
i{lnutes of the 't1oth neeli the Drug Contro1
Commlttee held on

fhe 110th neeting of the Drug Control Oomrnlttee was held on 2-in pE o+
11"10 a.m. in th6 chamber of-Dlrector, lr"l eari"i"t.;ti";: i;'irlr"tl.n.-of Pxof" Ua1lu11ah. the ohairman of tfrc Driig C""trif Co*riit"",Prof. A" Jabbar prislded ovcr the rr..linil.: --'---'
[he followtng nenbers attanded the moctlng:

Dx. I4unawara Slnte Rabman
Dr" Ilurnayun K"M"A. Hye

!r. i,id. Jahangh, Dy. Dlrector,
as an observer.

lrug Adninistration attended the meeting

?mceedinEs & Decisf,ons
'1" Ihe minutes of the 1o9th roeeti.ng werc confirned.
2. Matters,arlsing out of the ninutes of the ].ast mreting:

'$lhLl c dlscus8ing- ?b9u1 the s tandard fornula of the B-complex tablet&.capsu1c -as decidcd by the Comnlttce j-t ,ras further decided that-;
, standaxd foxnula should be set for $lu1ti\,ltamin drops"

,. fhe fouoding reclpe whlch was submitted In place of Codeine wasconsidered ard decision taken as descrlbed bilow:

Javson. Dhaka

9o91lo1-9yrup .-,r Approved larl th conditlon to change name to(pbolcodine 0"1%) genelic, delete overage, delete-tatrazlne &
sunset ye11ow coloux, change pack slze to 1OOoj,

i:i:il,,it'Hiiii:"T"::"*'l:3i*:'.ifk"",^"'j- ;i?:,*i""Hiffi";.;"o:.:i1;,:e,Hi":';i^" 
:

*. ff:"I:llifns reclpes ofu,import substttute drugs were placed and !,i,,

Remark/ Decision

Souare. Dhaka
I(anrao raD
(ranlttdinc 15Omg)

?erklmct tab
(levodopa 25one +
carbidopa 27rne)

DiDantln tab
( diprrldamole 5orog)

3eqLle€ Phaxna. Dbaka
Yasodil
( dlpyrldano l- c SoBs)
Bcd.Uqqr Dhaka

Approved"

Raritidlne f,ab 150ne .o.pproved.

5. lbe fo l-lorgng ttarrF other xecipes ,6,erc pLaced and consld.ered:

s fron the
Lin has cIa

facturlng vaxLoua t11pcs of dru8s but there waa i1cBovlt 1nj

Approved wltb condltlon to change nane"

Airproved.

oDsonln. Barisala)l-t!il6iT;f-- ltappear
(metoclopranlde HC1) that- Opso

previous lnspection report
boxate arrangement for nal1u-

b) op(vi . spccific relnrt about fac111t1es in resDe
) produc tlon and quallty control of sterila)

ct oftanl!. B-complex prepara-
tlons. In vlew of thLs it uas suggcsted that an
lnspection shou1d be caxrled out by Pro f .4," Jaliba:r
al-ong wlth onc or norc officcrs of the Drug Adrn"
to ascortaln thelr fa.cllLties in respect of pro-

tLon aBd quaLlty control of biological pa-rer-1,.-teral nreparations.
Ihe declsion regardl ng thesc pmducts may be i(cD'L.pcnding thc lnspectlon report lB avallable.

--' dlac

em cnded wlth a yotc of thanks to the chair.

\

tr'lrm/3rand

Approvcd.

Ie



utes of ,he 111th meetlng ol the Drug Control Committee1d on .10

'1 11th neetl"ng of the Drug Control Comnltte-^ \das held on
t, 11.30 a.m. in the charrber of the Directol:, Drug Adrninistratlon,
e of the Chalrnan, Prof. A. Jabbar Dresided. over the meetlnq.
wing other membe?s attended the meeting:
f. Syeda tr'ero za Begum
f. Ilofazzal Hossaln
g. Anls Val z
traz1 Abdul tr'attah
Hu.oiayun K.l{.A. }Iye

Ja}j.ar'g|T, Dy. Dlrector, Drug Admlnistratlon attended the
as an observer"

s&Dec ons

minutes of the 110th neeting v,/ere conflrmed.
tters arlsing out of the ninutes of the last mtetln€i:
le dlscussing about the inspection of I'l/s. opsonln, Barisaf it

s declded that Brig. l\nis lJaLz vril} accompany !roi" A" Jabbar to
pect the fj-rm to assess their facilll,ies for productlon and qualitJ,

ntrol of parenterrLl preparations.
e origlnal co$les oI the clinical and pharmacological papers of
prosmin (reproterol) tablet' syrup & iniectlon and Xipamexan

ide) tabLet of lisons, submirted by the firn as desired by the

vere refeued to !rof. liofazzal IIossaln for opinion.
followlng recipes were placed and decisiorrs taken are dcscribed

1ow:
Lt -,

b preparation 1s not
s available in rnarket

lta Dina

Intl Dhaka

Approved with conditlon to give ?roper
specificatlon for colour & flavour"

Lnt
ldicee liould droD
ascorblc acld 5OmE/m1) required as enough i

CloxDen droD
( cloiact-l1tir 1 oomg/ml)

S ci enti fic

14e d 1co n Dhaka

x nasal droD
hedrine HCl- O " 5%)

Dhaka

M.xacll caD
(amoxyctllin 25Ong)

Mexacll pacd. dry syrup
(amoxycill j.n I 25nc / 5nl)

Rejected due to lack of proper manufac'"

turing facilities.

Approved wlth condition to-rrch?lnge nane

and subJect to availabillty of faclliti.es
_do_

Ambe e Dhaka
uron

( nfgro turantofn)
Sexlmco, Dh4!q

& syrup Kept pend.ing for orlginal
9C1cq1 EIS AN

Relacted because no1, requlrecl any.more
*7 t J,"1;,';-^i"':.^' 

: :i:.;;:.7. !" ;,'
clinical &

[h +o' t*'l;1^ lLtq
d=# t/

countrles.

fsoprlnoslD'e tab

.f:'tf rs
coutd" . .. p/2

-..( {i t

I

I

Iq-4

-r\h+
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!a o. vnaKd
cdlno
ni tra zepam 5mE

CaLvca tab
(calcium pantot

lab Dhaka
vIup
.5%

. Qualcol Sulph.

Syrup Pholcodlne 0.1%

Indla

(nlfedlPlnaIz]aca

Scrothcra cutl s In6t

Approved. wlth condltlon to glve name ln
gcnerlc onl-y, dcletlon of )-lquorlce lLquld
cxtract, and changc lndication as IantL-

tusslvel on1yl
Eept pendlng because. the flrm has been

allored anolher cough preparatlon"

tab
)

f"+"t"

lhe fo11-ow1ng recipes for lmpoxt reglstration, whlch are lncluded 1n

were placed and declslons takenthe c ss entlaI/speclalis ed drug 11st'
are descrlbed b91o1^/!

trck. Yusoslavla
Eent-a-fiE- on6TEalml c drop Aplroved.
(gentanlctn) a.37

Rcject.
kt-L

at wwkf' t"'t l-ii
dr-y'^;"'lt' "" l*

,r- f^ tS-
{t7'"''-

scrun g

Tetanus vacclne
Diphthcrla & Tatanus vascine

Plas ero

n&Jho Indla

pproved.
Rcjected, l'<'-{/? /*(&

n1

^P/
t L,l l, -

u[d]d L^
16)'tl"tb.er1a, Tetanus & Pcrtusls vacclne Approved.

Sur Dressl tr'act

SanRhal Sanltarv Mat. Bqt..qline
Sror,rflakc bland Zlnc oxide adhcslve prasrer

Is bandage

ar of rls bandagc BIC

lshLar

Sample to be referxcd tor'

?rof. Anlsuddin Ahmed,u ts=oi-
essor of Surgery, Mltfor]
Hospitalrnhaka for opl-n1o I'I

-do-

-do-

Slanshal Bharna. Chlna
2596 Dcxtrose lnJ

n ?harna China
rGp myc n su1 e lnj

2l% Dextrose inJ
&c ) a c tu a, lu'<-J lrr''D'' tt"n;l't'

Rejected,

Re J ec ted,

Lpprovcd,

Approved "
Approved "

Approved.
Approved,
Approved.

LT

/'"' .tl,(
. ^.-lJ )r r\\( "'/

(6ethyA p!ed!d.
125meY 500nei

solooc sodlun succ inate )
lOOOug, & 2OOOnS)

Iaj Hydrocortlsone l00ng & 50omg "'

I:1i CuraLest 5Ong/m1
(eupmethontuu chlorlde)

chGnle and
eso

$han hal ?harna
incr stLnc s pha

Annophyll-lne inJ 250m9

Eluorouracll 1nJ 250m9

g ,r\,
,ri' ''#-$'*i':' contde " o. p/f

Approv.i with condition to change name.&,,
.n*l \

Approved wlth cond.ition to change 1ad16ai,\
lOmg) as r1n the deflclency state of pantothenl

acld' ou1y " .. i /.i.

t



l,

tcvc droD
ci)

Approvcd.

