
nf the Drr:r: Conr-rcl- Cq:r',tlt:tr.,e held en 1.
Minutes of iie l4fst nneetlng of Drug Control Committee held on 24.9.86.

)e
Niglbgrs p_rgc_g:L

Prof. A. J6bbsre Prof. 1.1. Sidctique, prof. Nlofaz761 Hossq1n,
Brig. anls !'{aiz, Dr. l.,td. J6h6ngir, Dr. K"zl AbtulF Fsttsh, &

QI,.irlqli
The meetlng was presided over by prof. l,/aliullah.

AQstda I'lo.I,

Ihe mlnutes cf the l40th meetinE were confi:med.
y',qgrda Nc.2:

Prof. M.Q. K.Tqlukder,
Dr. Hum6yrn K"NI.A .Hye.

g6tters qrising out of the minutes of the I,4eth meeting held on 12.9.96.

niI
,ltsl-qp ]Lo.g.

:iir

'.:!,

The reclpes of the following

Fira/tsLarI{

Ibn- SirlarEekg.

ginasol tab.
(s6lbut6moI sulph6te ?ng)

Ii o d erL 3 e s e_a rc!._JJ s_soJ e .,

T6b. Levsxr5OmE
( levani sels;

Tsb. [1ed6nol iomg/40mg
(proprnno 1o l)
Ferrul-M synrp
(ferrous $rlfate a/)

I aD. UrI t eri.n
(griseofulvin f25m9)

PflzrcrrDllalta

Allearine 4rng t3b..
( ch lorphgrir6min e mateate)

S-h Jt_d qlc{ C}STI i.c_a 1._D}.a k a.

Pethidin e inj, l.oom g/zn I. dnp.

I{o$hine tnj.
0.2*ndlal .4np,

C_i tv P.h +{i Ac ei tLc.Sr_C_Lqs

levani sol syTp 944ng/tOOmt

Sefton lotion
(cetrimiclc 3;6 t.
chlorhexl dtne glucenqte
solution b", LgDYr?rl.

ryr,t';ffi"

esssrtial dnrgs were placed

De-ci sioL_

deci sion taken.

pending for upto d6te

Approved with condition to del,ete oVer2g€o

the recipes were kept
inspectlon report.

_do-

-do-

-do-

Rej ected as
licsrce.

$pproveC with condition to delete overage.

lne
the

recipe u,aq kept prrrding tilI slrifting offactory to a Suitable pl.ace.

-do-

tbe fizm donot h;,ve i.isrcotlc

-do-

ContC.....p/2,



lo.::ri. ' :. i' l: .:lC crl l. 1O.i(:.

:l-Complex tablet
(-"hiar,rine IIcl lno
+ ribofl;vin ?ng
+ y.r1,ricoi:ine i-io1. tnc
+ nicctinrniae Engi
cnto-s\_a_sth_?y-a..D[airi.-

(iProprcnoLot -90mg i;):.
C-iro;rr3ncloI !f;Qng i;b.
Clsoni.n.9,ri s:1-

C jr scvi t s,/c t.1i: .
(ni cotin ami cie 20m c,

+ rilfbflavin 2irqr 
-

+ pyrlcoxine iicl 2na
iThl .nine ticl turg).

+jlrc.r-i:hr.l.i:

Yi t,i-C e f f erv csc,:n t t;b. ?30rn t11,i +^r.l^ ^\\ r: !4.rf rr u/

'tjJF i,Ciri ti.rrono-

-

Gli): encl*iri ce t3i.r. !r,: g

sai:brflr. B.::rh,t^

iii sia li"n li q.
(tron etr\azin e i-lc1 C. L,J)

Felaiel ).iquiC.
(ferous gluconate 6.i
Uicecl SJsp.
(ant16i41

Fung6cin oint.
( s.rticylic ;cici 3-.j
* i:dt"oi c ,:ci C. :i)

i;orn.lel liq.
(m rr!: en cazo I u= C. lr,)

!'araCc.I Ii q.
(palircetanol 2.4,0

;n;1ccl li c;.
(ben zoyl n etrcni r;2c l,:,5. l;.)

,/\t( to C',enie nrie. -F
\-----/'

))
n!'Proved '.+i th cOncii;.:io

rP?fO1i C':.

.rFP xov e;1.

.rPPlotJ ecll

ilejectc,-i l:ec6urc not reqrr!re:i in e.iic:.vcsc.nt: fo11.

Ti)c 3Lcilro,;ras I:ep-i porCing .ilL).
:.,rcto:i'to _r eui-t3'cLe FIac:.

