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#-li-. City Fherma, Chittapong

B
Hecommendations of the Drugs Administra-
tinw m:hﬂ'mg 'I_Jnnt:'ullr E—umigﬁ
r e rocipes of essen drugs
I&&l‘rﬂsuptﬂ E,"IGEIEIE

Firn/Srand Epcommandation

gieylah, Comills

Bkyeid Buspenaion Hay be Approved.

(Aluminium Hydroxide Comp.Gel

+ Magnesium Hydroxide) ';“l,

Skyeid Tablet May be Approved. ‘e .d. R‘

(Mlgsinius Hysroxide dried ,ﬁ’" o

al 400 mg +
Eue;nusi.u Bydroxide 400 =g)

ﬂ”

Rephoo, Jarieal ,ﬂ
Chlarbutal

Titamin 3, Inj. 25ms/tal “*-r‘riu« - mauhutteiu
d w?ﬁ" in placa of phenol and deletion of
lignocaine. Hust be in ssber coloured
flat bobomed ampoules with cesamic

printing.

Mowphorma, Dhaka
Biloeillin Capsule May be approved as recommended
( Ampicillin 250 mg) inlatest inspecticn report. I‘m{yhg’
Hioxallin Capaule CDT_E.
(Tloxacillin 250 mg) ||.I|',‘|-"-.
fifacin Capsula tJ:H be approved as - ru-:umm:!.fﬂ

i i gtest inmapection rapor nane
(#ifampicin 300 =g} to be changed because of duplication.
Bioayein Capeule May be kept panding till mierobial
(Oxytetracycline 250 mg) asgay facilities are created.
Bioolox Dry Syroup May be kept pending till facilities
(Cloxacillin) STE DTN

?..—4"'
Bariu= Sulphate powler EP May be *Pm*ﬁbﬂ??ec ea_"_}\. 1'
(L'ray grada) -’L.t-.L/L r_j..‘{—"’
A



L

Clernol lotion
{Chlozoxylenol &,.8%)

. Cibitame cresm

(Chlorhexidine gluconate 1%)

Glycerol Suppos. EF

Fuzerete SFTUP
(Ferrous fumarate 2.8%)

| Cymol Fowdar

(Sulphanilazide)
Co-trimoxezole Susp 220 mE +

- 40 ag/5 ml

Glyceryl Cintment
(Glyseryl Trinitrate)

Cxytetrasyeline Capsule 250mg

B=Gomplex Capsule

Cymet Suspension

{Benzoy Metronidazole B.4%)

. Fuleinforte Suspension

(Griseofulvin 125 mg/5 nl)

May be approved, conditions :

a; final get te be filtered
b) special type ol bottles
{not like syrup bottles) £ be used.
&) polystesrine (clear) bottles af
scial shape may be allowed.
d) Dilution for 4 tic uses to be
centioned in label.

¥ey be approved subject ©0 chengo of
nams becsuse it may confuse with
iE{bitane'. and purified water ne
£a be used o 100 =l.

May be approved subject =
specifications of exact packing.

May be approved with condition To
amend name a8 "Farrous fumarate syrup”
delete polysorbate BO and give
specificationa of colour and Ilavowr
as, 'pharmsceutical grede’.

May be rejected as the drug is not
nEE-'imi

May be rejected am, the formule is
dl:lﬁ‘t-i‘ll'la:.

Eay te rejected because, the dyug 18
not listed) in sanintial drug list in
this Torm, dosage are not controllable
in this form explosion proof
rasilities ere needed for such .
Hay be kept pond till peparate
produstion fasilities and microbiolo-
g&uﬂ REGAY gui.iit;ua, e creatad
which is to be confirzed

inspaction.

May be rejected as, capsule formol
aueh drug are not allowed.

May resubtmit in teblet foram.

May be approved with condivion to
giﬂ: gpecification of the drug as
Pharza Grade’.

May be Tejected because formula is
not gpuitable snd name is oot
acceptable, sorbitol not needed end 0o
flavour i added.

1



L dporel Tablel

Cxytetraoyeline Cintment

(Oxgytetrasyoline 3% +
Polymyxin B-Bulpnate)

Chloramphenicol Cintment 7%

Chit

Vitace Tablet
(Vitenin C 250 mg)

dntarin Tablat
{Aspirin 300 mg)

Biramoy, Uhaka
Beabin Amulsion
Banzyl Henzoate 25%)

Beaan, Dhaka
(Glibenclamide S =g)

United Uhemiak, Thaka

AnpisyTup
{Azmpicillin 135 me/Sal)

Had i
Aspisillin Capsule 250 mg

Tetracycline Capsile 250 =g

Hey ba kept pending till Juality
Contool fmiEitiaa ara avallabls
and Hef.standard ete. are available.

May be approved.

active subatances

s B¥presaing sodium
as afuivllﬁnt af mscozbie

ond redutsing guaatity of

Ruinoline Tellow,.

Yary be rajected because the

ipiants are not acceptable,.
regubmit sithar as plain aspirin
teehlet or me soluble irin tablat.,
binatd with antscid is not
eroigaiEle.

May be resubaitted with P formula.

%
Fr
i = Hb-"-'
W w#jiﬁept

peilities
tion.

ara unn!h'lﬁsﬂhr ing

egqulvelent ko

2.50 g of base per 100 ml, glve 5&
{':'-.‘1"15

g) overage, glve apecification
of opb-g—gil pa B and give
pask pize as 100 pnly.

May be kept
ace confirm

anding £ill facilities
by inspection.

= A3 =




Lghipgone , Chittagone

Disprol Tablet
Paracetazol 500 ag)

Maprol Ligquid
(Parscetemol 1120 mg/5 ml)

.."E P I, Dhaka

 Chmpicillin)

s’ Loxneillin)

m—

' Reliance, Rejshahi
3 b peacats Tdquid

" Retrim Iiguid

eI [Cotrinoxsscle 200 Bg *
40 mg/ 5 ml) '

Ribgk, Uh

Fono W@y DN

= G-Chlerph
o 10 mg/M ml ampoule.

Bipieillin #099 pg capsule

X :Lgiclnxm Capoule ﬂf E-uﬂ""f p@
" (Beagoyl Metronidezole u.lﬂé}/t

. {Oxrtetracyoline 250 mg) fi

G-Pramethazine Injection Eﬁlsf"il!lnlﬂhﬂ

gniramine Injection

-‘|.1~

=

0
o)

. B h}d«/

L Y¥ay be resu with the signature,
nanelf and T traticn aumber of
thoir FPharmaciast, chang fame . AS
it may confuse mas dispersible tablet

and deleting sodium bengoate.

