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: Thuie niy chi d thuie

LSP-Apixaban 5.0mg
{Apmxaban 5.0 mg)
Dé xa tim tay tré em

'}\ I-: Dye ki ledng din si dung trude khi ding
e
i THKRH"F‘:?ﬁ/ CONG THUC THUOC

MOGi vién nén bao phim chira :

Thénh plhin ducoe char; Apixaban 5,0 mg,

Thanh phan gi dinge! Lactose khan, cellulose vi tinh thé PH 102, natri croscarmellose, natri
lauryl sulfat, magnesi stearat, hypromellose (| Scp), PEG 6000, titan dioxyd, tale, sit oxyd da.
2. DANG BAO CHE

Vién nén bao phim,

Ma ta: Vién nén bao phim tron, miu hing, thanh v cenh vién lanh Tin,

3, CHI PINH

Phang ngira djt quy va tic mach toin thin & bénh nhin tedmg thinh bi rung nhi khing do
bénh van tim (NVAF), voi mdt hojc nhicu yéu to nguy co, chiing han nhir trude @6 i bi dit
quy hoje thidu mdu ndio cue bi) thodng qua (TIA): tudi 75 tudi: tin 2 huyét ap; dii thio durimg;
suy tim b trigu chimg (= 4§ 1 theo phin loai cia NYHA),

Diéu trj huydt khdi Gnh mach siu (DVT) val tiic mich phii (PE), v phing ngira DVT v PE
Liki phit ¢ ngsii 1om.

4. LIEU DUNG, CACH DUNG

Litu ding

Phing ngies di guy wi de mack rodn thin & bénh nhan yung nhi khong do bénh van pim
(NVAFE)

Ligu apixaban duge khuyén cio 1a ufng 5 mg x 2 lin/ngy.

Gidm Héu

Lidu ding apixaban duge khuyén cdo 14 udng 2,5 mg x 2 lin/ngiy & bénh nhin NVAF v it
nhit hai trong nhimg diic diém sau: wadi > 80 wdi, trong lugmg eo thé < 60 kg, hofic creatinine
huyét thanh > 1,5 mg/dL (133 micromol/L) .

Bdiéu 1r] nén l;h.n;c d‘u}f tr L ddu

Didy trg i ti 1 ' ] ! (PEL va phang ngtea el pihdt

Litu apixaban dm;n.' khuyén nghj dé diéu i hu:.-'él khii tinh mach sii wp tinh vi didy it Chs
mach phoi 1 udng 10 mg x 2 lnn/ngiy trong 7 n.gny diiu, sau 46 5 mg udng ha lin mdi ng.l_f
Theo hudmg din v 1€ co sin, thai glan didu tri ngiin (it nhédt 3 thing) nén dua trén cie yéu to
nguy ea tam thin (vi du: méd phiu thudt, bj chin thuomg, khdng cir d:;ung dhaore),

Liu apixaban duge khuyén cio dé phéng ngira thi phit DVT va PE I udng 2,5 me x 2 lin/medy
Khi chi dinh phong ngira tai phit DVT vii PE, nén bit diu dong lidu 2.5 mg x 2 lin/ngdy sau
khi hodn thanh 6 thing didu trj il apixnban 5 mg x 2 lan‘ngdy hodc vai mat thuic chdng ddng
miu khac, nhu dure chi ra trong bing dudn,
[ " Licu ding thudc | Liéu ding 15 du hing ngdy |
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Bi¢u trj huyét khéi tinh mach [ 10 mg x 2 [in/ngay trong 7 | 20 mg
siu (DVT), :ﬂéu trj thc mach | ngay diu tidn
| phii (PEJ 2= [ Satu do I 5 mg x 2 linmgdy | 10 mg [
ot 140 phac DVT va | 2,5 mg x 2 lan/ngiy 5 mg |
P, 3 w* thang
g P

i Iéi.l | song thé nén duoc ci nhin hoa seu khi danh gia cin thin lgi ich diéu trj so

Neu bi iﬁ nm;# liéy, bénh nhin nén cing apixaban 5 mg ngay 1ip tic va sau dé nep e dimg

hai lin mdi ngdy nhir trinde,
Clivén i

Chuyén d6i diéu trj tir thude chong ddng man tiém sang apixaban 5 mg (vi ngirge lai) eo th

disgre thire hidn & lidu ké tiép theo lich trinh diéu tri. Khéng nén ding déng thai nhimg thude

niy.

Chuyvén tr thude khdn 2 Viramin K (VKA) sang apixaban 5 mg

Khi chuyén déi bénh nhin i thude khiing vitamin K (VKA) sang apixaban 5 mg, nén ngimg

diéu tri hiug warfirin hoje VA khie vit nén biit diiu vi apixaban § mg khi ty 1& binh thurmg

hoa quéde 1é (INR) <2.

Chuyén tir tvi lidw apixaban 5 mg sang VKA

Khi chuyén doi bénh nhin ti ligu phip apixaban 5 myg sang VKA, nén tiép tye sir dung apixaban

5 mg trong It nhiit 2 ngay sau khi bit ddu didy tr) VKA. Sau 2 ngay ding dong th up:ml:un 3

mg vii VKA, chi 56 INR nén dirge xic djnh trude khi sir dung lidu apixaban 5 mg ke tiép theo

lich ditng. Nén tiép tye didu wrj bing apixaban 5 mg v VKA cho dén khi chi sb INR > >2

Suy thin

(O nhimg binh nhin bj suy thin nhe hofie trung binh, cac khuyén ngh] sau didy duge dp dung,

- DE didu trj DVT, didu trj PE vi phiong ngira DVT khdng cin diéu chmh lidu.

Pé phong ngis A8t quy vi thuyén tic huyét khdi finh mach o bénh nhin NVAF vi
creatinine huyet thank = 1,5 mg / dL {133 micromole / L) lién quan ddn tudi > B0 tudi
hofec trong lugmg co the < 60 kg, can gidm lidw v mb ta o teén. Trong trudmg hop khnng
eb che tidu chi khic & giam lidu (rudi, trong loong cor thé), khing chn diéu chinh lidu,

0 bénh nhin suy thin ning (dd thanh théi creatinin 15-29 mbiphiit) dp dung cic l:l:lu:.-'u..'n nighi

sau diy:

- Dédiéu urj DVT, didu trj PE vi didu tri tai phit DVT vél PE (VTE1) apixaban nén duac

sir dung thiin trong
Bé phong ngita ddt quy vé tiic mach todn thin & bénh nhin bi rung nhi khing do bénh
van tim (NVAF), bénh nhiin nén diing liéu apixaban thip hom i 2,5 mg x 2 Fn/ngiy

O céic bénh niin cd d thanh thai ereatinin < 15 mL/phit, hojc o bénh nhnn trat qua lye mau

chum ¢6 kinh nghiém Him sing do dé khéng nén dimg apixaban,

Sup gan

Apixaban § mg chdng chi dinh & bénh nhin o bénh gan lign quan dén rdi loan dang miy va

nguy co xuilt huyét cb ¢ nghta lim sing

Thuoe ndy khing duge khuyén nghi diing cho bénh nhin bj suy gan nfing.

