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lhe 9

o5.85 a
ege uad

esr of the 8th neet

8th neeting of the Drug Coltrol C ommlttee vi: r held,t 9 a"n. ln the conferenc€ roon of Dhaka Itedic aIer the chatt@anshlp of Srof . tihliul-}ah, plofessor of

5

ine,Dhaka &IedLcal Co1lege, Dha

fhe folLowlng arerobers at t encl
1. Prof. A. Jabbar
2" Prof. Mofazza]- Hossaln,
3. 3ligadier nnle !,Iais
4" ?rof" I{,.Q.K. TaLukder
5. DIl. Kazil Abdul trattah,
6. Dr, Md. Jehenglr.

ka.

ed the nreetlr€"

{+
3

The followlng d.eclsLons were taken L.n the rneeti16.
Mlnutes of the 97th meeting was confltsnxed.
the connittee rleclded to modify the Inspect j-on report
profoxme ln next me et lng.

,ii

t!#
l:ifu;
nTri

,j' Prayer of LVS.I.C.I. Banglodesh llanufacturers l,.td. , videletter l{o. niI dt. 30"5"85 fo:r approval of the formula
and the nanufactuling process of propranolol Hydrochl-orid dB.P. basic aaterial vras permltted...
Player of Memorial Chligtian Hospltal vide letter No^ nildt. 28.4.85 for ]tr.o.C. for lmport of lietaLar Injection
(Ketqnlae Hcl) and Pontecaine Spiual onesthesla ( Tetracelae
Ilcl) was allowed tf it is free gtft

I

l!,,;

llemo of Li,/O. Eealth & popu].atlon Control vl-de memo No"
1/!yO-2O/8,4/ZOT ttatetl 13.5.85 requestlng fo.r viervs ebout^Import of-sone drurEs fgx Ra.L'l Krishxa n{issio]l w&s llaced fue

befo.re the cornmlttee. The prayer was rejected by the
comrdt t e e becausertlno
and ?a!ac e ta.rnoL ere a

st of the dr flre )ann3 irind.xa-c

P.rayer of B.C"S.I.R. vir1e letter ]io.Sectt/ppp/1(ZOr/8/2174.
dated 9.5.85 requesting to know tvhethex toxicity test
report of the Institute of trood. Science{ Technol ogy on
Garlic PearL ,&LL]. be qccepteble to the authorltl., vras
discussed. by the conmittee. Tho con&ittee opined

? a
itt

-<,ta -1^-?- d1,4-4 Zj/22

h
Dn

lette r 1{o. DP3/
Illai-vs/P(I) /84 dt. 4"5"85 inforniug thet tlal_ay sia may lnpo::t
large quantlty of Garlic capsules and recluest ing t o l(Eb\y
lvhether the ?hsrnaceutlcals Ind.ustries of the country cEn
produce the i,tem for export t{as placed. before the coitmittee"

rli
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Contd...P/2.

I
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The colornitte e opined th@t since no ?harmaceutlcals Indus+ries
has such i/dgm ln thel:r lianufacturLn6 lLcence yet/-the question

of export'of the i'tem does not arise1 ^9 2 "-u'9
It vras decitled that llenceforth the neetj-ngs of ihe co:nrnittee

I

rvllL bd held on every wed.nesday at 11.60 a.r. in tlre office
charnber ofif the chalrnran ?rof. iialiu1lah, Pr o:Ce s sor of lJecLicirre

lheka Uedical College,Dhaka , 1a* fi t""z - L'-'"1 '

It was a1sfl tleclded by the conxnlttee that an j-irra 1 fee d9( tvirlc.b

usually 
"oLtuirrn 

horruones, antlbiotics and vitairrlns etc)
v/iIl fe1I qnder the pervlevr of llrugs. .

Recipe of lilzoraL tabJ.et, 2o0mg (Ketoconazole) of li/s.Square
?harmaceuticals ltd. vras epproved as underlicence d.rug uitll
i'i/S.Janssen, Belgur, subject to the condition of approvaJ-

of Iillnlstry of lndustries to manufacture the clrug ss tlnder

licenceJ dru€;.

The reclpe lvas reconended by Prof, saf utlaa:n of Dhahr: Iledical

It !,,€ s clecided by the cora:rittee tllat il/S.0psolr.in lvil-I be

allovsed to manufacture Opsali.ne (Ora1 iehyclratio! Salb) in
10oO lr11. n&ksize forthe time being.

The meeting ended yrith vote of thanks to the chair.
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es-of ilre

The 1o0th meet itlg of the :Orus Control Colrrdttee 'rr'o s lLel-d oll

) ,7 "1985 ct 1 1 .30 a "m" i:r t he---€onf el:.er+9i=o-ol 
-J the LI'r':r!'

lriecllca.l- Co11e3e I'loopital and er the cha !-::rlalrhhip of l']rof '
i'la1iul1ah, Pro:fessol' of l:iedic ine , Dirr':ka iieclical 0o11e-e iiolp
Direk.'r.