Kay be resubzitted with signature,
nams snd regn. no. of their
Pharzacist, changing name, using
plein glucose syrup, eod Iiul-ﬁtinﬁ
carbomals

mﬁ

pruviniunuur
nb'l:u:.n-.:lg nase and

o, of Fharmatisht
the letter.

\Jw y "
c-:m:htmn,isiw
%« ic 1-::; Grede’.

Fay be approved,

L9 -

i May be kept till fecilivies axe
gonfirmed by inspection.

i ,ﬁ@“
rﬁr-&ﬂ. wi
tg uga amber colo 'L‘llrll
ﬁw istration o bur &
nocift.

:Fu,;r be approved wi tin n-::ml:.t
5?.'“ registration numbe
armsacist.
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o —

| Caated

GeChlorprogazine Injeation Hary be :pgrnvud with condition fo
axprass SiT ge 2% mg ml and
pack size to De 2 ol ampoule
containing 25 =g/ml i.a. total 50 =g
as recozmended in the WHO list of
ecpential drugs s=d protect from
bight, peck in amber coloured aops

City I'h Ghi

Atropiae Injection i lg;r.- esubmitted alter sterile

7 ties are completed and

ars lities be confirmed by -
I- #&J 7 Elan.

Digtilled Water -55' do -

Fethidize Injectico | J, ! - do -

% : f &

Dextrose Injectlon E I - da -

Horphine Injection 10 mg/m - do -

Morphine Injection 30 mg/ml = do -

Eyoscine Injection s A ch

Alumina Suspenaion - da =

Egsential Drug Compeany, Dhaka

Parscetamol Syrup 125 mg/S ml  lay be approved {for supply to DDE
kits only in this strength

Gaponated Bencyl Benzosnte Kay be spproved deleting *100%" from
{Consentratad) o

Chloroguine Syzup 50 mg/5 ml May be approved with condition %o
ive apecificaticas of the presarva-
ives pnd purified water ms BF.

Vitamin C 250 og tablet May be spproved with condition to

usas coated gramular form of the
getive ingredients.

g ap emanded.

i Hyoaeine Sutyl Bromide TE‘HE‘:-FQ‘ May be approved with name af shoa
¥

Ergometrine 250 meg Tablet) a apoproved with condition to
e pyarace. aod the atrength of
gtrine Haleate to be O.<C BZ

recommended in the WHO of

Essential Drugs (Vide TRS T22),



— ] Ty

[

~ Mitponidazale 3P 250 =g Tablet lMay be approved with deletlon of
Fipagin ¥ as preservatives are
not mllowed in tablet.

Tetracyeline Hydrochlozide Hay ba kept pemding £11]1 ointment
nrment W facilities are created and
confirmed by inspection.

— oy v
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rq" at ! i 3 T i ; n' v M
2 : GOVERNMENT OF THE FEOPLE'S REPUBLIC OF &:
'.z?:, 2 :Dmmmnn OF DLUG ADMTSTISTHATION e ra
: » MOTIJHESS COMMERCIAL AREA, :n:uu-e. ;T

“-"i“il-"ll--l--l--l-iii-

" Memo To, DA/25-2/84/ Dhake, dated the..:....
To
:HEI EdE @ namaw s L B I I LR

I% appedrs from tha report of tha Euva:mmt unal;rst t i
the product ",,..... . 1 1 cen e " Batch Woa il dui ;
munu.hctu:-m by them has been found nct to conform to ﬂw
because the Zollowing defects :-

+

B FFEF W B m =

In viaw of the Ebove; thay are directed to ahaw CcHUE® Eg

= TN T
way the above product will nst be suspended/ cancelled fromthe: i”'-‘__!
licensa. j'f f

Thay are directed o withdrew the above batch f{rom ia mrr :
Within 15 (fifteen) ddys with a public motifi

laily news paper and the paper elipping should ’hl I o
A E.u-u"l a— L

. M{ 1II:'Ihtgtul.gli’:"ﬂ.-::sn for :.-:m:nrd E_,.?, Uhm \

The repty must reach this office within 15

from the dote of issue of this memo failiu.g wh&.-n
¥okan without furthes raférenca.

[
s

Hemo Nao. DAS25-2/84/ Dhaks, dltndﬁhﬂl
l::npg Tormarded for Ainformation to :-
o Ihe Govi, Analyst,...... .0 vov.ooes o i

2 Thﬂ E‘u.parintimd_tnt nf DI'I.-I.Eﬂh-. TERT

"
ot

L1

'+I i ‘? rr..- T -\-i. :
[ERas if! !! ‘“'."'ﬂ‘r-ﬂ-l

Lisencing Au hor :Lt:.r ! ugs
Drug kminisira !
Dhaka, Ea n.glﬂdq-su.
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¥ir i
'
’ fecommendatisns of the Drug Administration \
. regunding recipes -:r.. pasential dmugs N,
rezoived apbo 2010 o
Firs/erebe (2 o i Recosmepdatlon. ... . 1.
Zisica Phavad;-Dwars. O e Bt ol | .
(liow_Project] = “fy ',J.s. .
1 Esfex Liguid Hady be a.p:n'u'rdwith sondition-to market
E '1 o Noscapine HC1l 15Sng/Sal) in peneris name, use noscaping In
Iydrochloride form, give indication as

antituraive aaly, waPn af "pot
ricosnended for children' dosege me =2
taa apsoenfil 2= Eivpea deily end stotus
aa "prescription oniy'.

M
ﬂ_}{\ 2 asoosol lotion Fay be approved with conditisnm te
IIL-""' [Bensyl Sepzonte 250 change peme as it may clash with “"Ascoson
end eld evold eyes and micous membranes"
W in dosage. 1k

Perronid ligquid Hay be ltm"l"'ld with condition to change
'*(Q-'w : iﬁﬂm‘ Clucanate 300mp/Snl) mame lash with "Ferromid"™, delote
m add "iron defficlency anaemia”
&

ieation and delete 450 ml pack size

_F't Paracetomol Syrup 120mg/Sal Moy be approved with copdition to dulﬂ.:ii
'||.1-"..}-’ X 30 ml pack size and dolebte overage.
. 5, Zermox liguid
I\M {Meobegdasole T00Rs MO00m1) Far resubmit in corvect strength and
deleting overape.

Z=lntnaid Buspension Muy be kept poending till sicroblal
CAluminium xidg + fepilities afc completod.