Thude ndy nén duge sir dung thiin wong & bénh nhin suy gan nhe holie trung binh (Child- -Pugh

A hoge B). Khing phat diéu chinh lidu & bénh nhan suy gan nhe hoje trung binh.
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trong edce thir nghiém lim sing. Do db apixaban 5 mg phii dwoc sir dyng
énh nhin ndy. Traede khi biit diu sir dyng apixaban 3 mg, nén tién hinh xé

I‘Hﬁgmj‘gn'ﬁﬁii ¢ thuyén tic huyét khéi inh mach (VTEp) va dieu tri huyét khdi tinh mach
sdu, digu trj tic myeh phoi vi phéng ngim i phit huyét kbéi fnh mach siu vi the mach phai
(VTEL) — khong cin higy chinh lidu,

Bénh nhin rung nhi khing do bénh van tim - khéng cin hidu chinh liéu trir khi théa min tiéy
chi gtam lidu ding,

G e

Khéng cin higu chinh lidu

Negwedi cao mg'}‘

Phong ngira bien ¢ thuyén tic huyé khi tinh mach (VTEp) vii didu trj huyét khéi tinh mach
siu, didu tri the mach phéi v phong ngim tai phit huyét khdi finh mach siu vi tie mach i
(VTE1) ~ khidng cin higu chinh liéy,

Benh nhin bj rung nhi khdng do bénh van tim - khong can digu chink Tifu, i khi thon min
tigu ehi gidm lidy,

Bénk nhdn cdt b dng thing (INVAF)

Bénh nhiin o th sir dyng apixaban trong khi tién hinh cit bo dng thing.

Bénh nhn lam the thud) phyc hos rhip tim

Apixaban ¢t thé dwoc bit diu hodc tiép tgc & nhimg bénh nhin NVAF cd thé cin tha thusi
phuc hdi nhip tim,

B6i viri nhimg bénh nhin trude diy khdng duoc didu 1ri bing thude chin g ddng miu, loai trr
huyét khbi nhi tris biing cich sir dung phiomg phiap huémg ddn bing hinh dnh (vi dy siéy dm
tim qua thire quin (TEE) hodc chugp cilt lip inh (CT}) trindic khi tién hanh phiu thi thudt phue
hii nhyp tim.

B3Gi i bénh nhiin bit déu didu tri biing spixaban, nén ding 5 mg x 2 lin/ngdy trong it nhit 2.5
ngdy (5 liéu duy nhat) tisde khi didu v tim mach dé dim béo chéng dong méu diy du. Phic
do ding thudc nén gidm xudng 2,5 mg apixaban x 2 lin/ngay trong it nhit 2,5 ngay (5 lidu duy
nhat) néu bénh nhin dip tmg céc téu chi gidm lidu,

Néu chn phai didy trj tim mach trrde 5 lidu apixaban, nén dimg liéu tdi 10 mg, sau 46 dung §
mg hai lin mdi ngiy. Phic 46 ding thude nén duye giam xutng liéu 5 mg sau d6 14 2.5 mg «
2 lin/ngay néu bénh nhin ddp img e tidy chi giam lidu. Vige ding lidu tai nén dirge dua m il
nhiit 2 gidr trade khi lim tha thudt phye héi nhip tim,

B4i vii tit e cée bénh nliin 1am thi thudt nhip tim, cin xde nhin weée khi tidn hinh th thuiit
li bénh nhin 43 ding apixaban hay chua. Nén dus ra quyét dinh bit diu va thvi gin didu tri
chéng dong miu & nhimg béah nhin Mm this thudt phue héi tim mach,

Bénh nhdn nhi

Chra xde dinh duge tinh an todn vi higy qua cia apixaban 5 mg & 10 em vé thanh tidy nidy
dudr 18 tudi. Khéng ¢o sin dir ligu,

Ciich ditng

Diing dudmg udng,

Thube nén dwge udng cing véi nude, ¢ thé ding cung vén thire dn hoje khong
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ong mude (DSW), hofic mrde o holic trin véi o say nhuydn vi wdng
oo thé duge nghién ndt vi kbudy vio 60 mi nuée hofic DSW vii cho ding

G CHI'DIN A

Qué mifinedm ¢&+hoat chilt hogo bit ki thinh phiin t duge nio ciia thude.

Bénh nhin dang bj xudt huyét ding ké vé mir lim sang,

Bénh gan lidn quan dén rdi loan déng miu va nguy co xuft huydt oo ¢ nghia lim sing.

Ton thiwomg hodic & tinh trang duge coi 1 co yéu t nguy cu ding ké giy xubt huyét nghiém
trong, Didu ndy ¢ thé bao gdm viem loét duimg tidu hoa hién tai hode gin diy, sy hién dien
ctia u ¢ tinh cd nguy co xudt huyét cao, ton thiromg niio hoje ot song gin ddy, phiuv thudi ndo,
ctt song holic milt gin &y, xudt huyé ndi sp gén diy, gildin tfnh mach thire quan di bigt haic
nghi ngd, di dang ding tinh mach, phinh mach miu hodic di dang mach nii o -uin[.- hode ni
s nghiém trong

Ding dong thoi veri bt ki thude chdng dong miu nie khic, vi du: heparin khiéng phin doan
(LFH), heparin trpng liomg phin e thisp {enaxaparin, dalteparin... ), ede din xuft cia heparin
(fondaparinux. .. ) trir céc trrdmg hop chuyén dbi thude chiing déng miu cy thé hode khi UFH
e cho ding & lidu can chidt 908 gif cho fmg théng tinh mach hode dong mach trung tim duoe
thing thodng.

6, CANH BAO VA THAN TRONG KHI DUNG THUOC

Neuy cor xudt huvét

Giong nhur nhimg loai thude ching ddng miu khdic, bénh nhin ding apixaban § mg cin diroc
theo di cin thin cde diu higu xudt huyét. Nén sit dung thude nay thin trong vii cdc tinh trang
bi ting nguy co xuit huyél, Cin ngimg diing apixaban 5 mg néu bj xuiit huyét nghiém trong.
Miie dii lidu phdp dicu tri voi apixaban khing déi hoi phil theo d8i thuimg xuvén nong di
thube trong miu, xét nghidm dinh lwong tinh déi khing yéu t& Xa (anti-Factor Xa) ed hidy
chudn eb thé ¢o ich trong nhitmg trimg hop dic bidt khi biét duge nong 4 apixaban trong
iy ¢ the 88 dua m cic quydt dinh lim sing, vi dy nhw qud lidu va phiu thudt khin cip.
Twewrmy tde vii cdc thude bhic dnk hiecng dén Vige cdm mau

Do nguy cor xudt huyét ting fén, ching chi dinh didu trj dng thiv voi bit k¥ thude chong dong
mau nio khic.