The fol-loi,Iiug inembers attended 'rihe nedtiflt"
'1 . Srof . 1. Jabbar,
2. ?rof . .i..l"Siridique,
3. Prof. iiofszzal ilo s s ain,
nr.Dr. Lc1. Jahan$tt .

ghe f o11otr/ing decision,g wer c t aken in the ne e1iil5 '
1 " liinutcs of the 99ti1 meetlng l''ra s conf i::liec1'

2. The lecipes of tile follovring f irrrs lveve conf::'-rf crerl '

:i1rp::o'rcci 
"

-. ":: .,
, l,vr: ,,;,1. . ..' ..: ,,.; : {Iil. -\:\ir, - ;,",;r.tt;:i . .,.

tobtli meeting of tl're Dr r-rg colltl'oL Co:',rnittee '- ":l 'i,: il
IreLd on ).7;a5. " ",rr Yi

d

it oI

"D

4r.

i;
,:il

A) [i/S.lxirg Lnt erna -
t ionol , Dirsk: .

B) 1i/S.G..il.CoicparY.

C) I,1/S.Cipla L,t d. .

lr) Ii,/S"squibb of (]rD)
Itd.

I) t'i/S.GonoshastiraYa

G) i,./S "ila 
jat ?harmaco

B) l,i/S. zaliBn PhsrnICo.

I) i'ilS. Globe Ch.Lnd.

0

i)irno.':yl cl rop
( /rr:ro::yc ilL ir: )
Clo:racil]itr
Sodituo.
Cl-o:nin
(l)lc),c1olLine Ilcl )

i) iielactin Cap.
'( lolrnetr in)

ii) Tofenal- Cep 
"(vit.n)

i) Iura zoliclone
iijLlsp.

ii) Vit . C syl'up.

i ) rint.hel
(..ieb end.r zole )

i) G-Thiazicle,'iA'{Iria Lpterine, i[3t)

i) l,:illr of i.lrgnesir
( l,iJ ( 01i2 ) Susp .

i) lyrido::j.ne 'Iob.

i) .,ru'c oilios , r(tt.b.*Lr.G l

.r.pproveil. k{
lval^- 

j.-v

r.l.ejec'ac.l,c.rL)
:-i of tte ce s sar y
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st r cnlgt h.
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iJl

c ,,r.!

J) !i/S. al-ber t David
. (5r) fid.

i) ,ilcodin S1'r'up Pendil€ ttltet'rcr-' ('cilil;"pi;6"rlLtn I ll:{,,Ht, n.,I cotic
,j

) },i/s.lia tions 1 tsb.

13,/5"Square

) I!t/s.c.ri. co "

) iii/s.Xden Ii.e s e arc.h

i) D:zypen
(f"-,..*A

I]rgh€+--$'I€:ULI
1]{X,rc:--errlr:lle p el,

.. <. -71

:;,;' ' .

rd r".r

LO

r- J ul_ or ena c
( Dicidofenr c )

r-r-, rJapant l-n 2)nlE

Pial;t^*'&)
J,'

ii-i ) CLorcton 2 jrns
( Chl or t Jrol id6ne )

t"' 
lf":i.u,t[ ,,-,'",

v) B-50 Folrt? Cap .

i) Calceno te Inj.
k&to;* ?'-'krt"-r'\

]"L,/ .. sillrll.ci ;,y.
4\2" pt^d4L ^a tat . ?1,rvt.

do

.;l p.l)Io1.re a.

11e j ec'l e ci, hh
i.a t oo Er,ral
s t xeUt ir !.il
:: eii st e:|'e d 

"

ed
t,;
1b

ose
irrl:i.1e:r
e de-

Pe{,"}-.-0 . . L.w

ihe use of ci.i-1r-rt e rl
fotrr to Le c l- c :r .L f le,,l,*
lenendEent'l approved 

" 
o " '-

,:pp r ove cl.. J\

,.1;'.11vqd .: incirc u L ioi]
tt'ci:,i,6c.i.

f */*J'^ ?
k^J.,""-*4

LJ 8.6,:--lu>-i.ne-

i) Codine !irocohiLc f'eitcl.Lr'g r.irLct;rc^
Syl'up, - t.iey lrirc ,t:Icu l_c

1ic i.t.n(i c .

