https://trungiaRlaec@MUNG THUOC

Rx — Thubc nay chi ding theo don thudc
Vién nén bao phim
DACLAGET TABLETS 30mg, 60mg
(Daclatasvir 30mg, 60mg)

nén duoc giam nhu duoc chi dinh [am sang, dwa trén danh gia
hemoglobin va do thanh thai creatinin theo bang dudi déy:

Chi $0 x6t nghiém | Huéng din litu dung ribavirin
Hemoglobin
> 12g/dL 600mg mdi ngay

> 10 dén = 12g/dL. 400mg moi ngay

> 8.5 dén < 10g/dL 200mg mdi ngay

CAC DAUHIEU LUU Y VA KHUYEN CAO KHI DUNG THUOC:
- boc ky hwdng diin sir dung trude khi ding.

- Néu can thém thong tin, xin héi ¥ kién bic si hofic duge si.

- Thude ndy chi diing theo don thude.

- Pé xa tim tay tré em.

THANH PHAN CONG THUC THUOC: Mai vién nén bao phim chira;
Daclaget Tablets 30mg

Thanh phin hoat chit:

Daclatasvir (dudi dang daclatasvir dihydroclorid).........c.ccoooooiiinns 30mg
Thanh phin ti dwpe: Lactose khan, Avicel PH-102 (Microcrystallin
cellulose), croscarmellose natri. Aerosil 200 (Colloidal silica khan).
Magnesi stearat, Opadry I xanh la cay 33K510015.

Daclaget Tablets 60mg
Thanh phin hoat chit:
Daclﬂtasvir‘(duéfi dang daclatasvir dihydroclorid)...........ccccoeven. 60mg

Thanh phan td dwec: Lactose khan, Avicel PH-102 (Microcrystallin
cellulose), croscarmellose natri, Aerosil 200 (Colloidal silica khan),
Magnesi stearat, Opadry II xanh |4 cdy 33K510015.

DANG BAO CHE: Vién nén bao phim.

Daclaget Tablets 30mg

Vién nén bao phim hinh tron, mau xanh 14 cy, hai mat 16i, tron,
Daclaget Tablets 60mg

Vién nén bao phim hinh tron, mau xanh la cdy. hai mit 181, tron, mot mat
khiic “GETZ”, mét miit tron.

CHI PINH

Daclaget Tablets (Daclatasvir) duge chi dinh phm hop véi sofosbuvir,
két hop hodc khong két hop vai ribavirin dé dicu trj viém gan siéu vi C
man tinh (HCV) o ngum lom.

CACH DUNG, LIEU DUNG

Liéu ding l\huyen L’lo cua Daclaget Tablets (Daclatasvir) la 60mg
dudng udng, mot 1an mdi ngay, cung hodc khong cung vai thire an.

Diéu trj khuyén céo cho Daclaget Tablets khong interferon phoi hop nhw
sau:

< 8.5g/dL Ngung ribavirin
Do thanh thii creatinin
> 50mL/phut Theo hwéng din trén  cho
hemoglobin

> 30 dén < 50mL/phit 200mg mdi cach ngay

< 30mL/phit hogic thim phan mau | Neung ribavirin

Dicu chinh liéu ditng, gidn doan va ngung sir dung

Khong khuyén cao diéu chinh lidu ding cua Dac]aget Tablets
(Daclatasvir) dé kiém soét tac dung khéng mong muon Néu ngung diéu
tri bat ky thanh phan nao trong phac dé 1a can thiét do tac dung khong
mong mudn, khong duge si dung Daclaget Tablets (Daclatasvir) nhu
don tri ligu. Khong co quy tic ngung diéu tri virus duoc ap dung cho
phdi hop daclatasvir va sofosbuvir.

