3ng tre ché yéu |2 hogt déng ciim
CYPICI9(IC > 20 M) @ ndng dé lim hem déng ké ndnz 4 dinh rong huyét nromg & bénh nhin. Apixaban khong
gay cam img CYPIAZ, CYP2BE, CYPIA4/S tal ndng 45 1En dén 20 uM. Vi vy, apixaban s& khang |3m thay déi 43
thanh thii chuyés hoa cim eic thube ding chun g dwge chuyén hia qua nhimg enzyme trén,

- Trong nhimg nghién cér duge thye hign trén nhimg d5i twong khoe manh nhy dugs mé 1 dwdi déy, apixaban khing
lam thay d#i b nghta duge déng hoe ciia digoxin, hei ol

LDigaxin .

Sirdung dong thiv apizaban (20 mg x 1 lin/ngay) vi digoxin —mit chit nén cia P-gp (0,25 mg x | lanfnghy), khang
1am dnh hurgmg dén AUC va C,,,, cua digoxin. V1 viy, apixaban khang trc ché sy vin chuyén chit nén qua trung gisn
P-gp.

Naproxen

~ Sirdung ddng thiv cac lidy p (10 mg) v nap
ki dnh hudmz ndo lén AUC v C_, clia naproxen.
Atenolal

a A o

mit NSATD théng dung (500 mg), khing cé bit

~ Sirdung ddng thiri cac lidu d ixaban (10 mg) vi lol—mit thube chgn beta thong dung (100 mg), khing
1am thay dfi duge dfng hoe cla atenolol.
Than hogt tinh

= Sirdung than hoat tinh Yam gidm su phei nhi€m véi apixaban,

Twong kyciathude

Do khiéng eé chc righién e vE tinh Wwomg ky cua thude, khiog trin Bn thide nay véi cie thube khie.
| TACDUNG KHONG MONG MUON COATHUGC

Tom titdirligu an todn
| = D antodn el apixaban dige zem %€t trén 7 nghién cire lim sdng pha 3 bao gdm hon 21,000 béah nhin; hon 5.000
béah nhdn trong cic nghién cir VTED, hom 11.000 hénh nhin trong cie nghidn el NYAF vi hom 4,000 bénh nhin
trang cfie nghién cim ditu b VTE (VTR wai thd gian sirdung trang hinh n gt 13 20ngAy, 1,7 nem w3 221 ngay,
Céetde dyngkhbng mong mudn thurim g gdp bao gém xudt huyél, nhidm tring, chay mau cam va 1y miu,
Trong cic nghién cirs VTEp, thog cdng cb 11% binh nhidn duge didu tr) v libo apixaban 2,5 mg x 2 linfghy gip
phai ciie phin (g bt lgi. T9 18 chung cba ede phan img bt i1 1ién quon dén xudt huyét vad opixaban 14 10% trong
cdo nghifn ciueo sénh gitra apixaban va enoxaparin ¥ . )
Trong cic nghién cin NVAF, ty 1¢ chung eiis cac phan img bat Igi liZn quan dén xudt huyet vi apixaban la 24,3%

.

it gap
* Khong co surxndi hign ciia mgtia woém thin trong CVIB5057 fphong ngiradii hgn VTE)
# Thirgit ngtr "Nt hosvét néin ™ b gdm (et o cdie et bt il sp v 11y sdng: fnher it e dlo i hecy i hodic xudi
Iyt ol mémyg cing, néo thett, fié ndo, nhdn béo).
Vike sirdyng XERABAN ci thé lién quan dén su gia ting nguy co zudt huyét tiém dn holc xudt huyét qua mie o bit
ke mii v corguan nﬁn.dénﬂéln thigu min sau xuat huyet D hidu, riéw trimg vi dd nghiém trong s& thay 451 theo vi
tri, mare 6 v 4§ réng i xndt huyél.

QUALIEUVA CACHXUTRI
Quilitu

Trong cdc this nghigm lim sing co kidm sodt, sir dung apixaban dutmeg ubng rén cdc ddi trgmg khie manh tai mic
Tiew Ien dén 50 mp/mgdy trong 3 =7 ngdy (25 mg x 2 lanfngy trong 7 ngdy hojic 50 mg x | Janfngdy treng 3 ngiy)
khimg cho thay cic tic djng bat loi lién quan dén lim séng,

Caich xir trf khi diing qui éu

Khoing c6 thubc gidi dc cho XERABAN. Qud lidu apixaban ¢t thi dln dén nguy co xudt huydt can hom. Trong
trrémg o ede bian chimg it huyél,_c?m ngumg o i1 trf va xem 8 v in it hupdt, Cic digu trj thich hop ban
du e cim mén sau philu thut hode truyén huyet tuang tiroi déng lanh nén duge xem xét.