Vige s dung ddng thai apixaban 5 mg véi chat khang tiéu clu lam ting nguy co xuft hy L,
Cén thn trong néu bénh nhin dirgre didu trf ddng thén vai thude chéng viém khéng steraid
(Mon-Steroidal Anti-Inflammatory Drogs - NSAID), bao ghm acid acetylsulicylic.

Sau philu thudt, khéng nén ding cde chit ic ché két tip tidu chu khic dong thii vai apixaban
3 mg,

0 bénh nhan bj rung nhi va tinh rang cin lidy phitp khdng tiéu chu don hofdie kép, cin dink
gif thin trong cac loi ich 1iém ning so vdi nhimg nguY ¢ ob the ehp triroe khi két hop ligu
phap nay vin apixaban 5 mg.

Trong m{t thir nghiém lim sang trén nhimg binh nhin bi mng nhi, vide sie dung ddng thai
o aspinin (ASA) ting nguy co gily xuil huyét nghiém trong cia apixaban i 1,8% mét ndm
Fen 3.4% mot ndm v ving nguy co xuat huyét coa warfarin ti 2, 7% mgt ndam |én 4,6% mr
nim. Trong thir nghi¢m lim sang ndy, vige sir dyng déng thai voi lifu phip khing tidu ciu
kép Ia khing nhidu (2,1%),
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Trong mit thir nghiém lim sdng trén béuh nhin mic héi chimg kiu mach viinh cip npuy co

capsob Miedidin mac nhidu bénh kém theo lidn quan dén tim vi khéing lién quan dén tim,
asfiirin hodic két hop aspirin vi elopidogrel, ¢d bio cio tang ding k& nguy ca

i trong theo ISTH (Hidp hi Qudc 1 vé Bénh huyét khidi va Cam mau)

J3% mit ndm) so v gid duge (2,041 mit nim),

e '_hri-'fit' chd éﬁ-'mrr huver khoi dé dicu o dit quy do thiew mdu cuc bi cap tin

Ca f%inh nghigin vé vige diing cdc ehit lim tan huyét khdi 48 didy tri At quy do thiu mau

eye b clp tinh & bénh ahin dupe cho diung apixaban,

Benh nhdn ditng van tim nhdn oo

Tinh an todn v higu qui cia apixaban 5 mg chia duge nghién etra & bénh nhin diing van tim

nhin tao, kém hodic khong kém rung nhi. Do do, vide sir dung apixaban 5 my khiong duge

khuyén nghj treng trtmy hop niy

Binh nhdn mée héi chueng kidng phospholipid

Thude chong dong miu duimg udng (DOACs) bao gém apixaban khdng duge khuvén cho

cho nhitng binh nhin ¢ tién s huyd khdi dupe chin dodn méc hji chimg khing

phospholipid. Dac biét ddi véi ohimg bénh nhin duemg tink gip ba (881 véi thude ching ding

lupus, céc khang thé khing cardiolipin vi khang thé khing beta 2-glycoprotein 1), didy tri

hing DOAC cd thé thng ty 18 bifn cf huyét khdi thi phit so vai didy tri hing thude khing

vitumin K.

Pirdi thedt v ede thic thigt xdm lin

Apixaban 5 mg cin duge ngung sir dyng it nhit 48 gidr trndre khu tién hanh phiu thudr theo

chueng trinh hoje thi thudt xim lin ¢0 nguy co gy xuit huyé trung binh hofe cao. Cie phiu

thudt hode thi thudt do bac gdm cic bign phip can thigp cé xde swit xuil huyet ding ké v

mit lim sang khong thé logi trir duge hodc cb nguy co xuit buyét khong chip rnhin duge

Apixaban 5 mg can duoc ngung dimg it nhir 24 gidr trurre kehi tién hanh phiu thudt theo churong

trinh hogc thu thudt xdm lin o nguy cd giy xudt huvél thiip. Cie phiu thist hode thi thuit

di bao gbm ca cde bign phip can thigp du kién phat sinh xudt huyél khing dang ké, khing

nghidm trong o noi xudt huyét hofic d2 kidm sodt.

Neu khing thé i hodn vide lim phiu thuiit hode thix thugt xim lim, can thin trong v luu 5

den nguy eo xudt huyét ring 1én. Neuy co xudt huyét ein duge cin nhie so voi tinh cap thi

cun bign phap can thigp.

Apixaban 5 mg cin dirge bt diiu cho dung fai sau khi tién hinh this thudt xdm kin hodic can

thigp biing phiiu thufit cang som cang 8t midn 14 tinh frang 1im san & cho phép va dd cim mio

durgre thich dang (vai phye héi nhip tim {cardioversion)).

Nieng thude tam theii

Vige ngung su dyng thude chéng déng miu, bao gbm apixaban 5 mg, rong lic dang 6 xuft

huyét, phiu thuiit theo chuomg trinh, hofic thi thugdt xdm lin s& dat bénh nhin vio tink trang

tng nguy co huyét khdi. Cin trinh ngung ding thube rong Kic dang dicu trj vi néu phii tam

ngung dimg thude ching ddng méu ob apixaban § mg vi bit kv 19 do nao thi cin bit diu didy

tri i edng sorm cang tée,

Gy 1€ hode choe tuy songingwdi mang cimg

Khi tién hinh gity 12 trye ndo tiy (piy 1€ ty song/ngodi ming eimiz) hodc che iy st ngod)

miing cimg, bénh nhin dwoe dicu tr bing chit chéng ddng miu dé phimg ngia bicn chimg

e mach do huyét khii ¢6 nguy cor bi khii t miy ngodi ming cimg hede tiyy song, tinh trang

nity 6 the din dén liét 1du dii hofic vinh vidn, Nguy co clia nhime bidn cé ndy eb thit ting 1én
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do vn;:: d{u E'-ng diin hn: ngodi ming cimyg sau phiu thudt hode dimg dong theri véi ele thude
: dén vide déng miu. Ong thing trong mang cimyg hode ndi tdy mac phai

gidr trurre khi (g 1idu apixaban 5 mg diu tién. Nguy co do co thé ciing

¢ chpe ngodi mang cimg hodic tiv séng Iap lai. Bénh nhin cin duge

ji.."n dé tim nhitng diu hidy hode trigu chimg ton thuong ddy thin kinh (vi

ic yéuchls, réi loan chirc ndng rudt hofic bng quang). Néu ghi nhin tén thromg diy

lhm‘lt]l‘ﬂl_t g&:ﬁ'ﬁn dodn vil didu tr) khin cdp, Trude khi can thn;:p viio truc ndo tay, bie si cin

xem xét lgi ich tiém ning so véi nguy oo & bénh nhin ding thude chong déng mAu hodc bénk

nhéin s& due ching dong mau trong didu trj dy phing huyét khéi,

Khing co kinh nghiém 1im sing vé vi¢e ding apixaban véi vide dit dng din lru ngodi ming