.|P;lrcfed with conditio n to chanle nane;nci delete
ov -1:dc.ie.

p.ppxove(l with conditicn to adi 3 "+-_giliscr.

Lr":u:iF.u-'jr-. l{ELlt J>.:nling for inei)tc-_icn rocneck facr.li+_!es croduction & tesiing (nicrobial
coun t. )

Appxcv e.d.

I?ej:ctci hecause stleng-i, noi jccnptijblc.

...r:p:oved r,iith ccocirion to deiete or.,eia:€

n- rA..w+L

n:-r-:e i sq.

iiPf,r:l"ovecl ritl'r cc,ncition tc cl-r5nge n.3nc
,isc:rci.i liq.
(b,n:oyI l)en:oaie 25. j)

.rvcflja- l'lo.ra:

Concidcr'5tlon oI ire r.eci i}te ioliol,sryg ncv,

The r.:cipes oj lhe foliol.ing fim .,..r.:r:-: ccnsi.let.,ij on



:'tj i CaP. rlnlcln
: i (gnPicillin 233ng)

Medigel su sp.
( an tacl d)

}ycin DrY synrP.
(erythrcmycln 2.5;i)

rnicln Dry syrup.
(anpicrlltn 2.5CI

O.po ary sryp
(penicillin \Il( 2.5i{)

Seovil su sP.
(gri seofulvin 2.5;j)

Orytct cap.
(alytetraivclin e 250n g)

il!edoxin cap.
(doxrycyclln e Hcl. 100m g)

glqvit ciip.
1g116mine Hc] 5mg +
ii.6oflavin 2rrei

+ pyriCoxin HcI 2ng
+ nicotinamtde 20ng) -

Feronex cap.
(ferrous fumarate 3o0nG
ifclic acid 300mcg.)

Feronex sYruP.
(ferrous s:IPh6te 4;'i) ..

PaTasOI SYTJP
(P3r6cct4roI 2.4;,1)

Derux liqrld
'' (cextrcroethorPhqn Hrr. ?i)

iii stin sYrup.
(ch lorphcrri reraln e nalea te
zorng/tooml.)

tsenzol lolion
{benzyI bstzoate 25';")

Paraglle ca P.
(Puacet*ooI)

l.ii Iozi Ce caP.
(anf fori ccaif,hydrochlorottrt azi ciel

rrler] {a tlo-.. 7jJ4i. ?c e Ll aaq1\s :

.!,-:

l42nd mee'Llng c,f tire Dru! Contrcl Coxnlt't"e hekl cn Ir

the recipe'rlos hcpt pencing for crca'"In!

seEregatccl arrC micro):iological f;,ciliti cs'

- cio-

-do-
t

-dc-

-do-

-io-

-do-

itpl:,rOv ed.

.rpproved witi concl.tion to deletc ovcra?e for
f elrous fuiiratate and. add 3l[ overa'.Je for fo]ic
acid and change nalne.

ipf-'roveC r,rith condition to chafrge nJne and add a

.luUi:.i"*t dnd reduce gtr6ntlty of socium bqnzoate
to 3CCng.

;pprov ed.

i;,pprcved with concij.tlo0 to narket in gcneric nane

lilt in bl;nci name) and add waming trs 'tl'lot for
ihtldren', cn labe1 and caltcn.

{ppxoved uriti condition to change ndileo

6pprov ed.

Rejected. because not requixed in iili5 dosor,e

fonn (cap$1e).

-do-

_\_

a) Cqn-sicieratioJr- of -caqcelatiol- gi -scrne-.qrp*lc-ts-.gi- 
iqpp{t 'gllill:'

Conn!'ttee rcvie,*ed the registration tl:e nedicinal pro<lrcts of import origin

'uhich are regisi*,cc frcrn nole th6n on€ source. The r':'3istra'"ion of one soutce

,1'
ConC....9/a.



Regi stration
rctal& eC

Regi sir'6tioo ( s) cancellcd'

l. Sinonet t1b.
(caibldoPa +
levodoPa)

IJIWr U. Jrj..

!i5D,USA.

SquiblrrU. K.