Fagnesius hydroxidae)

torth Beagal Fhars, Fosgson (Few Preject) —— ?"W

Fendezole ion Hoy be spproved with condition to dele
(Mebendazole T00mg/ 5al) overage,

i}' ill 2 Paracetanol Syrup 120mg/Sml Hay be oprroved with copnditicn to deleta i [y

3 TUltrecid Tablet Hay be approved.

overage and give ilndication as per HAF. \f-‘

(Aluminien de 500 mg + :

ﬁ Mapneasium de 250mg) !
ﬁ/\rf § Suparrolea Tablet g be spproved, give ipdication . as par H
.r" (Cotrimexazole 480 mg) % |
1oi1}im Capsule 250 May be ved use active ingredient '
t"h%/ .- Jﬁnupﬂlm form. |

/

2 ééf%‘ 4



8]

Tirm/Zrand

Halmodyne Syrup
{.‘P‘mnﬁlumna 200me /5wl )

Ntracid & i
e e

Tetracyotine Capsule 250mp

valalabad Fharms, Dhaka [New Frojsat)

.h:m,“ [
(impieillin 553-53

Indofex Oapaule
(Indomethocin 25 mg)

Cloxasil Capgule
(Sloxasillin 250 mg)

{Tniot T4 3 9Bag /21

a1 il D Syrup
(Cloxasillin 155me/ea1)

Jh=Faracetanal Tablet S00mg

Sedex Tablaet
(Diazepen Sog)

Anticpm Toblot
(Eyoscine Butyl Bromide J0eg)

JBasoumsndation

HE be spproved with condition ko delete
4% =l pack size, add iron dsfficiency ‘ﬁ
engenia in indicetiom, .

Hay be kept pending until alsrobial i
facilitien are cozmpleted.

May ba panding until penicillin/
Honpeaicillin products are arated

Irom one another aod micrebial facilities !’
ars complotod,

Hay be spproved with condition to delete

loctose, reduse guantity of talec to '
2 =g add 55 overage, give indication a3 p
8RF pnd sdjust quantity of maips atareh, ]

Hay bs approved delet lactose and
e justine gquanti sy -nfj-:‘iui stargha

Moy be approved with condition to dolete
lactoze and celluloss powdar and gquanti
meize starch to be adjusted. Indigation
to be ss per INE.

EIIIJ?’.'I- te approved with condition to pive

ml pack size only, delete m tol
maize mtaseh, ogiun stearate apd l:!.d.

a‘rarmé anr] rod no, nﬂhgiﬂ
ation of colour sod Flavour as
] «Grade' and indicetion as per BUF;

May be approved with comditican to give
100 ml E size ouly, sdd mangnsil.nd

DRZ yellow mo. 10, and ifisation of
colour and flavour as 'Pharma.brade’, i
and ipdication as per EEF, 111

Hay be qﬁwu with eosdition %o delate
lactoss, Hethyl callulose amd mlechol,
aljost tity of etarah ol mive
indie as per IHF.

; |
Hay be aporoved deleting mennitel
giving indication as por BNF, FI

t
ba approved with sandition %o {
;{H'.f nate a8 it cleghes with aspother,
daleftn manmitol snd carbosil, edjust
quantity of skarch, and give lodicetion
an pac Jil.



=]

il

12

ira/Fresd

Nedazole Tablat
( arole 400 mg)

trizox Tablet
(Cotrimoxazole 480 mg)

valox Tablet
(Aluminiu= xide ﬂ'UO:l.g +
Hagnesiom e 400me:

Tulyin Fablet
(Griscofulvin 125ag)

Baltanmsl Tablet
{Bultutemol & mg)

Hxpel Tablet
{le!.nnl: 50 =mg)

Al ardy]l Teblot
{ﬂ;rﬂnlnl W;E}

Trex Tablaet
(Frusemide 40 og)

Allergex Tablat
I:Ehlnﬁ'ph enanine Maleats
EE

2

EN
Legommandation

Hay ba approved deleting lactose

L...;iunting quentity of starch mﬂ*;iring
dcation am per HNF snd changing

name 65 it alashes with assther nooe.

be approved with conditisn to chan
E& becanas of duplioetion, delsts -~
mannitel, lactose and the word "Ancel®
mdjust quantity of starch reduce g

tity of may, stearmte and talec as
%E and 10 mg rnaEE;ti“LI and give

cation as per .

ba spproved with copdition ts zlv
Hin‘giu'nupuﬂﬂ. s

Hay be ved with sopditicn to chenge
Camn u%l delete lactose and

alookol and give indication as per DEF |
and give overage s 56, may use Masragol
5000 instead of 4000 variety.

Hay be spproved with condition to change
names becapse of duplication snd give
indication as per IOF.

May be approved with condition to deslete 1
lastose, give indication as En" BEF,
and adjust quantity of starch.

be approved with aandition to
oy * name as 'Cardyl', delete

e
lactose, and give indication as per BNP.

May ba approved with condition to delets.
lectoge, and give indication me per ENF |
end delete the word '"Avigel',

be approved with condition to dalet
:ﬂnitnlmiﬂ lactosa, replace nnrlnﬂ.:"

by DEC ﬁ%:l.mr no. 10 ol give indication
HE pET g

Hay be rejected, may resubnit in teblat

=r s

Moy resubmit with coating forsulm show
:garu.'l:ulr and deleting mannitol lactome

azaranth apnd indication ns per BLRF
ard name ax "Thufen, facilitios to be
coafirzed.

L .
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= - » Ty

4
Fice/Seand Becommendation
Dopenyl Tablet May e rosubmittoed with separate
(ﬁth:rldnm 250mg) formala for coatiog oeterial. Joating

facilitisa to be confirasd by inspsction.

Tetracap Capsule ivg till mierobial
(Tetraoyeline) faeilitios sro completed.
— '

Druglend, Spgra (¥ew Project)

Hotro suspension Hay be ved dalet 450 ml pack

{Metronidazole 200mg/Sml) size, delste ovarage sorbitol and
reduce methyl and propyl paraben to
250 zg end 50 =g respactively, change

isdigation ma por y dalete dosage

far glnpivitia.

Gluaokan & Mar ba approved dalating liguid gluscae

{gmumm Glusonmte nﬁ giving indication as per BHP,

=

Ferrolund Tobleb Hay bo approved.

(Ferrous Pumarate 200 ag +

Folic acid 0.2 mg)

Ozgancn, Dhaka

Cr pasl JEar dva May be approved with condition to deleta ]

{E:ngmphug:ul 3} I;E o 2,5% and status as i
'sraseription only'. i3

% |
fubrenin Tablet May Yo approved with atatus as “':' :
':J-'F'ﬂﬂ-_'—'ﬂ_’fﬁ EGO mp) "nrascription only'. i‘.—-‘
* JCF, Chaka

{ﬁﬂﬂl Euapm:h:n 3 May oe approved with -_-.nnﬂiiiutn E;'.L
sbandpzole 100ng/ Sal S g pEme 8BS "vomox", delate mEE
&"' . m-un 05 gnd meduces mispscrystalline
gollulose to 500 mg.