&, P*.s--.*l /--Lut (% ''' s- ' 't( ) -

<./.t. Lt. ,l 1".,,-.."*J '

fhe meeting eilded r.Jith vote of th-rnks 'io ;ire ci.Loil..
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i,tin[t e s of the 101st lne et of the !r

The 101st Inaclii,Ilg of t]reiDiuC Cbntf D1 Coi:'rmittee ''/n3 lie -'r"cl oi'l

,7.85 t,t 11.30 ir.i'i. unclcx tllc clla irrrs rls iliir of lllc:1: ' l)':i'i.r'1k'lt '

oiessorofr.edicinerDhakrri,iedicelColleleLospi'toI'Dlu)lr''
lhe foIIotrir:g l,rcririra:l3 a btel:dc'l the neetirri'
1. !rof. /r. Jabba r

Cont:c01 uo tlrl l- T r;e e -'

'd'l

i

t:
1.:

2. Irof . L.iof azz:o1 ilos60iil,
3 . 3riU . i'niz 'iaiz
4. ?rof. li.t. slddique,
5 . )r . Ir;d . Jairarigir .

The follouir4; decj-sicn r"e:;e tsken in t ir':; ruceli:t5'

f -it:trt e s of ij.i1e lOOth i'ne eting v5s corf il"-Iccl '
consiclellaf,ion of close scheclitle o:f Vita:'iitr ;i Iirilcrcii hi:-r ilir il

#iji';;;;il,:'ror ,'ra::ir,rLri,' .iiiiu"" o oi ':reliircri and f rr:r'i)re'' rttrrllr
of' Drirg ..d, -iiliritls -,;iol1.

ihe fo1J-otrinE C.ec:Lr:iot:s rlelle tal(ci" iit:;er:pec"; rri rec:l-)rei"

i.i/l-j. Cqul,re Ih.I,td. 1) Dirupr-cs' 'J ' TL''1" - - 'rpfrov3ti'
(Ilycl:'tchlorot iri- zid e

v,i-t l1 ilri-a tt e l: e;r,
llc j e ct.j(i , c1!,i(: .l o,.'r,

l-1 .)

Irl-,

lV./

1iulvin 5tisn.
( Gr:i ce of ufv-in )

ilebo n,r1 Io',,dcr
(-lIc crtyc il,i, !l'.c it:'r' c j'l.t

CY st ine , Gllrc j-ilc i
Clo, ot on 50
( Cirlor t l:aLiii orr)

'iinct. lret',zoin C!'

r,r,,llAYCi1

i'i/S 
" 
ije e Iiterlrle

i,:/S .1,'edicai'e j,a ii .

) iils.opsonln Ch.

) .r..r/s "?ubali ?ir'I:rd '

) i,;/s..,ec l)harrna

) i,i/9. G .1. . Cor:tlrntry

( ilal id j-:".1c r, C}(l )

( ?ancrea
i: \, -1,.r.8 ca:l .

tiir)
Cod.iue ?i-lo s 1.r 

i-ii- -b e

fjyru.D.

ilr utra Ulir
(?cucl c't in )
3u::y1 :ltr:1-,.

( !'Lir5 zDI id onc )

iiilCripine ,iYe oint.
(.,troPitre 3iil|iu1 e,
i.,;-rlr i sil ;Ye dloP.

( Tr op ic a,,t id e )

ChI or:,.rp l1hi.c o1-

i'ure:aolil.orre

r 
' il .l 11 ,-11i C t1

lic jccter.l , c:nf rtsed-
ci c',le

-n, rorl c i . illd:i.ci,-
t lo,r i r irc cilill:ct "

Jrp,.-19r,'gci

?€1.1r:11:i ioL C.osc
sc he "rr,-1c.
?er:rl i:ir,. j",'r c rc o-t.i c
Li,c e:tc e .

Icrli l.i).: f o:r: Liosc
oc 're,l tl1c .

-i, p 1l ovcri, i l.:.:1:i-c e i: i-on
to 'oe cil:ln:,c'i "

cji.c-Ied to cl-.-r-rf ri
a \;rte t icr i;]i " )r1 !

r)
L)

ii)

r.l

III
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ijyrup llejectori,not 11.1o:etl) l) Vit . Se er,ra-C(vit. c)

1l"l ) .l'rLLl: c-L rt] ct:uoa
( KLr.ra i o,t io o.1.1 ,

iv) ge e,..ra c:i.I Lin drop.

i) ?atrt ccol liel; .
( Cal:ll-Iant ot l.rcrtr:, t o )

I

ri-

llo t i

cd i:,i t
;r',1 :Lnd i.cr-rl ,ol,
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fhe meeti-lg endecl \'iitir vote of t l-ra:rli s to tire choir.
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contril.

1a h,

f'clding :i Da i.rc L .

_, 1rj _

ess oI c)f iie.diciite , Dhal{d'Id L, ColLccc ilo sp

The f o1lo',vlng meilb et s at i;ond e ri t he ne et irg .

1" ?Iof. 1r. Jabbar,
2. ?rof. /r"rJ. I'ii-clclique, 

t

l" !rof. lii. (:.It. lalrrlide r,
4" ljr].U..ril'lfz r;a ]. z,
5. ,r. iid. JaharUir.