Lliprovod. In thls connectlon 1t vas "1
dcclded that M/s ICI Bang),adesh Manufac-

tulcrs and M/s Squlbb of Sangladesh ltd.
bc rcquested to develop manufacturing
facllltlcs for paronttral prcparatlons
rrlthln ona ycar"

B1av1a
acyc ne skln o Lr.t 596 ReJeetcd.

r C"II.

(dipyrldanol
b 100n9
a)

pproYcd.rsaD.

Lc,J\ *o*Nl'

scclLano(us:,
the 105;h Deetlng of tho DCC held on T"A.A5 thc reclpe of Sulpha-

l-amide Prwdar B?C of Standard CheEl.ca],Dhaka was reiected wlth
ason tha! sueh drug 1s not rcguired. It was further declded that

reglstratlon of all s1!01Lar ertsting ltcms be cancelled as wel-1"

It was observcd that Sulpha"Ll"Pl*Erp?:W is included in tho approved

cssctrtlal clrug Ilst. [hcreforc, the earller deolslons were kept pend-jng.

In the 40th meeting of the DCC held on ?.10.81' Gentamlcin inj of
Unlque }larna, India was recommended to be registered for lmport,

whl ch 1s now und.er process of registration. DCC revlewed the said

dcclsoon on the grodnd that Gcntamicin .ini is adequately manufactured

Ioca11y, and decided that new lmport registratlon ls not necessary

any nole. [Ec1r earller declslon of approving Gentamicin inj of
Unlque Pharma r Indla was revoked.

) lungEal ,rand Fi.sh livex Oi1 cmulslon and Dashui brand I'ish llv€r 0i1

enulslon of China were earlier reconnendcd by h):e DCC for import'

reglotratlon. Wh11e processing their reglstration it was found that
the Iabcl & carton of both the products havc slmllar desLgn and colol':r

wlth dlfference in thc naEls and monogram on1y.

lhe natter was placed before the DCC for oplnion and Tl;o?S observcd

that xegistration of the items nay be given ft1th thc a?1# labe1

, and carton.
) It i.Bs observed that Ancoloxln tab of Glaxo contaln MEclozine HC1 and

Fyrldorine HCl as active ingredlents,d $n genera! combinatlong are

dtscouragedundertheNatlonalDrugPollcy.fhemattexwaslefdrTed
to the DCC for oplnion. DCC referred the case to Prof' Syeda ler-o za

Segum for oplnlona-a fi, uA'-lLt PX *i )a-;'-- Hel + ru1A*'') L" tL-'-'

d,
contd. . , " o/4

3],

ffi#tri",o"5meln'

b)



. rr:, i

n f ini shed -..
+^,l.'h^4a.a-r u-{.-'^-A

-lrrd f dcilit ie

e

d

]p

ca

als

pli

e

o

1ia

lfl

t
e

s

Lp

bus

a4

o

tu

t

o

s

e

b

u

m

I
f
e

oh
1

e

t
t
0m

c

o

e

L

h
t

IWi .

ffi

ufactu::ers to producema_rld

_l- imported i
a fact ory

1.

-"^-2
nda:rd rna

ber,1985

e

s

.:neSepeIfoh.t

lJa

I

G.tn

I

eh'fni
e

Id

iWiY,Blz4

'toof thanlrsneeting end ecl with a vote

K
tu

the chair .

t

(

a,

v

'The'

:



1']Ec 9n

rl

<1

: i 1.. Lrr'11:

.r t,i,r,f 
"5y+

/"12-"2/Li L,.ri

jit

V.\

":ii.!;uO (u) '/

1ar it(,ns to li" c,ltlcelled'

But it is obs'rvutl iir:t l:he ii:u1 is irrc)'uc1e:l ]n 'ur 
isgco';i iI ii rLi

.6ul:rl!ttcC fc: :LviEu of J"e recision'

D

In tirc lo5tll ne'tin j uf Dlu! Grn"ial C<rr:r:ti Ltee lr!1o ('n :lI-.-''5 iLci e

Ii)hanildir!cle;or',dor tF'C' of Stur.rqiarcl Chsrical) Dit-lio tlos c'0cL1l-'l rii'lr

that sucr ci:1li is not ru'i-lir!'1' 1l lJr5 f i:!llel' 'leci'lrr tlrai '11 -'illtiDrl

try

.(ir)-J

In tire 4O',,h n!".loli ci LlLr'- C'o i'r!I CL{:l! 'iu" 
ii'Id '

. of, Lhi.ue !I;rna, Iodiil ";os 
ll'cr-l'r'troJ'- :c l:' :e'i:t'r''

r-ticn' sul}-iLi :t:'iis nOU L:l]cel i-i:Cc!s:i c; 1"J15 ri

eci si on ir, 1!! "ti\:!r'"'ht tli,t nci,: !;e irivc .lic'l'-i.i'L Iocdl au te

).Z tw
0-..

v"
&)

v1

G.'---
I

I

I

$i,ffi*,'
I

V"J
\i,

W^



onl 10
tes of the 112th mcetia o f tha Drug Con!.to!..-C-qmqi.t.t!g

112th meetlng of the Drug Control Commlttee was hel-d on 16.1C"85

1.30 a"m" in the chambex of the Dlrector, Drug Admlnistratlon
r th. chairnanship of ?rofcssor Wa1lu11ah, the Chairman of the

Contxo]- Comnlttee.

follow1ng mcmb.rs attended the mcetlng:
Prof. .4" Jabbar
Prof. Mofazza\ Eos saln
3r1s. Anls Walz
prof. tq.Q.x. iqlukder
Di. flumayun K'I4"A. HYe

t1d. Jqhangh, Dy. Dlrector, Drug Admlnlstratlon attended the

ting as an obscrvor.

eedl s & Dcci ns

The minutes of thc 111th neetlng were confl'rmed'

Ihe folfowing resubmltted reclpes v,ere placed and declslon taken

are doacrlbed below:
Iirms/ Brands

Approvcd wlth condltlon to delete chlldrei-{$

dosagc, overagc' and exclplents such as,*'
colour Supra Tartrazlne, Supra Annaranth &

Chloroform Splrlt "
Allowed to markct in 10Om1 pack slze wlth
indlcatlon as rantltusslver and contra-
indicatlon as tnot for childrenrs use'"

rffi

Pflzar. Dhaka

Combantrln chcwablc
tabl-et 1?5mg & 2-5Qne
(pyrantcl pamoate )

Approved 1n place of exlstlng tahlat form'

Dcxtrome thorphan APProved"
HBr syrup 0.2%

. tha foLlowlng reclpcs of lmport subetltutcd drugs were placed and

daclslons taken arc as followa:

?aci Dhaka

Saema Dhaka

0r:ronOn tsarlsal

Rantln tablct . APProved.
(ranltldtne ECl 15oflc )

Onsodrin tablct
(irocyclldlnc HCl 5mg)

Approved.

contd"."""/2

Dcclsiond
?harnadesh. Dhaka,'
Pho 1co<f ne syruP o.1%

^:i-l f\

o{?*r#XflU.-



-2-

tn H. lab Dhaka

Slnozol nasal drol
( xylomc:tazollnc uCf o" t?6)

Dlolon tablat
(diclofenac sodirln 25rng).

Javson. Dhaka

Dlxlcon ca?suIc
(nal1d1xlc acld 500mg )

Shoba ChcmlcaL Dhaka

Sacarln tablct
(saccharln sodluo'12.5mg)

Approvcd wlth conditlon to clLange name

as genoric"
Approvcd " i,r 

.. rr,,,

'" tl
(viripan:.t Ecl 120ng)

LeJactod bccause such strength 1s not
nccossary.

sonln. Sarisal
Approvcd.

Approved.

Approved.

Approved wlth condltlon to narkct ln
B.al.d stml-sterlle contalner.
Approvcd.

Approvad.