cimg hofic ndi thy mac. Trong tml':'ng hop o nhu cdu ndy vi dya trén nhitng dde diem duge

ding hoc tong quit cia spixaban, can chir mit khodng thid gian 20-30 gior (tre 14 2 x thin

gion bin thai) gilts Léu apixaban cudi cing va théd digm rit dng din r:ru_ vii bé qua it nhit

mit lidu :h‘mg trrdre khi rit ng din i, Co thé cho diing lidu apixaban tiép theo it nhit 5 iy

sau khi it ong ddin lww. Gifng nbur it ¢ ede thude chiing déng miu mai, cé it it kinh nghi¢m

vé glly 1# viio truc ndo tay v do do nén cye ky efin trong khi ding apixaban trong truemg hip

iy 18 vio trie ndo iy,

Cac bgnh nhdn 1dc mach phit hever diing #hﬂﬂg an dinh hode bénh nhdn cdn ldm tan fruayed

khii hodie thai thuds loai b huvés khdi & phal

Khﬂng nén ding apixaban 5 mg thay cho heparin khng phiin dogn & bgnh nhin bi tie mych

phidi huyét ding khing on dinh hode ¢o thé dige lm tan huyet khéi hode thi thudt Toai bo

huyét khdi o phii vi el thidt lip durge tink an todn vi hige qua coa apixaban trong eae tinh

hudng lam sang ndy,

Benh nhin b wng thie dang dlién pign

Chura thidt lip dvge tinh hidu qud vi an todn cia npmabnn trong diéu tri huyér kiidi fiah mach

s, didu irj thc mach phm vi phong ngira tdi phit |Iu}'cl Ihidi tinh mach siiu vi tie mach |:rhﬂl.

(VTEL) & b¢nh nhin bi ung thir dang dién tién,

Bénk whan suy thin

Riit it dix ligy lim sdng cho thiv nong A9 apixaban trong huvét tuomg tang lén & bénh nhén

suy thin ndng (36 thanh thii creatinin 15-29 ml/phist) Ia tinh trang o thé din dén AgUY co

xuit huyet ting 18n. D& didu tri DVT, diéu trj PE va phéng ngim i phat DVT va PE (VTE,

apixaban phai duoe sir dung thin trong & binh nhin suy thin ning (do thanh thai creatimin 15-

29 m / phii),

D& phéng ngira 46t quy vA tie mach todn thin & bénh nhin bi rung nhi khing do bénh van

tim, bénh nhén suy thiin ning (46 thanh thai creatinn 15-29 mb‘phiit), vd bénh nhin cd creatinin

huyét thanh = 1,5 mg/dL (133 micromol/L) vit cd tudi = 80 hode trong lugng co thé < 60 kg

nén ding lidu thip hom cha apixaban 14 2,5 mg x 2 ln/ngiy.

(3 nhing bénh nhin 6 @6 thanh thii creatinin < |5 mL/phit, hodc & h:;u!t nhin trai qua lpe

miu, khing cé kinh nghi¢m lim sing do 40 apixaban khéng duoc khuyén nghi.

Benh nhdn cao tudi

Tudi cao o thé lim thng nguy eo xudt huyé,

Ngodi ra, nén thin trong khi cho ding spixaban § mg cung véi aspirin & bénh nhin cao b

vi nguy cor xuit huyét tiém ting cao hon.

Ciin ning cor thié

Trong lugmg co the thip (< 60 kg) cb the lim ting nguy co xubt huydr,
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fénk whan suy gan
Api han % my ong <hi dinh & binh nkin 6 bénh gan lién quan i roi logn ddng mau v

' 6 ¥ nghia 1am sang.
wilbénh nhin suy gan ning.
g k!ﬁ#ng cho bénh nhin suy gan nhe hofic trung binh (Child-Pugh A hode B)
En v gan ALT/AST ting > 2 x ULN (gidi hon trén cda mire binh thudmg)
hoge bikirubirt 1ong thé > 1,5 x ULN da dwoe loai ra khai cde thir nghigm lim sang. Vi vi
apixaban 5 r_n-g nén duge sir dung thin trong cho nhim pay, Trude khi bt dda din B apixaban
5 mg, bénh nhin nén duge xét nghigm chire niing gan,

Tweonyg tde viid chat e ché cia cd Cytochrom P450 344 (CYPIA4) vi P-ghcopratein fP-gpi
Khong nén ding apixaban 5 mg cho bénh nhin dang duge didu tri todn than ddng thisi vai cae
chiit frc ché manh cus ci CYP3AS vil P-gp, nhu thude khing nim nhom azol (vi dy,
ketoconazol, iirconazol, voriconazol vi posaconazal} vi cic chit irc ché enzym prolease HIV
(vi dy, ritenavir). Cac thuoe ndy c6 thé 1am tng ndng dd apixaban trong miu Ién giip 2 Iin,
hodic nhidu hon trong tnrémg hop ¢b thém céc yéu 16 lim tang nbng dj apixaban trong mau
(vi dy, suy thin ning).

Tieeng tede wii chit gdv cam ing ena cd CYP3A4 vi P-gp

Mhing dong théi apixaban 5 mg vi chc chét giy cim ing manh CYPIA4 vt P-up (vi dy,
nampicin, phenytoin, carbamazepin, phenobarhital hofic St. John's Wort) cé the khidn m'ﬁng
d5 apixaban trong mau gidm -50%. Trong mdt nghién clu lim sang o b¢nh nhiin rung nhi, 43
quan sdt thity gidm hige qud va nguy co xult huyét cao hon khi cho ditng apixaban voi cic
chit gy cam img manh ciia ca CYPIA4 vii Pogp so véi khi chi cho diing apixaban.

O bénh nhin dirge didu tri todn thin ddng thoi véi cic chit giy cam tmg manh caa cd CYPIAS
va P-gp, dp dung cic kbuyén nghi sau day:

- D phing ngira ddr quy vii thuyén tic huyét khdi finh mach o bénh nhin NVAF vi dé
phdng ngira i phit DVT va PE | nén thin trong khi sir dung apixaban
- De diu trj huyét khi tinh mach sdu vi didy trj 1de mach phdi, khing nén sir dung
apixaban do tinh higu qua é thé bj anh hung.

Ciic: chi 56 vét nghigm

Xet nghigm dong miu (vi dy, thid gian prothrombin (PT}, INR. vi thin pian thromboplastin
hoat héa time phin (aPTT)) thea dy kién s& bj anh hwimg bai co ché hoat dgng cin apixaban,
Nhimg thay doi quan sit thily trong cac xét nghigm déng mau nay & lidy didu tri L nho vi cd
a4 bién thién coo.