P o= 20 liguid _ May be spproved with condition to
{Potessiua Chlorida) I:""" changa name a8 it cleshes with TE=20"
dalate gorbitol apd glyocerin.

fiiborliarin Tablet 5 =g Moy ba :ﬁlﬂ"l‘ﬂ deleting laztobo

Methyl propyl pacaben and odjust
O gusntity of starch.
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Firn/Brand

Indo Cap

sulo
Lindczethacine 25 mg)

Bifemex Capsul
{Rifampisin 3!-[1-5- =g

J=Glox u;pm.ll
Cloxecilling

adleek=-B0 mg Toblet
{Eropranclol 80 ng)

Sheba, Dhek

Dextroge Injmatisn

Digtilled Water
Hormal Baline

e
\ns"

A

Boditm Bisarbopnate Infusicn

l'iutp'h.'.l.nu Injection

Fothidine Injection Tmg & 2=l

Marean Injection
Brmetzine Injesction
Atropine Injectiom
Selawin Injeation
Cymomin Injection
Emstine Injection

L

Regommendntion

v Hay be approved with copnditdon to

shange name ag it clashes with saother

TLER
Hay be kept pending till change of
praming :

dp =

Eay rejected.
ay remabmit in tablet fors oo per
decisian of DGG,

Moy be ol with conditian te
give %llih Freservative,
give indica as per OHF,

Mey be kept pending 111 inspection
report for sterile poep. i

availabla,
- da =
= llE .
- dp =

- do -
= dn -

- do =

- dg =
w A e
R
= g =
- E =

—

Ry
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Firm/frand Eooommandation
WEIS Plassodin Injection - do =
"6 Lergigen Injection = da =
Stars, Dhaka
1 B=-D Hay be rejected bocause formulsm is
{I‘Eu%n} dﬂeut.hru, fila coating nseded.
UL, Dhaka
1 Tinyvit Dropa ey e ved deleting "USP’
-EE",: sD90itinntion.
Sgzgshasthayn, Dhake
1 GeAluminium Hydroxide May be approved. V= i
Taklet 500 =g
G=Ephedrine Tgblet 30 mg Hay B¢ approved. {Eﬁﬁ* ! ﬁhiag
3 G=H, Banzoate Cmul. Hoy be spproved with strength as 25%, °
G~Atropine Tnjesticn May ba spproved replacing 44st#1lsd '
0.5 mg/M =l amp. water by water :::Finaﬂgﬁuiun.. g,
5 O-Folio Acid Tablet 5 m May be spproved sdding 10% overage. gle |
Eié'i“%“iim Injection be approved with condition to £il11 =

ar nitrogon snd use smber glass sl
emnotule and protect from 1igzht,

7 G-iminophyllins Tab 100 3z My be approved. oW .

8 (-Acetazolmaide Teb 250mg Yay be ved with conditisn to dalets
1ac:nn¢%t quentity of sterch apd fa
reduce Hagneslum stearate to 5 ag. d

10 G-lomatropine Sye doops % Yy be approved with conditisn to mive
pociring as 'sterile ssaled bottle’
ard use water for injectison lnstead
of distilled water,

11 G-Bengolc snd Salioylic Agid Hpy be approved, sdd "for topicel use'
U ofnt, 6% e 3% : on packing material.

1

1l




2z
Firn/2rand Secazmendatisn
=Ergopetring Tab 0.2 g Nay be mpproved.
13 G=Vitemin A Tab F/T ¥s7 be ored with conditien to
Gh_ 0oh I0 uss aoak granules of the u:'l:iva
1narti|n1: add 0% overage and

-quivﬂmt- to 200 000 undt" with
strangth and film coating
facilities to be ansured by inspootion.

14 G=Chlorpronesine Tab F/C 25og & approved,; Iila coating
V) o S i oo S oy inspection.

T=rfropronolol Tak 10 mg Moy be spproved with copdition to ==
W uss hydrochloride form of the drug.

Wﬁlﬁmhﬁhhd Tab 30mg Hay be spproved with condition to
- _________-"

dalete loactose, moduce size of taklet
gffer for restricted use.

A aro Eyzup 'ba- ed, to add sgulvalent to
O —" et o0 B okl bass Moie L8 6
18 G-dspirin 530 tohlet Har B majected, an standard dos
gl e B 9 o B 1 Benglodesh 18 300 ge ©
Hay expleoio high dosage.
19 G-Chlorhexidine Solm, 206 Moy be resuboitied. S indicated
- L wasther 20% =oln. nri:illl.’h-: soln. ﬂ.ll
Ba used a8 TaW Dafer ssme ealouring
{';?'\J'""'F azest should be met added for ssfety and
use speciel shaped non-syTup type

bottle.
20 G-Fppoine Panicillin Tni_ Eﬁ r:h'lm;'fitm whth oddiag
{gﬂ,-;@j, &g,jﬂﬂ’h ! '31.%&1 111in ﬁﬂ:%m
& « may be
1 Isonisid Tabl Mar be approved.
(Isoniaszid 300 mg) o] ;
Hational Laboratory, Jhaze
4 Cyanabax Injection Hay te kept Featls till lhh'tﬁ
e i e batter ses. I ‘n-u for
1 facilitians for at ‘ﬂ.-ﬂgn... af this
t{“:) m-:nmi:ra after sterilization ip mot |
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Fizm/Erand Recommendation
Sephao, Harisal

1 CGhlsramphenis ol ey be kept till ipspestlon Ior
Eye Oint. :i:grih rgniﬁﬂi:? nm:.!.cuairl fox

after sterilization 1s not pomsible,
is oade.

2 Guntexin Eye/Epr drop = db -

: (Gentampeind

7 Redexon Izjectica .

4 Penicel Bye/Egr drop - fda =

{I.v-"“‘ b Dextrose Infecticn 257 - e =
& Dextrose Injection 120 = da =
B IHslmex-5 500 mp Tablot b proved.
(Hl—Csevendazale) = b
2  Rafulwvin 500 Tablat Ear h .
&Y—— (Griseofuivin F.5) i o

10 Beocillin 500 mp Capenle Fay be rejected in thia a th &S

(Ampleillin) per decision of DOC.

1

2

Cloxin & o SO0 mg oy te rejected in SO0 BLT
{ﬂlurmi].li.ng HD :i ﬂﬁ.ﬁﬂlﬁ" af Wc,mmlr m

l-npu::.:. Capeal 5 =
(Amplosnriny o 8 ]\ﬂ) ! i
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12) In case of unefflclyl new praducts{liems net Lncluded in IFle;mglfllrﬂhﬁ,l'
Intun.ﬂl,.m.j additiengl roquirmmts e 5 pmldﬂ gfe a5 follows

my K l- » -

i

Pall clinicgl cepects (posliched in ssienitlfic Joumgls).

Poll gpecifications of the tnefficled sctive smubstoncels)s

Regl stration/Free sale certificytes frem Cwo ather develdeped ceuntries
begldes the cauntry of erlgin.

