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qetl{F BNF-81 (Page-1135) e<

c<+r<qqR{F6d(q r

\rymnr+<I mcu
,lE{ 

I01 Ziska

?harmaceuticals
Ltd. Gazipur.

Cholecalciferol (Vitamin Dr )

USP 2000 lU OrodisPersible

Tablet

DCC-245 eT qsls Cholecalciterol (vltam ln

Dg) USP 2000lU Tablet Rrqr<q{6qlfi8 t

EGffi ffi Orodispersible Ta blet Rccr<
q{rfiqrKq{r\fi6{q{F'.6drq I --

02 Opsonin Pharma

Ltd. Rupatali,
Barishal

Pirfenidone BP 267 mg

Tablet

DCC-242ETwl'* Pirfenidone BP 267 mg

Capsule Rcffiq-{cflfrs r qffi "mtr
Tablet ftrqtrt q{rqfqFffi wlr qI6{vFt $r{(q I

qe6ffi usFDA q< 6<BP=8ffi 
'Etft{

TGEq I

!f,{ffiq{s<tcEs

'lrrd I

ffi{tr usFDA e< ca+Ir<qqlft{
ec{[q r

\T{mtq{c[ c{cs
eltc{ 

I03 Opsonin Pharma

Ltd. Rupatali,
Barishal

Loratadine USP 10 mg OrallY

Disintegrating Tablet
DCC-200ETWI.t Loratadine USP L0 mg

TabletRcqr<\n-{c{rfrs r q&6ntr qqE orallv
Disintesrati ng Tablet Rrqc< v-{Ntr4t-fi wrs
q|6{VFT:FGTCQ I

DCC-2208{cslT Gliclazide BP 30 mg

TabletRccmq-{c{fu r etGffi {qtr
Mod if ied Re lease Ta blet Rrqcq q{rlfqcl(
GidT\fir{lFTTGGq I

qt\offi BNF-81 (Page-749) e<

6ssl1.<Eq1ft{w<rq I

w{[qln+ffiIcw
"[r< |o4 Sun Pharmaceuticals

Ltd. Gazipur.

Gliclazide BP 30 mg

Modified Release Tablet

6ntr u KM H RA,a{ crslc<q q,1ft{

s(<(q I Algae Source BraqcqQt

w{cffi-{silG(g
"lE;t r Algae
- __----s--
sOUfCe {r\3[e I

05 Advanced Chemical

lndustries Ltd.

Narayanganj.

Calcium Carbonate (Algae

Source) USP 1500.00 mg

(eqv. to 600.00 mg

Elemental Calcium)+
Cholecalciferol (Vitamin D r )

BP 4.00 mg (eqv. to 400IU

DCC-}4LWcsI{I Calcium Carbonate usP

1500.00 mg (eqv. to 600.00 mg Elemental

Calcium)+ Cholecalciferol(Vitamin D r) BP

4.00 mg (eqv. to 400lU Vitamin D e )

TabletRccmq-{c{rfrs r &ffi "tqF

$r
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Generic Name,I)osage
Form, Release Pattern
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VitaminDg)Efferuescent
Tablet

rmervescentraulW Rcryr<

\ryrfircFf q-{qr6{viT?F(<'cq | _
06 Advanced Chemical

lndustries Ltd.

Narayanganj.

Esomepmzole Magnesium

Trihydrate 20.00 mg

Delayed-Release Ca Psule

DCC-238 ET Isllt Eso me Prazole
Magnesium Trihydrate 20.00 mg Capsule

Rcqmq-{c{rfrs r qffi "PiF oelaved-

Re lease Ca psu I e Rrq6{ w{cfiqnT q-{r qtrmt
TGtcq I

qGffi USFDA,{< mslcrq rflft{
s(3t(q I

q$T[q{s-{t6{F
,IIGT 

I

07 Advanced Chemical

lndustries Ltd.

Narayanganj.

Esomeprazole Magnesium

Trihydrate 40.00 mg

Delayed-Release CaPsule

DCC-238 sT qEH EsomePrazole

Magnesium Trihydrate 40.00 mg Capsule

Rfirs\n-{c{rftE r qGffi qqF Delaved-

Re tease Ca psu le R6{c{ v-1cTrrrffi q-{r qIr<q-{

Tr<(q r

eBffi usFDAqirctrslcmq]Fm
F6d(q I

\tr{r$q;rs-{r R[s
'ltcfr I

08 The IBN SINA

Pharmaceutical
lndustry Ltd.

