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lH\NH PHANCO\GTll('( TIll oc: \4,',r \rin ellhionhirnclrua
Daclaget Tablets J0mg
Thinh phAn hott chiit:
Daclatasvir.(drrdi dang daclatasvir dihldroclond). .. ... .. .. .. .. .. ... .30nrg
Thttlh phAn rd drpr. l-actose khan. Aviccl PH-102 (Microorlstallir
cellulose), croscarmcllose natri. Aerosil 200 (Colloidal silica khan)-
Magnesi stearat, Opadry ll xanh ld cay 13K510015.
Diclaget Tablcrs 60mg
Thitnh phih hotlt chiit:
Daclatasvir.(duoi dang daclatasvrr dihldroclofldr.. .. .. .. . .o0rrg
Thtnh phdn /d drl.. Laclocc khin. qvrcel PII-102 {\4rcroLr).rJllrn
cellulose), croscarmellose natri. Aerosil 200 (Colloidal silica khan),
Magnesistearat, Opadry ll xanh ld criy llK5l00l5.
D4NG BAO CHt: vieo n{n bio phi .

Dachger Tablets J0mg
ViCn ndn bao phim hinh tron. mdu xmh li cey, hai Inil loi tron
DaclAget Tablets 60nlg
Vien nen bao phim llrnh lron. nriru \arlr li ui) 'r.I Ir,rL lor. lroI. rrot llrdl
khhc "GETZ", mot mit lron.
CHI D!NH
Daclaget Tiblet\ rDaclarasvtr' drroc Lhr drnh nhdr hcT ror coloch rrrr.
ke( hoD ho,c liong kel hqp voi rib:rvrin d! dicu lri \ierr girn siiLr f C
man (inh (HCV) d nguoi lon.
c,{aH DiiNc. r.rir r DirNC
Lidu dirng khuy6n cio cira DAclAget frblcts fra.1d1ds1,i, l:i 60mg
duong udng, mot lAn m6i ngdy, cirng hoilc kh6ng cirng vdi thLic an.

Dreu lriLhu)en cao cho Daclagcr Ixblcr\ Lh,''I! irlcncror Ihor hop IhLr

PhAc d6 ndy ld mot ph6c dd khuy6n crio thay fi6 cho benh Dhan genotype
4, kh6ng xo gan hoAc bi xo gan con bir. Daclngct Tablets (Da.ldktstit)
dugo sri dung tiong 24 $an. ph6i ho.p voi pcginrcdcron alpha vii
ribavirin trong 24 48 nlar.
- NeuHCVR\Akhongphathierdrr./. LlIJriurr,iluil, l\i l2 rir jil

I lhanh phin cia ph;. do tli,r lrep IUc vnr Ihor 8r,]n 2J l.rirr.
- Nou HCV RNA kh6,rg phat hien duqc. Dhlrng kh6ng diex lri turh 4 vi

12, Daclage( Tiblets (Daclatasvir) nen ngung d tuiin 24, Dhung
peginterferon alphr ve flba\ rr I) niD Juoc tidp tuc trorrp .ru ur;n.

H*6ng dAn hqu ding ribc'iiri
Liau dimg ribavirin khi ph6ihon vLti Daclagel Tablets (Daclatasvir) dra
vdo can ning (1000 hoAc I200mg d benh nhen < 75lig hoAc > 75kg)

DACLAGET TABLETS 30mg, 60mg
(Daclatasvir 30mg, 60mg)

