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Composition:
Daclacee 60 Tablet: Each film coated tablet contains Daclatasvir 
Dihydrochloride INN equivalent to 60 mg Daclatasvir.
           
Description: 
Daclacee is a direct acting antiviral agent (DAA) against the Hepatitis C 
Virus (HCV). Daclacee is an inhibitor of NS5A, a nonstructural protein 
encoded by HCV. Daclacee binds to the N-terminus of NS5A and inhibits 
both viral RNA replication and virion assembly. Characterization of 
Daclatasvir-resistant viruses, biochemical studies, and computer 
modeling data indicate that Daclacee interacts with the N-terminus 
within Domain 1 of the protein, which may cause structural distortions 
that interfere with NS5A functions.

Indications and Usage:
Daclacee is indicated in combination with Sofosbuvir for the treatment of 
chronic hepatitis C virus (HCV) infection in adults.

Dosage & Administration:
Recommended Dosage:
The recommended dose of Daclacee is 60 mg once daily, to be taken 
orally with or without meals.
Daclacee must be administered in combination with other medicinal 
products. The Summary of Product Characteristics for the other 
medicinal products in the regimen should also be consulted before 
initiation of therapy with Daclacee. Recommended regimens and 
treatment duration are provided in table below: 
Table : Recommended regimens and treatment duration for Daclacee 
combination therapy

OR AS DIRECTED BY THE PHYSICIAN.
* For the regimen of Daclacee + Sofosbuvir, data for 12-week treatment 
duration are available only for treatment-naïve patients with genotype 1 
infection. For Daclacee + Sofosbuvir with or without Ribavirin, data are 
available for patients with advanced liver disease (≥F3) without cirrhosis. 
The recommended use of Daclacee + Sofosbuvir in genotype 4 is based on 
extrapolation from genotype 1. For the regimen of Daclacee + 
Peginterferon alfa + Ribavirin, data are available for treatment-naïve 
patients.
The dose of Ribavirin, when combined with Daclacee, is weight-based 
(1,000 or 1,200 mg in patients <75 kg or ≥75 kg, respectively). 
Dose modification, interruption and discontinuation:
Dose modification of Daclacee to manage adverse reactions is not 
recommended. If treatment interruption of components in the regimen is 
necessary because of adverse reactions, Daclacee must not be given as 
monotherapy.
There are no virologic treatment stopping rules that apply to the 
combination of Daclacee with Sofosbuvir.
Treatment discontinuation in patients with inadequate on-treatment 
virologic response during treatment with Daclacee, Peginterferon alfa 
and Ribavirin
Dose recommendation for concomitant medicines:
Strong inhibitors of cytochrome P450 enzyme 3A4 (CYP3A4)
The dose of Daclacee should be reduced to 30 mg once daily when 
coadministered with strong inhibitors of CYP3A4. 
Moderate inducers of CYP3A4
The dose of Daclacee should be increased to 90 mg once daily when 
coadministered with moderate inducers of CYP3A4.
Missed doses:
Patients should be instructed that, if they miss a dose of Daclacee, the 
dose should be taken as soon as possible if remembered within 20 hours 
of the scheduled dose time. However, if the missed dose is remembered 
more than 20 hours after the scheduled dose, the dose should be skipped 
and the next dose taken at the appropriate time. 

Special populations:
Elderly:
No dose adjustment of Daclacee is required for patients aged ≥65 years.

Renal impairment:
No dose adjustment of Daclacee is required for patients with any degree 
of renal impairment. 
Hepatic impairment:
No dose adjustment of Daclacee is required for patients with mild 
(Child-Pugh A, score 5-6), moderate (Child-Pugh B, score 7-9) or severe 
(Child-Pugh C, 
score ≥10) hepatic impairment. 
Paediatric population:
The safety and efficacy of Daclacee in children and adolescents aged 
below 18 years have not yet been established. No data are available.