Trén ehe doi tueng khde manh, vige sit dyng than hogt tinh 2 va 6 piv caw khi eoog mt liéu 20 mg apixeban [bm gidm
Jim lugt gid tri AUC trung binh cim apixaban khodng 30% va 27%, dbng thivi khéng cho thiy tic dfing lén gia i C.....
Theri gian biin i trung hinh cla apixaban giam tir 13,4 gitr khi st dung rigng | apixaban xudng con ln luet 5,3 giis
v 4.9 gity khi sau khi sir dyng than hogr tinh g1 thivi digm 2 viﬁpit‘?sau khi udng apixaban, Vi vay, vige sir dung than
et tinh i the hin ich trong viés diéu tri qui liéu hodc v tinh Ilol'lpp'lﬂi apixsban. .

Néu eic bién phap trén khong kiém sodt duge tin trgng sudt buyet gay nguy hidm dén tinh mang, nén ein nhic viée
sirdung phiie hop prothrombincd dje (PCC) hoge yéu 16 V1Tatdi 16 hop. Su déo ngurge edc higu img duge iyt hoc eta
apixaban di duge chimg minh thing qua cac Llnydfn' rii rling trong nghifm php sinh thrombin khi kétihde Lmy@.-n
dich vi cic gid tr co bin d& dat dirge trong 4 ity san khi hat dau truyen yeu 6 4-PCC 30 phiit trétn edcdhi nrgng khde
manh. Tuy nhign khang cé kinh nghigm lam séng cho vige sir dyung yEu 16 4-PCC dE dao ngrge tinh trang xuat huye:
trén cie ca nhin vin dang difu trj voi spixaban, Hign nay khing eo kinh nghn?mlim sing dii wi'i\riécstd?ngyﬂl ]
Vlats té hop & cac ci nhén dang sirdung apixaban. Viée sidung thém met lieu yéu 6 Vil ti f hop o the disge cin
nhio v diéu chinh dya wén swedi thign tinh irgng xudt huyst,

- Tity thude vao ditu kign sin ed i chd, nén tham vin § kidn cia chuyén gia chéng diing méu mong tnsimyg hep xuft

tuyétnghidm trong. 5

Thim phin mdl lm gidm ALC cia apixaban khoang 14% & nhimg bEnh nhin suy thin giai dogn cudi (ESRD) khi

ubng lidu dom 5 my apixaban, Do 36, tham phin miu khé oo th la phiseng phip higu qua trong kidm seit Goh trang
ud lidu v apivaban,

q
PACTINHDIUGC LUCHOC .
Nhém derge 1§: Thude chong huyét khoi, thude e ché trye tiép yéu 16 Xa.
MiATC: BOIAFDZ

Cochétécdyng:

Apizahan |3 mét chit irc ché yéu 1 Xa manh, ding diimg nt:mg, i thé din nguge, truc tién va cé tinh chon Ipcean.
Apixaban khéng yéu cau yéu 18 antithrombin 11T cho hoat déng ching huyét khéi. Apixaban ngin chin cd yéu 15 Xa o
do v dang lign ket v huyet khoi dl’ﬁng thin cling ngin chin hoat dgng prothrombinase. A pixaban khong cé tie d§n
trye tigp Ién:ukettipﬁeuciu.nhmggﬁnti@&cch&mk@lﬁptiﬂﬁu ra bai thrombin, Bing cach e ché yeut
Xa, apixahan ngin chiin sir sin sinh thrombin va sir phet trién ciia huy@ khoi, Cde nghién cini lign lm séng trén dng
vit di chitng minh hiéu qua chéng huyét khéi clia apixabar trong phiing ngira huyét khéi ing mach va tinh mach i
e 1icu duy b sy cim mébu,