Datzglls of Phase=I and Phase11 clinleal telals in man.

Dutglls of solmal texicity{scuie & subcmite & chrenlc sdies).

Sllnlegl infessgtisnss Tndicatimns, centrpindicatiens, precsgutlansg
(refarring te pregnancy, lactatien ets. . warnlngs, wiverse eifects ¢

(mopx cuantifiad by catagory, Lf pessidle), drug intersctiens (enly those
shilch gre clinigylly relevant, partlicularly including dougs Used for salfs
modlcgtion), desage reyimen, smptems of svardosage and srecific sntidetes
(1f any).

Fhamacoutical infermation: Excipimts, dossge foms avallaele, strangth
ef dogage fems, stergge cenditim; and shelf Life, sxplration data,
descriptien or 0uTolu)s

amnary of the sawigeturing precess.

l:iiﬂ;'- F""- f Aoceptance of gh applicatien 1s in no way ebligatory en the part of the
; Fh] O guthoritier to register a preduct,

i
I
]
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i
]

e R o i e S el



= Eﬁtﬁ;l—h.u#w L . e
s GOVERMMENT OF THE PECPLE® 5 REFURLIC OF BANGLADE

AR - MINISTRY OF HEALTH &- FOPULATION CONTROL{HEALTH DIVIAIOH)
g = DEUG ADMINISTRATICN
- T BO, MOTITHEEL COMERCIAL ARSa,DEakn-Z.

LLERRERENEELR RS R LR ILE LR LEE B2

Regizremants for Begletzation of Hew and Unlntrodoced medlelnes.

Ho madlelng can ba inpozted into Banolsdesh unless the predect Lg Reslatered
in Bangladesh by the Drug Aduinistzation pothozitleg. Heo drog w11 bp rosal gtered
for impozt Lf Lt L3 pancfactured In the :Mtﬂ% splegtion N;-FE?IHH'- ofy
driug will ba made to the Dlrester, Drug adelnlstratien (Llemglng sathority fer
drugs), Ministry of Realth & Pepolatlen Centrel (Hoplth Ddviglen).Such appllcatlens
miigt provide the fellesdng-

1) Hame and address of gpplicant/lecsl spent
2 Hgme god gidres: wi the megulectures:

3} Cepeny prefile detslls, v = of setd. fmpwufsctocing facllitieg/persmnel
and flaance.

&) & descriptien of the predict s te ity fam Od cempes]tien, cemplote
famuly incloding 3 camplete Listing of the nae, phamacepeclal weclfl-
cotien a8d gualify of ssch ineredientishether gotive eor not). The uwsial
Package slre sTe alse te e mmtisned, Intemgtlengl nen-preprletery

namec({INK) are te be uged oherever pessible.

5] FRull saplytlcal dats and testlng prececire Jzed in tegting thae "-ﬁig'"lﬂ
praduct.

&) Data Tegarding stabllity ef the preduct i Bangladesh Climsts and the mxph
expirgtlen datps -

7) Speciflied feey te be depesitod by challan agalnat Hoad of Acomit
TOVI-A Bealth Recedpts under Drugs Adeind stratien- Drugs Reglstratien
and Tasticyg Fee". Orlgirgl Challsn Bas ta ba submitied sleng wlth
spplication, Infommatisn en the sueunt of faoe ta bellepogited fex

diifesnt preduc.s By be sbtglned frem Drug sdadnd ctrptien,

-8) Rogl stratlcs/Foae cals Cortificate doly slgnad In sriginal ~ the
Haglth autherity of the cmuntry eof srigin, stating that the preduct

i bgs bem appreved for gale In the ceunitry eI arigln gnd its magnufacture,

eslm ar digtributien hyy net bean prehibited in the ceuntry of srlglo.

The Certificate must be of Tecnt ergin{slx menthg).

6 miflciet antity of ssples: Tyelets/Capsule 100; Umuid L’il::mnl}
4 bettey Lnjectien({m1) 100 inj. (B1.)- 50; Lad.(0.2ml-2; inj
(s0=1000m1)=3 Agressl (230ml)=2; eve sint~ 10; tubes; Eve drep sl o= 10m 1}
=i Vectlne=2Z; Serm =-]00al.

¥ Prepesed C L F price of the preduct.

11) Spdcimen of la¥els, clrculars, printed melesres a0d sther standard
gvartlglng materigls; sritten in Englleh er Bangall,

i
c-"'lt-’iiii-lplllrzl-
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___ B ocase of anef el al new preduzts{ites net locluded in WP/ RPC/USME/USRY
II'I.t-m.H'I--IIa.':I sddltienal remlirmomis te bo provided afo as fallews

}

_El-l Beal stratien/Free sale corsl flaytey frm twe ethor devedeped ceuntrles -
hed des the country of ecighn.

¥} Detalls of Mase-I snd Piaeell elintcal trials in man.

Full clinical reports (puklicked in sclentific Journals).
Fall spaciflcytions of the unofficied sctive mbstanca(s).

¥) Detalls of saimal taxl el ty (acute £ mhoeute L chrenlc wrudl 8] .

...
o p—

-I} cidnlczgl lnfomptisns Indlcatlens, cantralndlcatien s, precgutiens
(zeferring te pre; ey, lactatien ete.). waznlngs, adverse effects £

(wg quantliiled by cata®ary, 'l.f possile), 2xug interzetions (enly these
whleh are clinidally nlwmt.'pﬂﬂmhrw including drugs vsed for selfs
podicgtien), dosage reglaem, symptens a! everdossge pnd spacifle antlidetos]
{LE any)- ;

‘g) Poaymgcmtical infemgtien: Exclpleis, dosage femas avallzele, strength

i of desage femms, sbocege condtitlsng gnd shelf Llia, wplrptien data,

] descripiien er [

L E el

[l

"

T

{b) Smmazy of the agnuiacturing process.
-1

= seceptance of o applicatien ls in no wy shllgatery en the part of the
FI' fthorities to reglster a predast,
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Jeniper syrup Hay be approved.

[Pipa:l.ti.na :ita:ntﬂ 18, 75%) .

Jepcabi May be approved with copdition to us

(Benzyl bensoate 25%) special tﬁn (Shaped) bottle for
external ligmid,

Jann H‘hitfiuld.'n Oint. HMay be approved.

(Bengolo Loid &% +

Hlli.-u:li: Leoid %)

Jl:mﬂnt!.n EyTuD Hay be Epmm with conditionm 'an

Chlorshenir change the DAES. Egmu.

Maleste 2mg/5El %

10  Cresent, Theka ]
Sprin-F tablet May be rejsoted in view of Rediiiiip
(Asetyl Enli.nrlif. syndrome & .3":‘!

Azid 100 mg) e :'
11 Bengel Techno,, Dinajpur . |
lin ed ammand ad ?"‘.#
Eronkoline be vod no
{Eﬂhtmlﬂm} E“ ﬁ ent to the quantity
'.lt fﬂ!‘l. :.