Ta depe
Thube niy cb chira lactose. Bénh nhin o6 cic vin dé di truyén hidm gip vé khang dung nap
galactose, thifu men Lapp lactase hofic kém hip thu glucose-galactose khéng nén dimg thuge
ndy.
7.5 DUNG THUOC CHO PHU NI CO THAI VA CHO CON BI
S dyung thude che phy niv cé thai
Khing ¢t dif ligu vé vide ding apixaban trén phy nir mang thai. Cac nghign ciu trén ddng vi
khang cho thity tic hai e tigp hodc gidn tiep Lién quan dén die tinh ¢85 v chire niing sinh
sn. Apixaban khing duge khuyén cdo diing trong thar gian mang thai,
Sii dung thude cho ply nir cho con bi
Vige apixaban vt ¢ic chilt chiyén hod cia nd b tidt qua st ngudi hay khéng chua dinire xic
dinh. Dit ligu sin ¢ trén ddng viit cho thiy apixaban cé tiét qua sita. Trong sita chudt chng,




https://trungtamthuoc.com/

nhén thily riing ty 1§ thutc ong sila so v trong huyét irmg ciia i 1hE me cao (Coes xdp i
8 Cxdpexi 383, o the do thye s eb qud trinh viin chuyén thude vdo sir. Nguy o cho tré

: um g cho con b hode ngimg/tranh ding ligu phap apixaban
j zu NG CUA THUOC LEN KHA NANG LAT XE, VAN HANH MAY MOC

e k ong E]_}ll" budmg hodc dnh hirdmg khéng ddng ké dén kha ning lai xe vit viin hanh miy
mibe .—F r
9. TUONG TAC, TUONG KY CUA THUOC
Ty e ciia e
Chillt iire ehé CYP3AL va P-gp
Apixaban sir dung cing voi ketovonazol (400 mg ngdy | ln), mdt chit te chié manh ca
CYP3A4 va P-gp, diin dén vige ting gip 2 lin AUC trung binh cia apixaban va 1.6 1in Coa,
trung binh cia apixaban.
Khidng nén ding apixaban 5 my cho bénh nhin dang durge didu tri todn thin mimg thir vk cac
chilt irc ché manh ca CYPIAS va P-gp, nhi thudc khang ndm nhom azol {vi du, ketoconazel,
straconazol, voriconazol vi posaconazol) va ede chit (re ché enzym protease cia HIV (vi du,
ritonavir),
Céc hoat chat khong dirge xem 13 chit Gc ché manh CYP3AL vi P-gp. (vi dy, chltiazem,
naproxen, amiodaron, verapamil, quinidin) dy kién s lim tng ndng 4§ apixaban trong huyér
tromg & mure & thip hom. Vi du diltiazem (360 myg ngiy | lan) duge xem & mot chit ie ché
trung binh CYP3A4 vit irc ché nhe P-gp, din dén ting 1,4 lin AUC trung binh vi ting 1,3 lin
Crmae ctl gpixaban, Naproxen (300 mg, lidu don), lb mdt chit ire ché cia P-gp nhung khing
tre ché CYP3A4, diin dén vide ting in 1,5 tnvid 1,6 1in twong img & AUC trung binh v Cous
cua apixaban. Khéng phai didu chinh ligy dimg apixaban khi ding déng thii voi cde chit (e
ché kém higu luc hon cia CYP3IA4 vivhode P-gp.
Chit gy cam sng CYP3A4 vi Pgp
Apixaban diing déng théri véi rifampin, mit chit gdy cim tmg manh ci CYPIA4 v P-gp, din
dén gidm khodng 54% vii 42% tromg img AUC trung binh vit Coe, ciia apixaban, Ding déng
thin apixaban vai cie chit giy cim (mg manh khic CYP3A4 vil P-gp (vi di. phenytoin,
corbamazepin, phenobarbital hofic St John's Wort) cling oo thé din dén gidm nong di
apixaban trong huvét trong. Khdng cin didu chinh lidu ding coa apixaban trong qua trinh
diéu tri ddng thiri vii ce thudc niy, twy nhién & bénh nhin duge didu trj toan thin ddng thei
vini ede chit gy cam img manh ¢d CYP3A4 va P- gp, nén than trong khi sir dung apixnban
dé phing ngira dit quy vé thuyén tic huyét khdi finh mach & bénh nhin mic NVAF vi dé
phing ngir thi phit DVT vat PE. Khing nén ding apixaban dé didu 1 NVAF vi phiing ngir
tii phit DVT vi PE & bénh nhin duge digu tr toin thin dbng théi véi cie chit gy cim img
mgth ¢d CYPIA4 vi P-gp vi tinh higu qua co thé bj &nl hirdng,
Thubic chiing déng mdu, chit e ché kit rdp tidw cir v ede NSAID
Do nguy co xudt huyét ting 1én, ching chi dinh diéu trj déng this vai b ki thudc ching dang
iy ndo khie ngogi rir trong cae trinmg hep eu thié didu i ching ddng may, khi UFH dinge
diing vdi lig cin thiét d& duy tri 83t ng thong tinh mach trung tim hode ddng mach hode kiy
UFH duge ding trong khi cit b dng théng rung thm,
Sau khi dimg két hop enoxaparin (40 mg lidu don) vai apixaban (5 mg lidu dom), 44 quan sit
thity tac déng hiép déng trin hoat lire hling véu 1o Xa.
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dng hoe hodic duge hue hoe khéng rd rimg khi apixaban duoe ding ding thi