Ngung didu tri o benh nhdn ddp ving khong ddy dii vé virus hoc trong
sudt qui trinh d’ieu trj voi daclatasvir, pegmrerfemn alpha véi ribavirin,
Khong chic ring nhitng bénh nhan co dap tmg virus didu tri khong diy
di s¢ dat duoe dap (mg virus kéo dai (SVR) do dé ngimg didu tri dugce
khuyén cio o nhimg bénh nhan nay. Cac ngudng HCV RNA ma c6 thé
ngung diéu tri (nUhm la cac quy tac ngung diéu tri) duge trinh bay trong
bang duai day:

HCY RNA Tac djng

Pidu trj twn thir4:> 1000 [U/ml | Neune ~ Daclaget  Tablets,
peginterferon alpha va ribavirin

Ngung Daclaget Tablets,

Diéu tri tudn tha 12: > 25 [U/ml ol e
peginterferon alpha va ribavirin

Ngung peginterferon alpha va
ribavirin (diéu tri V(j’i‘ Daclaget
Tablets hoan thanh ¢ tuan thir 24)

Diéu tri tudn the 24; > 25 1U/ml

Nhém bénh nhin [ Li¢u ding vi thoi gian

HCYV genotype 1 hofic 4

Bénh nhan khéng cé xo gan Daclaget + sofosbuvir trong 12

tudn
Bénh nhén xo gan Child-Pugh A | Daclaget + sofosbuvir + ribavirin
hodc B trong 12 tuan

hoac

Daclaget + sofosbuvir (khong co
ribavirin) trong 24 tuan

HCYV Genotype 3

Bénh nhén khéng co6 xo gan Daclaget + sofosbuvir trong 12
tudn

Bénh nhdn c6 xo gan Daclaget + sofosbuvir +/- ribavirin

trong 24 tudn

Bénh nhin dong nhiém HCV sau khi ciy ghép gan
(Genotype 1, 3 hoic 4)

Bénh nhin khéng co xo gan Daclaget + sofosbuvir + ribavirin
trong 12 tudn

Bénh nhén xo gan loai Child Pugh | Daclaget + sofosbuvir + ribavirin

A hoac B trong 12 tuan

Genotype 1 hoic 4

Genotype 3 Daclaget + sofosbuvir +/- ribavirin
trong 24 tudn

Bénh nhan xo gan loai Child Pugh | Daclaget + sofosbuvir +/- ribavirin

C trong 24 tudn

Daclatasvir vdi peginter, feron alpha va ribavirin

Phac d6 nay 1a mdt phac do khuyén céo thay thé cho bénh nhan genotype

4, khong xo gan hodc bi xo' gan con bu. Dacl.ngu Tablets (Daclatasvir)

dugc sir dung trong 24 tuan, phdi hop voi peginterferon alpha va

ribavirin trong 24 — 48 tuén,

- Néu HCV RNA khong phat hién duoc khi diéu tri & tudn 4 va 12, tit ca
3 thanh phan cta phac dd nén tidp tuc voi thoi gian 24 tudn.

- Néu HCV RNA khong phat hién duge, nhung khong dlul tri tudn 4 va
12, Daclaget Tablets (Daclatasvir) nén ngung o tudn 24, nhung
peginterferon alpha va ribavirin nén duoc tiép tuc trong 48 tudn.

Huomg ddn liéu dimg ribavirin

Liéu dung ribavirin khi phéi hop vai Daclaget Tablets (Daclatasvir) dua

vao can ning (1000 hode 1200mg & bénh nhan < 75kg hodc = 75kg).

Doi voi bénh nhan xo gan loai Child-Pugh A. B hoge C hodc d(mo nhiém

HCV sau k]n {,El)’ “hcp gan, Ilcu kl1l|\e|1 cao l\hm ddu clia nlmwrm 1

Diéu chinh liéu ditng cho nhitng thubc siv dung dong thoi

C J'acr'r tic ché manh enzym cytocrom P450 344 (CYP3A44)

Li 1cu dung Daclaget Tablets (Daclﬂtﬂswr) nén duoc giam lidu dén 30mg

mdi ngay khi st dung ddng thoi voi thude e ché manh CYP3A4.