- do-

hioiuretic t,ab. l6SDrU. K.
IafirlIOrlce ?
hycrochlorothi a zi Cc)

Tryptonol t3b.
(ari tryp lylin e

10ng & 23og)

llSDrliolland slacr,re+' I0n9 + Irng tab'
16 /+-7 n-77 ?, 64-7 99-77),

hl. S.D. 1P6ki st6n lvioduretic *'ab'

(zr-rs97-a+)

i,rl!D, Faki stan
Tryptonol tab. 10m9.
(zt'tfiq'as)
IryptonoI tab. 23ng
.,(zr-rs?r-ag)

Tryptonol tab. 7ftr9.
(zr-rs7o-es)

.'/y cth 1US.r:

Fenidur Lt in5. 6 lac(4?--i08-76

12 lac (+zirr +-ZO1

24 Lac (42-i1 0-76)

Squibb, Eq,vPi i',lociecate inj.
{%-n4-81)

5qui.}rb, EgYPt
Ken3coxtr; .1,1 inj.
(96-446-s5)

4. Perriclr U ini. liiyethrl-lollanri
(ben Tothin c Pcrri ci ilin)
(6 lacr 12 lec I 21 Lec)

triodeca-ie inj.
( fluph cn aziq e

Cccanoate)

K$a10 g ini .
( iri 4ncino lon e

7 . ri elosef inj. -Co- , Sqrlbb, Eg).'pt

,r$;tyi'ffin i*:;ij,I,,i 
oo*n

'; [ff:,ffi )to*h) sw'tt' W { ;H:}?"i;;."i'.0,s(%-140i-7a)

i ,. Nctran ta)r. liinthrop, t). iC ",:inthlop, 
U' S'a'

' (natiaixic aci<j) Negrdn iab'(2'654-76)

. : 9. l.legr3n Paed susp. -do- T:t:i"i"li"d susP'
12-64F'76)

i s9r cI r quv JY rr.

i,l co-s.ynephrine pJ -do- liersynephrine -j;13 Drop & spray

dxops. (2-652-76)

r li ;.o- syo ephrin c !;i -do- . lJ ec- syn ephrin e i-lii arop 3 spriry

ircp s. (2-.151-75)

l. ph ! soh ex csru 1 si on - do- itiin thaop, U ' S' ; '
(l,ox6chloryhene) Fhyso[ex qiiulsion ( 2-660-76)

Iskaycfrlndial. turacin oint. sK & i:ru.K. 
Furacin oint (62-1rcr-g?).

(ni tro fur.12on e)

,1,'

1t

f
ffir:=_.e

anr-*",',:'' . l
' e Lcmarn eetln s-a l -y]:-::::-::::::l-:::':i::::-::::-::

';l "'

I sl.i,io. tsrand

Contrj ... ..Pr'l5.



14. an!iscci tob. liell.colnc li,lellccnc For;ncistionrp;iii si.n(glyccry1 trinitraic) ::ounC;tio-n Cicqtrin F;or^::jgr
''' ' r" (? 5- 1092-72 )

+t\

)-,\

1q Clcatrj.n Fov,,dcr
(nccrnycln +
b6ci trccin zin cr
cy stcin c,
thleonia c, gtycin e)

l;noxin tab.
( di goxtn)

il.1x-LVra1 sOlu
cortef inj.
(hycrocortisonc.
socj.u.n succin6te)
lcitt/h,\,

16.

!7.

-do- ;iellcorn c ioun cation, F"l,.i s,;an

Ci catrin po!^jscr

(l-:,-togz-zl)

-do- Wellcome Found6tionrpaki stan
tanoxin tqb. (25-1091-??)

UpjohnrBclgium UpjohnrUi;i.
iriix-&vi61 solu corief inj. ICCmC/?,r1.
(90-4co-76)

I

b) ConsS_d_e.ialioj of pj3ycT.of jfeliLq ph,rma qFte_tf*9 .8q arggrLql sigill.]L_casJ

the Coruntttcc considered the sbove prayer ;1nd 3clvlseci to brirlg r--cii,cs o:f ihe
fim slong riiih the inspection repori f9r further considcr6ti}l
c) Consideration of +,he repolt about flepsrax voccine of Korea f-ireryr CirossrLorea.

rre canrnittee consicierccl the investig5tion re,port about ,uh7in!-iort of the ;
unLr.!istereii irug, licp6vax veccine (heo5titis trv6ccine) cf/tarca Grecn Cross,
liotea. It vr;s n.-ntioned in -,jre report thet the 1oc5J, 6,.erfe Intesn6t;!on6I .i.,rribesi

iwas :Ilowei to import 5C visls of tJre cirug fcl ose, out of Ildrich10via1swassubmitedtotr,"e',gn4iini,t""dffi^i.",',.i,,on"\i'
vi6l u"s dlort receilrsd 6nd rest 39 vi6ls vtere distrilrltec free of sost to ti 

ti;

ief fir.-nt pgtugij#doctors, ;s cliirneri b.v the p6rty. I/ wa" noted by the ;!l/
commitiee thst the vtrol.e stoc,k uhlch as impoited ro/ regisiratxbn purpcse ijjos ,id:
sLrpposec to be s:brnited to ''he Drug Adninistra',ionf .s pcr condition given t;l ,

lir
during allowing NCC for import an.d nonc of ^,-hls s[ock is allowec for free or ll,*
co;rmerc-lsl dlstribution. *ny frorn of cistri):utish i.s vilatton of the conrjition t Il*0,!of !,lCCpcr,nissicn. j ; i
In vier,; of 3bove, the csnmiit,ee decidec to l<eey' the issu6nce of icgistra-tion { ,,
of l{cp;,vsx vaccine (Hep6titis D vqccine) of Xo'rca Grccn Crossrliorea p;nciin!, ondr 