thin v elopidogrel (75 mg ngiy | ln) hodic vini két hop clopidogrel
d vw 2 'mg ngdy mdt lin, hodc voi prasugrel (60 mg sau 4o 1 10 mg ngay |
iy b nghién cf 'J I;Pha I khang cho thiy ting théd gian chay méu, hodc ting sy e ché ket
T:_ipm" __ .ﬁu‘gﬂfﬁ,ﬁuun s0 v khi khong ding thude ching két tp tidu ciu ddng thini v
apixaban. Hién tiromg ce chi sé trong xét nghigm ding mau (PT, INR vi aP'TT) ting 1a phis
hiop vin cac tic dung cia apixaban khi dong dom 1é.
Naproxen (500 mg), mot chit be ché P-gp diin dén ting gip 1.5 lin v 1,6 lin trong img AUC
trung binh vii Ciue s apixaban, Két qua cdc xét nghidm dong mau 63 ng tuon g fng duoe quan
sat thily & apixsban. Khong co thay d6i ndo dugre quan sit thiy v& tic dung cia noproxen lén
str két tip tiéu ciu do acid arachidonic gy ra v vé miit lim sing, khdng ot sy kéo dif litn
quan mio cua thin gian xudt huyét dipe quan sit thay sau khi ding déng thid apixaban vi
naproxen.
Biit chiip nhimg phit hign ndy, vin cd thi co nhimg ngudi cb ddp img duge lue 1o rang han
khi ede chat kidng tiéy iy duge ding chung vén apixaban. Nén thin trong khi ding dimg
thivi apixaban 5 mg vai NSAID (bao gdm ci acid acety Isalicylic) vi cde thude nay thudmg lim
ting nguy co xullt huyét Co bio cio ting déng ké nguy co xuit huyé khi két hop ba thude
apixaban, aspinn vi clopidogrel trong mdt nghién ciu 1am sing o bénh nhin c6 hji chimg
mach vinh cdp.,
Khéng nén ding ding thén cae thude lién quan dén tinh trang xudt huyét nghidm rong véi
apixaban 3 mg, nhir: cde chit bim tan huyét kbdi, chit ddi khing thy thé GPIb/II,
thienopyridin (vi dy, clopidogrel), dipyridamol, dextran vi sullinpyrazon.
Ciic ligu phdp dong theéi khde
Khing i twomg tée duge déng hoe hode duge lye hoe cd § nghia vé mat lim sing nae o
quan st thay khi apixaban duge ding ddng thai vii atenalol hode famotidin, Apixaban 10
mg ding ding thii v atenolol 100 mg khdng cd dnh huimg cé ¥ nghfa lim sang ndo vii
duge dgng hoe cua apixaban. Sau khi dung bai thube cing nhau, AUC trung binh vi o, cuia
apixaban thip hon 15% vi 18% so vai khi diing apixaban riéng. Apixabun 10 mg ding chung
viri famotidin 40 mg khdng gdy anh hudmg gi dén AUC hay Cg cla apixaban.
Tie dung ciia apixaban 86 v cde thude khde
Nghién ciru vé apixaban in vitro cho thily khéing cé tie dung ire ché nio déi vin hoat ding cua
CYPLAZ, CYP2AG, CYP2BS, CYP2CR, CYP2C9, CYP2DS hay CYP3A4 (ICsw > 45 uM)
va e tic dung de ché véu déi vai hogi ding cla CYP2C19 (I1Cs > 20 uM) & nong dd cao hon
diing ké so véri niing di) dink trong huyét twong quan sit duge trén bénh nhin, Apixaban khang
gy cam img CYPLA2, CYP2B6, CYPIAAS &rnong 4§ 1&n dén 20 pM. Do dé, apixaban duge
cho li 2 khong lam thay déi 45 thanh thii qua chuyén héa eiia e thude ding déng thi dugc
chuyen héa bén cde enzym ndy, Apixaban khéng phai 13 chiit wre ché ding ké ctin P-ygp,
O nhimg nghién ciru duge tién hinh trén déi twpng khioe manh nhur mé 18 bén dudid, apivaban
khdng Km thay doi diree ddng hoe caa digoxin, neproxen hay utenolol mdt efoh ¢b ¥ nghia,
Digavxin
Apixaban (20 mg ngdy | lin) sir dyng déng thai vai digoxin (0,25 mg ngdy | i3n), mdt co
chist cia P-gp, khdng dnh hudng dén AUC hay e ctia digoxin, Do d, apixaban khing (e
chi s viin chuyén co chit qua trung gian P-gp.
Naproxen

] £l
oy | lan.
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hplxah-ug@_:m,j lidu dem sir dung ddng thai vid naproxen (500 mg), mdt NSAID duoe su
ang co bt ki tde dyng niw dén AUC hay C clia naproxen.

iet) dom sir dyng ﬂﬁﬂ!, thin vin atenolol [ 100 mg), mdt lopi thude chen beta
i Hmy ddi duge déng hoc cda atenolol.

oat tinh <

Cho ﬂﬁﬁfﬁ,ﬂ.fﬂilt tink l4m gidm nong ¢ apixaban,
Tien cioa th

Do khong o6 che nghidn ciru v& tinh nrong ky cda thude, khing trgn lin thude ndy vin cic
thude khie.

10. TAC DUNG KHONG MONG MUON CUA THUOC

Tiin sudt xuit hién cée the dung khiong mong mudn: Rit thudmg glp ( ADR = [/10), thuomg
glp ( 17100 < ADR < 1/10), it gip ( 1/1000 < ADR < 1/100), hiém gip ( 1710 000 < ADR <
| /1000, rit hidm gip (ADR < 1710 000) vi khong rd (khing unde tinh duge tr it ligu cd sdn).
Thc dung khéing mong mudn lan lugt NVAF vi VTEL

Npdn ngira dijt
quy va thuyén tic Bidy iri DVT
tinh mach todn
tiln &bk nhin | T o PAE
Phiin logi theo bé cor quan ngira tai phit
trudng thianh hj
NVAF, véi mit DVT vi PE
hodc nhicu yéu 16 (VTEY
nguy cor (NVAF)
Rai logn mau v hé boch huvéi !
Thigu miéu Thudmg glp Thuimg gip
Giam tidw cau It gap Thurimg gip
Rod Ioan hié micn dich =N
Qud min, phu do di dmg vi sde phan vé It gaip I gip
Nt It gap It gap*
Rai lagn hé thin kink
Xuit huyét nio It glp Hiém gip
_.‘-EE.FF:FWH mat '
“Xudil huyét & mit (bao ebm xudt huyét két mac) | Thudng gip It gip
Rai logn mach mey
Nusit huyét, ty miu | Thuémg gﬁ;; Thirimg giip
Hy huyét ap (bac gdm hy huyét ép do thi thujit) | Thuong gip It gip
Xuflt buyEt trong & bung It gap Khong ri
Rt fogn hé hap, ngwe vd trung thil -
Chiy mdu cam Thuimg gip Thudng gip
Ho ra miu It EEp It Bip
Xudt huyet dudmg hé hip Hiém giip Hiém gip
foi logn tiéu hoa
Butn nérn Thuomg glip Thurdmg giip
| Xuit huyét tidu héa Thiring gip Thuémg gip |




https://trungtamthuoc.com/

e gip It géip |
It gap Thuomg gip |
It gip itgip
Thutmg gp Thudmg gip
o LA Hiem gip Khong 0
Rt logn-gatimdt
Xét nghiém chirc nding gan bat thudmg, ting It gap [t gip
aspartal aminotransferase, thng phosphatase kiém
huyét, ting bilirubin huyét
Ting gamma-gluamyliransferasse Thuimg gip Thuomg gip
Ting alanin aminotransferase | It giip Thirémyg gdp
Réi loan da vd m dwei da PEm——
Phét ban da It gip Thirimg gip
Ryng tde¢ It gip | 1t gip
Roi logn co xirumg vel wid lién ket _
Xudfit huybt co | Hizm gap
" Rai logn thin v tiét nigu
Tiéu tign r miu Thutmg gip | Thurimg gip
R | foan heé sinh sanm v vi - .
Xuit huyét dm dpo bét thudmg, xuit huy@ 1ié1 nidu | It glp Thutmg gap
sinh dyc
Roi logn chime va tal nol sie dung thude
Chiy mdu tai noi ding thude It gip | e gap
Kiém tra )
Xét nghiém mau dn duomg tinh It géip It gip
Ton thwomg, nhiém dic vd cde bidn chimmg do thi et o
Vét bam tm Thuimg gip Thulmg gip |
Xt buyét sau khi lim tho thuiit (bao gdm ty miu | It glp It iip
sau khi lam thi thugdt, xuie huyi: & vér thuomg,
A non chim kKim Iﬁ}f mmdu vil xuil hu}'él nori @
ong théng), ver thuemg chay dich, xuit huyét o vét
rach m (bao gém ca ty mau o vét rach mé), xult
huyet do phiu thudt
Xudt hu}'vrf't da chin thurong It eip It gl _'