Contraindication:
Daclacee is contraindicated in combination with drugs that strongly 
induce CYP3A and, thus, may lead to lower exposure and loss of efficacy 
of Daclacee. Contraindicated drugs include, but are not limited to, 
Anticonvulsants (phenytoin, carbamazepine), Antimycobacterial agents 
(rifampin), Herbal Products st.Jhon’s wort (Hypericum perforatum)

Warnings and Precautions: 
Risk of adverse reactions or loss of virologic response due to drug 
interactions:
The concomitant use of Daclacee and other drugs may result in known or 
potentially significant drug interactions, some of which may lead to: 
- loss of therapeutic effect of Daclacee and possible development of 
resistance
- dosage adjustments of concomitant medications or Daclacee,
- possible clinically significant adverse reactions from greater exposures 
of concomitant drugs or Daclacee
Serious Symptomatic Bradycardia When Coadministered with Sofosbuvir 
and Amiodarone and patients counseling:
Postmarketing cases of symptomatic bradycardia and cases requiring 
pacemaker intervention have been reported when Amiodarone is 
coadministered with Sofosbuvir in combination with another HCV 
direct-acting antiviral, including Daclacee. Patients who are taking 
Sofosbuvir in combination with Daclacee who need to start Amiodarone 
therapy due to no other alternative treatment options should undergo 
cardiac monitoring.

Pregnancy and Lactation:
Pregnancy:
No data with Daclacee in pregnant women are available to inform a 
drug-associated risk. 
Lactation:
No information regarding the presence of Daclatasvir in human milk, the 
effects on the breast fed infant, or the effects on milk production is 
available. 

Adverse Reaction:
The following serious adverse reactions are described below and 
elsewhere in the labeling:
Serious Symptomatic Bradycardia When Coadministered with Sofosbuvir 
and Amiodarone. One can get any of the following symptoms:
Fainting or near-fainting, dizziness or lightheadedness, not feeling well, 
weakness, tiredness, shortness of breath, chest pain, confusion, memory 
problems.

Drug Interactions:
Potential for Other Drugs to Affect Daclacee: 
Daclacee is a substrate of CYP3A. Therefore, moderate or strong inducers 
of CYP3A may decrease the plasma levels and therapeutic effect of 
Daclacee. Strong inhibitors of CYP3A (eg, clarithromycin, itraconazole, 
ketoconazole, ritonavir) may increase the plasma levels of Daclacee.

Potential for Daclacee to Affect Other Drugs:
Daclacee is an inhibitor of P-glycoprotein transporter (P-gp), organic 
anion transporting polypeptide (OATP) 1B1 and 1B3, and breast cancer 
resistance protein (BCRP). Administration of Daclacee may increase 
systemic exposure to medicinal products that are substrates of P-gp, 
OATP 1B1 or 1B3, or BCRP, which could increase or prolong their 
therapeutic effect or adverse reaction.

Overdosage:
There is no known antidote for overdose of Daclacee. Treatment of 
overdose with Daclacee should consist of general supportive measures, 
including monitoring of vital signs and observation of the patient’s clinical 
status. Because Daclacee is highly protein bound (>99%), dialysis is 
unlikely to significantly reduce plasma concentrations of the drug.

How Supplied/Storage Condition: 
Daclacee 60 Tablet: Each box contains a sealed plastic container and one 
packet silica gel. 
Each plastic container contains 7/14/28 tablets. Store at room 
temperature below 30° C (86°F), protect from light. keep out of the reach 
of children.
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Disease
stage 

HCV
Genotype

Genotype 1

Genotype 2

Genotype 3

Genotype 4

Genotype 5 or 6

Compensated cirrhosis 
(Child-Pugh A)

SOF+DAC+RIB 12 weeks 
or SOF+DAC 24 weeks

SOF+DAC 12 weeks

SOF+DAC+RIB 24 weeks

SOF+DAC+RIB 12 weeks 
or SOF+DAC 24 weeks

SOF+DAC+RIB 12 weeks 
or SOF+DAC 24 weeks

Decompensated cirrhosis
(Child-Pugh B & C)