Chdt cam iing trung bmh CYP344

Liéu ding Daclaget Tablets (Daclatasvir) nén tang dén 90mg mdi ngay

khi str dung dong thoi vai chdt cam tng trung binh cytocrom P450 3A4

(CYP3A4).

Ouén lidu

Bénh nhan nén duge huéng din rang khi quén liéu dung Daclaget

Tablets (Daclatasvir), liéu dung nén duoc sur dung ngay khi nhé trong

vong 20 gior theo lich trinh liu dumz Tuy nhién, néu nhu quén lidu trén

20 gitv theo lich trinh, nén bo qua lidu da quén va sir dung lidu ké tiép

theo thai gian phi hop.

Di twong dic bidt

Bénh nhdn suy than

Khang cin didu chinh liéu ding ciia Daclaget Tablets (Daclatasvlr) cho

bénh nhan suy than ¢ cac mure do.

Bénh nhdn suy gan

Khong cin diéu chinh liéu ding ctia Daclaget Tablets (Daclatasvir) cho

bénh nhén suy gan ¢ mire dd nhe (Child-Pugh A), trung binh (Child-Pugh

B) hoac nghi¢m trong (Child-Pugh C).

Tre em

Khong khuyén cdo su dung Daclaget Tablets cho tré em va thanh thiéu

nién dudi 18 i,

CHONG CHI DINH

Daclatasvir Tablets (Daclatasvir) chéng chi dinh:

- Bénh nhan qua man voi daclatasvir hodc bét ky thanh phin nao cua
thudc.

- Phdi hop véi nhing thude ma cam Gng manh cytocrom P450 3A4 va vi
viy ¢o thé dan dén giam bi¢u hién va mat hiéu luc ciia daclatasvir,

- Chéng chi dinh phdi hop daclatasvir voi peginterferon alpha va
ribavirin & phu nir mang thai va chudn bi mang thai, dan éng ma cé
ngudi ban doi mang thai boi vi nguy co gdy khuyét tat thai nhi hogc tir
vong thai nhi lién quan dén ribavirin,

- Sur dung (lon" thot voi nhig thudc ma cam Umg manh cytocrom P450
3A4(C YP3A4) va P-ﬂlycoprotem van chuyen (P-gp) va vi vy co thé
din dén giam bl(.u hién va mét hiéu lyc cua daclatasvir, Nhimg hoat
chit nay bao gdm nhung khéng han ché voi phenytoin, carbamazepin,
oxcarbazepin, phenobarbital,  rifampicin, rifabutin, rifapentin,
dexamethason toan than va san pham thao duge St. John’s wort.

CANH BAO VA THAN TRONG KHI DUNG THUOC

Canh bdo chung

Daclatasvir khong duge st dung nhu don tri lidu. Daclatasvir phai sir

. dung. phm hop vai nhimg thude khac dé diéu tri nhiém HCV man tinh,

nh bao va thén trong ddi voi nhimg hoat chit khac trong phac do ciing
g 'J\hl str dung phéi hop véi daclatasvir,
C:’J ddp 1ing virus do tuong tdc thude
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tuong tac thide dang ke da dugc biét hodc tiém an, nhimng tuong tac nay

¢ thé nhur sau:

- Giam hi¢u qua tri li¢u cua daclatasvir va tién trién dé khang.

- Diéu chinh liéu ding cua nhimg thude sir dung dbng thoi hoic
daclatasvir.

- Nhimng tac dung khong mong mudn ¢o v nghia lam sang co thé tir ting
biéu hién clia nhimg thude sir dung ddng thoi hodc daclatasvir.

Bénh nhan suy gan Child-Push C

Phac dd didu tri cia daclatasvir va sofosbuvir hodc ribavirin trong 24

tudn duoc dua ra cho bénh nhén suy gan loai Child-Push C. Ribavirin ¢

thé duwoc thém vao dua vao danh gia 1am sang ciia timg bénh nhan.