Diing apixaban § mg c6 thé liégn quan dén ting nguy co xudt huvét in hode xuit huyét nhin
thidy dugre tir bat ki md hay co guan ndo 1 tinh trang co thé din dén thidy miu seu xobt huyét
Diu higu, tngu chimyg va mue 4§ nghiém trong s& khac nhau tiy theo vi tri va muc &6 hode guy

) st huyét,
Huémg din cich xir tri ADR

Thong bao ngay cho bac s¥ hofic duge s¥ nhimg phan img co hai gdp phai khi sir dung thuoe,

11, QUA LIEU VA CACH XU TRI

Trong truomg hop bi bien chimg xuat huyet, phii ngumg dicu tn vk didu tra nguvén nhin gy
xufit huyét. Tidn hinh diéu tr thich bop, vi dy, chm miu trong phiu thufl hay truvén huyét
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i¢m ldm sang e 0i chimg, sir dyng apixaban duimg vong trén doi tugng
ng tdi da 50 mg mdi ngiy hir 3 dén 7 7 ngdy (25 mg ngay 2 Lin trong 7
y | lin wong 3 ngiy) khing cb tic dong bit lgi co ¥ nghfu lim sing.
&ﬁﬂm:w}mmh gt dunyg than hogt tinh tir 2 dén 6 eié sau khi u:.'mg it lidy 20 mg
-.tpmlhqy lam TH:I‘ﬁn lrgrt 30%: vit 27% AUC trung binh cua apixaban vi khéng anh hudng
dén Crik, it Efﬁﬂ b thii trung binkh ¢lis spixaban gidm tr 13,4 gidr ki apixaban duge
diing rigng xudng lan lugt 5,3 gio vi 4.9 gifr ki ding than hoat tinh sau 2 v 6 gid s dung
apixaban. Do dd, sir dyng than hogt tinh ¢b thé ¢o ich trong vige didu trj qud lidu apixaban
hodie v tinh nuat upixaban.
Néu tinh trang xuit huyé de doa dén tinh mang khidag thé kidm sodt dwou bing cic bién phiap
nii trén, €0 the xem xét str dyng phire hgp prothrombin dim dic hode véu 1d Vila thi 1o hip
D thiy sy dio nguge cdc tic dung duge lue cla apixaban § mig, nhir thé hidn bdi cic thn
d0i trong xét nghiém sdn sinh thrombin & cudi quad trinh truyen vi dat gif tr{ ban diu trong
vong 4 gidr san khi bt déu qui trinh truyén PCC d-yéu 13 trong 30 phit & ¢de 3bi twgng klide
manh. Tuy nhién, khéng co kinh nghigm lam sdng vé vige sir dyng e sin phim PCC 4-yéy
1 dé a0 nguoe quit trinh xudt huvér trén nhimg bénh nhin ding apixaban 5 mg, Hign chum
e kinh nghigm vé vide sir dung véu 14 Vila tai t hyp trén nhimg bénh nhin ding apixaban
Cd thé xem xét va diéu chinh lai hodle xde dinh lidu cho yéu 1 Via ti 18 hop iy thude vio
tinh trang xudt huyét duge cii thin.
Neéu o6 chuyén gia tai cor s, nén xem xéi tham khio ¥ kién cia ho vé déng miu trong Lrurmg
lrp xudt huvet nghigm trong,
Thim téch mau lam giam 14% AUC cin apixaban & cic di twgrng mac bénh thiin gl doan
cuti (ESRD), khi mdt lidu dom apixaban 5 mg diroe cho ding qua dudmg uwing. Do do, thim
tich méu nhieu khi ndng khdng phai 14 mdt cich higu qua 3¢ kidm sodt qud Tidu apixaban,
12. PAC TINH DUQC LYC HOC
Nhom duge Ij: Chit ching huyét khoi, chiit ire ché yéu 18 e tidp Xa
Mi ATC: BO1AFO2
Cor ché tie dyng:
Apixaban |4 mdt chat irc ché manh, ding duéng uéng, e ché truc tidp, thudn aghijch vii eb il
chon lpe vi trl the dung cao clia véu 16 Xa. Apixaban khéng cin phii co antithrombin 11 dé co
tdc dung chong huyét khdi. Apixaban ire ché yéu 1d Xa ty do va véu 1 Xa @3 gin huyét kiidi,
vil hogt tinh caa prothrombinase. Apixaban khong cd tic dung trye tép 18n s k&1 dip tidu cdu,
nhung gifin iép e ché két tp tidy chu khoi pht béi thrambin, Biing cdch (e ché yéu 1d Xa,
apixaban ngdn chiin sir hinh thinh theombin vi sy phit trién cie huyét kbl Che nghién ein
tién lam sang vé apixaban trén mé hinh ding vt 43 chimg minh htl..lJ qui chéng déng mau
trong phdng ngin huyet khoi dng mach va tinh mach & nhimg lidw viin con tic dung duy 1ri
citm mau.
13. DAC TINH DUQC BONG HOC
Hﬂ'Jp i
Sinh khi dyng tuyét dbi cia apixaban la khodng 50% doi véi lidu lén dén 10 mg. Apixabag
durge hip the nhanh ching vii néng 49 t6i da (Cras) xudit hign 3 dén 4 it sau khi ding thude
Sir dyng cing vai thire &n khéng anh hudng dén AUC holic Coes citn apixaban & lidu 10 mg.
Apixaban b the ding cing hofic khong co thire an.

L ding lank hode thude khing lai thude de ché véu 16 Xa nén duoc xem xét,
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"i[ll?.'ahﬁn l::'& dm;rc ddng hoe l‘u‘jﬂ?n tinh v nu-ﬂg dG thuﬁl: I:mng nafu ty 1§ thu.gn 1.:.T| tli.IJ -Iil.‘ll

aiam !r.uﬁng LflL L,I:i 50 v nong 4o Apixaban thé hién 46 bidn thidn l:]up
han dnh boi 49 bién thién trong timg doi tromg va gitta cic doi romg Jdn

V-l tuomg v ning d:;u thude trong miu sau khi uﬂng nguyén vien 2 vién 3
mg. Sau Iv.'hl uﬁng |0 mg apixaban dudi dang 2 vién 5 mg nghlén ndt vin 30 ¢ tio xay nhuyén,
Cos va AUC gidm tromg imgg 14 21% vit 16%, khi so simh v&i ding nguyén vién 2 vién 5 mg.
Viée giam nong di thude trong mdu khing duge coi 1 co ¥ nghin vé miit lim G

Sau khi diing mdt vién thude apixaban § mg nghién nat va phin tin trong 60 ml DSW (daxtrose
5% trong murirc) vit dugre truyen qua ong thong mii, ndng d9 thude trong mau wrong tr nhir
nong dd thuoe trong mau trong cdc thir nghiém lim sang khac lién quan din clic ddi twrong khie
manh ding don lidu apixnban 5 mg.