Without LT

SOF+DAC+
RIB 12 weeks

 or 
SOF+DAC
24 weeks

SOF+DAC+RIB
12 weeks

With LT

N.B.: SOF=Sofosbuvir, DAC= Daclatasvir, RIB= Ribavirin, LT= Liver Transplant

SOF+DAC
12 weeks

Without cirrhosis



cÖ¯‘ZKviKt
Ryjdvi evsjv‡`k wjwg‡UW

kÖxcyi, MvRxcyi, evsjv‡`k|

Dcv`vb:
WvKjvwm 60 U¨ve‡jU: cÖwZwU wdj¥ †Kv‡UW U¨ve‡j‡U Av‡Q WvKjvUvmwfi 
WvB-nvB‡Wªv‡K¬vivBW AvBGbGb hv WvKjvUvmwfi 60 wg.MÖv. Gi mgZ~j¨|

eY©bv:  
WvKjvwm n‡”Q GKwU wW‡i± A¨vw±s Gw›U-fvBivj G‡R›U hv mivmwi †ncvUvBwUm 
wm fvBiv‡mi weiæ‡× KvR K‡i| WvKjvwm n‡”Q GbGm5G BbwnweUi hv 
GBPwmwf Gb‡Kv‡WW GKwU AKvVv‡gvMZ †cÖvwUb| WvKjvwm GbGm5G Gi 
mv‡_ hy³ n‡q GKB mv‡_ fvBivj cÖwZwjcb Ges wfwiqb G‡m¤^wj †K eÜ K‡i| 
WvKjvUvmwfi †iwm÷¨vÝ fvBiv‡mi ˆewkó, ev‡qv‡KwgK¨vj cixÿv Ges 
Kw¤úDUvi g‡Wwjs WvUv ‡_‡K †`Lv hvq †h WvKjvwm †cÖvwU‡bi †Wv‡gBb-1 Gi 
Gb Uvwg©bv‡mi mv‡_ hy³ nq, hv ‡cÖvwU‡bi KvVv‡gvMZ cwievZ©‡bi gva¨‡g 
GbGm5G Gi Kvh©µg‡K evavMÖ¯’ K‡i|

wb‡`©kbv: 
WvKjvwm µwbK †ncvUvBwUm wm fvBiv‡m AvµvšÍ †ivMx‡`i †¶‡Î m‡dvmeywfi 
Gi mv‡_ wPwKrmvq e¨env‡ii Rb¨ wb‡`©wkZ| 

gvÎv Ges †mebwewa: 
cÖ‡qvRbxq gvÎv: 
cÖwZw`b m‡dvmeywf‡ii mv‡_ WvKjvwm Gi cÖ‡qvRbxq gvÎv nj 60 wg. MÖv. hv 
gy‡L †me¨| WvKjvUvmwfi (WvKjvwm) Lvev‡ii Av‡M ev c‡i LvIqv hv‡e| 

A_ev wPwKrm‡Ki civgk© Abyhvqx †me¨| 

WvKjvwm+m‡dvmeywfi Gi 12 mßv‡ni wPwKrmvi mgqKv‡ji WvUv ïay gvÎ 
wUªU‡g›U-‡bBf †R‡bvUvBc-1 †ivMx‡`i †ÿ‡Î cvIqv †M‡Q| wm‡ivwmm e¨ZxZ 
A¨vWfvÝ wjfvi wWwRR G AvµvšÍ †ivMx‡`i †ÿ‡Î WvKjvwm+m‡dvmeywfi mv‡_ 
wievvwfwib A_ev wievvwfwib e¨ZxZ Gi WvUv cvIqv †M‡Q| †R‡bvUvBc-4 Gi 
WvKjvwm+m‡dvmeywfi Gi wb‡`©wkZ gvÎvi Dci wfwË K‡i †R‡bvUvBc-1 Gi 
ewnc©vZb| wUªU‡g›U-‡bBf †ivMx‡`i †ÿ‡Î WvKjvwm+†cMB›Uvi‡dib Avjdv+ 
wievvwfwib Gi WvUv cvIqv †M‡Q|

hLb wievvwfwib WvKjvwmi mv‡_ GK‡Î e¨envi Kiv nq ZLb wievvwfwib Gi 
†WvR ewW-I‡qU Gi Dci wbf©i K‡i|