DPACTINHDUGCHONG HOC

o Ve lifndine d

11p thu vi phinbi ) | i .
Sinh kid d.\lng tuyét dioi eia apixaban xap xi khodag 5% cho mite liéu 1én dén 10 mg. Apreaban duge hap tha nhanh
o ndng 9 101 da (C...) dat duge san 3—4 gidrdimg thue. Ti mive ligu 10 mg, vong thudc chung véi thire &n khing
anh hodmg dén C, v ALC cia apixaban, C6 thé dimng apizaban chung véi thire in hojic

g duimg wong |£n dén 1 0mp, apixaban cho thiy diae ddng hoe tayEn tinh vi mite 46 pheri nhidm ting 1
1& theo lidu dung, Tai mise lidu = 25 mg apixaban cho thiy sy hip thu giéi han voi sinh ki dung gidm, Cic thing s
phari hidm el spizatan thé hitn mive do bidn A3 thp dén trung binh duee phin dnb bii d0 bién thidn trong va gitn
cdedfi nigng wompg img ~20%CV v ~30%CV.
Sau khi uéng 10 mg apixaban dudi dang 2 vién nén § ma nghién nit phin tin trang 30 mi nudee, s phed nhiim‘ 13
faemg, 50 i khiudng 2 vien 5 mg nguyén ven. Sau khi udng 10 mg apixaban diri dang 2 vién nén § mg nghicn

trong cac nghién cir o sdnh gifa apixaban woi walarin va 9,6% Wong cdc nghién cim so sénh gilta apixuban voi
ASA. Trong nghién ciru gitia spisaban véi wafarin, tf 16 2tip phii xudt hupét i2u hda nghiém trong theo ISTH (buo
pim xudt huydt tidu has trén, dirdi vA tre trng) véi apizahan 12 0,76%nm. Ty 18 ciin xult huyZt nél nliis nghicm
1rong then ISTH v apixabar 1a 0,18%/nam.

Trongedcnghien i VTEL, i 1F chung ghp plidi cbe phin tng bit loi lign quan dén zult huyét vii spixaban 1415 6%
troug nghign cuu gitta apizaban vini wafari in v 13,3% wrong nghién cir gidts apixaban viri gia duge.

171, thuémg g3p {(1/100 = ADR < 1/10), it ghp {1/1000 = ADR < 1/100), hiém gap (1/10000 £ ADR < 1/1000), it
hiém glip (ADR < 1/10001) vh khéng ré tan suat (khang wde tinh duge tir di liéw shn o) 1in lugt 38 véi VTEp,
NVAFva VTEL

Bang ligt ké cic phan ing cd hay

- Saukhidiing | viénnén S mg

Ciic phin fmg cb hyi duge phiin nhém dya trén hé thing cde co quan vi tn sulit gap phai: rt insimg gap (ADR 2 =

ik véi 30 g tao nghida, C,.. v AUC lin lugt thip hon 21 % va 16% so v khi ubng 2 vign § mg nguyén ven, Sugidm
pheri nhidm khiing dwye xem B e lign quan irfn Km sing, £ _
ixnt hién nd 1 60 mL DSW va durgre truyén qun dng thémg mili

nétnhi
dn day, sif pho nhigm tromg by véi sip phiri nhiém trong cac thir nghiém 1am sang khic lién quan dén cae dai togng
khoe manh nhin duge mét lidu don 5 mg apixaban,
vaw dc tinh dupe ding ho theo 17 18 lidu die dodn eia apixaban, ks qua sinh kbl dung U cic nghién e duge
tidn hanh o thé fp dyng che lidu apixaban thip hon. :
Ty W ghin két cita apixaban vid protetn byl mremg & ngurin xap ki khodng £7%. Thi tich phén an\n'un)x&pul khodng
21 lit,

C&_Iy@n T sin i hge v thl trir

cfi nhitu con dubmg dao thii, Xdp xi khodng 25% lidn apixaban d1 ung duge bidn 481 thinh cde ch