Approvcd 
" *,n::n*

Cardlnatc tabl,at
(vcrapanll HC1 40ng)
Cardlnatc tablct
(verapamll Ec1 Some)

Cardl ate tablat

Tcrlnc tablct
(verapamll 11C1 ,tOng)

Vcrlne tablat
(verapaall Ecl- SOrng)

Yerlne lnJcctlon
(vcralpanli Ecl 5na/ ?nr
ampoula )

fora neeting cntlod wlth a votc of thanks to th? chalr'



Mlnutes of the 11 th meetl drf the Dru Control
tee hel .11.85

17th meetlng of the Druq Cont::ol Committee was held on
J0 a.m. in the chamber of the Directo::, Druq Administr
the chairmanship of ?::ofessor Waliu11ah, the Chajrman

5.11.85
ation
of the

ntrol Comnittee.

llowing members attended the meetins,:
Prof. A. Jabbar
Prof. Syeda letoza Begum
?rof. A. T. Sldd ique
Prof . Y'ofazzaf Hossain
Brig. Anis Wal z
Prof . I.l .Q.K. lalukder
Dr. Humi:yun Ii .M.A . iiYe

. Jahangir, nv. Director' Druq Administration attended
nB as an observer.

the

Ie confi:-min.,r the minutec leg*rlinG thc .p-r.)rova'I o.: thc reeio-s
Carclinate ta[Iet (verap":mil) 40 & gcmg of I''/s. St'eb;' cl'e;'ricaI,
I{a, it lre-.i cecidecl that the firm rrial' t'e 

' 
s}(ed tc chan6le the

e din '& Dec sions

e rninutes of the 112th neeting l,rere confirned"

tters arising out of the rrinutes of the last,neeting"

name of the product.

following recipes which \,Iere kept pending for insDection
rt sere placed-and decisj-on taken are as descr.ibed belov/:

IMS Brands Decisions
al- Research 3a-xisa1

1

i

f,

il
i

il

il

il

fl

i
I

1

'i

I

I

ll

i

ii

cRex cau
doxycyciine l OOmg)

inedine tab
ciroetldine 2oOrng)

lozYme caD
panlreatiir 325mg)

Ribo flavlne tab 5mg

tr'urantin tab
(nitro furantoin l oomg)

Rejected because the firm does not have
biologica-l 11cence.
Approved.

Rejected because inspection rer:ort does
not suooort avallabifity oi .irc'il-ities for
production & quality control of t,re j teto
in tlre fifir.

The following other recipes were placed and clecisions talien are
described be].ow:

Comilla
Hvdro'ta tctte ta0 Rejected because not consldered necessary.

I{vdTota.lcite sus!
Amoxycillin cap 25omg

Ribofl-a.vine tab 5mg

The-raoeutics " chi ttaqonq

Approved.
Approved.

Approved.
Rejected becP-use nbt required anymore.

-do-

contd....2

r*Jh*
l\J-/'/'t\\



r!li1 Dhaka

Approved

cxeatln tab 325n9

Xept pending ti1l manufactrring licence
is issued to the firm.

Aolroved vith conditj-on to c)lenge rrame,
dllete colour amaranth, iive proper specl-
flcatlon for orange flavour, 3nd change
indication as Der 31[I'.

Apuoved"

+u6tl,fy
u-!2

/.llmoxil dry syrup.
ciUin 2 " 5ql 1OOml )

the use

f,ept pending for inspection report.

1able.
Ita Pharma Di na

dicee droos 15rn1
corbic acid 5one/nl)

Approved vri th conditlon to change narne.

e conmi-ttee considered
e xecLpe of AcmezYme ca

Dhaka

e zYme caD
nciellpaie JOOme)

conmlttee revalldated the followtng reclpe which \',4.s approved
efore the National Drut ?o1j-cy.

?harn Dhaka

es lab Servler arance

Dlamicron tab (8]iclazide o.o8g) Approved'"

Natrillx ta.b (lndapamid'e 2.5m8) Rejecterl because not consldercd
necessary"

Yueo slavia

ronolactone 25mg +
rthlazlde 25mg)

committee revievred the foLfowing recipe which was rejected, earlicr
th;;;;;; oi ua"q"ute avallabilIty and approved the same obrervinPi
i--at"prJ""nt only'one sfrup & two drops form of the drug are

Kert oending for lapers re8arding justlfi-

".-tioi of tie cornbination cnd eviden6g :bout
availabillty of the drug in other countries'
Aooroved Drovided coatinfl is done Ioc^l'ly
airit soeciiication of the excipients is
adjusted as per 3?/USP.

the revierrr aoplicetlon of Acme, Dhaka -Cor
p (pancreS-1piie) and decided as given belorv.
\4 -r'..:.a'-..--J ";t ht t,'-- t''J te 

"''< i'a/'nrv 4" I"!

The actlve in€lrcedient 'pancrellpase' Is .,ot/J/
annarta.Lle. However, the firm may resubmit
the ieclpe after changing the active ingre-
dlent to Sancreatln BPAO 725n8 "

alcj-nate tab riporoved wlth condition to change indicatiou
c-aiiiur-panio tn"r*t" ) ,'"- ria pantothenic acld defioiency onlyr '

6_04
aver for lmnort rlelitratlon of the folloro'lng recipes were placed
a" dtscuseed'. Declslons taken are as mentioned below.

Rejected because l.ocaI1y manufac--
tured substitute available.Dexa-Lek orhtha}nic soln

( dexamethaione rme/mI)

contd" . " .7

ffi

,rx-



(rifamplcln 150mg) ReJected because IocaI1y manufactured
substltute available "

( -do- lOOmg) -do-
l-Lin inj 5o0mg -do-

1l-in inJ (amplcillin 250mg & 5OOme) -do-
ental Pha"na Be1

inj (bufexamac) Rejected because not consldered necessary.

a tr'armaceutica-

si inj ( chorionlc gonadotrophjn) Approved.
i.u.,1000 i.u., 2000 i.u"'5000 1.u"

Iacto Chlna

l-e whale brand flsb Ilver ol1 emu1slon Rejected because not
considerecl necessary4,

-do- '^/nJ 
+.i-\ |

!.t.r)A 4500 i"u.* vlt
h1
D4

iver oi1 caD
50 1.u")

th&N
zine cxeam The commlttee revieved their earlier

decision of cancellatlon of reglstratioil
of thls ltem and approved re-re gl stratlon-
of the same.

Lver sulphadi azLne 1%w/w)

lanid tab ( lanatosidunr O.25mg)

1e whale brand fls

lanj.d lnj ( deslanatoslde)

hnson & Johnson

d Aid brand rnedicated dresslng
rcuro chrome adhesive banda8e

rno fort inj (hydrory Brogesterone
proate 250mg/2m1)

rcolut tab (norethisterone 5mg) '

Rejected because such drug may be
prepared by the fixm in thej.r 1oca1
factory. llay apply for local- rrodn"

_do_

Referfed to ?rof. SYeda Irero za
Segum for oplLion"

_d.o_

Apnroved.

Apr:roved.

Alproved.

Approved.
Approved "

Referred to 3rof. SYeda leroza
segr:m for o pinion.

Approved.
Approved.

Rejected because loca]ly ma.nufactured
substitute availa.bl-e.

_do_
-do -
-do-

hnsomLast brand adheslve bandage
nc oxide adhesi-ve bandage USP

& Saker
esthetlc ether B? 1O0%

Pharmacheml e Holland
plex tab ( tarnorifen 10rng)

Basol-est tab ( carbimazole 5rog)

Cebralest tab
nesylate 1 .5mg

dihydro ergo toxin

ba-Gelav. Switzerland
Rengasl]. ce.p 2OOng & 4OOmg (plrprofen)
Rengasi.l 1oJ 4oong/4m1 ( pirpro fen)
Krka slavi€r
0racef susp ( cephalexin)

O0acef ca.p
Diazepam in
Erazon cap

l

250mg & 500m9
i lone/ znl
(riroracam l Onrg )

'l',

j

[l,ft"

LOi,,
./ t,

I

contd". ".4



-4-

mg
llerke 1{est Geman

exan ini loomg' 2o0mg & 400
phosporial)

Rejected because the firm has facilities
to nanufacture the iteros :l'o cal1y" I{ay
apply for 1o ca-I Production.

Rejected because not considered necessary-"i{
Re i e c t e d. t, e c aus e r:;f-=11*l}:,"_. ;r*,-]]|li, ;

Aporoved.

Rejected heca-use l-ocal substitute avaj-labIe "

Scherer Austral
E 100m9 cap

n A cap 50000 1u

s 'deLc

rax crean (acyclovir 5*)
nenmark

exid inj 4O0mg ( PivnecilJ-inum)
n inj 5000 iu/ml,

th & IIe

siun chl-oriPe j.'ni 7.46i4 w/v Anlroved"

Dtic eve droi:s 196 & ??t', irl 5n1 Referrl'ed to Prof' A'Q"li'S"
lo:-or ilcr), for oPinion.

1."1, -.i'+t r

Approved.

Approv ed .