‡Wv‡Ri cwievZ©b, weiwZ, wWmKw›UwbD‡qkb:

weiæc cÖwZwµqv wbqš¿‡b WvKjvwmi †Wv‡Ri cwievZ©‡bi †Kvb wi‡Kv‡gÛ †bB| 
hw` weiæc cÖwZwµqv ‡ivMxi Rb¨ AKj¨vbKi nq †m‡ÿ‡Î WvKjvwm eÜ Ki‡Z 
n‡e, WvKjvwm KL‡bvB g‡bv‡_ivcx wnmv‡e †`Iqv hv‡e bv|

Kb‡KvwgU¨v›U Ily‡ai †ÿ‡Î †Wv‡Ri gvÎv:

÷ªs wm IqvB wc 3G4 BbwnweUi- WvKjvwm Gi †WvR 30 wg. MÖv.  Kgv‡Z n‡e 
hLb wm IqvB wc BbwnweU‡ii mv‡_ e¨envi Kiv nq|

gWv‡iU wm IqvB wc 3G4 BbwWDmvi- WvKjvwm Gi †WvR 90 wg. MÖv. evov‡Z 
n‡e hLb wm IqvB wc BbwWDmv‡ii mv‡_ e¨envi Kiv nq|

wgmW& †WvR:

hw` †Kvb †ivMx WvKjvwmi †WvR wgm K‡i †d‡j Zvn‡j hZ `ªæZ m¤¢e †WvR 
wb‡Z n‡e hw` †m 20 N›Uvi g‡a¨ g‡b Ki‡Z cv‡i| hw` 20 N›Uvi AwaK mgq 
†cwi‡q hvq †m‡ÿ‡Î H †WvR ev` w`‡q cieZ©x †WvR mwVK mg‡q wb‡Z n‡e|

we‡kl Rb‡Mvôxi †ÿ‡Î:
eq¯‹: 65 eQi Ges Zvi AwaK eq‡mi †ivMx‡`i †ÿ‡Î †Wv‡Ri †Kvb mgš^q 
†bB|
e„‡°i AKvh©KvixZvq: ‡h †Kvb ch©v‡qi e„‡°i AKvh©KvixZvi †¶‡Î WvKjvwm 
Gi †Wv‡Ri †Kvb A¨vWRvó‡g›U †bB| 
hK…‡Zi AKvh©KvixZvq: hK…‡Zi AKvh©KvixZvi †¶‡Î WvKjvwm Gi †Wv‡Ri 
†Kvb A¨vWRvó‡g›U †bB| 

‡cwWqvwóªK e¨envi: 18 eQ‡ii Kg eqmx‡`i †¶‡Î WvKjvwm Gi wbivcËv I 
Kvh©KvwiZv cÖwZwôZ nqwb| 

cÖwZwb‡`©kbv: 
WvKjvwm †hmKj Ily‡ai mv‡_ Kw¤^‡bkb wnmv‡e cÖwZwb‡`©wkZ, hviv 
wmIqvBwc3G †K BbwWDm Kivi gva¨‡g WvKjvwm Gi G·‡cvRvi mxwgZ K‡i 
Ges Kvh©ÿgZv Kwg‡q w`‡Z cv‡i|
WvKjvwm Gi m‡½ †h mKj Ilya cvk¦©cÖwZwµqv †`Lvq- A¨vw›U 
Kbfvj‡m›U:wdbvBUBb, Kve©vgvwRcvBb Gw›UgvB‡µvweqvj G‡R›U: widvgwcb, 
nvievj †cÖvWv±: Rbm&IU (Hypericum perforatum)
hLb WvKjvwm, m‡dvmeywfi Gi mv‡_ GK‡hv‡M e¨eüZ Kiv n‡e ZLb 
m‡dvmeywfi Gi cÖwZwb‡`©kbv¸‡jv WvKjvwmi †¶‡ÎI cÖ‡hvR¨ n‡e|