'Jhe f oltor',,rng C.ecisi.on ere tckeu in tire ;rcetin-,
liiinu'i cs of tire 101st rne eting u'a s c,-:rit.f :'r-t:,rtet1 .

Considera-tioi1 of do3e schetiule of 'fitor,rin i: ?c.lci',:atirr ,,iar;
kept penOing for flaximull prcsence of ]rlenilers an<l iirr l,)1cr r l;ati;t
of DruJ .Lcliaitrir:tr:.t ion.
The fo1)-ovirrg decisiong r',er e takeit ltt respec b of :,:cr: j.rcl.

L!/S. Srluare ?h.-Itd. i) le vaf e,"i Icvcier'
(treYs,,i:i. soLc )

11.,) -il',lUl( 11111 , -,IOuS
( ilr ornol:hephc s )

l]-tJ ii ll.jile IIt tr -L

il/S. St ancl a:d Cl:er:rj,ca1

( !'ehant e 1)
!r- la r, it 11r,1 !1<

(!Ul'jIa rIIle U:1-Xl-': 1e i

Zincori-c }oi'rl cr r,
( Aixe,c::j-clc,.il'rr::i. c :rc irl

The opirlr11it".e SoLl i- tr;'t
Glyc j-n5 'i q $;rvr.1p .

?hell)rI $a 1.i.c)r1a t e

S. !isons(.riD ) ],td. t, a(l ee Oi1 \l.Uy)u
pdd ia t ::ic l.ta sn l. d lr ot)

( - -y.L nmel 3 :jolllo.B.j,

:::rie c or.L O" 1i; ijeF,al
?r oP
( -.yl o 1€ t a, ao-Lr-nc ,)

Ii/S.iied icare i,a1r. Ltcl 
"

.ir,ro:.:;r c i 1, J,:Lu Cap ,
Ccpirele:lin ce p.
no:rycycline ci:p.

l-ndrr.EtIie s.

-tl t)- !;i.
p,it.

, .t. r(:iec req lrOI i C, :r lrc.) r'",i. ;i lr,l
i. r.::o,ccl u,,i"',:Io'[H'
t o' i, p c itlr i,-er1 . ) 'rl'

,,er(.c dcrt r).ol; i ,.
I,crlLr::.;,1. .,", . lr l

,',;;,1
i.r\14.

-', -r i r.-OV.:i ,.Il,li,
lE{}rii
:'14F-i

- . .{I::ir-.ll\].ovcu' .lfH,
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:,y.:&Fl,
1r.r;-r,

i.1rl -i IrI to 5ci.ir,.,..,
upto ir.tc 1G no'*if.'r
on r,lji.cl'oli.; oJ-o;.i- , ,

cr-,1 ..cciio.rL io# .,.
a i-''t r ir l- o_u r (l lli ': r.
)lalla-[_ O!t. ...f ,
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(De:;trose ?or.id er )

on. pel.i4issio!:i:

:\pp r ove c1 , ilLtilCat i,;i';' 
l,' 

"to be c hanl, ed }
SkyIal:

fhe con)rrrittee clec:i.cLec1 to seel( opdnion f,ronl t'rDci.iij( ile,:,l t l 1 6i "'.-,
nf&iS, DHi\I''i Cont orlne rrt , Dl.ral<a f or the iilitortT/procrl,rcnt oi
irieflo(.Lui.none,'arr antirai,larial 11ru5 boLh in qgl,rbil.rtior ( jr:usinc14
and in sin5le ilgledi ent ( la riunr ii ) vide r,retiro \lo . $-r.!, iD-151
s5/2o4 d,t. 9.4.85 of ]iillistrJ' of lreai LiL r,, 1)op,-rLrt:Lon co.,Li,,r1
( Itea-1. t h llino').

t clcrili-cat i(r iry 3a sir.;i-rLrcl
clid not t t"bw

ves.

The iuepting ended r.,'i't h vote of tl:anks to tire c[rrr.

&t

" 
-,1

i,
lrl :,

r,td .

t; 5,

a

1
r lr\ rrir . l

t

t.,

,i 
i:'



i1 ffi
#;' '' ''''.,;

-r$ 
,.

oe frr gFfrsr+l q9 {Ind*t llcgtce prodrcts. trn thls cqrrnoctlgil

tts* f,a Pla5r&csrtigBl$ kst thi3 p€nsing t6
thral dru$B {ro ntt hnvo aty looal urbstllute. Ir1,

tr ll ll,hst$e &d lstrr uEo rocqmtlldd by t*lt Dcs fsr

ll b{csr8o uiallar $r*&ctc $eas bnnn*d ln tho Dtug F*llcy $nd

fife .argsrdeql t uaelesl lttd unfi*a,,s$#Y la &$glado8h

tl}lr pFtnlrnrf cf
cc{firore Dcc ror

rittlsrsldsaottdl o{ th$ c$qsall4tllo crdq ao the
cEmtrat,

preducts

I ,}m and .ls6 I9t9.