11é théng co quan Phing ngitn VTE & | Phang ngim dot quy v | Bitn i DVT va chittyén hfin, hiu hét e chilt niy die dbo il qua i, S e thi qua thin eita apixaban chidm khadng 27% thng
bénh nhin truong | thuyén e mach hé thong ¢ | PE, phong ngia g thanh (hii, Sy dao thai qua mjtva thai trir tryc ligp qua redt d3 Lo lugt duge qp at th g cac thirnghigm [im
thanh da tréi qua pl bénh nhin trudmg tianh bi | 6i phit DVT v sing va pli lim sing.
thut ty chon thay khop | NVAF vii mét holic nhidu | PE(VTED - Apixabanco 1fng d( thank thii khoang 3,3 Ligitrva thbi gian bin thili khodng 12 gid.
hing hode gdi (VTEp) | yénthngrry eo (NVAF) - Su O-demathyl hia vt b | héa tpi nhém chire 3-oxopiperidinyl I nhimg hogt ding chinh ciia sy chuyén héa
o ToanTa i bk vl sinih oz, Apixabanduoa chiryén hon chil yéu qua CYPIAL/S v mitphin nhé duge chipén héa qua CYP1AZ, 208,
T OV U V0 ey WD GU T S 209, 2C19 va 212 Apixaban durdi dang chura bién dai I thinh phan chi yen cé lién quan dén thube é trong huyeét
Thigumédn | Thurding gap I Thitémg gap | Thwimg gip tuong vi khing cé sy hign dién cia chitchuyén héa cé hoat tinh trong vén g tubn hodn, Apixaban li co chilt ciia mtsd
Giam lién cin [ it gap I 1t gip | Thutmg gip protein vin chuyén, b Pegp haty protein khing ung thu vi (BCRP),
Rdlioan hémigndich "'mkm'm::“h“@“ﬂ‘m' B — —_—
= - Suy r: chire nng thiin bj sy gidm g dnh hurém g 1En nong di dinh cia apixaban, Co s twomg quan gila vigo
Oudmin, phidiimgvisbephanvg | Hifmesp | i gip | T i o 77 phic iy spivonbeac 61 54 £y i chibe il Ehin drge danh gia thing qoa 9 Gt Ui creatintado
Mg It pap | It gap | Itgap * dmgnhn'ngé il suy thin nhe (dd tanh thii creatinin rong khodng 51 — 80 mL/phie), suy tdn trung binh (d§
Réllgan hé then kink thank thai creatinin trong khodng 30 — S0 mL/phit) v suy thin nfing (¢ thanh thai ereatinin trang khodng 30 — 50
it huvet 2 ™ mL{phiit], nong do apixaban trong huyet hremg (AUC) ting Lin hrot 1624, 20% vi 44% so vii nhimg ngrii o chite
.R;f;::: ’;SDT [ Khbéng 16 dnsudt | ligip | Himgsp | nidng i binh u‘hu?‘ G thi kB s 7E€ i i (161 g0 86,0 69 acEloan rones Frset ioma
- vil hogtdong e ché yéu i Xa,
Xudt huyft mit (bao ghm wult huyét Him gip Thutmg giip ltgip g b trgmg suy thin ginn doan cudi (ESRI), sit dyng mot [id dem S mp ngay sau khi chpy thin nhdr tao [im
kétmac) I gid Iri AUC cia apizaban ting khodng 36% 20 i ngud eb chire ndng thin binh thudmg, Chaw thinnhian tao bt dau 2
Rallaan mach mdn gits sau khi ding mid lidu don apixaban 5 mg lam gidm AUC cia apixaban khoang]4% & nhing déi tuyng ESRD,
XulLhuvEl, tumdy Thudn Thuom, Thuimg nromg (myg véi d thanh thili loc méu ciia apixaban la 18 mL/phit. Do d6 chay thin ahis tao khing phii la bifn phip
Ha hu fip (ban ghm ci hy huyét e 2 : = higu qui trongdiéu tr quiiéu. . ;
i 3 S ity gmu' R i itgap Thuimg gip it gap - Supgan: trong mit nghién ciru <o sinh B di trgng suy gan nhe, Child-Pugh A ditm § (n = 6], diém 6 (n = 2) vh § déi
PN QUKD HATL e tugng suy zan trung binh, Child-Pugh Bdiém 7 (n =6} va didm B (o= 2) vit 16 dii tugng khoe manh, duee ding hpe