Diiu chinh liau dnng, gidn doqn fi nglmg sn dlng
Kh6ng I(huydn c6o dieu chinh Iieu dtng cia Daclaget Tablets
(Daclatasvi, d.j kiem soiit tac duDg kh6ng nrong muiin. Niu ngtmg didu
tri bit ki th,inh phAn nao rrong phdc dd la cAn thidt do t6c dung kh6ng
nrong Dlu6n. kh6Dg d[Oc sir.dlrng D:lclAget T{blets (Daclatasvir) nhu
dor tri lieu. Kh6nB c6 qny Iac ngmg dicu tri virus duor dp dung cho
ph6i hop daclatasvir vA sofosbuvir.
Nglnts diiu tri d.b(nh nhAn ddp nns kh6ng dtiy d vA'rirus hec ttong
stit qltA t.inh.di€u ttir'6i daclatafli, peginte*ton alphq.rdi riba,ritin
Khdng chac rang nhfnrg benh nhan c6 diip img virus dieu tri kh6ng day
du ,a Jir ihr,'J Jrf ur,:- \ rr..q kio tlri rSVR I do do ngmg di6u rri duqc
khuyen cao o nhirng benh nhAn ndy. C6c ngudng HCV RNA ma c6 the
ngr rg diau 1ri (nghia la cltc quy tec nglng diau tri) dugc trinh biy fong

t h:it tic chi nqnh en:yrn cyrocron P|50 jAl (CYI'3A1)
Lieu dirrg D,rchgct l ablets (DaclatasviO nen dltoc giam Iicu den lomg
mnr.Ipry khi 'll JlIrg dorg thoi roi thuoc ric crri manh CYPJ \4
t hn! .ort t't g trht$ barh .\ P3 t1
LiCu dirng DAclaget TAblets (Daclalasvir) nen lang dCn 90mg m6i ngdy
khi sli dung ddng thdi vdi chat cam uDg trung binh cytocrom P450 3A4
(cYPlAl)
Q an hiu
B(Ih nhiil IiI Juoc IruoIg d;n rang khr quen lriu dung Daclagcl
'l ablch (Daclalasvir), Iieu dirng non du(,c st dung ngay khi nhd trong
ving 20 giir lheo lich trinh lieu dnDg..Tuy nhien, n6u nhu quCn lieu tren
20 gr(i thco Iich trirh. ntn ba) qua li.iu di quen vd sti dung lidu k6 ti6p
lheo thoi gian phir h!rp.
DOi tu'ors dnc hiat
Benh nhdn su).'thdn
Kh6n8 caD dieu chmh liCu dirng cua Dachgct Tiblets (Daclatasvir) cho
bCnh ,lhan suy thAn d cdc mic d6.
Binh nhan sul g.tn
Khdng can dieu chrnh lieu dirng cia Daclagct Tablrts (Daclatasvir) cho
benh nhan suy grn o m[Lc dO nhq (Child-Pugh A), trung binh (Child-Pugh
B) hoiic nghiem trang (Child-Pugh C).

Kh,',rr; llrulrr jilo.u Jurts Dn(lnget'Irhltt\ cho lre ern \a lhanh thitu
nien dLl(ii l8 lua)i

CIIONG CIIi DINII
D:tlatisyir Tflblets (Daclatasvir) ch6ng chi dinh:
- Il(nh hrr qua nrirr r,'r daclata.\ir hoSc bir ky lhanh phin nao cua

thu6c.
- Ph6i hop voi nhihrg thu6c nra canl ung manh cytocrom P450 3A4 va vi

viy c6 tht diI d6n giim bidu hicn vn mit hiou luc cira dacla(asvir.
- Chdng chi dinh ph6i hOp daclatasvir vdi pegirterferon alpha va

rib.rvirin d phu niL mang thai vA chuan bi mang ihai, ddn 6ng ma c6
ngriri ban dari nrang thai boi vi ngoy co gdy khuyel tat thai nhi hoAc fi.i
vong thai rhi lieD quaD den ribavirin.

- Sri dlrng al6ng thni voi nhilrrg thu6c nrd cam ung manh c,,tocrom P,150

3A4 (CY1']3A4) vd Ilglycoprotein van chuyen (P-gp) va vi vay c6 the
clin din giiiDr biau hi!5n va mil hieu llrc cda daclatasvir. Nhiing hoat
chi! ndy bao gdrn nhung kh6ng har che vdi phcnytoin, carbamazepin,
oxcarbazepin. pheDobarbital, rilampicin, rifabutin, rifapentin,
dexanlethason.toiin thiin va siin phAm thao dugc St. John's worl.