t(trrtlsrqI.

tr Prudar haE bsm bsl}rlsd ond{ schodrla rI1 sf tbe lrut (c+a*rl}

rnldrE eltdsll o x*r I r lho fIru appllod {€r leoensfui{,rr 'ttiotr , ....

tsl IB Lsotod ln ths f8,st Csrcttv. :fhe t]cf nppr6t'&d thslr pr+v

a agrln rcforttd by tho llawr+in$ fitrtlFllty (!ru6s) f*r furtlrer

ffi,

fflt tryort rt rerttry aad qRttls vassbs not rs9!6tqr6d ln
t& f6fid. th* H6 ls refilfod frr closlns

mrfflff.*'



::*-j,itq*-_il-c}-._

tin g of th DIuJ ttee uas i'reL 6rrtrur. .Q/- /s5
r Dilalaa uncier:

c

Cro tr o I 1
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the 104th neetlng of the Drug contr-ol commlttee was held on 7thAugust, 1985 at 11.10 a.m. in the chamber ;i-r,;-.iidiri.nlitration unair trre !l:111iryi,rp ;i-pr"rl-ijil3il"ll"tn"
Chalrman of Drug Control Committee.

lhe followlng members attended the neetlng.

I{lnutes of the
held on thA

104
ust

th meeting of the Drug Control Conmi ttee

?rof. A" Jabbar
Prof. A. t" sj.ddlqle
Prof. Mofazzal, flosraln
Br1g. ln16 Uaiz
Dr. Ihunayun K.M.A" Eye

Dr. Md. Jahanglr, Dy. Dlredor,
meetlng as an observer.

Drug,idninistration attend

Proceed & Decls

'I . lhe mlnutes of the 103r, neetlag of the DCC we

d the

2. the approp"lateness of rfosclne butylbronl rn ovas dlscussed. It was nted that no such rm 1sofficlal pharmacopoelas It vas declded to cancelof all such preparatloE, to graduallJ h,l thdraw tmarket, end also not tr approve any such preparat

4. [he lndlcatlons of rifu ptcin, as well as its dosaleprost strould be reyled as per latest 1lte rature anrecon0endatlons . the dug should be useinfectlons ( tuberculo s and leprosy)
sehedrxle All l-ooal llerts, Iabels , cartong and promo tlonall-lterature I should be ronended accordlngly.

confirmed.

xa1 l1quld form
recornmended tnreglstratlon
hern fron the
lon 1n future -

. Furazolldone is now maufactured focal1Jr. M/s. SI{&I has alsobeen llcensed to nanufcture tr\*oxone uiano'iaufet 
""J-fiq"io"Reglstratlon of furazoldone -brands o f-ior"igi'orl gin should novr.z be cancelled and the fi[shed product 

"iro"ia-"o roiigiir" iil -iip"ii"ri

5. The prayer of M/s. Ilrns (Bangladesh) tlmlted (dated 18.4.85)for Locatl, manufactulug tezalip.(ta[Iett-;;; ,,enltop (tabter 8,injectlon) under 11ceiing "gr".ient "tifi'U7"^] Boehrlnser Mannhe_,nof West Germanv yaa rtcussed. I-t rras noiea,tfrrt ,ron" 
-3i-tii"i,".."_

drugs fa1l undlr the ategory ot """."Ti"f 
*ar,rg 

" .u approved :lr:Banglade8h. None of 1€8e drirgs are also f""i,ia"a lrl .'fft^{..rpbarnacopoelaa or co(x..Howeier, u.riri u"Iie- -iiJtii""" 
ii5 tli".of Bezalip) has an lrortaat. ttreiapeuiic -roi" 

"na 
there ls nolocal product whlch rn-sustltute it. Tte-oo'imfttee JiJ ""t.."approye nanufacture i these products under-Iieenslnq ag"eem"nt.Hoyeyer' M,/8. plsonsray locairy m"nutic i"ie-iezafrbrate under.theh owa braad nanernd aleo- c6l,sider ,.ooi.Jtr"frrg ;i;";i';"'tabret and tnJectlonae per l1st ;i-;r;;;i;i o*IEl-"iiiliiit

^ any liceD.slne aereemt.. The prevlous aecisioi or Ine corriliuu u.1' alrov. regtetiatron c ttre aboie t[="" pi"a"iiJ t,*+u. "r*..-eoao."r of-a 1l€eaetag-3greeat wlth " l"a p"iii) -is-frereUy 
1'"oof."Jl-^-..