12 Opsonin, Barisel ke
{%arpﬁl”ﬂm HCl 25mg/Sml) May be approved. |

12 Ibtm Sine, Dhaka 'L.-.;-
Binansal May be approved deleting mraf.1
{mmmm}

Ampicina 500mg cap. Hay te approved. I.
(Ampicillin) — ’
16 Squibb, Dhska :
Balmol CT tablet May be spproved with condition|.
Eﬂﬂhtmm I.nn.ti:n equivalent smount of
in base form
45 Doctor's, Bogra |
Gentin Eys/Ear drop The firm mey be scted to golfy
Eﬁmtnin:i.n (:.5%} 9 facilities Tor st & oye prep
Chlorfen Eys drop = do -

{Chlorsmphenicol O,5%)

Balfanin Eye d.rwﬁ -
{Sulphacetamide

{itropine B0, 1% SR A

1 , . il - =
L e o s e
L ow el
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Prisery Dheka

Ind tha Capsal
(Indomethacin 25 mg)

Hetrozole Oral susp
(Metronidazole El:ﬂmq..r’iul}

Metrosole tablet
(Metronidezole 400mg)

Dexa IM/IV Injection
{Dexamithasone Ha FO

Daxatab 0.5mg tablet
(& ¥ Dexazethasons)

L B i -1

Cestab 250 tablet
(Ascorbie Acid 12 +
Bopdins Ascorbate 1

£ D H, Dhaica

Faucort tablet
(Brednisolone Smg)

_Eroedin F/C tablet

(Erythro Myein)

Stars, Dheka
E=Faracetamol
- n;nlmn:m

E-Becomplex capsule

Chlorasin syrup
{Chlorpromazine HCL
25mg/5ml}

E=Trippzazol

{Cotrimoxagole 240 Cal)

o |

«62mg)

Hay ba

with condition to
give pec

size. :

Hay be approved with conditicm to
chenge name, glve pack slze, delete
ethyl aloobhol, in.nnu: Emti.t: of
preservative aod gi

per BEF, T vl rl..ﬁ.-ni.- = nin-i-,- m?uh;l_

Hay be EEPN?H- vith condition to
give pasck size, change name and
ive ipdicetion aa per BHF and
tion thet water will not appear

May be resubmitted with packing/
packsize, correction of &
AB T&r l:liP or Oradexon Injsotion.

Har be approved with condition to
give pack size mod mention that
alcohol and water will not appear in
final prodoct.

Hay ba approved,

Hey be epproved deleting mannitol

Hay be approved with condition to
:ﬂ““ excipianta for core tablet .-
cating material peparately, glve
indication as pur BNF and show w‘?,i
arythromyein as base.

ﬂmm.}; ?I.cl-c.u.c‘:t-t-lr -'i'?'.-ﬂ?- de {rgﬁ-?bm

Hay be tppmvﬂ

Hay ba roved with condition to
delots um meta-bi-sulphite, glve
indication ms per BHF and change
neme end add childran dosage.

Hay be approved d.ulutin? sodinn CHMC

and reducing quantity o lymorbate

|.-'l-—
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Ampicillin-E cap 250mg

Tetracyeline-5 cap 250ng

Antasid = B oudp.
Aluminiom +
sgium xidg)

Ampxyeillin-6 cap 250mg

Heal Gra Th

R
Antecid - HP susp. E
Heligan syrap
(Promsthazine HCOL Smg/5ml)
Pritrim susp
{n:tﬂnmnlu 240mg/5al )

Fersolin syrup
Ferrous Gluconate)

Healvit drop 15 ml
{Hulﬂﬂtungn

Tempacit oral liquid
{Paracetanol)

H EFTap
{mwlﬂ BOmg/ 5=l )

= s
May be sl with condl to
prefix '53' in name, give cation

end dosege &8 ?:r AnSUTS
goparate srea for productiom of
penieillin type products.

Mey be with copdition to
prafix ' in neme, and that penfcilli
type producte will be geparated from .,
pon~-penieillin ucte. 8o, two sata
of ocapsule fill eloging mashines .
to be ensured in separate aTed.

|
¥ay be resubmitted after ensuring
seperate controlled production ares
misrobial count ch facilitien
and correct forzula mentioding u;_;.ﬂ}

content a8 per BP (3.5-4.4%). .

Hey be spproved mubject to sonditif 4
of "E" Aren facilitien f
a

peni i:!’ type products. 0
£ T
= ; I
May be kept for ensuring
o a coutrol Tesilitiess | |
\.
Mey be approved *|‘-1
- do = . ||'I

k

Mey be spproved with conditien giv~
ltrmat;malﬁﬁ. ' \

May bo kept pendiog till Quls
:ru;.ﬂit:l.ﬁ are ¢ngured for vitamin 4

and other vitamins seperately snd in
pirture. i

ba approved with conditden o
reducex strength to 120mg/Sal.

May be spproved with condltica %o
mantion eguivelant amount of the
dreg io salt form apd incroase
quantity of disodium editate to SOwg

Benzyl Benzoste emulsion 25% _ May be resubmitted with correct

Antacid - HF teblet
Texpacid tablet
{Peracetamol

Tetra copsule
(Tetracycline)

Whitfield's Oint,.

formnle an per ED/USE.

Hay be kept Em for fexiiiiyx
checking facility.

- da -

Pacilities for productlon and Q.C.
may be reconfirmed after ingpection

Hay be kept Fuﬂd.i.n.a for checking
fasilitien. i
L

o,
Loy /‘C el
gl LY R : gt S

s FF e b ool

— LR T, S
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23

24

23

Genaz Timales

Tetragen capsule
(Tetracyeline HCL 290mg)

FRLET T

Genaclox capsule
(Cloxscillin 250mg)

Genesillin

(Ampiedllin dri&ngg"ﬁ.l] -

Gepoxytet o # ‘
(Cxytetracyeline EE:D-.;:I ~

Gmmillin a
{Azpicillin %ﬁg} -~

Earaka, I:IrlttEnE

Feronieus syrop
{Ferroua Gluconste)

ooemd, Dhaka
Folie Acid tablat Sog

Ihondaker, Kishorgong
(Hew project)

Fethesin
(Promsthazins HC1 Smg/Sml)
ffr’ui’h'.ﬂ?ﬂ 20zg/5al )

Snltutamol syTUD
{Salbutamol a-;fs-u:nj

Antacid=-E susp,

Ferpozioo a

(Ferrous mmm 300mg/5ml )

Menidazole sump.
(Metronidazole 200mg/Sml)

Indomathacin capsules 25mp
Dhak.
tablet

(M 1 trin
E:Iﬁta 125 :-:-.EJ

Hay be approved

Foy ba approved subject to condition
that i1lin type products will

ba ssparated from non-penicillin
producte. b

- do &
= da " -

- do -

H§ be regubmitted with pack siza

228 zl only, utr«engm as B%, indicatio:
ond dogoge as per guantity of
mdim bensonse ma 1::. g aod

aifisatiosn of Drown r.-nlnu:r arnd
n xad flavour.