c,iNrr r],io vi ur^r\., I RQNG KHI DiJNG THtJOc
Cnnh htio chung

-p.rclatasvir 

kh6ng duoc sf dung nhu don lri IiCu. Daclatasvir phai si
D6i vdi benh nhan xo gan loai ChildJ']ugh A. B hoic L'hoac di)rg nhianr

LICV sau khi ciy ghip gan. lidu khu-v6n cio khcri diu cia ribaririn lg

hop vdi nhirDg thuoc khac de dieu.tri nhiam HCV man tinh.
vi than 1rur8 ddi v(ti nhnng hoat chat khdc trong phAc dd cingLICV sau khi ciy ghip gan. lidu
i sri dung ph6i hap voi daclatasvir600mg m6i ngay vdi rhuc an..N6u liau dnng khdi ddu clung nap t6t. I

dirnq c. ihi,liirr.hnrh lcn d6n r6i d,t I000 I200 Drs nr6i nedv adidung co tha driLr chilh le de lir Ja l00rr l2u0 rrrg rrr6r rrgat t

c2n nrnp TlLpr Ner llCr {lunlr khoi d"u UroIu dLrn! nan tot lrEu

va d6 thanh thdi creaiini theo dr6i
Chi s0 xr:r nshi6m Uu'6'ns dan liau dirns ribavirin

I lcmoglobiI
> I2 c/dl 600mg m6i nsay
> l0 deD < l2sldl- 400me rnoi nEiiy
> Ii 5 ilan < I0q/(ll. 200rne mir ncrv
< 8.5c/dl Ngung ribavirin

D6 th,nh thti cr.rfini't
> 50nrL/phirt Theo huong dan trcn cho

hemoqlobiD
>:10 dCn < 50ln1./ohil 200mq m6i cdch ngdy
<:l0ml-/Dhrit hoac tham nhnn mnll Nsuns rihavirin

II(]V IINA f ic d6ns

Diau rrilu 1hu 4: > I000lu/nrl Neung Daclaget Tablets,
nesinlerf'eron alnha vA rihavirin

Diau lri luin thu 12: > 25 ]U/ml Ngung Daclaget TAblets.
ne!intcrleron alnha vA rihavirin

Diau lri tuir thr 24: > 25 ltj/nll
Ngung peginterferon alpha vd
ribavirin (dieu ri vdi. Daclaget
'l ablets hoin thanh dtuan thu 24)

Lhinh li2 tns cho nhil\rp st? tluhg al6hg thdi

Nh6m hinh nhi Liau dirns vii tht i siar
HCV s€notvne I hoic {

Benh nh6n kh6ng co xo galr Diclagct + sotbsbuvir trong l2
tuen

BCnh nhan xo gan Child-Pugh A
hoiic B

Daclaget +. sofosbuvir + ribavirir
lrong 12 tuAD

Daclage! + solbsbuvir (kh6ng cd
ribavrrin) lron! 21 tuin

HCV Ge otvDe 3
Benh nhdn kh6ng c6 xo ga]l Daclagel + solbsbuvir trong l2

tuen
Benh nhdn c6 xo gan Daclagel +.solbsbuvir +/- ribavrriD

trons 24 tren
Binh nhen d6rg nhi6m HCV siu l(hi cny gh6p grn

(GenotvDe I.3 hoic,l)
BQnh nhan kh6ng c6 xo gtur I)aclagct +. sofosbuvir + ribaviriD

trons l2 luiin
BCnh nhar x(] gan loai Child l'ugh
A hoAc B

Cenotv.e I hoac 4

Daclaget -F sofosbuvir + ribavirin
IroDg l2 tuan

Genotype 3 Daclagct + solbsbuvir +/- ribavirir
tronc 24 tuan

Benh nhan xo gan loai Child Pugh
c

Daclagct +.soibsbuvir +l ribavirin
trons 24 hr6n

cen ning 75kg). N6u liiu dnng khrri diu kh6ng dung nap t6t, I

ddp titneirus do tudng tdc thudc
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Su dung d6ng.thdi daclatitsvir vir nhinrg thu6c khdc c6 thi: dAn den nhrmg
tuong tac thu6c dAng kt da dugc biel holc tie An, nhirng tuong lac naly
co the nhu sau:
- CrAm hleu qua ln lraD clln daclara\\ rr \ n rrir lnel di klli tg.
- Driu chrrrh lreu dirng cua nhimg tlrudL s.r (hIrts,1,',rp rlr,r h,,J(

