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Reasons for Application Submitted Documents
(USFDA/UKMHRA/PMDA/

TGA/BNF}

Comments

01 lncepta
Pharmaceuticals
Ltd,.,Zirabq Savar,
Dhaka.

Dry Vitamin D3, 100
(Cholecalciferol Concentrate
Powder form) BP/Ph.Eur
20mg eqv.to Vitamin D3 or
Cholecalciferol 2000 IU
Chewable Tablet

D CC -24 5 s-q qst*t Cholecalciferol
(Vitamin D3) USP 2000 IU Tabletfrmr<
wAetftv t AG't l-{E'kft Chewable Tablet
Rcc({ w{c{rrca-d wri qtrrl-r rmcql

aFtnEBNF-83 (Page-

1169) oecr+rr*tntfte
rFrdcql

q{Htcc1TTflrfltfiI
FTI

02 Nipro JMI Pharma
Ltd., Rajendrapur,
Chauddagram,
Cumilla

Glicazide BP 60mg modified
release Tablet

d

DCC-240 sccsftrGlicazide BP 60mg
Tablet Rrcr<q-*Ttfrst d&tHG etcG-d

m odifi ed release Ta blet Rcrr< q-ff[ttrrr
wrqttrIqirrfiql

aefiqE BNF-81 (Page-

749) q< crstcrq llft{
:FCiEqI

q$Ttc'trKwt{K.rs{r
FTI

03 Nipro JMI Pharma
Ltd., Rajendrapur,
Chauddagram,
Cumilla

Glicazide BP 30mg modified
release Tablet

DCC-220 e-{ >rsfit G I icazide BP 30mg
Tablet Arar<q-*{fut dGtffi ffi*
m od ifi ed re I ea se Ta blet Rcrnq q{c{tc.rffi

w{rqltrm{<rc[(ql

AfitbFEBNF-8l (Page-

749)Aa 5sqrcd.qRlRq
iFGt[ql

q-${tctrrrTflTtr Is-{r
FTI

04 UniMed UniHealth
Pharmaceuticals
Ltd., Gazipur,
Bangladesh

Rizatriptan Benzoate USP
l4.53mg eqv. to Rizatriptan
10mg ODT Tablet

DCC-224 s5[ qst{ Rizatri pta n Be nzoate

INN 14.53m9 eqv.to Rizatriptan 10mg

Tabtet Ac{r< q-1r{lful dfr'bnE tcfrd oor
Tablet Rrryr< q-*nrc'r{d wti qlritq;I TGI(qI

a&tffiBNF-79 (Page-

494) orc*efamntfto
rscr(ql

gr{cilqffiflfiir{€r
qqt

05 Popular
Pharmaceuticals
Ltd., Tongi,
Gazipur.

Linagliptin INN 2.5mg +
Metformin Hydrochloride BP
I 000mg Extended Release
Tablet

DCC-245 q{rre-lx Linagliptin INN 2.5mg +

Metformin Hydrochloride BP 1000mg

Ta blet ftctc< q{clfis I a&tfi{G "FiE{
Exte nded Re lease Ta blet frrryc< q-{['fircffi
q:rqtr{ri{:FGr(Ql

A&ffiUSFDA E<

ccrcrqntftqs'Gr(Rl
6aq|6dqqt&: $ets\t

qmmmrms.rwr
IFT I

t
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DCC-240 \t{{sl5r Progesterone BP 200mg

Soft Gelatin Capsule Rrrr<w1mfivt
ae$FC "Fifu capsule Rctr< qrryrq-rrd q-j{t

qErrq;Iircr(ql

AFNhqEUSFDA.S<
6lTr6{qq.tFlErFr:I[ql

q&Uqtrrq{rflaqr€Is
etnEvpaa1fifrfr6q
on,t{qsTfr{ qn

Bqilqffid1Rtflft'<rrcq
ftm,srqutt'I(qT{lfu
qrffiT 6fiPIq-{6{rq"{
rmtRFqlrit I

06 Popular
Pharmaceuticals
Ltd., Tongi,
Gazipur.

Progesterone (Natural
Micronized) USP 200mg

Capsul{

DCC-244 sr rrstst Beta m etha so ne

Dipropionate USP 0.064gm eqv. to 0.059m

Betamethasone + Clotrimazole BP 1gm +

Gentamicin Sulfate BP 0.1693gm eqv. to
0.1gm/10ogm Topical Cream Rmr<
w1cffiv r afrtffi "Fitrd Ointment Rffir<
q{r{Fir.rd wlt qrr<q;[ <tGrcql