Nhip tim chdm va bléc tim nghiém trong

Khuyén c4o bénh nhan nén duge theo dai chat ché khi bat dau didu tr

voi daclatasvir phéi hop vai sofosbuvir. Bénh nhin da duoce xae dinh co

nguy co cao nhip tim cham nén dugc theo doi lién tuc 48 gid tai nhimg

muc tiéu lam sang pht hop.

Tét ca nhimg bénh nhan duge diéu tri voi daclatasvir va sofosbuvir phdi

hop voi amiodaron 6 hoac khéng phdi hop voi nhimg thude khac ma

lam cham nhip tim cling nén duge canh bao nhimg triéu ching cua cham

nhip tim va bléc tim,

Déng nhiém HCV/HBV

Nhimng truong hop tai hoat hoa virus viém gan siéu vi B, co trudong hop

tr vong, da dugc bao cao trong va sau Lhm gian diéu tri voi tac nhan

chéng virus truc tiép. Nén tién hanh sang loc HBV & tit ca cac bénh nhan

trudic khi bét dau diéu tri. Bénh nhan dong nhiém HCV/HBYV ¢o nguy co

tai hoat hoa virus viém gan siéu vi B, vi vay, nén theo doi va diéu tri theo

huéng din bénh ly hién hanh.

Phu nit mang thai vé nhitng yéu cdu tranh thai

Khong nén str dung daclatasvir trong qua trinh mang thai hogic ¢ phu nt

¢6 kha nang sinh dé khong sir dung bién phap tranh thai. Nén tiép tuc su

dung bién phap tranh thai hiéu qua cao trong 5 tun sau khi két thic thoi

gian diéu trj daclatasvir.

Khi daclatasvir sir dung phdi hop véi ribavirin, nén ap dung cac ching

chi dinh va canh bao cho thude co chia ribavirin. Tac dung gy quai thai

va / hodc diét phoi dang ké da duogc chimg minh o tit ca cac loai dong vat

phoi nhiém véi ribavirin; do do, phai hét st than trong dé tranh mang

thai & bénh nhan nir va ¢ ban tinh nr ciia bénh nhian nam.

Chéng chi dinh khi st dung phéi hop

Chédng chi dinh phdi hop sir dung daclatasvir vai nhimg thude gy cam

ung manh CYP3A4 va P-gp, nhu phenytoin. carbamazepin,

oxcarbazepin,  phenobarbital, rifampicin,  rifabutin,  rifapentin,

dexamethason toan than va thao dwoc St John'’s wort (Hypericum

perforatum) vi lam giam phoi nhiém va mét tic dung ciia daclatasvir.

Sur dung thude cho bénh nhdn déi thio ducng

Bénh nhén dai thao duong da cai thién kiém soat glucose, cd thé din dén

ha glucose mau toan than, sau khi bat dau diéu tri vai thude chdng virus

HCV truc tlep. Nén theo ddi chat ché noug doé glucose cia bénh nhan dai

thao duomg khi bt dau diéu tri voi DAA, dic biét 1a trong 3 thang déu va

didu chinh thudc trj dai thao duong khi cén thiét. Nén théng bao vé vide

bét ddu diéu trj vi thube DAA cho bac si diéu tri bénh dai thao duting

cho bénh nhan.

Bénh nhi

Khéng khuyen cdo sir dung daclatasvir cho bénh nhi va thanh thleu nién

dudi 18 tudi vi tinh an toan vi higu qua chua duge thiét lap cho ddi tuong

nay.

Ta duoce

Thudc co chira lactose. Bénh nhén ¢o van dé di truyén hiém gip khong

dung nap galactose, thiéu hut men Lapp lactase hoac hdp thu kém

glucose-galactose khong nén sir dung thude nay.