daclatasvir.
- Nhfirg lac dung tlrJng mong nruoll co i llghifl l;nr .i g ro tlr( lu lrlllg

bieu hien cia nhihg thu6c sri dqng d6ng thdi hoic daclatasvir.
BCnh nk;n suy gan Child-PushC
PhAc d6 dieu tri cta daclatasvir va sofosbuvir hoic ribavirin trong 24
tuan dudc dua ra cho benh nhan suy gan loai Childlush C. Ribavirin c6
the duoc thCm vdo dlra vao danh gili Iffm sAng cira trmg benh nhan.
Nhip tim chdm yA bl6c tim nshiAm iens
KhuyEn cdo benh.nhiir nen dudc llrco di.r ch;l .hi lnr bit.l.ru.lii.r lri
vdi daclatasvir ph6i hA! vdi sofosbuvir. Uerh nhin da ducrc xic dinh c(i
nguy co cao nhip tim cham nCn duqc theo doi lien tlc,l8 gii, tai nhimg
muc lidu lam ianS phu hofr
Tat ca nhing benh nhan dugc diCu tri voi daclatasvir va sofosbuvir ph6i
hqp voi amiodaron c6 hoAc kh6Dg ph6i htlp vcti nhing thua)c khhc nra
Idm cham nhip lin ciing nan duoc caDh bdo nhaDrg lrieu chung cLia chAnr

nhip tim va bl6c tim.
Ddns nhiAn HCY/llBY
Nhtng trudng hop tdi hoat h6a virus viom gan sieu vi ll, co trlrdng hop
tri vong, da duoc b6o c6o trong va sau thoi gian dieu lri vdi tdc nhain