Gazipur.

Rabeprazole Sodium INN 10

mg Delayed-Release CaPsule

DCC-220 v{ csl$ Rabeprazole Sodium INN

10 mg Tablet Rrcr< \l1ltfts r e&ffi qqB

Delaved-Release Capsule Rcqc< u-$TrcHT
q-{rq[trmTiF(n(q I

qCffi usFDAqsa-qqrsnffq
+r{Cq r

q{c{tq{s-{rc{[E
elt(T 

I

09 Drug lnternational al

lndustry Ltd.

Gazipur.

Qqgprazole Ph. Grade

266.67 mg (Contain

Omeprazole USP 40.00 mg)

Tablet

DCC-233ETcvllt Omeprazole 40 mg Tablet

Rcqurq-qrTrftE r eGffi "tqF Mups Tablet
Rcw{ \Urflqrl< q-{ qtc<m'{ €<rq I

qCffi UKMHRAq(6SIr*{c.fiF
FGTCq I

q-{rqlE{s<l. mcE

'm<r I

10 Unimed Unihealth
Pharmaceuticals
Ltd. Gazipur.

Amantadine Hyd rochloride
USP 100.00 mg Tablet

DCC-226 Eq qsB Amantadine

Hydrochloride USP 100.00 mg Capsule

Rcwqq-{rflfrs r qBffi qqtr rautet R6{r<
q${IrcKq-{rqltrrE{srfiq l _

qCffi usFDAqa6{sr<qq1Rq
€fiE r

\tr{c$a{s-{IRF

"ltct I

71 Unimed Unihealth
Pharmaceuticals
Ltd. Gazipur.

Potassium Citrate USP 1080

mg (Potassium 10 mEq)

Extended Release Tablet

DCC-232W csl-s Potassium Citrate USP

1080 mg (Potassium 10 mEq) Tablet Rcc6{

s-qmfts rsffi"tqF Extended Release

Ta blet Rcqr< q{mqrm q{r qIr<Ei-{ smcq I

qCffi usFDA,ar 6{slr<{ nR-{
TGGq I

\tr{[Im{siilG[s
eltGl 

I

i-,W ah ,d6 d
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L2 lncepta
Pharmaceuticals
Ltd. DhamraiDhaka.

Venlafaxine Hydroch loride
USP 84.87 mg eqv. to
VenlafAxine 75.00 mg

Extended Release Tablet

DCC-223 \eT Csm Ve n lafaxi ne

Hydrochloride USP 84.87 mg eqv. to
Venlafaxine 75.00 mg Tablet Rcqcs
q${ffrE rqMFItr"tviF Extended Release

Ta blet Rrc6{ v-{mqrm q-{ qrc<w?-{ sr*r{ |

qGffi usFDA,{TcTrrfrEIRr
srfiq I

q{rfic;rs<I mrE

'lIGf I

13 lncepta
Pharmaceuticals
Ltd. DhamraiDhaka.

Atomoxetine Hyd rochloride
USP 11.4275 mg eqv. to
Atomoxetine 10.00 mg

Capsule

DCC-239 ET cs[{ Atomoxeti ne

Hydrochloride USP LL.4275 mg eqv. to
Atomoxetine 10.00 mg Tablet Rcw<
q-1rltfurqBffi'tq6!3pg{gR*r<
q{rflrcKq-{tqttrffi{T(s[q I

qGfFE BNF 81 (Page 367) qt
6fi1@c-rRqsGEE I

q{rllq{€rRF
eltct 

I

t4 lncepta
Pharmaceuticals
Ltd. DhamraiDhaka.

Quetia pine Fumarate BP/Ph.

Eur. 57.56 mg eqv. to
Quetiapine 50.00 mg Film

Coated Tablet

DCC-2423 ET Wl'$ Quetia pine Fu ma rate

BP/Ph. Eur. 57.56 mg eqv. to Quetiapine
50.00 mg Extended Release Tablet Rcqcq

\r{[qlfrs rqGffiqqfr Film Coated Tablet
Rrqr< q{cctrrdr wr qE<r{ rrcrq I

qeffi USFDA .qd 6{Tr6<q qR-dr

scrcq I

q{r{IqTGrrGF
,ITGT 

I

15 lncepta
Pharmaceuticals
Ltd. DhamraiDhaka.