riflit 6rFt[<FT nfqq T.6<r{,4<(

6iFl;1 6$Ffcr,T 'lneTIslltfi r

{t{E6fr{I9flri.riEIIrFI I

07 Popular
Pharmaceuticals
Ltd., Tongi,
Gazipur.

Betamethasone DiProPionate
USP 0.064gm eqv. to 0.05gm
Betamethasone *
Clotrimazole (Micronized) BP
lgn + Gentamicin Sulfate BP
0.1693gm eqv. to
0. 1 gm/l 00gm Gentamicin

DCC-25 I ql q-\,-tit Calcium (Coral Calcium)

500mg + Vitamin D3 200ru Tablet frsr<
q-{cltfrs I dentF{R "Fim-d Chewable Tablet

Rcrn-<q*qtqfidq-{IqltrrlHT.rd[El

A&'S|rFBNF-8O (Page-

1147) q{crsrcdqq'tR-{

TGTIqI

qtcflqFK{,nR'r€r
FTI08 Radiant

Pharmaceuticals
Ltd., Tongi, Gazipur

Calcium Carbonate (Coral
Source) 1250mg eqv. to
500mg of Elemental Calcium
? Ctrolecalciferol Concentrate
PowderUSP 2mg eqv. to
200ru of Vitamin D3
Chewable Tablet.

09 Radiant
Pharmaceuticals
Ltd., Tongi, Gazipur

Aceclofenac BP 200mg Fikn
Coated SR Tablet

DCC-242 qc rst{ Aceclofenac BP 200mg

ER Tablet R(cr< q1{tftsl d&eFG 't{fr{ sn

Tablet frcryr< q*rqtq, ir q-{r qtr{fi irtt[ql

6$16$FI6iFlnR{s.6<r{
fu s& PP,afrfr's.{ r

El-{rqrqfldrflB'I€r
FTI

l0 Gonoshasthaya
Pharmaceutical
Ltd.,Mirzanagar,
Savar, Dhaka,
Bangladesh

(Thiamine Hydrochloride BP

50mg + Riboflavin (as

Sodium Phosphate ) BP 4mg
+ Pyridoxine Hydrochloride
BP 10mg + Dexpanthenol BP
5mg + Nicotinamide BP
100me)/2ml Iniection

FCC- 1 14 s'r rsl-ir rFi'I6 'tqF{ 
q{crtcl

xq35rs 6{rr{ s{t 6{tl
rFl;t ctrSTGPTfl{ES'6dH utttT.rfi1ETTr{1EFcfd"t

:EIICrsrtlct I

ffifr- ,lc
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1t General
Pharmaceuticals
Ltd., Kaliakair,
Gazipur

Levofl oxacin Hemihydrate
USP 10.2509m eqv. to 1Ogm

Levofl fuacin/ I 00ml Solution
(veO

DCC-242 q{ qsH Levof loxaci n

Hemihydrate USP 10.250gm/100gm
Powde r Rrirr< w1r*ftu t deffi "f[trd
So I utio n Rmr< w*qm+* wr R{tKq-{ +rfrcq I

qqEfufqt{-q6e q{qEi[n

<r&qF{t{r*cqt
'lr{TE Ismq-\ca s-{ qsrit

{&qq<t Erltqfrqm q<(

5q-a 6sqrGrqq.rFFTTr<fr

R{Eqr6{q-{qrTqilEI
GT[ggITCt I

t2 General
Pharmaceuticals
Ltd., Kaliakair,
Gazipur

Astaxanthin USP 2mg
Capsule

WC-241 sq rsl.t Astaxanthin lNN 2rng

Liquid filled Hard Getatin Capsule Rr+r<
qr*tftvt detffi'Fitrd Capsule Rc{c{
q{[{t{'r{d qT qt(<rq{ srfr[ql

rFFr GFFITiI{fl?FT:F.6TFT 'IIIET 
qrF6 ]E[CEII6;[

T11q4 qR "flEu1afuq6ffi{T,I"I{{
frffi-W,, q{ rrsln

<tfrrq rrt qrrcqfiqm q<\

5iFln6ss'rGrqEfilEiF.6<fr
fr{rg\Trrsq{ffiqilffiI
GGgqTGt I

l3 General
Pharmaceuticals
Ltd., Kaliakafl
Gazipur

AstaonthinUSP 4mg
Capsule

DCC-z4I qcrsf{Astaxanthin INN 4mg

Liquid filled Hard Gelatin Capsule Rmr<
w1c*fiu t dfrrtfi{E rFifil Ca psu le frmc<
sr{Htq'cfir qr qtrrrT;I srf,cql