May bve approved

Fey be approved.
- ﬂn. -

- Ao -
May be k?t: %lm:l.ns till aicrobiel
contiol fasility are evallable.

Hay be approved with conditionm
to change name,

May ba Approved.
- da =

Fay be kept pending till shifting of
their fa= r:r pmm.un.
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Beman, Dhaka

Hebandol teblet
{Habendazole 100mg)

Eemapan tablet

(HEyoscine butylbromide 10mg)

Emmoxz tablet
(Acetazolamide 250mg)

Hemaphen Ear
l'.ﬂhln:::phnn:l.:ﬁﬁ%

B in syrup
(_E:ﬁrphmﬂniﬂ.!}

Hemadopa tablet
(Methyldopa)

= o Fh

Hemox forte teblet
(Kebandazole 500=g)

Stercl Bolution
{Chlorhexridine Gluconate)

25

Micobutol tablet
(Ethambutol HC1 400mg)

Salina Sherbat
{Cral rehyiration salt)

Oxy-myoin capsul

-]
(Oxytetrocye 250mg)

B.C. Lab

Teatra capsule
{ Potracyeline AC1 250=g)

City Chemicsl, Thaka

Ironex-F capsule
{Farrous Fumarate 200 mgl+
Folic Acid 350 meg)

ICI, Dhaka

Igimat tablet 200mg
(Metronidazola)

Icimet teblet 400ng
{¥atronidazole)
]

[t o ;
——— dll - }-;hr--.'\-\..-\-' i >
S . S S
e _-‘_-_‘“‘--—-hml- i Frs |

LT
§
\'\-
=
May be kept pending for rechecking
facilities by ilospection.
- do -
- dg =
- dg =
Hay ba rejected for defective '
formmle.

Hay ‘nu_n rajected for defect . '

|

|

I |
This strength is not insluded in |7
eagential, dus A . Raguud b Due

May be gpproved with condition to -

va pack size for 100 ml bottle oxn l

spocial shaped bottle end mdd o
so@EEé colonr.

Hay be ved deleting sodium
h“mltm 1ycarol and ;!.rjﬁig
dogage and cation es per »

Hey be kept pend till fecilities™
for separate deh fied area ;
sofchet machine and Q.0. fesillties
are ensured god citrate formmla for
% litre pack is submitted.

be kept pending till s
?—:Jﬂitita for non-penicill
are anaursd.

arate
capal

Har be t pending for confirmation
nnih]:lm

ty of sesparate production
focilitiea for nﬁn-pnninﬂl!.n

cepsules snd 3.C. facilitlea,

Hay be spproved.

be ved deleting pregelled
BELlES ﬁﬁg and methyl hydroxybenzc
and sdjusting quantity of malze stax
to punch sise.
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33
34
- Jo 35
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36
37

[

Iziron aag::lu with folis asid My be approved

Farrous
plic Asdid 350 meg

Iziron ayrTup
(Perrous Glusonste)
Fipa, Dhake
Elestrol (CHS)

Lszxalin 11
':Eu.hutmﬁ;m’ﬁll]

avasol
(Levamisole Cml)

Cpagsaline, Barisal
Cholera saline

EDBH, Dhska
Hegotin Injection

(Hothyl Ergomitrine
Haleate 0.25zg)

Ehondaier, Kishorgong
(Hew projeot)

Farroeul capsule
Fercous vhats 200mg)

Apollo, Dhaka
Bifampicin-A s¥CUP
100me/ Sml
Faradise, Barisal
Paranetomol s¥TUD

Fatrim susep.

{Co-trimoxazole 240mg/Sml)

aratea =g ¥

be epproved with strength as &%
E pack size sither 200ml or 228 ml.

May be resubmitted with citrate

formula, pack size for ¥ litre solution,
and ansur availability of sachet
aschine,separats deh el area

and Q.0, facilitiea.

May be approved with condition to

change namo and oas the quantity
of the drug as equivaleant smount in
selt ood base form,

- do =

May ba resubmitted with formula for
gholera fluid as per revised list of
easantial drugs.

May ba reoubmitted with corract

formula by adding tartaric acid 0.25%

to sdjust pH to 3.2, scdiun chloride Iag;
making freo from dissolved air by
under-npitrogen filling sod pecking in
saber-glass bottle,

“ bt
Capsule £ not,in essential list,
rafarred to DCC.

Hey be rosubmltted with correct
foersula and indication,

May be approved with stroogth oo
120mg,/5ml, and indication as per BRF,

Fay be kept pend

for inspection
report confirming

2, fasilitico.
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Iverost, Ohdttagome
Flavin teblet
(Griscofulvin 125mg)

Thaiovit tablet
(Thismine HC1 T )

Evtrim teblat
(Cotrizoxazole 480mg)
Evtrim musp.,
(Cotrimoxesole 240mg/Sml)

Evloclex cepsule
(Cloxamillin 250mg)

Zmilin capsule
{hpici]l.f,n 250ag)
Feraphos capsule

Trong Fumarat 200}
1:.1..11} doid Eﬁi?

Urion, Uheka
Fethedine injection

Dexemethasone injection -

hreay Tre fxg

Caprin soluble tablat

(Asetyl salicylic acid 300mg)

ascarin tablat
{dscorbie acid 250 mg)

-H]I.'EIHEHIJ. Dhaka
Doxrimine tablet

(Bulphadoxine +
P:Tif&thuiu- gg ag)

Doctor's Bogra
Dlaxil ByTU
Eﬂlnmﬁu 12';:!3{5:.].}

Gonoshasthaya, Dhsis
G~Grissogulvin tablet 500ng

Hay be kept pend for confirming
facilities by iuai:iatiun.

- do -
- do -

- do -

Mey be kept pending for confirming
facilities h; inspestion,

= A =

Il

= d0 = ’fr'
May be kept pending for narcotic E"
licance, ﬁ.
May be rejected for aon-availability -
of proper facilitiesa,
ok L

Hay ba approved,

ey be epproved, Ii

Hay be roved with condition teo |
Eiwve about liver and kidney
danages, sdverse skin reastions and
change indicstion for only ehloroquine
rosistent falciperuz form of malerias, i

be approved with condition give |
ongy 100 pack size, ensure seperate |
errangazent for penicillin products
and forzula as ammended.