Anh huéng lén kha ndng ldi xe vé vin hanh midy moc

Chéng mét dwoc ghi nhén trong qua trinh diéu tri voi daclatasvir phoi

hop vai sofosbuvir, Khi chong mit, roi loan tap trung, nhin mo hodc

giam thi luc ciing duoc ghi nhan trong qué trinh diéu tri daclatasvir phoi

hop vdi peginterferon alpha va ribavirin.

SUDUNG THUOC CHO PHU NI CO THAT

Daclatasvir khong nén str dung trong qua trinh mang thai hodc phu nir co

kha nang mang thai nhimg khon" st dung bién phap trinh thai. Su dung

bi¢n phap tranh thai inéu qué cao nén dugc tiép tue trong vong 5 tudn sau

khi hoan thanh diéu tri véi daclatasvir.

SU DYNG THUOC CHO PHU NU' CHO CON BU

Chura biét daclatasvir ¢o qua sira me hay khong, co anh huong dén su tiét

sira me, hodc anh huong lén tré so sinh bu stra me. Cac loi ich phat trién

va sire khoe ciia viée cho con bl nén duge xem xét cing voi nhu cdu lam

sang cia ngudi me ddi voi daclatasvir va bét ky tac dung khong mong

mudn tiém an nao déi véi tré duge bu sita me tir daclatasvir hodc tir tmh

trang ngudi me trai qua.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE VA VAN

HANH MAY MOC

Chéng mit dugc quan sat thiy trong suél qué trinh diéu trj daclatasvir

phéi h()‘p vai sofosbuvir, va chéng mat, rdi loan tip trung, nhin mé hodc

giam thi lwe cling duoc ghi nhan trong qua trinh diéu trj daclatasvir phéi

hop voi peginterferon alpha va ribavirin.

TUONG TAC THUOC

Chéng chi dinh khi sir dung pi?(ji hop

Chéng chi dinh phdi hop sir dung daclatasvir v&i nhiing thude gdy cam
img manh CYP3A4 va P-gp, nhu phenytoin, carbamazepin,
oxcarbazepin,  phenobarbital,  rifampicin,  rifabutin,  rifapentin,
dexamethason toan than va thao dwgc St John’s wort (Hypericum
perforatum) vi lam giam phoi nhidm va mat tac dung cua daclatasvir.
Nhiing thudce khde anh hiuong lén daclatasvir

Daclatasvir 1a chit nén cia CYP3A4. Vi viy, nhing chét cdm (mg trung
binh hodc manh CYP3A4 ¢6 thé lam giam nong do huyét tuong va hiéu
qua diéu tri ciia daclatasvir, Nhing chéit ic ché manh CYP3A4 (nhu
clarithromycin, itraconazol, ketoconazole, ritonavir) cd thé lam tang ndng
do daclatasvir trong huyét tuong,

Daclatasvir anh huong lén nhiing thuée khdc

Daclatasvir 12 chét e ché cia P-glycoprotein vin chuyén (P-gp) anion
hiru co van chuyén polypeptid (OATP) 1B1 va 1B3, protein déi khang
ung thu va (BCRP). Su dung ddd'nawlr 6 thé tang biéu hién toan than
ddi voi nhimg thube ma la clm nén cta P-gp, OATP 1B1 hodc 1B3 hodc
BCRP, ma ¢ thé tang hodc keéo dai tac dong tri liéu hodc tac dung khong
mong mudn.