6qn 6{€l'cFf EIFIT srdl{ fiTKTsEfqr{Ir{
s.jT"ry{ qR "flEurdfu
q6GffiG{Tfiq{{
Gffi-lce g.{rrsrt
<t&q+-dtEcg[qRqrs e<<

r+rq c*er6sqc.rfu{Frcfr
frffiqmq-{ltrqilsrr
6G9'[6t I

l4 Pharmik
Laboratories Ltd.,
Khulshi,
Chattoeram

Ascorbic Acid USP
500mg/10gm Sachet

erqtr UFr T6fil-{ sliF FEs q-$TITcs r{ I GFl;t ctrStr<rrTcltfiT.6dFT qqEEI'TT66IETT]qID

€{y1rltfrsr{fi{Fs
UFf €fim{frtrFcemct
ffitcro,fGt I

15 Pharmik
Laboratories Ltd.,
Khulshi,
Chattogram

Pheniramine Maleate BP
22.7OmgTablet

eEtr upr r6Etq sFF € w{r{ltcE {s I rslit 6{stcPTElf{qr6dli qnEEpr€EmTl$r

{eq-{cflftsq{G{E
uPterEm+fifts c+<q

c[cEs'ltct I

t6
Unimed UniHealth

Tamsulosin Hydrochloride
USP 0.400 mgModified
Release Tablet

tqF Efifr-qqe \o{ qsB rFrPlT{ tEc{6t

c-{[{lfu I qG&rF Modifi ed Release Tablet
Rcqc{ qrlIEH? qii qr6{q-{ RtR-{ sGI[q I

aG'6EGBNF-83 (Page-

846) o< c<+rcrq qtR-{

<rcrcEl

\rlcT[q"[i{flm{€l
E{r

,ff){.' .e
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de'hqG USFDA qt
c*+rGtqclR-{iffi(q I

6gqt6d{qtt&: eobgbot

qclrrrqawnR{qr
qqr17

t8

Incepta
pharmaceutical ltd.

Oonepezit Hydrochloride USP

10 mg ODT.

,[vil6lvp[lq-tq) 91 )lvlll urlsLnu l<L'r{"{

c1c{Ifu I qB'&'{E oDT Rc{6{ q-{6{rqr{r q-s

wr<q{q.|ft{Trit(q I q{rclq'6{d{:tlR{€r
Eqt

Incepta
pharmaceutical ltd.

Donepezil HYdrochloride USP

5 mgODT.

ffiffi-l\)E{wtrEIRrqERcitr{
w${fu r qG{rqB OOf Rrq6{ q{cqrq-r"K q-{
ma&a6r;;r6 t

gllvulnlu LJ {)l'Llfr q'

c*qrd{qlfuiETcq I

6aqI6d,{ql&: eobgbol

ronc*er(ilqnffi{rfri I

ii- r

e&irnF6<Ftq6{tFrcPT
ntRf,+r{frfrffiqrr6
cileroerm t

19 LabaidPharma L"*trriltpine q* qB Rrc6{

BesylatewEmtrrreFrt t

diID lgFr{-a.a\ E-{ {qn LevarmoqrPu[i z' Jr

mg, Levalmodipine 5 mg Tablet Maleate

Arqrsws{fu I qB&Htr Levalmodipine q*

aB ft6q6{ gssYlate w1ffinr+* wr qltrm{

iEiEq I

,.il
r .ot4hffi MflBTflT

'cft{REFriF,
&qqeHFr{qRqq r

ffifl{+,
&q{ q.fiT{qRrdd

{fum,
$q{q"iFr{\{&q'dd I

B FEB 20?3

L

{RflT{ (58 qB);