Eefoarred to ® DCC . This otrangth is 1
not ineluded in WHO list of essential .
drugs and our revised list of r
spoentinl . (WHC list recommended |
cnly 125 =h tablet).
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43 Horthern, Bongpur (¥ew project)

s W i H=Vita capsule Hey be kept pending for
.k (B-Complex vitazmin) inspection report.
K-Gil tablet & fb- -
{Hetronidazola)
H-Faracotamsl tablat = do =
Cap. B=Tetrasycline - da =
i P A-Forrol capesule - do =
LT (Iren + Folie Aeid)
det N-Taedd tablet - do =
(Antacid)

Biboflavin tablet -

do
H-Eigta tablet = da
(Chlorpheniramine)

44 Doctobs', Bogra

I Tetraaycline Vet tablet 500mg May be rejected for dafective formla |
becsuse in tablet form, Tetrasyelins
dihydrate is used and the tablet is

coated,
45 I3 Dhake
srodil tablaet be mpproved
A {Balbutamol) o =
k: Brodil tablet & mg = A5 -
: Brodil syrup 2ag/Sal - do -

4  [lomoshasthaya, Chaka

b=Frusemide 250=g tablet <his dessge strength is oot included

ip WHO list of essential a.n?:, not

- recommended by the National Foramulery
Oommittes, Howsver, thio recipo mmy
be recommedded for the § m:i:nx
indication as shown in the recipe mix
"ol a dus to renal failure® -
subject to the condition that it
should have a differsnt coloer foom
the standard 40 ? tablet. A
label is also to be insloded as %
this form is not scribed or
taken for normal diuretic purposes.

47 I0I, Dhaks

Icimet sush. H.u{ be spproved deleting calcium

(Metronidazole 200mg/5ml) chloride mm it is mot acceptahls in
oral preparatisn, it woeuld irritats
the ngnmh and 1o not recommended
far ofal use.



" - {11} I =
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&8 APC, Prolns |
i.Em]. m.tu{. Hey be approved deleting veegum =
(Hebandearale 100mg/Sml) snd tylose and adding colour amd

flovour.
Isdocop cepoule May be kept pending for ensuring L
{Indomethatine 25 =g) facilities by inspection.
53  DCL, Dhaka tnped RO P S W o B uumzﬁ':"":?
5 ba :
i A Versszom-H copsule u;pprw:d I:nl-t:h:g 1-::1‘-'“1-.
& 1 el (Vitemin B-Complax in diban gius l'ru -
"~ gtandard feomala) godium la Lpﬁg’& i
#d Justing wol starch. F

S0 on, Dhaks r-
Crgapheniool drap Eny be rejected for defective formule
(Chlarpmphenicol an, oo solvent im idsntified and 1 i

atutillt} not mantioned :1
Piton=8 solution for » May be spproved for omly 5 fp/ml r i
[Eynthetic Oxytosin e sepoula strenth, ‘ "|II 1
Ermstrices scluticn for inj. Hary be approved subject to give
{ Ergomettine Maloate) : 1:’““5; atzength as ﬂ 2 w&ihﬂuﬂ-
0,150 =g b-r.-.m thit F-'r.:.-mgta
recoanend ad [ oraml
Committas u.a £i11 uﬁ‘w nii:pﬂﬁ .
in mmber glass sapoule |
Ermetrine tablet Hay be spproved esot.’ to give '
(Ergemetrine Maleats O.%mg) in 0.2 mg strength if possible
becanse that 13 the etrength
rogonmended Tty the Natiomal
formulary committes, and WHO
{Epsentinl Drug Iist.).

54 Drugland al Hew  F
Dighitab tablet Hey be approved.

{Glihm:'.].i:id.ﬂ

ITtuprofen 400mg tablet
Citrazol teblet
(Ootrimoxazole 580 mg)

D=-Daltesort tablet Sag
[(Fredoisolons)

Glucoton tablet 200mg
[Farrons T

Her be kept pending till facilities
are improved further.

May be approved zay delete " O ™

from Dame.

Hay be kept pending till crestion of
jzolated and :.-P“r\uﬂ faosllitien and

formile is revised for samll sized
tablet.

I'!.u; rosubmit with corrsct foreule
chanped name bBecauss RO

gl'n:mte im Erumt ive in doa

tend of O. 1
blnmi thl.t ia thn a At oRnan:
by the Hatiomal Formul Commlttea
and filling under nitro in amber
glass smpoule.

[ 1-.- ;
L] C [ i
SRR . . U
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Paracetamol S00mg tablet be approved dalat ever
| sodius lauryl iﬁtu lnfr.;d. ing
content of Magnesium Dtemrate ‘to 15 og,
Hatrozel tablet Hay be approved with conditigg o
(Metronidezole 200mg) change nase becsuse same aame ig

already registesed and delets
OVaTige.

docegel tablat Fay be approved with conditioen to
(% aluminiuz Bydroxide 500mg) dslets overage,reducs content of

agnesgium Stearate to 15]:;? and
replaces part of suerogs ssocharig,
Aoepal susp Hay be kept pend wntil further
I:I.nEu:idJ imsrovement of fecilities, correcting
formule with uﬁ; gontent within BP
x liait (3,5-4.5%), Flastic container
to ba uglci.ﬂid. and of 0B8R/ "

grade. No glass contaloer will be
allowed if plastis container im used,

Hebendazole susp 100mg/Sml  May be roved with condition to
aﬁ prum pacaben and .'pduce conotent
te Mathyl Faraben Na and glyserin

(to 10 g).
Ehmu-giu 5 May be reved with comdition to
(Frozs huf.n.nawg-gxﬁul} change u..fiu becaune the same nome inp

ia already registered and use amber
glaes bottle,

?%uwn 33?1:;- - E—:J.}"H{ “E%:M;e?:;h}nh E: 8ize Enlr
lerrous glusonate 300mg/ OCmljor PTOpT
parabgén and l-:d.im'ni.larlu and .
© .. .-t apd deleting, bamgoie aed .
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pocked in paper carkon wraped with
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Compaaltlon:

Active Tnary ; Specification Obr. Por 100 Ge.

Pextooas Honohydsabe a.p, 100 Gms

Action & Usea :

Dosdageas:;:

Tne chiel uSe of Dextrose 1s as o food. It playe & part in the
Retibolisn of fabs and proteins. It provides cepldly availabla =
sourcae of enprgy. It s odmindstersd by mouth ap directed #or
rehydration and electrolyte replicomont in the trestment of

infentlle dirchoga.

2 Teaspeanfuls (aprroxs 22 gm) of Dextrose Powder
dissolved in 500 ml. of cecently boiled end cooled
ke to be taken 2 = 3 tines dafily.
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Globasen

tlofazinine
Clomizhegs Citrats
Clotrizazale
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