Xuat huystirong 6 bung Khaug rd tin udl figap Kliing 16 in sudt vi duoe e boe d Tidu don § meg ciaapixaban khng bi thay ddi trén nhimg di wong suy gan, Mhimg thay d6i wong
Rdilogn ke hé hdp, ldng ngire v trung that hogtdong dfi khang yéu 1f ¥a vh chi 58 INR 1A uong dwemg gitra ede déi nrong suy gan nhe dén trung binh véi cde
Chily mé Thuong g i tirgmp khde mank. _ _ i )
H yl:ﬁu“m [;::!p Tht;bng 53 - g = Nyteoi cao fusi: binh nhin cae tudi (frén 65 i) cho thiy néng di apixaban lruughuy?t turomg cao hon so i binh
namen Hitm ghp 1 gip EIR | ohnteé i, visi gidt AUC trung blal cao how khoang 329 vA khiing c6 s khdc bigtvé C.,.
Hudt huybtdubmg ht hip Khéng ré thn sudt Hilm gip Hiém gan - Gt efnhy: sy phoi nhifm véi spixaban &0 eao hom khoang | 8% so vii nam,
Rl logn hE fidu hoe - N;n&qg‘:cﬁn e rﬁf?nmq’e lrélll!:;i‘ nghién ;n\_iuihn 1 cltoll:izl k:évl;gnc;;’u;ht‘;m;d r¢l]\:i di@;dﬁ:@ E:c
ciinap giira furgmg nguin da trang/chiu Aw, nguit chau i dhn oo Thi. Két qua phin
Bubnnén Thudng glp Thubmg gip Thiimg g0 tich duge dgng hoe din & & ahang binh nliin st dyng apixaban thubng phi hop v k! qui cun pha |
Xudt huyét it hiia [ Thuimg glip Thuimg g3p - Clin nng: tryng luong oo thd = 120 kg o6 lign quan din sy phoi nhikm apixaban thap hon ~3(%% vi lrong | =]
Nubtbuytdo bgnhtd Khong 10 tan sual Tlgap [ Lm:::‘g a:qli:;qmndéu s phori nhidm epixaban cao hem ~30% so vir nhitng ngudi c6 trong Lrgng co te trong
| Xudt huyét miéng K'“‘".% 16 thn sudt 1t gip - MEi quan hf giita dicge &ing hpe vi dinge liwe hoe (PR/PD); mi quan hé PK/APD gits ndng d§ trong buyt tromg
Xuiit hign mau dd Zrhin t pap It pap It gap cii apinaban vamit vai didm cudi dupc lye hoe (hoet dong dbi khing yéu 16 Xa, INR, PT, aPTT) duge dinh gid ssu
Kuak huyét tnge trang, xuat huyet nirou Liém gip Thudng gip Thumg gip khi air dyng mot khoding lidu rong (0.5 - 50 me). Moi quan hé gitia ning d6 apixaban trong huyét wwong vii hoat dng
T L e ey Khang 10 thn sull Hiln ghp Khongdlnsoll| dt!n Irhﬁngy&.]t{l)(n duoe mé 1 m_tnhﬁr blln_gmalmhluh ruy_én tinh. Méi quan hé PI/PD duge quan sat & nhing
R Toan b gan mdt bénh nhén pha hop vii moi quan he durce thict [ip dnhimg n g khoe manh,
T an e gan ’ QUY CACHDONG GOI )
Xérnphigm chitc nAng g bat thutmg, Hop 03 vix 10 vién nén bao phim. Vi bim Al - PVC/PVDC treng.
AST ting, phosphiat kiem trong min ft gap frgap It gip Hép 05 vix 1 0 viénnén bao phitn, Vi bim Al- PYC/TVDE tiong.
tng, bilirubin trong miu Uing Hop 10 vi % 10 vién nén bao phim. Vi bm Al - PVC/PVDC trong.
Gamma-glutamy|ran fernse thing. It gip Thurinp gip Thuéing gip RADQUAN
ALT tiing It gip 1t gip Thuing gip Noi kbd, dwai 30°C. Trédnh dnh sang,
R loan der vésmd e da ""';:PPM: ks
Phit ban da | Ehingrddneult Tt gap [ Thuimg ghp kU IC;'IP"UT? Cnlga -;1"”'5;{{&;
Rl loan e roromg v md lidw ikt Tt ot oo 4.
Kude huydr eo [ Higm gip | Higm gip | hgip @
Rl Ingn thin vl dteding tiét widn
Ticu ra miu l It gap l Thurimg gip _1 Thuémg pip Cor wirwim s

COSNG TY TN LN DOANI HASAN - DERMAT HARM
Lt a2, K600 P A Bl 0, T s, o Do g, Wik N