Approved"

1Ia nr:r

strel oost oDerative & casualff
ssinl iterlte non adher:.nt Pad

Referred. to Prof. A.T. Slddique
for opinion"

Lonet guaze d.resslng (rvhite soft peraffin sterile) -do-

ctigras guage diesslng. ( chlorhexldlne O'596 sterile) -do-

olin dry non adherairt dressing
ite spraY dresslng
ite dresslng ( polyurethane membrane)

-do -
-do-

scelIaneous.

e representation of 3a.ngladesh Aushad Shil-la
dressed to the Chairn:an, lrug Control Commit
nmittee gave a sympatheti c consideration to the prayer and observed
t d-ue care is always given rvbile evaluating

d only unnecessary Ingredients are rieleted fro
t vras fur ther observed that in specific cases t

harmacist to de fend their compo sition.uite at libertY to send their n
t was decided that a reply to this context maY

Samj.ty dated 21.9 .e5
tee vrai discussecl. The

the recipes for approva
m the comno sition"
the concexned firm is

1,

be sent to then.

e coinrnittee observed that reverslble nenta'l confusiof llas bee t'v
A, I r.,a . 't'

1,n

rted as an adverse effect i n different countri'es. fr-i view o

tvas decided that slmilar warnlng m?"Y be included in the inser ts&
iteratuxes of 10ca}1y avai]-able ranj-ti dine preparations "

It has been reported 1n dlfferent countries that caution is needed in
natients vri th adreno co rtiiii - 

insutri ci ency- durlnq rifamplcin. treatmelt
i:;;il;-";-;er"".i--Lriiii-rlv-t" ittatl""a' r:r vievt or this' the cornittcc
;;;e;; irr.i """h caution str6ula appuor.in the inselts & literatures
oi-iocaffy available rifamplcin prepa-rations'

contd....5

{-4

mk,,

Lffit.



i.ttee observed that US IllA and several other countries have
the data sheet of ?yrlmethamine plus sulDhadoxine tablet
of reports of severe cutaneous reactions associated in some
th fatallti€s and other adverse reactions lncluding s er"um

s, exfollatlve dermatltis, urticaria and hepatitis" In viev'r
, the commlttee decided tha.t the follovdng inform,1.tlon should
uded in the inserts & l"iteratures of locaLly availabl-e
anine-sulphadoxlne preparatlons 

"s: .lata.1ii1es assoc-ia.ted 'rri th the administratlon of

-5-

plus sulphadoxine preparations may occur due to sever
ng Stevens -Johnson slandrome and toxlc elidermal necr
ctic use of the drug should be d.isconti.nued at the

ance of skin rash, if a signiflcant reductlon in the
rned blood elements is noted' or upon the occu.rrence

furga]. infectio

Pyrimeth-
e reactions,
osis. The
flrst
corrnt o f
of active

-indications : ProphYla (repea
ted ln patients r.rith severe renal insufficj-ency' rnerked liver

I damage or bloo d. dvscras].as.
ts which may
erse reactions
the use of

utions: Drug lnteractions: '.lhere have been repor
te an lncrease 1n lncldence and severitY of adv

a1 orc "::.t
c_f,ac ted) use of the drug is contra-

chlo

s observed that Drug Internationalr lhaka was earl.ler all-oved
brard nane tVeeCer for thelr vitamin C table t whlch was very
1ar to that of rYeeceet tablet of SquJ.bb, Dhaka and ,rrtli ch has

banne d under the National Drug ?o1icy" It v,e's decided by the
ttee that lrug International, Dhaka dl1 be a sked to change

brand name.

roouine 1s used lrtth the drug as compared to
aldne . n

e of lnflan 4oO (ibuprofen 40omg) tablet l"/as earlier allowed

"""".-ltiXi. fhe-matter vas placed beiore the committee for

"i-ai 
t" ihe rerlulrement of iuch strength. After discussion

;;;i";a by the'comml ttee that the 4ooms strength of the drug
fen may continue "

rector, Drug Ad.mi nis tllatj-o n sent a ProDosal to the l';inistry
ilealth & Population Contxol for the revisiotr/mo di fi cation of the

ved nssential Drug list" The l1lListry through their merno

-7'l /85 726 da\ed 10.10,85 ha,s referred the matter to the
ntrol Connittee for their examination of the list and send

r declsion to the I'linistry for taking further necessary action
na.tter. She committee decided that tl:e metter uill be

cussed in a specia]. neeting to be held in some conveni- ent tine
inB the middle of December 1985 .

ex, I'lungarY vas asked to show cause for imPortlnp; AIS ini e ction
tanus anti tori lvhich ha.s been be-nne

as determined fron certain evldence " A rePlYn) t5oo i.u. d- under the Drug
to this effect
such imoort ofceived from the l{ungarian EbbassY denYing anY

tanus anti,toxin 1500 i.u. This vas placed before the conmitte eS IC

meetin6 encled YIi th a vote of thanks to tlle chair'

informa tion a.rld opinion"
iilriil""- Ja;ised- to ast< lledimpex to er1lIain. under vrnat

ffi;;;;;; irl"y-nu"" tahen up tire case al a dirlomatic 1eve1"

I

ffi;



bna

I

i

ir-50 c?p
cycllne,
I'orte iil gh lotency

eson oint
metha so ne
pionate O. 1l'" )

eson cream 0"1?6

meson tab 0.5m9
tanethasone sodium
srhate)

sonln Bhri sa.l.

imin ini 100r,g/xi5m1
i ir,e tho Pr i nt

nin ini zooagfztl
badesh Comilla

lk of lJiagnesla

s0 ns Dhaka

lectin DS 400 caP APProved'
to Imea].n,

Intl . Dhak?,

Rejected because not required in t'his
strength.
Apnroved rrith condition to omit tl-e word
t i'li gh ?otencyt.
Ann"oved with condition to <ielete Indlcrtion
;ifi; ;;r; trnflannation of co'"ti'osteroid
responsive dermatoses. r

_do _

AorroveC with conditio ' to men'iolr
i ildication ls Per BllF'

Rejected because not considered l-eouired
rni essential for ou, countrY'

-do -

Rejected because the forrnula 1s not as

per BPc.

)

cme Dhaka

chemle Dhaka.

Iiano rub olnt
( vaporub )

Ttlera! euti Cts .

nextronethorPhan syrup

lholcodine sYruP 0.196

Isoaminj-]e sYruP 0.3?(

Aonrovec with condltion to use tlreoDhylline
iiltii"irrii"J r"i.t."u P ranul'lr" fornt' fhere
i" i"- i""titic?tion i.n ''rsi11' tbe olru'' in
l"t"rii cocteo forn" Iadic'tio | 1o l/^ 'ln
;;;;'"hi, i-;;inni- ano as broncho-d ilatort '

Re:ectecl Lecause not consioere(l Tpquirec
and essential for our counl'rY'

Arproved with condition to chrngc nJme and

;[[i;;ii";-i; te 'as counter imltanL in
aches and Pa.ins ' onry'

.{ipproved rvith condition to chanPe rtrength
T,O U.470.

Rejected because-on1y one coug'h s:rrup wj11

be' allowed to a 1frm.
_do_

hendole caP 2 5Omg

cheno deoxY chollc acrd,,
Reiectecl because not coni:ldeTed r eouired
,r&-es"ential for our courtrY '

Potassium guaicol sulphonate syrup -do-

Chloramex susp 2.5% Alnroved with condition to change n':ne eno

iiiiii.":,in""i;"i)- tH:t+;li;;;:i:lti";:."ctionof 
u,,inarv

contd... "J
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I

Eheovent caP 1000g
$theophyl1ine enteric

Franules 
l

B

fle]&1ej,--12tt9l<<
Ei{ino cin cap 1 oom6

HminocYcline )

Gffi#ffir^r" "'"' lii:liii"til*: :iiti: l;;l:lil:;:iii:'"""

I

I
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1es Pha.rma Dbaka

x@tab 500m9
loxanide fr:-roate

loxon susp 2oOng/5m1

onol tab 50mg
eno10])
rocin oint 0"296
tro firrazone)

sons Dhaka

-?evaryl 150
na1 tab
nazole nitrate 1 50mg )

nd.ard Chem. Dhaka

with condition to glve Purlfied
to 'loom1 as dlluent.

)
Approved.

Aooroved
witer B!

cldex oint
ioaine 496+ Uethyl
alicylate 5!5)

Rejected because no such drug is knorvn'

Approved.

Rej ected because
-e€+bi na+i€n -dFqg 

" 
-l

tt t>{ ) .j 'q t ' 0' L{0'

Aonroved" The firm ro cl'?i {-v lhp uiP oJ

6iiil";;;"; 
-;s-own 

prooui-t2" u^l^ r /t " "" I

Aotroved \"ith condition to delete olsig reid
A";ili;-";i; pararfin rrom excioientsl :rd
;"";i;; irrai"itlorl as t counter-i r^ri t2'nt :or
ach6s and Pains I onlY'
Aroroved I^,i th Condltion to delete oiI nutmes

;X5-;;;;ri-;;licvrate from actj ve inPrediFnrs
;;; ;ffi's; i"ai"Lti.o" as tcountPr-i rritant
for achei and Painsr only'

Aonroved with conrlttlon to 'eplace sodium
;:;;;;;; lv proPYlParaben and adiust th.
;;;;& oi ireilrvatives and change
iiai""iio" ai !antitussiver onlv '

tt .".l' *"e'h ot '2 /"''V"'e q*'

ex o int
porub)

Dla. 30g,ra

Dextromethorphan sYruI)
0 "2/,

ta1 }1q
dnisolone+ chloro-

carvacrol+ acid salicytlc
Xzensa. oint
(predni-solo ne+ cincocaine
+hexachloro phene +clemi zofe

) wlh o-,u

?Tavers for inport reglstration of the -foll'owlns rpcilps werc placod

ile';i;";;"a:'irec:'s:'dn" taken are as ro]Iows'

Rejected because not consldered acceptai

Relected because adequate locally nanufac
t"i'ea sutstftute ava11abIe '
Approved "
Re iected beca-use not,.consldered necessal y"

//u'-1 '1"a'Approved.