6" prayer.of M/s. Jayor pharnac-eutl caIs Llmlted (aatea 2.5"e5) rorrestorlng- the regls..tlon of .aome gaf-enl oii -preparatl 
ona , whlahuaa caneelled earll:, raa reJected by tne cof;mfttee ;;-il..'.-"',ground that the8e pE8 are not requtiea.
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w\N..r
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iH;" ;*!n'-2-

?r-. Ar-"v/J

poD8e to the 3pp11cat1oa of !!/s. ALco ?herma (aatea ,t. ?.45)
loa of reglBtretloa of Bloradretr tablet ( tiEoloL

USl, the- .oDrnlttee reeonnended thet the
6tratl eneved otl paytsent of ]feneYal fees"

!ralrer of U/s" ?hernaco Itrtelnetlonal for re-registratlon of
etia I porder of !t/s. Irtochlda pb.arnaoeutlcals of Japan rvas

ewed. uct vas

x reg16-
voked. [he-comnlttee dcctde{

conmlttee
a.-

decldetl that an unl form
Lt<-,-

dogage fo^-l-,r.4 ,) * e-ta t

ra
NE

ld at

duoed for PancratlD tablets/capsules and aLso for the
Beutlc atrd suppleEentarJr dose8e forns of Yltamln prepara-
I Dlrector, Ilnigrr ldmlnlstratlon was advlsed to work out
.ft proposal for thls purpose.

declded that the next Beetlng of the DCc should also be
the same yenue on 14.8"85 at 11.10 a.m.

etlag ended wlth a vote of thanks to the chalr. :
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E "o-rtt"e reoo'nerded a, 3ffi ** ,"t tlre lmport or
Ilb vaterlnarJr vao.l.aes ( for poultry and cettLe ) for tle Lend
Btraratlon haJect of the Bangladesh l{ete! Development Board,
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of .thc .105tb Dectlng of Control Comnltteethl at1

5th neetlng of the Drug Control Connlttee was he1d on 14th'1945 at 11.70 a"m. 1n the chanber of the Dlrec tor Drugstratlon utder the ohalraanshlp of prof. l,la11uIlah theof the Drug Control Committee"

the nuetlng:llowlng mcnbers attended
a) I,rof . l. Jabbar
b) frof. A.T" Slddlque
c) lrtg. Anis }talz
d) Prof. M.Q.E. lalukder
e) Dr. Eu:mfun f,.M.A. Hye

Md. Jahanglr, Dy. Dlredtor, Drug Adminlstratlon attend.ed theng ag an obserer:

ithlle dlscusslng the followlng pendlng reclpes of yeterlna
.nedlclnes of M/e. gqua"e, It was declded that those be sent..Dx. f.A. Sattah for hls o plnlon. These nay be resubmlttedafter his oplnlon 18 avll labl,e. Ihe products are 1) levafepowder, 11) Clu]dalL bolus, 111) Rumental granuies, andlv) Tapenll bo1us. ad( Crr-|<- c..l--cr* f o<7., u^Q

Ihe reclpes of the followlng flrms were placed and discussed"
Decldlons taken a"e aa ectltloaed 1n the remarks coLunn.
Name of the flrm Srand

t) Yi/a. llatlonal
Laboratoxles.
lhaka

1) M/s. Pfizer
Iab., Dhaka

1) U/s. stand.ard.

Rlmpazld-roo caD.(rifanpicin ,OO;E+ lsonlazld 15OmE)

Combantrln chew-
able tab.25oma
& 125ne- (pyranlel
pamoate )

a)fnj. Calclum c1u-
conate 1096 USp

Kept pendlng for inspectlon
;i,?IJ, iiti:5,i3.,:;ii*:iill "and as salr the drug.

ReJected because chewable
rorm Is not requlred.

lejected because no steril Jfacllltles for manufacturlnEi
injectable exlst in the fl:cm
Re jected because such drugla not requlred. It was further declded that a.ll sitrll1a.Items aTe to be canceflpd.

b) Sulpbanilamlde
powder B?C

,A

i)

p
contd. . . ..2

EEg.t?sl1les ,3-Dee:!61ons

$ me mtnutes of the 104th meeting of the DCC were conflrned.

Remarks

{



lr) -t'tls. ecme
lab., Dhaka

{l|.
a)?yrocalne ear Olnftpe,

(antipJrrlne + -'
benzocalne )

b)Dienlrin nasal droDs(phenylephrlne '
500ms/100m1 &
z.5omEltooml)

c )Acernox tab;
(acetazolamlde 250mg)

ReJected because the dru6.
would not be sultable 1Ii a
uater-base.
ReJected because no spe cI-flcatlon glven for the
dlluent (conc. rose water)
and the preparation ls not
sterl1e.
Approved with condition to
del-ete endrazlt, rnethlrl
ce1)-u16se, polysorbate B0
and calclum phosphate from
the foflnu1a.
lpproved with condltlon to
delete the indlcationrappetite suppressant I .

Approved.

/i,pproved.

Appmved 
"

Approved.