ch(ing vrrus llllc rip Nen Iran hinh (xng lo,r llBV i rjl (i .l( billh rhilr
truoc khi bat dau di6u tri. Benh nhan d6ng nhiern I ICV/I IBV c6 ngr! co
tei hoat h6a virus vi€nl gan sieu vi Il. vi ve),, nen thco dai va diau lri thco
hudng din benh li hien hanh.
Phu nn naag that v; nhnne ),)t, ci trot'tt tltnt
Kh6ng n6n sir dung daclatasvir trong qnA lri r nraDg thai hoac o phu nir
cd kha nang sinh de kl)ong st dung bien phip rrdrh rh:ll \in lrip luc su
dung brdn phip trSnh lh hreu qua cao Irong j lu;n sau kDi kaL rhuc rhoi
gian diCu tri daclatasvir.
Kh, daclala5rir su dullg phdi hop vor rib:r\rrrr. IeI dn JInp r.'rc chcn.
chi dinh va canh bao cho thu6c c6 chua ribavirin. Tic dung giy quari thai
\a hoac-dlel phoi dalg le da duoc clrrn ts rrnh o lir ci caj l,'ii ddrU !.ir
phoi nhiem vdi ribavirin; do d6, phai het suc ilrAn trorg alo tr6nh nrang
thai obenh nhan nil va 0 ban linh nar cira bonh nhrin nam.
t-hing chidlnh khisx dtrngph& hqp
Ch6ng chi dinh ph6i hg! st dung daclatasvir vo-i nhimg thndc gay cdm
ung nlanh CYP3A4 va P-gp. nhtl phcnytoin. carbanlazepiD.
oxcarbzuepin. phenobarbital, rifampicin. rilabulin. rifapcntiD.
dexamethason toan fiar va thao d(qc 51 John's wort (F/,r?eflcxrl
petfaratun) yi ldt]lgtd:I:. phoi nhi6,n va orat tac dung cir daclatasvir.
Si &ng thu6c cho binh nhdn ddi thda dudne
Benh nhen ddi thao duong da cdi thier kiCm sodt glucosc, c6 the dAn den
ha glucose nau toaD lhan. sau khi bat dau dieu tri vdi thudc chdng linrs
HCV truc ti6p. Nen theo d6i chat che n6ng dO glucose cira berh nhAn dii
lhao iluorl8 Lhr.bit diu diiu (rr \{ir DAA dJ( hrir lJ trolg J rlurg dilLr !a
dieu chinh thu6c tri dai th6o dud g khi cen thiot. Nen th6ng bdo vc viic
blt diu drdu lri \di lhu6c DAA (h,, hr( si Jr(u rri hflrlr dar lhJ.' Jui,rE
cho benh nhan.
BCnh nhi
Khong Lhulin cao 5u dung daclatd5vir cho berh nhi \ a l|:rrh thieu nri
dudi l8 1u0i vi tinh an toAn vA hieu qua chm duoc 11ri3t lap cho ddi luqng
nay.
ni duqc
Thuo. co chua laclo.c. Ijanh nhar, co \irn dc .li rrulrn hiiru !;f (rur.g
dung ap galacto.e. thriu hUr m(r I JIf lijrJ'. lr,'rl. h,lf rh,r kdn
glucose-galactose khong Iin ru Jung lhu; { rr)
Anh huong len kha nanq lh re va vnn ha4l' t,nt lie
Ch6ng mat duqc ghi nhan rong qud trinh rliilu rri voi daclatasvir ph6i
hap vdi sofosbuvir. Khi ch6ng miit. r6i loan lip lrung, nhii nrd hoac
gram rhi luc cing dugc ghi nhan rrong qu6 rrilh driu trr daclirra:r ir ph,ii
hdp vdi pegirterferon alpha vd ribavirin.
st'DUNG Tr roc crro prrU N0 c6 THAr
Daclatasvir kh6Dg nCD sf dung lrong qu6 trinh rnang thai hoac phu nar c6
khil nang mang thai nhurg khdng sir dung bien phltp lranh thai. SiI dlrng
bien thrp lrinh lhar ludu qud {ac r]an Jrroc tiitt Irc rr, r; \.'r)! 5 luin :ru
khi hoiin thanh dieu ri voi daclalasvir.
sr" D\ NG Tlluoc clro pul Nt'cllo co\ B[
Chua biet daclatasvir co qua sila n1€ hay kh6ng, co dnh lruong d6n su tiet
sila mq, hoitc anh hudng len tre sd sinh bri sira m9. CAc loi ich phat trieD
vd suc khde clia viec cho con bi n6n duor xem xel cilng voi nhu cAu IaDr

sdng cia nguoi mc d5i vdi daclatasvir ve bit ki tac dung kh6ng mong
mu6n tiem er ndo ddi vdi tre dttoc b0 sila me lir daclalasvir hoac tu {inh
trang ngudi me rai qua

ANHHlO\G([A |lll o( LEN KH{ Ni\G L/ir \r. \ i \.\\
HANH MAY NIoC
Chong ma( duq( quan sal thi) lrorts \rot qua lI]r,lr JriI fiidlcillrrrr
phdi hgp vdi sofbsbuvir, vA ch6ng maq r6i loan lip trung, nhin nld hoic
giam thi llrc ciing duor ghi nhAn rong quh lriih di6u tri daclalasvir phdi
hgp !oi peginterferon.alpha va riha!irin
TIIONC TAC THT]OC
Chijng chi dinh khi si dttng phdi hetp

Chiing chi dirh phOi hql sir dung daclatasvir vdi nhing thu6c gay cam
img nlanh CYP3A4 vd P-Bp, nhtl phenytoin, carbamazepin,
oxcarbazcpilr. phcDobarbital, rifarnpicin, rilabutin, rifapentin,
delianrethason Iodn thAn va thdo duoc St John's wort {Hypericun
pe td'd t u 1). yi li\n giatn ph oi nh iam vd nr6t lAc dung c[la daclatasvir.
\lt tB 'lt it Aho. anh haong li dnrlata"vtr
l)iJhrir.\I lir chiir ren cllc CYPJ44. Vt \Ay.. nhimg chdr c;,n ung rrung
blnh hofl( nranh ('YtJA4 co l])i linr granr n6ng do huyer luonS ra hieu
quA dieLr ri cr'ra daclalasvir. NhirDg chat (rc chC manh CYP3A4 (nhu
clirithronl)cin, itraconazol, ketoconazole, ritonavir) co th6 lam tang ndng
d0 daclfllasvir trong huyCt tuong
Da,ltn"t tr anh tu,ne lin nh Etlvi, Aha,