Rejected because not consldered nece'lstly' r.
Reiected because not requlred any nore'

cefxasol tab 1g
( cephradlne )
Cefrasol ini Ig

Cefrasol lnj 500nC

cefarad inJ Jg
( cephazoline )

Cefarad lnj 5OOmg

NaDrium ca! 250m9
(naproxen)

If1un1 k ?harma fndia
?ovldone lodloe r^ Reiected because not consldered necessary'

l

l

Standard Chem..Dhaka

Radlunfarma. Italy
I

Med.mpex. Ilungaxy

Kalnormin tab 1g Rejected because locally manuJactured

t?iH::it':;roiio"),- suistltute available'

,.t \i\

,.1,dt, qh$.Itn contd"" 
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Strypen lorte Rapid (vet) ini
(rrocaine Denlclllin J0Orng+
ditryoro stieptomycln 2 5omg/5m1)

& Baker, UK

Ranbaxy Indla

Clba-Gei.sy, Swltzerl.and

lek o sl-avia

Approv ed 
"

Re jected because 10cally ma.nufactured
substltute being available.

nsldered nec essaryo

0ramones tab 5O0mg
(nalidiiic acid)

Sicorten-pIus crean
(taior"tai,on + trlclosan)
frka. Yuaoslavia

)\!,/,-1,'1,n*'
@-(s- -*r I

,,-k/r,9,"tr1-..
*c) rft? \ /) .../,r

Benaouln lai zaona/ 5r..l ?rayer to extend the validtty of the re€lls-
(;;i;;;ui;;) - "'- trailon orllch expired,on 24"8'85 vas reJected
ti"g. ,ro. ftA-?o52-a5 because not considered necessary a-ny more'

anlllophylllne tab looms :ii:il;t.:Tilii,ii::,,, 
manufactured

Rejected because the therapeutic benedlt
ls doubtful.

-do -

Rowachol- cap
( mentho I+menthone+Dlnene
ibo rneol+clneo 1)

RowacPl 1lq
( mentho 1+menthope+plnene+bo rneo 1+
c1neo1+canphene )

Ro\niallnex c @
(linene+campherre+cineof +
iE""tro""+uoi""o1+anethol)
!11Ya, Yugos vla
Anplcl}lln j,ni 250m9

Amplcillin ini 500m9

MedimDex, Hunsarv

-do-

Rejected because 10ca1 substitute aval1ab1e"

-do-

contd..,.5

?raver to extend the validity of the rePl s-
trrtfot whlch expired on 1"11.85 was relec'cpd
because 1oca1 manufactyred sbsti tute
ava11ab1e tx adequa.tel Y.

?raver to extend the validity of the regis-
traiion whlch expired on 11"10.85 was

,"j""i"0 because-adequate 10ca1ly matrufactured
substitute ava11able.

?o1vbe S ini
(viiamin B 6omP1"x)

Krka. Yuso s1avl6
Vitanln 812 1ni
Reg.No. 101-2010-84

lledi
Yitanin 812 ini
Regllo. 67-2021-84

"fl

mnex. HunEarv

^

'rHii

[, Boehringer tdannhefun. W. Germanv

G lsrno 20me tab ReJected because locally rnanufactured
B ?i so =ortiae-5-mono nl trate ) substltute are belng "eglstered'
I ,"*o 4Omg tab -qot'

Aminophylllne retard tab J50mg a Approved'

Aminophylline tni Z5oneftrlo'4 Approved.

Serobiotlcs Inc.. Canada &/

Tni Stero -Benl ctLlin 1200trA Reiected because 10caI1y manufactuled
(p;nicfllln G henzathine) substitute availab].e'
Rovra I,td. . frel,a nd

Rejected because 1oca1 substitute available"

i



Clba-Gei Ev. Swi tzerland
sinex bolus for cattle $Oong (vet) Approved.

Approved.tr'asinex bolus fo" sheep &goat 2r0mg

Sero therapeuti cs . Austria
Antl-Rho (00 Immuno serur globulin 250mg Approveci.

P. T. Otsuka Indonesia
llas-amin ini 500m1
(im j:o acirl in j viith ,qlucose)

Appro ved .

[ientsin Ren llin Pharn Chiua

Xextro-"e inj 2-5%

Vitamin c 1nj 500mg

IVISD. USA

Dolobid tab 250me & 5lOr.g f,eot pendin"
( dls Ilunr-sa.t,,

ba-Geisv. Swltzerland

Review petition rejected"
Rejected because 10ca1 substitllte available"

.for further stuayl-A'y' 4/il1^i

!j.sfera] ini oTiri8 0"59 -App:'oved.
( des ferrloxamine mesyl ate )

I\'ii scellaneous .

It was decided by the Drug Control Com,'rrittee that the llinstry of
Health & ?opulation Control be requested t9-c919lt the Superint-end ent,
oi latoratolies, Drug [esting trabora'bory, Iastitute of lublic Health,
l,lohakhaIi, Dhaki as a nember of the lrug Control committee"

) It wr-.decid-ed that the exlsting lists of Essential Drugs and
' Speu,u.lisea Drugs be dj stributecl amongst the members of LhP trrug Contro

06m,,,-i;ee for their study and opinion about any deletion,
replacementr etc for revlslon of the 1ists.

ting ended wlth a vote of thanks to the chaf,r 
"Ihe

,,]



Iii nute s OI the 115
e

th meetin o .1. the Dru

don ?a "11
B

uo nr'l-o I

s hElC on 20 
" 

11 .95
Admini.str-- tion
Chai,rrne,n o i t'1e

t'rrt:

contd....2

mn jt ee

00 a.
tjr.e DruE Con
charbel- o f the

in o: ?ro !es'joI'

+"ro1 Conmittee \{a
neeting of Director, ljrug
m. in the

1 Conmittee '
llla1j.ul1ah, tire

the chairmansh
ntllo

I1o1ring meBbers atenderl the meetirlg'

T)-^ f A. J'bbar
i-.1i. r'lo tt"'t 'l' ossarn

!Fr:"tltirrixnur
r,i" ii"friY* K'nl'' ilye

J,,han:rir ' [' ' Dir c tor '
p- ,i ,n-ot""ru"r '

1)r:ug t\dnri'rist::r,,tion a ttenderl

confirned"
taken are

ed in s& Decis

e nlnutes of the 114h meetlng rere

\iormin-1( sls!^.,.,
(mebendazole 1:'0 

'/

Rererred t9 ?Tgr. t:oiY;?:'rl;l,n",l.l"ll"''t-
$*i:'fi:',, :li'8;,ill"';:;' opl ni o n'

Rejected bec?use not essenti ] an^ no

more requlreo "

-do-

rms lllrznds

Robinson 61'Ii tta f.,.o n

Gono shas tha-ya Dhar{a

SKvlab, C o'.n ill a

Jams nha ka

G-Benoxinate eve drops'o"496

a follovinq reciPes
lcribed belou '

ti,:nuXl#?l ,'"'"1
Riopa.n tab

ere Placerl anc' deci s ions

(LL

11i*h"-ffii'#r'"1"ff'=

t--rnvcd with condition to decllro tl''" 
"llH?;i;.";;i i'lgn'"i" oxirle contont ana

';i3Jitil;.;;; ofl 1"'o" iuice rr'vour'

Seema Dha ka
lejected because not essentir-1 :r4(l no

rloI'e requlre c '
o.1i4 rhe recipe to o' f::llfliltil,;l:;1,,:"'.;:;"'.r chloroform, r*?lri,.lr.Tr.r' nrl""rtv.

'*.'l rji ents and re1(
ilj on to Piv' jadlc tio'1

Dtroved with cond:
i.,i- io""gu 2s oer Rllr"

?;i?iltl3t" ,""."r
lholcodine llnctus

q>hrl
["

Tenol tab
(atenolo1 50ng )

I

Decl sions

The reformula'l':o T":l:":1":h;^':i9::t"i'
hi pher strength u''s aPPr

tit;";'"i"ii"g'-one vrith- condition to rpecrrv

;f,: ;il:"i";n-'"iiicatio" or the ^eodoranr
to be used '

H 
r :i::1":":?"i;"il:iili;, iil 

:::li;r:i::t;' "'
col-ou]l, flavour ' 

s\iee !t

chenico. Ra i sh'ahi

I

I



Ao.oroved vlt:r condition to deletc tylose C'

il;;;;;i oQoq' Iy::l-?o=;iolll,il3:t::"'slvcerlne & tartrazlne -l
;it;;;'ti"; colour tnav be approved bv tlDA'

fulvin sus?
rlseofulvln 2.5%)

l:ma

CetoI soln
benzethoni um chloride

soarninile sYruP 0 '89(

?hocodine syrup

!o t. guaicol- sulfonate sYruP

DextromethorPhan syrup

C-Glucose !oY,de?