:
:,am thc loc;1 a,rent for the of f.ence. j 

ii'
The mceting tnciec v;i'uh vote of thsnks to thi chsir. Ij-i

J t-t- h--zw-'rt't{)-<r'- /'e'"t'v:'d'loi /fu- 9"1"J'

;ir-1a-.1 -*f a,uv(-- e{zt"''o w' oL*'L 7^ 
y {^;rzn {' 2;

{ ".vt, y':,a-|-wi- * \ <)'L2 k^'L o- 7 'tt'/'> a''t t t

\ .i"-, ,1."r{o', t-.'t'i- rn 2, //n' 
'vt-97 o. v"4'4,tr4''l a>'t/-c''r "

J t. t .,.-. [,tt,fi-L 41." //n' '/l

t
I

i
It.i"
{.;

ri
:ll
lrllt,.,

t' I
;-r

\i, -:,

,',,..f
t (i''
,.,



i,'l 'li',i:i].'s 3: -r.(ni:

i-r.of . .Jiiai i,zzrl ircgs::inr i.::'i,.,.-'cii+r ,inis .;irizr i r. i.,;;;f, 1i:cL;'! :.,ri'.,-,i: i
I C. ..';u, J;ttr;O!if.

(.:t .,i nn.rn :--
I'lr. m..,ctint r.ns,ii{si()€d oVrii.' by iirof. alluIl:h.

..a;tr'rr'3a!-:

i:(rnfi!.'0;tj.ofr c1' Li:! :;ii;ij.ii:ig o.L- thi:: tr';1gi. iicetini, iiulij on ;j.:i.'f.i:;6

'lltt i:riit.rir,s oi

l,:., r. r1.r! ,;risirii

r:'-:!:'rI

Prafsf,-f :.ab.
(lbuproim ii0ne)

J:e l-11si i'ilL:cti nil r'.rre conflr,ttd.

riu t oi :hc illnu ti:s : n1].

Thc r.;ci1.rcs of lhe follo,r,ing esrenti*1 i;rugs .uer.e placud ,".,5'fH,,r]:'f*,,
Dgci sion.

Approved Hittr concit,ion to putr cr in
ndne.

I
.-/ 4.\- n-r.. -rI;I',?nt U,r. l,..rl-1r Y Ai,.f/!cveci.

(i-,';,r: gcinc. .'rui:y1 bra::!u.r lrlmg)

-r r, r rr,
.1 r l- r I r r-.t.(J. . L,ll,t(..r-#

llim.,bac" s/c t1b,
( ri i rnFrI cin 4';C6g)

-i:Lloe.".Lril*r.
Syr6iic! Ilin c,rp.
(;ri,ici 1lin 250rni)

i "tr' ,ci cil.n.ij .1,iii.:.i:li.(

rL-;sui c...,;.
(1/l .rr-11fI --CO.::/ 1!t.:)

:i,s;:oc ,i) c r;,'.
( i'crou s ful i::::ie 2c0ri;,;)
* fr:lic ,rcl(j !nt)

6P.C. ;jr i.n I .rLL i3l't lg,.

!Au\ri rJf,,.

{cro;,rgnoloi itcl.)

{}
The rcci.g.,r.: fia) lr; r..sliii:iLtc(i $rcii..lrit_ d"ic,.i: j.-r,-:.:: i

for cole '"rblct .:oC r;orLi.nrj 0r.tc::ial s6,)-i.irqI,..

i(opt irmctlng for inspection r'ji.ort,ii:or.il 
'.f.rcl liti,,s for irntiblo tic rnitnLi f3ciurt. .,. 

,

-r.io_

. l4-.fhe :ici;;c r:r ry, :'.:s;ulnittcci ui'-h S .:;o{:.;I.l i,om,. i.3
rs, thi.Itlilo Hci. i;rg, ri.bof 1,.vin AlL, :;.vri:rc:ii.n,.
l.ic!.. ?ni fld ni€,otlaantce 20rai, per c;p. rod c!: ,fl .,:il
r'i: lil er

Xre r4,;ipq- ;1 ,,
of fcllc.rcici
lts l],:r;lllF.