Approved,, wlth condltlon to
be used only by , speciallsts
and 1n hospltals.

d)celIulose tab.
(methyl celluloset25001 400m9 +
nlcro crys ta111ne
ce1Iu1ose 22omg )

e )PoHnycln ear drops
( Po lJrmrxin B suI-
lhate 1000000 units
i:er 1OOm1)

I. hayer for lnport
placed and dlscus
remarks column.

,nt-"L' u*'-o,!

c,-"n)- E q, lt./i Ot r,4u0 (d-6.00 ,YL
t-6"1)

reglstratlon of the followlng flrms were
sed. D€Gls1ons taken are as rnentloned 1n the

ReJected because the prepar:r
tton is water based; ind
not sterll-e.

approved. fu
Re J ected because adequat$ffi
al-ternatlve aiurettcd a E. :FavallabIe 10 cal1y.

1) M/s. Medlnpex, a)Devernln tab" ,.rH'ngarY risypotr\iJri:ffi;-"
(hydrochloro-
thlazlde )

c)Urdocall0 tab. &
lnJ " ( tolperlson
Ecl)

d)Zitazonlur tab.(tanoxifen cltrate )
e )Mannisol A 1nf.

(d-mannltol\ 109()

t)Mannisol B trr?]
( d-uranni to1 2ift)

Ii) M/s. Green d..0.,r, a)Nutrlso1 12% II.1.
7.t"*. 

(arnlno aclds) ."
b)Nutrlsol-S 1nJ. Approved with condltion to(anlno aclds + , /, be used only by speciallsts

<H b, t1 and in hospltals.
fhe meeting ended wlth a vote of thanks to the chalr.
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of the 105th meetlng of tfr"  rog Control Conalttee
21 .8 at 11

tb neetlng of the Drug Contro)- Committee was held on
ugust 1985 at 11"7Q a.n. ln the chanbrx of the Dlxector,

nlstratlon under the shalrnanshlp of ?rof. Wa11u1lah,
rman of the Drug Control Commlttee.

fo1lowlng members attended the meetlng:
. ?rof. A. Jabbar
. 3r1g. Anls rdalz
. ),1r. Eazl Abdul lattah
. Dr. I{unayul K.I4"A. Ilye

egl,tss and Decislons

mlnutes of the 105th meetlng vere conflrmed.

1

2
1

ch were kept pendlng for the opinlon of Mr. f,.Ar tr'attah, were
sed of after obtalnlng the oplnlon of !lr. f,"4. lb.ttah who

lresen
ho-duc t

t 1n the meetlng "
Decislon

ers arlslng fron the nlnutes of the l-ast neetlng:
folloulng recipes of vcterlnary rnedlcineg of M/s. Square,

fex oowder ln sachet
amrs6le )

RcJected because powder forrr not
needed and lndication not correct.
lpproved..

.Approved.
mophenophos 1,.20!)

ental granulate ln sachet
bantel 10g )
cnlI bolus
?erazine citratc 2.5g)

1bo1us

Approved wlth corrcction of exclDlJtts'#ffi
,,: .,"-et

.W,J
t'l;

tFopsomyCetin lnj.
( chlolanphcnlcol-
sodlun succinate
lghlat)

b) Opsozymc cap.

1. M/s ?ac1f!q, Dbaka
a) Codelne ptrosptrate

1lquld
1. U/q Square. ?abua

eerld 8OO tab.
imetldine 80omg)
ICO, Dhaka

f,ept pendlng; t
cases of pancre

previous pendlng
next meetlnE!.

oxlc powder RcJected because not needed.
zlnc oxlde + borlc acld

Ihe reclpes of the fo11ovlng flrms were placed and discussed"
,ec1s1ons taken are mentloned 1n the last column.

Ilrns/Brands Declslon
M/s Opsonln, Bartrsal

Approved with coxrectlon of 1nd1cat1on,

anplclllln-re sl s tant stxal.ns. Dosage:
Adult: 1g 3 - 4 tlmes da1ly preferably by
lev. routc. Warnlng: hlgh lnltlal dose
shoulil bc avol ded.

sage and varnlnB; and subject to upto date
spectloa. Indlcatlon: ma1nly agalnst
phold fevcr vrherc oral medicatlon 1s not
sslble; also used for menlngltls attrlbuted

do
1n
ty
po
to

o place a1l-
atln ln the

a

tr. M/s

U1
(c

G

{ept pendlng for submlsslon of narcotlc
llcinse "

Approved"

.A.pproved wlth nodiflcatlon of exclplents,
To omlt starch and use sterlle containers.

a) Irematren povder
(neonycln 25Ong+
bacltracln 5OOmg)

0 contcd,....../2

\"t

l.

1'
: ( 6A-s#



,Sr^
*1S tffi-2-

M

a
s Albart Dav Dhaka

iJ8 ;

d
c
cephal(

n cap: - . (ept pendlng for lnspeetlon report conflr_exln 250m9) nln_g avalIabll1ty of-facIIIt1ei for testlng
ccphalexln"

. M/s ?harmactEqla, Dhaka
a) $opoiln taE.