B exi mco Dhak a

Aolroved vrlth condition to chan'o name and

;5i;;i;; oi'tartrazine" Alternate colour'
nay be aPnroved bY )DA"

Aooroved v,ti th condition to reolacc' benzoic

;!'i;" ;;" ";ai,, !"::gil" I 
^1" "['"Xi 

ri"tllitt'"as t antltussive' onry; i
|Ong 1-5 tlnes dalry'
Reiecteri beiause only one couBh ryruD will
be"alloved to a firn '

-do -
-do-

Aooroved wlth condltlon to mention 2ctlve
tlH;ai;";^;:; rdextrose- monohvdrate BP' and

tlmt:.ilt' :l:'i:.tl'ii": *t:T1 ":::',

Iiagaldrate susp

. llisce]laneoud.

ll,::i"?:'il,;"t5ffili:'g,lli i:I:.i!lii;]"!1 i;ilii:ili:":l:
amendment af an approve;' ;-";ip;-i" ibspect of exciDlents o1 v'

(*ren aPPlled- fot") , ,',-

Ilagaldrate tab Reiected because not essential and no

noie requlred "

mneting ended with a vote of thanks to the chair'

I(-flr-\
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e6 0f ttre 1'1 th meeti of the C onf,r 01 CoDmittee

ro1 Connittee.

owing nenbers atteEd.ed the neetiDs:

":[il'r*$,lrhBff";i":lj"irilHl"+itlE"tmh#iitil""

Prof. A. Jabbar'
!r. i{unawara Binte }tahEan
3rie. Arais Waiz
o$.-ttunaYun K.I1"A. HYe

s &!ecisions

uiButes of tbe '1'15tb meetirg were conJirmed'

f o11ofl-iDg reci-pes wele placed' and decisioDs taJren

scrlbed belo :

Deci si ons

ADDroved. with coD&ition to correct the
e;A;;-i"" 6 hourlY interval'icillia 10

81. bottle
opper)

(s
cerilx tab
ucralfate roomg)

Approved.

Sheba nhaf,{a

BeDg aL Tecblxo '
!inajpul

1osi4 drops

,
0mg,/n1
with

olrickstoP caP
(Ioperauide z'8;

Aooroved. with cond'ition to change E'ane

;i"d^il4";ti;n to be as Per BNF"

Chlorampheaic o1 caP 2!0mg

A6natex sJEuP APP

GheoPbylline . as
ioaiuir erYciuate) ess

Kept peading for inspection report'
,oo"a *ith condition to change sUreDBbh

?;gr Bi['"*":t ""B:a:'::",3i ii,-

Refsaex cap
(cephalexln 2 SOEB)

ReB;hco' BariBaL

o11o ' ,baka

0psoni n. Barisal

Alirs ],ab Dhaka

orflex ir.i
( orptrenadrine 60m6,1

9r11slc 1a5 100log
( sugar coated)

Approved.

App!ored.

Approved with coEditi' on to 8b'ange naee '

Approved.

ADDroved with condition to delete tarf,razinc"
tit'";;;I"";;lour mav be appxoved bv DDA"

zantiD tab
(ranitidine ttDEg)
-A.ninol tab
(atenolol- 50ug)

Reiected 1e1' a6a-availability of
ttaiu-facturing facrll-tIe s '

i.w

, .-\: \'i

DiaziDe tab
( sulfadiaziDe)

contd......2

I

I

Firns/Branas
Eqe4E!.-qE.

Bengal Cbenical . Dhska

I

I

i
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odol oiot

lulav be lesubEitted after correction of
foi'rriu' indication, dosage ' etc'

' -do-

Kept pendiog for iDspectiotr report'oasis . Ser Ean

RibofLavin tab 5ng

Cine tidi.De tab
ucr],
DextroEethorPhan
sy,rup o.7/o

Heuaplus SJTUP
(ferroug gluc onate o7o2

Ili cr obe IJab. 3 a

Riboflavin tab 
'mg0pso Barisal

Jarxata I,ab. Dha.ka

;l

,c
-d.o-

-do-

ADDroved. with con&ition to delete sodiu'm'

;'tii;;i;;' ";;aiun. sacctlari. ' a.od a$aranth
iEi-rrom'tue excipients ; uod.t9. $:"Y:-
soecification of flavours a]lo ol-J'u'elru'

n-o resutuit the recipe with a chaoged'

ii# "a correctioo of. fornula with.
;;-";";*;r;;i;nins asent, antioxidant' etc'

Rejected because tbe fo?nu1a is wrong'

Reiected. becauge oDfy oDe c oug-h syrup will
il"iiiir"i-i"-'i rirn 8.l:d' the flirn has
;t:;&";;";-airo*"a noscapiue svrup/ta b"

. Ot"* 
""P: ii"t Ili,r, guiacol suflsaate)

llucon susp
(nagaldrate)

lab erEotamiae with
carfeiie ( tog + 1OOng)

ICI. Dhaka

vivalaD Somg ta!
(rriloxazine HCl)

Vivalao tab 100u8

Rejected because no llore requ-ired'

ADDroved. with coDditioD to change name-ii*a 
ei"u d.osage as Per BNF"

ii'SEffi liJtSi : I:fi iiut:I)""?o3ffi1n*
Xor oPiaion.

-do-

Reiected. beqquse trot essential and

coisidsr e d ltiece Esary'
ABproved.

Skvlab Couil.la

I'isoas Dhaka

son Dha.ka

,iIa$en tab
( orryfedrile ECI)
!'itaxon tab 25og
( doxepin ECI)

/ [heoBhy].1iDe srrupv 80us,/1rd ,, r.ti'

e! sustained
is

SuDrazyne cap lzryg
( p-ancr6atio BP 8O)

ni)cicon susp - -.(nalidixic acl-d)

ADDroved. lr'j-th cond'ition to Bive dosage
ai-Ber. BP 80/ BNF u>'

t'f HEI1 H:,:r?:tffi 
' Stl*:iiie[-: $ cA""iilr*ioi"^t"; Lnd give proper ' specifi:11-"

Iii-" *i"e 
" "i* sodiun & food colour brown"

vitafort io,i To resubroit lU:-i:9iL"-ldth stEdard
( thianLiEe l0Ong+ 

-fl"tuft- fo" Blcomplex iniection'
Tiboflavirl 1oro8+
pyrid.oxine 199'ig/2n1 *P..."03'u'"ri., 

contd.. . ... . .1,.{
,,.,,., .,,.\\.,,.\.. ",,,'\, I ,l r"^ \

&

Gmm-

Pholex linctus
(phol codi'ne )

_The be
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sonl-n BaJisal
ltt 6 tab

doxine EC1)

aysr for iEport xegi
acod and discussod".

oslavia
Titauin 412 ini

Eflax oo sol-n for i.v.
(netronidazole )OOng/1
Pim*de1 cap
(pipenidic acid 20009)

Mediropex. Hu:cgary

Titaain 312 iDi

Gentaricin inj
2o$glmL in 2uJ. anp.

Approved. with coDd-ition to cha!.ge stxength
aB ,Ong,/tab ar*I give iBdication a:od
doeage ae Per m{tr| .

Btratio! of tb.e follonlng recj.pes were
Decisio[ takeD. are as follows:

Prayer for revalidation of the Drorrisional
registration (1O1-2O1O-82) was approved.

iufusioa ABproved..
oonl bofrte)

Rejected bec-qflge Dot essential and
considered itiecessary.

l.:,1

Prayer for revalidatiotr of the provisj- ona]
registration (6r-2021 -84) wCB aiproved.
Rejected becauae such stxength is not
requi-red.

MiscellaDeous.
It was obse3ved that Pfizer has asked. for ir0port of bacemFicilli!.
(fox their product Bacacil), wlricb is_corverted to ampici.l1iD. after
dbsorbtioo,- at a price ot uSfi 152/ks $k 10582/ -) against usijTo/ks
of e.npiciIlin. there is no special tberapeutic advaDtage that
justifies the erdxorbita.nt price of bacaropicillin raw materials
which Lead.s to Ligher MRP of the product"
It was aLso observed that they bave appLied for i!0port of
tiocoDa zoIe, au aotj.fun€aI iuidazole _ 

derivaf,ive for their Trosyd
crearr at a price ot fk 81r2r/ - per k6(US$ 2l1l) uhico' is fr-@%
oore tE4E the existiD8 iloidazole derivative available j.4 the
rarket" There i6 no therapeutic adva.D.tage ttrat justily suctr high
plice of tioooD.azole raw [ate3iaIs which lead to hi.ghex MRP.