mZK©Zv: 
Ab¨ Ily‡ai mv‡_ wµqvi d‡j m„ó fvB‡ivjwRK †imcb‡mi weiæc cÖwZwµqv ev 
SuzwK: 
WvKjvwm Ges Ab¨ Ily‡ai GK‡Î †me‡b wKQz weiæc cÖwZwµqv †`Lv hvq, hv 
cieZ©x‡Z
 WvKjvwmi †_ivwcDwUK B‡d± Kwg‡q ‡`q Ges †iwm÷¨vÝ ˆZix nq| 
 ‡Wv‡Ri mgš^‡q Amyweav nq| 
 wPwKrmvMZfv‡e D‡jøL‡hvM¨ cvk¦©cÖwZwµqv †`Lv w`‡Z cv‡i|
m‡dvmeywfi Ges GwgË‡Wib GK‡hv‡M WvKjvwmi mv‡_ MÖn‡b ¸iæZi 
eª¨vwWKvwW©qv Ges G‡ÿ‡Î †ivMx‡`I civgk©: †cvógv‡K©wUs wi‡cv‡U© †cm-‡gKvi 
B›Uvi†fbkb Ges KvwW©qvK A¨v‡ió †`Lv ‡`q| ZvB  m‡dvmeywfi Ges 
GwgË‡Wi‡bi mv‡_ GK‡hv‡M WvKjvwmi e¨env‡ii †Kvb Aby‡gv`b †bB| hw` 
†Kvb weKí e¨e¯’v bv _v‡K Ges m‡dvmeywfi I WvKjvwmi mv‡_ GK‡hv‡M 
GwgË‡Wib e¨envi Ki‡Z nq †m‡ÿ‡Î Aek¨B KvwW©qvK gwbUwis Ki‡Z n‡e 
Ges wPwKrm‡Ki civgk© Abymib Ki‡Z n‡e|

Mf©ve¯’vq I ¯Íb¨`vbKvjxb †meb: 
Mf©ve¯’vq: Mf©eZx gwnjv‡`i †¶‡Î WvKjvwm Gi †Kvb Z_¨ cvIqv hvq wb| ZvB 
Mf©eZx gwnjvi myweav Ges WvKjvwm Gi SuywK we‡ePbv K‡i WvKjvwm 60 Gi 
†WvR wba©viY Ki‡Z n‡e| 
¯Íb¨`vbKvjxb: WvKjvwm Ges Gi †gUv‡evjvBUm gvZ…`y‡» wbtm„Z nq wKbv Zv 
Rvbv †bB| Z‡e wkï‡`i Dci GB Ily‡ai cvk¦©cwZwµqv we‡ePbv K‡i 
¯Íb¨`vbKvjxb mg‡q ZLbB e¨envi Kiv DwPr hLb wkïi ¶wZi †P‡q gv‡qi 
myweav †ekx| 

weiæc cÖwZwµqv: 
¸iæZi eª¨vwWKvwW©qv nq hLb m‡dvmeywfi Ges GwgI†Wi‡bi mv‡_ GK‡Î MÖnY 
Kiv nq| 
GQvovI gv_v †Nviv, cÖPÛ `ye©jZv, K¬vwšÍ, k¦vm Kó, ey‡K e¨_v, weåvwšÍ, ¯§„wZåg, 
AÁvb n‡q hvIqv BZ¨vw` jÿb †`Lv hvq | 