Dnea trém diic tinh duge ddng hoc co thé dir dodn vi ty b§ voi lieu ena apixaban, kil i sinli
kha dung tir cic nghién cir d3 duge tién hinh co thé ip dung ddi vai lidu apixaban thip hon.

Phiin bi
Apixuban lién két véi protein huyst twong & ngudi khoang 87%. Thé tich phin bd (Vss) 1

khodng 21 it
Chuyén hda va thdi triv
Apixaban cd nhicu con dudmg dio thii. () ngurévi, khodng 25% duge this trir dudi dung cic chat
chuyén hoa, voi phin lon dupe dio thii qua phin, Thai trir apixaban qua thiin chiém khoang
27% tdng luomg thanh thai. Thii i qua mit v trge tiép qua rudt di dirpe quan sit thiy lin
lirgrt trong ede nghién ciu lam sang vd tién lim sing.
Apixaban co ¢ thanh thii tong cdng khoang 3,3 L/gidr vi thén gian bin hiy khoany 12 mo.
Sir khir nhdm O-methyl vi hydroxy hda t nhdm 3-oxo piperin 1 nhimg phan img chuyén hoa
sinh hoe chinh. Apixaban dige chuyén héa chi véu qua CYPIA/ 5 vd mdt phan nho qua
CYPIAZ, 2C8, 209, 2C19 va 212. Apixaban dgng chira chuyén hioa lis thanh phan chinh lién
quan dén thude rong huyét twong nguoi vi khéng cé chit chuyén hoa cb hoat tinh mie duce
tim thily trong mau. Apixaban 14 co chit cia cie pratein vin chuyén, P-gp va protein khing
ung thu vii (BCRP)
Suy thin
Suy giam chirc nfing thin khing dnh hudng dén ndng dd dinh cia apixaban, Nong ¢ apixaban
trong miulr.ﬁng romg img von d giam chire ning thin, dinh gid thong qua do thank thii
creatinin. O nhitng nguin bj suy thiin nhe () thanh thii ereatinin 51-80 ml/phat), trung binh
{d thanh thai creatimin 30-50 ml/phit) v ndng (d6 thash thai creatinin 15-29 mbiphiiny, ||:l'|ng
d§ apixaban trong huyét twomg (AUC) ting lin lugt 16%, 29% va 44%. =0 vii nguo co dd
thanh thai creatinin binh thuémg, Suy thin khing ¢ dnh hm!rng, 8t dén mi quan hé giim
néng di apixaban trong huyét twong va hoat tinh khing véu th Xa.
) nhimg déi twomg bi suy thiin giai doan cudi (ESED), AUC cin apixaban ting I&n 36% kh
ding dom lidu apixaban 3 mg ngay sau ki :hay thiin nhiin tao, so vai & ahimg nguwdl co chine
nang thiin binh thuimg, Chay thin nhiin rao bit ddu hai gid saw khi ding don lifu apixaban 5
mg lim gidm |4% apixaban AUC & nhimg 46i wyng ESRD ndy, wong img véi d thank thii
qua tham tach mau ciis apixaban 1 18 ml/phit. Do d6, chay thiin nhin 1o khang ¢ kha nang
li mit phwong tnéa hidu qui dé kiém sodt qua liéo apixaban.
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tru %0 sanh 8 A0) twong bj suy gan nhe, Child-Pugh A dat 5 diém (n= 6} va
“vik 46 trpng b suy gan trung binh, Child-Pugh B dpt 7 diém (n = &) vi 8
vai 16 déi tugng khoe manh, duge ddng hoc v drge lue hoe don lidy
g#_.lipng bj thay doi & nhimg doi tgmg bj suy gan, Nhimg thay doi trong hogt
@ vitu 1 v INR 14 trong duomg nhau giin cde 481 neong bi suy gan nhe dén ming
binh vl wigdé tireng khoe manh

Nguist cao fudi

Binh nhiin cao tudi (trén 65 tubi) eb ndng & trang huyét nrong cao hom 5o vii bénh nhin e
mudi, véri gid trj AUC trung binh cao hon khodng 32% vi khing chénh 1§ch vé Cu.

Crichi tink

Nong 5 thude trong midu cba apixaban o nit cao hon khodng 18% so vai nam.

Npwdn gde din tic v ching tjic

Ciie ket qua trong cde nghién ciru pha T cho thily khing oé sy khdc bidt rd rét ve dioe ding hoe
apixaban gitra che d0i tgng ngerd da tring, ngudi chin A va ngudi da den/ngudi M§ goe Phi.
K&t quit tir phiin tich dirge ddng hoe theo quin thé & nhimg bénh nhén sir dung apixaban 1 pha
hep viri két qui oda gini dogn 1.

Ciin ngng co thié

So véri nhimg dii trong ob cin ning tr 65 dén 85 kg, nhom cd cin ning > 120 ke ¢ ndng dd
apixaban trong miu thip hom khodng 30% vi nhém cb cln niing <50 kg cé ndng 48 thubde trong
mau can hon khodng 30%.

Cuan @ dwpe ding hoe / dwpe lwe hpe

Moi quan h§ dupe dong hoe / duge lye hoe (PK / PD) gilta m*mg dé apixaban trong huyét
tiremg va mdt 50 chi tidu déanh gid duge luc hoc (hoat tinh khdng yvéu 1d Xa, INR, PT, aPTT)
dd duoe dinh pid sau ki ding khodng licu rdng (0,5 - 50 mg), Moi quan hé gifa ndng 40
apixaban trong huyét twong vi howt tinh khing yéu 1 Xa duge mé td 161 ohit bing mid hinh
tuyen tinh, Moi quan hé PK / PD duoc quan sit thiy & bénh nhin phi hop véi moi quan hé
dii durge thiét 1§p & nhimyg ogudi khie mgnh,

14. QUY CACH DONG GOl

Hip 2 vix 10 viéo nén bao phim.

Hop 6 vi x 10 vién nén bao phim,

15, BIEU KIEN BAO QUAN: Bio quan trong bao bi kin, noi khd rdo, trink sank sing, nhid
dg durdi 30°C,

16. HAN DUNG: 36 thing ké tir ngay sdn xudt

17. TIEU CHUAN CHAT LUQNG: Tiéu chudn co so

18. TEN, BIA CHI CUA CO S0 SAN XUAT THUOC

Co s san xuat. CONG TY DUQC PHAM VA THUONG MAI PHUONG DONG -
{TNHH)

B chi: TS 509, 10 ban do 56 01, cpym CN Hap Linh, phutmg Hap Lin, thinh phé Bic Ninh,
tinh Biic Ninh, Vigt Nam