Nhitng tieong tdac thudc cé v nghia da duwoe thiét ldp hodc tiém dn

Anh huéng

i = Chii thich
1én néng dg

Thude phii hgp

Thube khing virus

Thude tre ché protease:

Atazanavir voi ritonavir, iz 2 3
ey . Giam  liéu  dang

Atazanavir vdi cobicistat Tang i

s ki s daclatasvir dén 30mg
[ndinavir, Nellinavir, daclatasvir x.
T ] mai ngay
Saquinavir, Telaprevir,
Boceprevir
Nhirng thuoc khang retrovirus
khac:
Phiac do khang retrovirus co Giam  liéu  dung
chira cobicistat Tane daclatasvir den 30mg
Vi du nhu: = . moi ngady ngoai trir

4 : - daclatasvir
alazanavir/cobicistat,

elvitegravir/cobicistat/emtric
itabin/ tenofovir disoproxil
fumarat

darunavir  két hop
v cobicistat.

Thube tre ché men (enzym) sao
chép nguge nucleotid Giam

(NNRTI): Efavirenz, daclatasvir
clravirin, nevirapin

Tang  lidu  ding
daclatasvir 1én 90mg
moi ngay.

Chit ic ché manh CYP3A (xem tic nhin khidng virus)

Tang licu  ding

Vi du nhu: clarithromyein, daclatasvir 1én dén
itraconazol, ketoconazol, Giam 90mg mdi ngay khi

nefazodon, posaconazol, daclatasvir sir dung df“)ng théi
telithromycin, voriconazol vGi chdt cam ung
trung binh CYP3A.

Thudc khi ng dong

Khuyén cao khong
sir dung daclatasvir
cung vd&i dabigatran
etexilat di vdi nhom
bénh nhan suy than
déc biét , phu thudc
vao chi dinh.

Dabigatran etexilat Tang
mesylat dabigatran

Thudc tim mach

Khuyén cao khong
st dung dong thoi

daclatasvir vai
S I 5 Amiodaron: amiodaron trong
Thuoc chong loan nhip tim: s ; 2 o
anh  huong | phac do voi

Amiodaron i&
chua biét sofosbuvir vi co thé

din dén triéu chimg
cham nhip tim
nghiém trong
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5¢ chong loan nhip tim:
XY

()
lw &

Téng
daclatasvir

Bénh nhin da su
dung daclatasvir bt
dau  voi  digoxin:
Piéu tri khoi dau su
dung  lidu  dung
digoxin thip nhat
thich hgp. Theo doi
nong do  digoxin,
diéu chinh liéu dang
digoxin khi can thiét
v tiép tuc theo ddi.
Bénh nhin da suo
dung dlgoxm trudce

khi bat dau vdi
daclatasvir: Kiem tra
nong do  digoxin
rong  huyét tuong
trude khi bat déu su
dung daclatasvir.
Giam ni"mg da
digoxin bang cach
giam Iiéu dung

digoxin xdp xi 13%

— 30% hodc dieu
chinh tan mal Sur

dung liéu va tiép tuc
theo dai.

TAC DUNG KHONG MONG MU ON
Nhing tic dung khing mong mudn sau duoe phin nhém theo tan sudt:
rét thueng gap (ADR = 1/10), thuong gap (1/100 < ADR < I/10), it gap
(!/i()(m < ADR < [/100), hiém gap (]/1000 < ADR < 1/10000) va rat
hiém gdp (ADR < 1/10000) va chua biér,

Co quan | Tac dyng khéng mong muén

| Daclatasvir +sofosbuvir + | Daclatasvir
ribavirin +sofosbuvir

Tan suit

Roi loan miu va h bach huyét

Rat thuong gip ‘Thiéu mau ‘

Réi loan chuyén héa va dinh dudng
oLl

Giam su thém an }

Thudmg gép

Réi loan tim thin )

fies, . ; " .

Thuong gip ‘Ch(mg mat ngi, dé kich |Chimg mat nga
dong

A

_Roi loan h¢ than kinh

Pau dau ‘ Pau diu

| .
Rét thuong gap
=4

| Chong mat, dau nura diu Chong mat, dau nua
| dau

Thuong gip

Thube gidm lipid

[
R0 logn mach

Tac nhan trc ché HMG-CoA
reductase:

Atorvastatin,

Fluvastatin,

Pitavastatin,

Pravastatin.