Daclrtasvir la chril uc che cia P-gl),coprotein van chuyen (P-gp), anion
hirr cd vaD chuyen polypeptid (OATP) lBl vd lB3, protein d6i khang
ung ihrl rir (BCRP). Sri duDg.daclatasvir co tha tlng bidu hien toaD than
d(li vdi nhing thudc nri Ia chAt n6n cira P-gp, OA'rP lBl hoic lB3 holc
IICRP. mi c6 the tang hoic keo dii tic dong tri lieu hoec t6c dung khdng
n(nrg Inudn

'I h uilc phiii hEp
A'rh h 

'16 
ng

16n n6ns d6
Chri thfch

l hudc khiDs virus
'[hu6c irc che prclcase]
Atazanavir voi ritoDavir,
Alazanavir v{ii cobicistat
Indinavir. Nelllnavir.
Saquinavir. Telaprevir,

Titng
daclalasvir

Gidm lidu. dnng
daclatasvir den lomg
mor ngay

Nhirng thuoc khing retrovinls
khtc
Phec d6 khang rctrovirus c6
chia cobicistat
Vi dLr nhu:
alazanavir/cobicistat.
elvitegravir/cobicistrl/emlric
rtabin/ lcnofbvir disoproxil
lirmrrat

TIng

Giam lieu. dnng
daclatasvir den 3omg
m6i ngdy ngoai trir
darunavir ktt hop

'I hu6o Lrc che men (enzym) sao

chap Dgrrcrc nuclcotid
(NNII'll): Efavirenz,
elravirin neviranin

Gi/inl
daclatasvir

Tarrg licu
daclatasvir len 90mg
mor ngay.

dfng

C hit ic chC nr.1nh CtP3A (xem tAc rlan kh{ng virus)

Vi du Dhrlr clarithromycir.
itraconazol, ketoconazol,
nefizodoD. posaconazol,
tclidrroDrycin. voriconazol

GiaDr
daolalasvir

Tang li€u dtmg
daclatasvir len d6n
90mg m6i ngay khi
sn dlng d6n8 thdi
vdi chat ciim img
truns hinh CYPlA

ThuOc khAng d6ng

Dabigalran etexilal 'l ang
dabigatrdn

Khuy6n c6o kh6ng
si dung daclalasvir
cuDg vdi. dabigatran
etexilat d6i vdi nh6m
berh nhAn suy than
dilc biet , phu thuoc
vao chi dinh.

Thui)c tim m4ch

Thu6c ch6ng loan nhip tim:
Amiodaron:
nnh huong
chua hi6t

Khuyen ceo khdng
st dgng d6ng thdi
daclatasvir vdi
amiodaron . trong
phac d6 vdi
sofosbuvir vi c6 the
uan den l eu chlmg
cham nhip tim
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Benh nhAn de sri
dLrng daclatasvir btrl

dau voi digoxirr:
Dicu lri khoi dAu sil
duDg IiCu. dnrrg

digoxin thAp nhat
thich hgp. Theo doi
n61lg d0 digoxin.
dicu chinh licu dung
digoxii khi ciD thi6l
,'i 1i6p luc thco doi.
Benh nhdn di sti
duns digoxin lrr6c
khi bat diu vrli
daclatasvir: Kiam tra
n6ng d0 . digoxin
trong huyel tumg
truoc khi blt dAu sli
dung daclatasvir.
Gidm ndng dO

digoxin blng cach
giarn liau ding
digo\in rap xi l57o

i0% hoAc dieu
chiDh tAn suit sir

dung liiu vir ti6p trc
thco ddi.