Ehe connittee reviewed the approyal of BagaciL and Troayd. with the
above viewpoints aJxd aledlded that these drug6 oay be a11owed. j-n
restricted q uantifir to be deterxLi-ned by the DDA for specialised
use on].y and- tbe firro may be asked to reduce the price of raw
naterials of these products.

bD [he decisioB about discotrtiuuatioD of d:icyc].oniDe sylup/d.rops
was kept ponding for oexb Lreetiog.

o) As observod tbat anpicill-in preparatioos na cause pseualonembrallous
colitis, tbe coEoitte€ r6come!.ded that such wandng be incorpora-
ted itr the inserts of aropicill-ia preparatione of the countrJr.

d) A prayer of BaDglad.esh Cb.eeists & Drug8ist $qmity dated 25"11,A,
requestirg to reco:xsi-der ttre approvaL for regisfration of Vital0in
312 iqi, Yita.rriD B-complex iaj, a]]'d Benaquin iaj was co!.sidered"
[be co@iittee re coDoend.e d. fox levalidation of regisf,ratio!. of
Vitanin 812 inj of trlka,Yugoslavia atld UedixopexrHungary. However,
for BeEaquin iDJ aod Yita.nia B-conplex iuj,the connittee upheld
thei.r earlie! decision"

tbe EeetinB end.ed with a vote of thaoks to the qb.aiT.

,\
l,

,\
I\\\

(.., )
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I'linutes of the 11 th meeti of the C ontrol
omm

117th neeting of the Drug Con:ro1 Comdttee was held on 4"12"8,
1'1"30 a"n. in the chamber of t ra Director, Drug Admirlistration

the chairmanship of Professor Waliulfah, the Chaiman of the
Control Con:aittee.

followir€ me[bers attend.ed. the lceetin8:
!r" I{urxawaxa Binte Rahman
Prof" Mofazzal Hoesain
3rig. Anis ltraiz
lrof. 11. Q.K. laLukdex
Dr" Humayua K.}I.A. Eye

eedi s & lecisions

lhe einutes of the 116th meeting of lCC were coDfirmed"

lhe fo1lowlng reci-pes were placed and. decisions taJ<en are as
d.escribed beIow"

tr'i-xns,/Brands Decisi-ons
JaJ.ata. lhaka
Dexophan liquid
(dextromethorphan trBr)

Gentin ini
( Bentauifin 2ou5l2rn1 aPP)

orion, Dhaka

Ascorin liouid
(ascorbic dcid. lO0mg/5ml)

liagaldrate susp

Appxoved with condition to delete sodium
netabisulphite.

Rejected because not essential and no
oore required"
Approved with condition to xeplace r.linctus'
by* t syrupt from na&e; give s trengthlnosca pi ne
hydxoahloride 1O0ne/100n1 as salt; give
j-idj-cation as raatitussiver on].)r; give the
warning rnot recommended for childjcenr; and
d.el-ete chlorofoxn water from excipier.ts.

Reiected because the foroulation is wronu :'od
do6s not fulfil the griteria fixed for
antitussive syrups.

[he recipe nay be resubmitted with a
chaDged -naner- strength as @/c a.]].d preservative
in sodiu-m salt form"

so1l1n BarisaL

Noscapine linctus

Chenico, Rai C!eb1
l{oscapj-ne s)rIup

City Phaxra. Cte
Gluconate sJdtuP

Nira&ov. Dhalra

Squaxe ?abna

Approved"

Neozyme cap l7rng
( nancreatin EP 80
iirteric coated. g?aJaules)

Approved with condition to give
per BNtr. (2-48 Per d.ay)

dose as

Esrufen 4oo coated. tablet Approved with condition to delete P

iliiii"t,i"-rcors) ail rriroo;et frono the excipient ana
ol_tEp,*"tr/._" })er"r+_?ot1". 

*,.; ' "
Dsrufen 600 coated. tab Rejec"ted because'r'such stren8th i-s no

ovi donie
overa8e

-y1? t, ,

contd".."""2

. )l)

(ibuprofen 6O0ng)

I

Rejected because the formuLation is wroog
and does not fulfil the criteria fi-xed
for antitusslve sJEups"

I

l

neCeSSaryo
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Prayer for inport registration of the fol-}ow-iog recipes wexe placed
and- discussed" Decisio$s taken are as foLlows"
-[orea Green C]:oss . Xorea
HeDavax-B vacci-ne
(d-epatitis B surface 3ntigen
j-nac tivated, zomcg/rnJ)

Approved"

Rejected because not essenLial and
not re quired.

Lek ].avia
PaliE cap 2o0mg
( p:-penidic acid)
Phaxroachim, Bulgaria
Avinycin oral powder (vet)
( 
"rvt6t""Ji"r:-he 

+ ne dmycin) I(ept pend-in6 for further studv"

Ala1gin 1@/o v:.a]- (vet) (&ipyrooe) -do-
Aupicillin i"ro" inj (vet) -do*
I{oxo} aerosol (vet) ( chlorarnpheoicol) -do-
Genta.nicin inj ('7s1; -do-
letracyclioe oral powder (vet) -do-
BioxacyctiDe depot cap (vet) -do-
Medimpex' llun8arY
Jumex tab ,{eiected because not essentia} and
(iele8iline 5ng) not required.
Squibb. uK

The neeti-n€ end"ed with a vote of thaDl<s to the chair"

Kenaloe in orabase
(trfao6inolone)

4. Uiscellaneous
a) It was observed. that in UKr dicycloline sJtlr-rp and dTops
" ;;r;;;-i;di"iiJa i" infant6 und-er si-x months of age and

io-i"fut" the iodication for its use in in'fa:at colic'
has
has

be en
r e c onmend-e

fn Bargladesh' dicycloelne is nostly used' in infant colic fox child're'
uJf o* 'si" *o"trrs oi age---.ttio, tn" aryg jjn sJrrup and drops f orn is
highl-y xdsused' as a different form og Srlpe wa'Eer"

As the dxug may cause apD.oea aD0 other si-gD of respiratory distress
ii iiri""t il tn6 avaitability of the drug- in -syrup ard drop.form was

i:iH#";+ iilJ .i,rrittEE-"ira :-t was dedided tuat alt brands or the
iil'.ii"*ti' lJ";;;d"a;- urd registrations be cancelled within one

y"*il Uo new recipes r,ri]] also be consrdered'

It was observed that S quibb has applied- for. j-nnort of t ha].ci-nonide ! '
f or their FJ.aros cxean ";-;; ;;";-bi['otrv -nig]i "ri cc of Tk '11 lacs

"Ii 
iii,--rr.i"rr-7"- loovl" ii6il"i'Tn""-iuii-"or 

-oEri"n avaiLable topicJl
steroids.
IheconmitteePeviewedtheapplovalforEa}ogcreamwiththeabove
rriew point and. d.ecid.ed- iiiit- t-n" 

- d""e may be illowed in a restricted
lililtiii"i"-6; e;;;;;i";e-uv'il," rpl roi specialised use onrv and

H;;i;* ;;y-;"-;;r..d ;;;;4.;; ttre price -or the ra' material"

:i

ir
iir,

.illi

I

t

Rejected; Ioay apply for local malau{actue e "



Miautes of the 118th neetin of the Dru Contrsl
on

118th neetinB of the Drug Control Couni-tlree was b.eld. on 18.12"85
11.n a.a. in the chamber of the Director, Drug Admiuistration
er the chairnanship of Prof. Y{aLiu[abl tho Chairaan of the
I CoDtroI Connittee.

e following uenlbers attended the neeting:
Brig. Anis llaiz
Dr. gueayun K"L{.A. Hye

ceedin & DeciaioDs

Tbe oinuteg of the 117th ueeting were coufirned..

. Matters arising out of the niDutes of the last neeting.

Ithile d.iscussing about the exleorbitantly hi8b. prlce of raw
uaterials, such as tioconazole, bacarnpicillin and balcinonide'
it was desired. by the DruB Control Comaittee that froE now ont
while applying for approval of a recipe of . non-ptrartacopo- e al
drugs tLi ielutacturei has to justify tire introd.uction of a new
aruE in a suronarizeA forn not exceeding 20 lines and. also infortr
the-probable reti ail price of the product flhen na-rketed"

The following recipes were placed and decisioDs taken are
as described beIow.

lirns/Brands
Glaxo , ChittaEons
?holcodine syrap O.1%

Glob e Research' tr'eni

[he recipe to be resubnitted with proper
sDecilication for flavour, preservative
&- solvent; and indication as I antitussiver
oD1y.

ADDroved. with condition to cbange nane
aih grve ind"ication as rcounter irri-tant
for exber'aaI appli cation t o

ADpmved. with condition to givo proper
$lcificati-on for RaE)b errY Red.