Rosuvastatin,

Simvastatin

Tang nong dg
thudc e ché
HMG-CoA
reductase

e
CoA

thudc
HMG-

Theo dbi
ché
reductase
lién quan dén  tac
dung khoéng  mong
muon nhu bénh vé
co.

't : ‘

Nong do birng

“Thuimg gdp
|

Rdi loan hd hiip, ngue vi trung thiit

Khé the, kho the khi ging ‘
stre, ho, nghet mii |

Thuong gap

Réi loan dudng tidu hoa

Rit thuong gap ‘ Budn nén

Thudc giim dau giy n

hién / Diéu tri ¢

thude opioid

Thuong gap Tiéu chay, non, dau bung, Budn nén, tiéu chay,

Téang

Khuyén cao theo dai
lim sang vé nhimg

bénh trao ngugc da day
thuc quan, tao bon, khd
miéng, day hoi

dau bung

r,
Roi loan da vi mé duéi da
F e T

Phat ban. rung toc, ngim.‘
1 khé da ) |

Thuong gap

perforatum)

do daclatasvir

Buprenorphin buprenorphin : "
p pait. p L tic  dung  Khong
Buprenorphin/ Téng £ 5
; mong  muon  lién
naloxon norbuprenorp & i
. quan dén
hin i
buprenorphin.
Thudc duoe licu
Chong chi dinh phoi
" ) 2y 5 hop daclatasvir vai
St. John’s wort (Hypericum | Giam  nong P )

St. John's wort hodc
thude cam ang manh
CYP3A4 khac

Roi loan co' xwong vi md lién két

l ‘huong gip Dau co, dau khop l Dau co, dau khép

Rm logn chung va tai chd sir dung thude

Thudc hormon ngira thai

Ethinylestradiol 35pg mot lin
mdi ngay trong 21 ngay +
norgestimat

0.180/0, 215/0 250mg mot 1an
moi ngay trong 7 ngay
(daclatasvir 60mg mét 1an mdi
ngay)

Khéng cé anh
huong  lién
quan dugce ly

Khuyén cdo su dung
thubc  nglra  thai
dudng ubng chira
ethinylestradiol 35pg

va norgestimat
0.180/0,215/0,250mg
Vol daclatasvir.
Nhimg thube ngira
thai dudmg  udng
khac chua  dugc

nghién ctu.

Rit thumg gip |Mél moi ‘Mét moi
Thang bdo cho bic st nhitng tic dung phu khi ditng thuéc
QUA LIEU VA CACH XU TR
Khong co thude giai doc duge biét dé dlu.l tri qua liéu daclatasvir, Dleu
tri qua litu voi dm.hlaswr nén bao 2bm nhimng bién phap hd tro tong
quat, nhu theo ddi dau hi¢u su sono va quan sat tinh trang |am sang cua
bénh nhan. Bai vi daclatasvir gin két cao voi protein (> 99%), loc mau
duong nhu khong lam giam dang ké néng do daclatasvir trong huyét
turong.

DAC TINH DUQC LUC HQC
Nhém duge ky: Thudc kldng virus truc nep

Ma ATC: JO5AXI14

Co ché tic dpng

Daclatasvir 1a mot tae nhan khang virus tac dong truc tiép (DAA) chéng
lai virus viém gan C. Daclatasvir la mot chit (rc ché protein nonstructural
5A (NSSA), mot protein da chire nang 14 mot thanh phan thiét yéu cua
phirc hop sao chep HCV. Daclatasvir trc ché sy sao chép RNA cua virus
v hp rap cta cdc hat virus. Daclatasvir tuong tac voi diém cudi N trong
| cdu tric domain cua protein, ¢o thé giy ra bién dang céu triic ma can
thidp vao cac chire nang clia NS5A.