Tang
daolatasvir

Theo doi thu6c iro
ch6 HMG.CoA
reductase
lien quan dan &ic

dlrng khoDg nxug
nru6n nhu b€nh vC

Tec nhan uc ch6 HMG-CoA
reductase
Atorvaslatin.
Fluvastalin.
Pitavaslatin.
Pravastatin.
Rosuvastatin.
Simvastatin

lim sdng vi nhftrg
tiic dung kh6ng
mong mu6n Iien
quan den

Buprenorphin,
Buprenoryhin/

htrp daclatasvir v(ii
St John's wort hoac

thu6c cam ung manh
CYP3A4 khdc

St. John's wort (Hl,pe,'i.ra
perJontu )

cao sli dung
thudc ngim thai
dulrng uanlg chira
ethinylcstradiol 35lrg
va norgestimat
0.180/0.215/0.250mg
vrii daclatasvir.
Nhing thu6c ngira
lhai dudng udng
khac chm dLrlrc

Kh6ng co anh

huong li6n
quan duqc li

Ethinylestradiol 35!g mol lan
m6i ngriy trong 21 ngdy +
norgestin,lat
0,1 80/0,21 5/0,25 omg mot lan

m6i ngay trong 7 ngay -
(daclatasvir 6omg mot lan m6i
ngev)

churh liiLr dirng cLia

c6c thuOc khi sil
dung phdi hop
daclatasvir vtii
cyclosporin.
tacrolimus, sirolimus
hoac mycophcnolal
nroiatil

Kh6ng co anh
h ong lierl

Kh6ng c6 anh

h(dng liCn

chinh lieu dirng cira

midazolam. nhimg
thuiic khAc nhom

benzodiazepin hoac

chir ncn cYP3A4
khAc khi sit dung
ph6i hqp v(ri
daclalasvir.

Khdng co anh
huong Iic,r

Mrdazola,n 5ms. don hau
(Daclatasvir 60;rs mot l;n rn6i

Khong c6 dnh

hu(ing lien
q an d(qc IiTriazolam

Alprazolam

T,\C DT]NG KIIONC NTONG NITJ6N
Nhnns tiic llune khdns tnons ntin sau dltqc phrin nhdm rheo tdn swir:
rA hunnf< s\D ODR>- l/10), lhud s sdp (l/100:ADR < l/t0) it sdp
(l/laAA < ADR < 1/t00), hidn sdp (1/l1aA < ADR < t/t]A1A) vd rat

Co quan

lin suit

:.j.i..h6ng loan nhip tim:
]l:.\rn

R6i

R6i

Thuone gap

RAt

Thl.rong gap

'I hudng gilp

l hudng gilp

R6i

Thulng gip

Dau ddu

h6 hAR6i

R6i

ch6 su thu6c

Thin! bh o btic 5i ,thnng dt lttttg lth| khi tling
ot { Lllit vA cACll xtr TIll

sau,l n-eay dirng mot lin rn6i ngdy.

ir,,'"*." ti,r". l"i a;c ,lugc brel .li dletr lrr qua lreu daclalasvir Diiu
tri oui lrirr voi dc.latasvir rrcrr bao gdm nhnng bren phap ho Irq l6ng

qrrii. nhu rlrc, Joi darr hrtu str song.!a quan s6l nnh trang lam sang cria

b$lh nlriD Bdi trdaclalr,trr gan kit cao rn protern ( q09or. toc m5!
J;nng hrr khdls lim giam dang ke ndng dd daclalasvir trong hulCt