Levetiracetam Ph. Eur. 100

mg /ml Solution
DCC-233 ET qEIs Levetiracetam Ph. Eur.

100 mg /ml Suspn. Rc{r<q-{rqrftE r qGffi
qqE Solution Rrqc< w{c{rqri< wr qrmvFt

Tr{Cq I

qBffi BNF 81 (Page 338)+*
5gQclqErftqs[<rcq I

q{mq{s<t c{CE

'[Gt I

L6 lncepta
Pharmaceuticals
Ltd. DhamraiDhaka.

Hyoscine Hydrobromide
Bp/Ph. Eur.0.15 mg

Chewable Tablet

DCC-242 v{ csm Hyoscine Hydrobromide

Bp 150 mcg Ta blet Rcrrm q-{cilfru I qG&Htr

"tqF Chewable Tablet Rcq[T q{[qTqffid q-{,
qlr<vfis[-<rcq I

Ecffi BNF 80 (Page 458)q-{
cc+tr<qqfiqFGlcq r

q.${Iq;rT.?[ RCs
ercr 

I

t7 Navana

Pharmaceuticals
Ltd. Narayanganj

Atorvastatin Calcium 10 mg

Chewable Tablet
DCC-218 E'T :{slq Atorvastatin Calcium

Trihydrate 10.843 mg eqv. to 10 mg

Atorvastatin Tablet Rcc6{ qtc{lfrs 
t

qfuffi {qE Chewable Tablet Rc{r<
\tr$EIqC;K q{]', qtr{vn F6drq I

qBffi USFDA,qd cilsl-r<q q'rR-{

TGtCq I

q{[{Irms<tc{rE

"n-GI I

ifu-

a,fr
'jl

l
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Reasons for ApPlication Submitted Documents Comments
st. No Name of the

Manufacturer
Generic Name, Dosage

Form, Release Pattern

DCC-238 v{ qsm OxcarbazePine USP

150mg Ta blet Rrc6{ w{cltfrs r qGffi "tqtr
Exte nded Release Ta bl et Rrq6{ w{cltqffi
wrqrFPI{TrS(q I

ffi usFDA qir cflslcl'{ EIft{
T',r{cq I

q-{rfiq{*lI Fcu

'IIGT I
18 Renata Ltd.

Mirpur Dhaka
Oxcarbazepine USP 150 mg
Extended Release Tablet

{

DCC-215 ET qsl.rt Oxca rbazePine USP

300mg Ta blet Rrc6{ q-{cqlfiE r qBffi "mtr
Extended Release Ta blet RcrI6{ q{cfiqffid

wrqltrPi-{sGlrq I

qfuffi usFDAq{6{s'mqnRq
rFGT(q I

\[{Hn4qG{I fiF
'ITCT I

L9 Renata Ltd.
Mirpur Dhaka

Oxcarbazepine USP 300 mg
Extended Release Tablet

20 Renata Ltd.
Mrpur Dhaka

Oxcarbazepine USP 600 mg
Extended Release Tablet

DCC-215 ET:tslg OxcarbazePine USP

500mg TabletRrrrrsqs{fu r eBffi {qtr
Extended Release Tablet Rrq6{ w{6{r'a.rffi

EqrqltrIq-{ffiI(q I

qeenB USFDAq?crsrr<aq.lfu
?FCEq I

q{rfiq'{Fificrcs

'{liF I

qeffi EMAq<5g€I6ffinft{
rFrd(q I

\f{[{tt4-Ts<[mF

'116{ I
2t Renata Ltd.

MirpurDhaka
Levodopa USP 200mg +
Benserazide Hydrochloride
Ph. Euro 57 .Ogmgequivalent
to Benserazide 50mg Tablet

DCC-251v{qt5Et Levodopa z00mg +

Benserazide 50mg Capsute Rrq6{\tr{rlrfrs. r

Eetlqtr "mF ra btet Rcq6{ q-{6$rcK qry

wclri;tiFtif[E I
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