Ab¨ Ily‡ai mv‡_ wµqv:
WvKjvwmi Dci Ab¨vb¨ Ily‡ai m¤¢ve¨ wµqv: WvKjvwm wmIqvBwc3G Gi GKwU 
Dcv`vb| ZvB gWv‡iU Ges ÷ªs wmIqvBwc3G BbwWDmvi WvKjvwmi cøvRgv 
†j‡fj Ges †_ivwcDwUK B‡d± Kwg‡q †`q| ÷ªs BbwnweUi WvKjvwmi cøvRgv 
†j‡fj‡K evwo‡q †`q|
Ab¨vb¨ Ily‡ai Dci WvKjvwmi m¤¢ve¨ wµqv: WvKjvwm wc-MøvB‡Kv‡cÖvwUb, 
AM©vwbK A¨vbvqb UªvÝ‡cvwU©s cwj‡ccUvBW 1we1 Ges 1we3, Ges †eªó K¨vbmvi 
†iwm÷¨vÝ Gi GKwU BbwnweUi| ‡gwW‡Kj †cÖvWv± †h¸‡jv wc-MøvB‡Kv‡cÖvwUb, 
AM©vwbK A¨vbvqb UªvÝ‡cvwU©s cwj‡ccUvBW 1we1 Ges 1we3, Ges †eªó K¨vbmvi 
†iwm÷¨vÝ Gi Dcv`vb †m¸‡jvi †ÿ‡Î WvKjvwm G‡`i wm‡÷wgK G·‡cvRvi 
e„w× K‡i, hv G‡`i Kvh©ÿgZv‡K `xN©vwqZ K‡i A_ev cvk¦©cÖwZwµqv m„wó K‡i|

gvÎvwaK¨:
WvKjvwmi gvÎvwa‡K¨i Rb¨ ‡Kvb Gw›U‡WvU †bB| WvKjvwmi Ifvi‡Wv‡Ri 
†ÿ‡Î wPwKrmv e¨e¯’vq  †ivMxi wK¬wbK¨vj ÷¨vUvm Ges AwZ Avek¨K jÿY ̧ ‡jv 
wbLyZ ch©‡eÿ‡b ivL‡Z n‡e| Kvib WvKjvwmi †cÖvwU‡bi mv‡_ AZ¨šÍ Ave× 
_v‡K (99%), WvqvjvBwm‡mi d‡j i‡³ cøvRgvi cwigvY AZ¨vwaK fv‡e K‡g 
hv‡e|

mieivn/msi¶Y: 
WvKjvwm 60 U¨ve‡jU : cÖwZwU e‡· Av‡Q GKwU wmjW cøvw÷K K‡›UBbvi Ges 
GKwU K‡i wmwjKv †Rj c¨v‡KU|
cÖwZwU cøvw÷K K‡›UBbv‡i Av‡Q 7/28 wU wdj¥ †Kv‡UW U¨ve‡jU| Av‡jv †_‡K 
`~‡i ïé ¯’v‡b I 300 Gi wb‡P ivLyb| me ai‡bi Ilya wkï‡`i bvMv‡ji evB‡i 
ivLyb|

WvKjvwm
WvKjvUvmwfi

Julphar
Bangladesh

†R‡bvUvBc 1

†R‡bvUvBc 2

†R‡bvUvBc 3

†R‡bvUvBc 4

†R‡bvUvBc
5  Ges 6

m‡dv + WvKjv +
wiev 12 mßvn

A_ev
 m‡dv + WvKjv

24 mßvn

m‡dv + WvKjv +
wiev 12 mßvn

wet `ªt- m‡dv= m‡dvmeywfi, WvKjv- WvKjvUvmwfi, wiev= wievwfwib, 

wm‡ivwmm e¨ZxZ
K‡¤úb‡m‡UW wm‡ivwmm

(PvBì-cvn G)

m‡dv + WvKjv + wiev 12 mßvn
A_ev  m‡dv + WvKjv 24 mßvn

m‡dv + WvKjv + wiev 12 mßvn
A_ev  m‡dv + WvKjv 24 mßvn

m‡dv + WvKjv + wiev 12 mßvn
A_ev  m‡dv + WvKjv 24 mßvn

m‡dv + WvKjv 12 mßvn

m‡dv + WvKjv + wiev 24 mßvnm‡dv + WvKjv
12 mßvn

wWK‡¤úb‡m‡UW wm‡ivwmm 
(PvBì-cvn we Ges wm)

wjfvi UªvÝcøv›U e¨ZxZ wjfvi UªvÝcøv‡›Ui †ÿ‡Î

 †iv‡Mi
ch©vqGBP wm wf

†R‡bvUvBc