Deci sion s

Iogex oint
(iodine oint)

Potassiun guaiacol
sulphoDate-s nrp 2.r%

Cap SuperzJrme
(pancreatin 125ng)

Tincture BelLadonDa

CiDla L/td. Bo ga
Comfcrte rub
(vapcrub)

ADDroveA with cond.ition to cbange Damet
eiie soecification of Pancr€atin as BP
iqgo. -reolace lactose by starch in
eiciiients, g'ive iudication as rpancreatic
decf-iciency' onlyr and dosa8e as z-49 dalry"
The recipe rnay be resubnitted witb naroe
i, *"ou"i" foim. indication as r antitussivel
usiie nethyl paiaben in sodiurr salt forn
to mlke it- na:ter soluble' aId:eplee&on-u /- !

"-of-Ln8"+;R.en No. /+O sith suitable colour./tui,\

The regipe to be resubr0itted. as per tbc
standard fof'oufa alld ctrarlSe of nane' The
standard formula inclutler per 1oo8t menbhol
o "r-2%, ca.opbor 1-1%, oj-L eucal)?tus 1-47'!
oil clovs 1-r%, g oiI ter?entlne 7/o-o tn IJ[e
excipieut oliv6 oi1 to be repJ-aced by
aracLis oil or coconut oil.

1t'
(,ol?""

contd"... 2

tr-l
i

E G.tl,l. l,aboratory. Ni eani

Eealth Lab. Dbaka

Cougbryl sfruP
( dextrcnetborybaD
syruP O.Z/o)

Rejected because not eesential ald not
required any oore.

I

I
I

ii



Pabna

t azj]d, PO co at ed t ab Approved with condition to charlge nane'

rifannicin lOOng+
sonia?ia 15ong)

ert David Dbaka

aLidixic acid. caP

Pabna

BeDgal Iocbno inaipur
Pholcodine sYruP Q' 1%

?;'"H;":$1" 3p'l so 125ms)

Medico Dhaka

Alproved witb conditj-on to 6ive -
i;ei;;ii"; and dosase as Per BNF'

Approved.

The recipe to be reBubnitted witlt-
;i;#i;il lrons and isoniazid loong

elil;:iiI u:it;f;:.':"fiI"JIa s8"H "'"u
iablet, and a chaD6ed nsno'

t^frfif4ft f-'ffi ;h;iilr+*tr""
#i;il-;"ib" approved bY DDA'

l";;"::":":t :id::i*i'Ht [::ts;"s*;t"
iifitl'ri;z 6i",age' ald nentionins the
?'iii" 'i.igi'"ai eit ' 

as . ent eric coated
graDufes of PancreauD '

$j;#r:,}:"*""j'ru:'afl'a*"H::l-""ii"iisi-"r Parcreatin is B! 1980'

,,*$pr*ti*$*p-**',,*:lp'-

fr;;'t**u=:**l*}i*:**
X*:e;,:t'-#;,H: 

*'" 6'o*l; tuuo

Reiecteg because Dot required iD tbis
streDgtn.

eotack JOO scoreq tab
ranitidine 700ng)

lazLd 225 co ated tab
rifanPicin 225108+
soniazid'l50m8)

(
1

,D

Entazlme caP

!B # :e" ex'#" i?x" iil, ur

Noscapine cough sYnrP
o.l%

skv lab ' Coni),Lq

Yit aniD C drops

City
?3il$3i,Iil rco'u>

Cyodex oigt . .(iodiue ornt]
Appro
of vase

ved pith coud
U-n e to be

itioD to sPecifY
used (Ye

typ e
Ebiite).l]ow or

and Bive indication as t counter i rritaat
fo! erterna1 aPPlicationr onIy.

approved witb conditio nto
gave indicati on as r counte
exb ern a1 aPPlicationi on Iy.

Rej ected becarrss tho DCC bas roconmended'

x cance]-lation of regf

chan 8e na.Iae €mc-

r irrit ant lox
Civicks olnt
lvaPorub)

Cinici1Lin sYnrP
cLonine 11C1 )(dvcv

6'{r I

eparation s'
conto. ' '

stlation of

I

I

vit aniD C sYrup

Hoecbst" CbittagglE-

i

1

. f ,i.-+l



I

Gono shastbaya. lhaka

BengaL Researcb. Barisal-

G-cfuetidi".'e inj Appmved.
200o9 per 2aI aqroule
tr'isons. Dlaka
PevisoDe oint Approved.
(econazole aitrate 1%+
trisnciuolooe acetonide O" 1%)

Seema. Dhaka

Pot . guaiacol sJEup
2.1% (potassiun
guaiacol. sulpb.onate
sfrup )

Central. Dhaka

Ma8acid tab
(naga.Icirat e)

Magacid. susp
Seena. Dhaka
Seernacillin drols
(anpiciltin IOOiB/nI
in 15nI bottles)
Seerqodiun cap
( loperanide ECl 2ne)

Approved with contlitioD to give ind.j-cati-on
as rantitussive I only, d,elete colour
aEara)rtb, g'ive narning rnob for children
i.n 1abe}, carbon & leafletsr& gJ-ve preser-.
vatives iu so&iuro sa].t foru. AlterBate
coLoux oqy be a.Lloretl by DDA.

Rejeoted. because not essential a]ld not
required arry aoree.

-do - fl \t,'r
l-'^\ r

ABproved with condj.tion to /igive calibrabed
droppers to neasure 1"2)nl rt O.6hI etc.
and give indication as per BNI"
Approved.

Tab O:<tr4rhen Approved.
(oxypbenouiun brouide !n6)

Miscellsneous.

a) fl'bile reviewing the objectives a]]d activities of the lmB control' Comittee it wie observed' tbat the Conmittee neets as frequeDtly
as every week regularly in ord.er to calrl- out the. ieportaDt
re spon sitiliti e s-eBtru;t ed. Aad each of these neetiDg continues
for long hourB.
To carry out the work of tbe Coronittee ouch adrinistrative aDd
secretaiia] iobs are i.nvo lved'. But no fund has yet been allocateci
for tbi s pur?o se.
In the circunstsnces, the Conoittee suggeFted. that a special.
fl:nd be created to b! operated. by the MeEber-secretafx of- the
co^.iiie.-*uo is a1Bo t-he L,icenslng Autho ri ty (oflss) to 

-b 
g.ar

iuE-"roi""e" incurred while camying out the functions of the
lrue cAntml Conndttee. Tbus lt'was suggestetl that while
.rpivi"g for approval of a recipe the oalufacturers nay subnit
ai^ airo"it of TIka 1oo.oo per recipe by.cash or crossed cheque
Jong nitn tbe usua1 cba$n of thi recipe eval-uation fee of
T aka lO0. OO.

Tbe Conroittee declded to put fornard the above gu-gggslion- for
ionsiaeriiion oi the Secr-etary' Mlnistry of HeaLth & Po$ulatj-on
Control for approval.

,l $/ l,' -\L

.'/'- --"W.j./xD \L," 'i'l
n-f I I r. .t' .\Il t e / l'
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t-,r :. Thc comnltt6e dac!d.d to Gbtain .pit:.lell of Ce]n. l{chaimar .lld

'treforc clnsldoring od r6{;istr:.ti on o: the f6,11c,urDg itrr,"rs,

'llano of thc ltor|ls. Ir.,rn(, cl McllrrfncLurar..

II/:::. 1s 5i"a chemic.l.s, ile-t
GC IlN AI'iJ'.

! t
il

I

I

I
I

ii

i1
li

:

Jo1l. ll r'tra1

. llnrcslnc sc1r. fer iirj.

. I4arcqiile a&"cDsf.irr. sBl-r1, for 1rj. -dr-

th! mootint oDdad lrith voto ef thnnlis to Uto chal""
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Ilvor oi1
'liYor oi].
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3€n a1 Chemical. Dhaka
Dettronethoryhan synrp O.7o

ar Dhaka

De:f maetho4rban symp O./o

Ch@ico. Ra,i shahi
No scapiue eyxr.1p O"!l

Nir a. Dhaka

+ppT""gq witb conalitioE to giveindication as I antitussive r -oniy
a:rd alelete glycerine fmn ex-ipients.

ApBrpveq vrith conalitio! to delete
?TgrantF colour frcn excipient soAlternate colour nqy be alproveAby nDA.

App-roved with cond.ition to d.eletecarboryuethqrlcelLulo se rmn eiciiien-u a"

Bej ect e,L because not xequired..

Tbe reci.pe nay be resubmitted. wittrsureDgcll. equivalent to 1OO ng
9poqcj.++.u base per one uL, !'acking1) r0I with calibrated. dropp6r- toneasure 1.25 nL, 1nI & 0:-625 mt:and correctj,ou of excipient s.

-do'

9€ocih rvt tirop (dry)
(peai.cilLj.u V)
Moxap en drop ( dry)
( aEorycil-Iin aO.AJJ 9,1/1OO u])

1 wl1oo ut)
Ioxciu d.rop (d.ry)
( cl-oxaciIli! 20"8

4, Uiscellaneous"

The conuittee decided. that-tbe raeeti.ng to revj.ew the lJists ofEssential atd. SDecialised. Drugs wil1 6e'Aeid oD 12th !,ebruary1986 at 11"N aLu.

The aeetin6 eod.ed with a vote of thanks to the chsj.r.

#
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