D,tiriNll DtrQc LUt llSc
Nhin luqc Ai: Thttdc * htitIS rirus tr!c tiiP.
lvn ATC: .105AX14
Co chiticdOng
o""1"".ti, ii, iiO,,a" rhin khang virus tac dQng truc ti6p (DAA) ch6ng

ltr ! iru, \ r:m earl C Dilclatr.\ rr la lnul chal tl( cha protern nonslruclural

5A, \55 \r. mol pr,'tcin JI (hilc ning la m,il lhanh phan thiel )iu cua

phiLc hqp sao clrep HCV. Daclatasvir tc ch6 su sao chdp.RNA.cia virus

ir t"n r.in.ia cac hur trur. Da(lalastir ludng tic vd'i diCm cu6iN lrong

I riri tnic J,,main 
"u,r 

nroteirr. co Lhe gdy ra biin dang ciLr truc ma can

thiep vio c6c ch[rc nang cda NS5A.
D+C f-iN Drloc DoNC IlqC
HAt) thn
ba'clarnsu,r dE Irip tu sau khi uiing thu6c da li6u vdi ndng dO dinh trong

huv:r nrnna.lrrt itroe trong thnrng rLr I din 2 gio sau khi u6ng-thudc
j"irili,',,lri,e,ry",,loi .tlr Dnclag;t 'l ablcls la oToo' lrang thiir dn dinh

t Tablcts 60mg v6i bia ln gidu chat beo vd calo cao lam

dirrlr lrong huyiit tuong va AUC ldn luql la 287- va 23% so

,rur,, iat arrh L,roni cua lhuc an tor t i+c u6ng vidn nen

su hira rr co lusnq chal beo !a calo thip so \di khi

bJlK ir r.rn kir r,rr protcrrr huyir tuorg d6i r or cic binh nhrin nhidm

[,-,, i',11,,'u,,n 'lo'" ra'thone phir rhuac hirr durrg o khoang licu nBhren

'16c dtrng khOng mong m116n

Daclatasvit +sofosbLi,it +

Chlmg nrit ngn, dE kich

Chf)ns nr2i1- dau niia dau

Kh6 tho. kh6 rhd khi gang

Tiau chay, ndD, dau bung,
benh trao nguqc da d?iy

thuc quan, tao b6n, kh6

https://trungtamthuoc.com/
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* ( f.g d6",f00 mg). Cac nghien cilu in .ritro cho thAy daclatasvir

& ybcttDin chn dong ve thu d6ng vao G bao gan. Van chuyen chi
&g dd vio Eung gian bdi OCTI va cac cha! van -chuyen h6p lhu
fnhg ric 4!h fnic, nhlmg kftng pMi boi van chuyCn anion hiiu co
(OAT) Z Erri-ralrlodlolat cotransporting polypeptide (NTCP), hoAc

OATP.
Chlin ha
Ddrasvir li mot dr& nrh cria CYP3A voi CYP3A4 ld isoform CYP
ffi clriu tr6rt nhiem cbu,^irl h6a Khdng co chit chuy€n h6a ndo tuin
kttu d mrrc .ao hon 5% ndng d0 thurt giic.
Tbii tn
Sa k'hi uring daclarasvir lieu duy nh6t d nguin finh nguyen khoe manh,

t8l6 ring si ph6ng xa hdi phuc tronB phen (53% Ia dang kh6ng d6i) va

5.6!e traLi ri€r'uong nu6c rieu (chn y6u la dang kn6ng ddi). Sau khr dung

- bar delalasvir d benh nh6n nhiam HCv, thin gian ben hiy cu6i cing
(i &ldasvir vao khoenB I 2- I 5 gid.

-l Elgrg alc Oiqt:

H*Al suy gan
h ,e eu-C"cria t6ng daclatasvir (hoet chAt tu do va gan k6t protein)

S h o EnI nhan suy gan.

ffi *in ny rh$n
Ibvir g6n ket cao vdi proiein huyct tuong ve dudng nhu kh6ng lhe

bi b6 hfrg cich lac mau.

QUY cicH DONG GOI: HOp 4 vi x 7 vien nen bao phim.

EE:U TflEN BAo QUAN:
Bio slitr t noi kho 160, tranh 6nh s6ng vd dO aln, nhiet dO dudi 30'C.

E4N DtNc: 24 th6ng k€ ttr ngdy siur xuit

fiiu cHUiN CHAT LTJQNG THU6C: rccs

s,iN xui

G
T TAI:

GETZ PHARMA (PW.) LTD.
29-3027, Korangi lndustrial Area Karachi, Pakistan.
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