(nltrazepan lmg)
M/s Squarq, ?abna

lpproved.

Approved wlth condltlon that 1t must
bc ln stcrlLe contalners.

a) Franoso! .ciaTear drops
( franyoetln 500m9+
gramlcldln 5ng + dexa-
mcthasonc Na neta
sulpho bcpzoate ?5ngpcr 100lol )

b) Naud tab.
(nalldLxlc 5OOng )

Approved 
"

M s fhera utlcs
a erac

Chitta n

(amrlellLln 1O
per- ml- )

b) Anoxln drops
(amorygll11n 100mg
per nI)

c) cloxlIln d"oDs
( cloxac1111n'
100m9 perul )

M/s Skylab. Comllla

(noscaplne JOOng
per 100n1)

b) Tusslnll tablet
(noscallne Soong)

Approved with c
ae rBPr and oml
colour tccause
ln some peopLe.

orrection of specl ficatlon
ssion of tartrazlne ye1low
1t rnay cause hypers e ns 1tl v1.[J

*e
cqA

11n o!s
omg

pploygd wlth corxectlon of speclflcatlong rBPr.a

eppfgygd wlth correotlon of speclflcar rB?r and to glve speciflcatlon ofAntlfoanlng agent.

afBus-#n-Arops RgJcctedbccauoenotrequired.
(hyosclne butylbromide)

s Standard Ch e Dhaka
x l[ n

syrup 2 00nl- name only.
s GACO Dhaka

pproyed wlth condltion to use generlc

e racYc ae anlmal
foimula tab. 50omg

b) SLukodln lrct. tab.
(hcxach}oroghene 1g)

1. M s0 soaln Baxisal
fn sa lpproved h,1th oondltlon to use generlc naneas rNbscaplnc syrupr and omloslon of

chloroforn water and tartrazlnc solutlon"
l{arnlag: tNot recommendcd for chtrldrenr
should appcar ln 1abe1, carton, Lnsert, ete"
Approved wlth condltlon to use g.nerlc nameonlr; and lrainlng: lNot recommended for
chll-dreni should appear in label, carton,
lnsert, etc"

,qh
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Approved wlth cor"ectlon of speclflcatlon
as rBP Vet.r a / ot,n',
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flBoellancous:

brand olive ol1
lve ol1 BP

a) It was tleclalcd that }cgletratlon of all lnported brands offurazolldoac lDe].udlng . Furoxoae of Sf,&F wlil be canceLLed
bccausc aburdaat loaaL substltutes are eyallable.

b) ft vas obscrved that preacntlJr oll?e o11 worth nearly taka r(a 1^txo crorea ls bclng lnportcd in tha country undcr tnl Wae. 'i;o tEarncro schenc, ln contaluers of 150q&-to ,t5Op#,^ unaer piovlslon
of aDnexure 4 ot the natlonaL lnport ?o1lcv oider 1gB5_Ss
undc" thc sectlon I Drugs & Medlcines (alloiatfrtc) r.- -

Itov ft _tlfe lnport of Bnal1 contelner packs are stopped ancl the
locaL pharnaceutlcal manufacturcrs arl alloved to iiport bulk
and repack thc samc 1n amaIl cortalners, a substantLil savlngs
1n forelgn currency exchange ls c!.vlgaged" Thls 1s becausc
1oca1 rcflnlD.g and packaglng v111 bc nuch nore economlcal
than lnportcd brands. It ls cgtimated that the prlce of loca11v
repacked contalners w111 cone dorn by approxlmately !O*.
On the basls ef the above obseryatlons, declslon vas takento al1oy !ff'/llooa1 pharmaceutlcal man;faaiurers to repackthe ollve dlI BP grade so that lnport of the flnished iorrn in
sna11 contalncrs can be baDned ln- oourse of tlurc.
AccordlngLy the following recipe wasirconslalered and approved.

Iucv(oi

Decision

Jt '*'Approved wlth condltion to omdt ''
rcczema and psorlasls! from tlic
indication.packs of 150

and 45O#i.L

,w
fi,t

c) Prayer rc.14A-3/371 dated ?.3.85 of M/s Jaysons to revlewthe declsion of 
"efo?nulati-ng 

.l,scoson syrup as drops of .!lm1
pack slze fron the existing 115m1 pack slze was dLicussed.
Declslon was kept pendlng for the next meeting.

d) It was declaled that the next meeting df the Drug Control
Connlttee will- be held on 4th September 1985 at-1.1 .rO a.m.ln the chanber of Director, Drug Admlntstration.
The neeting ended with a vote of thanks to the chalr.
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Ilrn/Brend
i. M/s ffii- p-n=ira
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