DAC TINH DUQC PONG HOC

Hap thu

Daclatasvir dé hap thu sau khi uéng thude da lidu véi nong do dinh trong

(Daclatasvir 60mg mot ldn mdi

huong lién

ngay) quan duge 1y
Khong co anh
huong lién
Triazolam quan duoc ly
Alprazolam

Thube e ché h§ mién dich
Cyclosporin 400mg, don licu Khong cé anh | Khong can  diéu
(Daclatasvir 60mg mdt lAn mdi | huéng  lién | chinh litu ding cia
ngay) quan duge Iy | cac thude khi su
Tacrolimus 5mg, don liéu Khong co anh | dung  phdi  hop
(Daclatasvir 60mg Mot 1an méi | huomg  lién | daclatasvir voi
ngay) quan dugc 1y cyclosporin,

‘o Khéng co anh | tacrolimus, sirolimus
Sirolimus 2 hudng lien | hoac mycophenolat
Myeophenclatmisfeti quan dugcly | mofetil

Thudc an thin
Nhém benzodiazepin
Midazolam $mg, don licu Khong co anh | Khang cin  ditu

chinh liéu ding cua
midazolam, nhiing
thubc  khac nhom
benzodiazepin  hoéc
chit nén CYP3A4
khac khi su dung
phéi hop Vi
daclatasvir.

huyét tuong dat duge trong khoang tir 1 dén 2 gio sau khi uong thuée.
Sinh kha dung tuyét déi cua Daclaget Tablets la 67%. Trang thai on dinh

dat duoc sau 4 ngay dung mot l4n mdi ngay.

= Anl Mggna thic an

7y6 UQ‘rr%‘D'Lc get Tablets 60mg vdi bira dn gidu chét béo va calo cao lam
f/ ¥/ omnﬂi‘nﬁgag) dinh trong huyél tueng va AUC 1an lugt la 28% va 23% so
_-‘ . ,!' vai khi ﬂm' Chua quan sat anh hudng cua thirc &n voi vige uang vién nén
’:’ ‘. cim.hlaﬂ 60mg sau bira an co lugng chéit béo va calo thip so véi khi

fevir gin két voi protein huyét wong ddi voi cac bénh nhan nhiém
I[LV ld khoang 99% va khong phu thude liéu ding & khoang lidu nghién



httpS //trungtﬁmt}‘merngln vitro cho thdy daclatasvir

chi déng va thu ddng vao té bao gan. Vin clm}cn chu
ing gian bai OCTI va céc chit van chuyén hip thu
khac. nhimg khéng phai boi van chuyén anion hiu co
j 2. natri-taurocholat cotransporting polypeptide (NTCP), hoac

chiu Lra\.h nh;em ..huun hoa I\"muh co chit ¢ huun hoa nao tudn
an & mirc cao hon 3% ndng dé thudc goc.
re
khi ucmu daclatasvir liéu duy nhdt & ngudi tinh nguyén khoe manh,
éng so phéng xa hoi phuc trong phan (53% la dang khong doi) va
i tiét trong nude tiéu (chu yéu la dang khdng déi). Sau i\hx diung
aclatasvir & bénh nhan nhiém HCV, thoi gian ban hay cudi ciing
atasvir vao khoang 12-15 gid.
D- i trgmg dic bit:
in suy gan
a .—\LC cua téng daclatasvir (hoat cht tr do va gan két protein)

1 suy than

2an két cao véi protein huyét twong va dudng nhu khong thé
cach loc mau.

QUY CACH DONG GOI: Hop 4 vix 7 vién nén bao phim.

DIEU KIEN BAO QUAN: )
Bao guan & noi kho réo, tranh anh sang va do dm, nhi¢t do duai 30°C.

HAN DUNG: 24 thing ké tir ngay sdn xut
TIEU CHUAN CHAT LUQNG THUOC: TCCS

SAN XUAT TAL:

GETZ PHARMA (PVT.) LTD.
« ‘II: I 29-30/27, Korangi Industrial Area Karachi, Pakistan.