Kcpi r;rnaiinl for ul1to-,:r ,i:u insilr.c..iot-, r.,;_,crr-11

;i:tct"rt i' ,C! j.j.tJ.ts .l"cr ciiinLttJci:.Li'iJ.

rl

Lc. r e$itrnilte.j : r:r,ucln1_ iir-i.:n r. 1.y.

(e""tr,,lcg put oap) ,incrlfltllc . :ir,ri

, n)^_

,)

i:c., t, . . .. ., i: .

illlnutes of ihe 142nci:nerr,ircl rai rirc f,iui Contr:rrl Cq:iri1:i.,c: !l:;lii crr



L'rlpt I'$dlr:'J fcr
s'^:out f :ci li t! vsApetry I-2';0 tai:.

(rnetronld.rzoiie 2tomE)

i\petr/ l-4)0 t:lb.
(:r, r- tloni uazo le r,}!0rrtg)

111g+.1;1i i.3b.
(;r cb en ri.::zo 1u ICI,Y, i)

;rp ogloi::.n c aP.
( 1' cr I oi.,I g f t'r* ; :: ;r t c 3)C.xi !
, fo Iic :;ci<i 3C0nc.-r. )

l-etI::c9? caFr
('"i,tracYcllne 1'lc 1. 25C;ng)

irpeclox (:.ip.
(c1o,iaci Ilin iia 2"lor:ig)

iipeci l lin cci'.
(+:rpi ci ilin irihTcrate 230.19)

trH*f*
(;-,1'6;;:;r'.;no 1o 1 i"ic l. 40rng)

v il.?e;'ociin :eb.
( f crrou s ftt':r :ra"e ?.tGnt

fzlic ,:cid 2';O;ncg.)

t,A)' -,ut.r')ol Ii +i. ci- (E,;lbut+,lroI 4;nrr-/Iccm1.

-Q:.gtl-r I slgliei lr-r,

\4errmr<,t c.,':.
( frrou s ft:lii rrl''e 3oort!i
iiolic .cio C.biic)

ui*o -i.'ite iJ1 5rigcr.i0'
f or fi,rnui icil!r...

-do-

-oo-

-rJo-

-dc-

-.ico

-(lO-

rili lovcu r,ith concii+.1on to l;i inul- lcili: I ti1 rri''i'-
uirn- r^,: coldur fron 'iJi;it of li)rir! ''rL' ci t'lir:

or"O r"U';i'"'e lr':rlicliion as n';r ''i'lF'
)
!

AiLrrovLia ,r;i.th' candl Lion tp r;i';'; iniii c r -'lon 
' ' -'lt'

as FcI jltF. ''

11r,ploV-.:d r';ith con<Jitlon to 'ti\": iriil::rt'icn ':,
Iil't F.

iii.r- !cve{i iLtjr cor,Cition t'o g'r'':c: tndlca': j'cr' ;'s\

per H,iF. -.,-,:

.1I)PIOV i:CloGyno-ni cozcl v r'JinaI 6r'.Jd:1
(rnicon,r:zole ni trate 2;i)

@
Tr:rr-plEx-cir..-.
( trir.rciclin e Ilro spl:a ie
cori,lex)

Aoc co . L:lr .,1<a .

,1 sn!cn s,olul:llt::sfiirin tab.
(:,ci-t,,'L s:1.r cyllc aclri 3i0rng)

-ti;.qY*ii

The rscii;c to I;e rgsr;r':iilltte(i l'! i.ii contii iiorr '-c-t'

cfr,1n5e n.,ino :lnal justtfy !i-r: :iijv;ot':lrCoi :l sj'r''

"ptioiplrat-e ccrtpIex" of tctr"c'/ciinr:.

Ai:provecl lri+'h con':iiion io cit':in' e n+'i1 (: )n'C /rli rl

,r,rtninE .rs rrot to u:c !n cl:i }cjt ':n i:elot' 1): l' !

o i r.:ju'ni.hcti +. 3 p!: y sl citff1 s'lAur'"I si oi'

hlriltii- 11 .:1;iir;.g,
,.!^.v(
l; cn.

,rrrr,,/,

1

I
I

,l
4r

c}it ai-rl e*r t i gq c i J'r c,Jqillr:jillqi-Le gu ilt l

,r0( tkt s



, ...'i;
. -i, ii,-:

i:.1':

S'trryr.r rcl .ch.-in d.-. E :altE'

Inj . Calclun Gluconate 10.1

i.$.ei&r!Eilg'
TfipoI E1j'xlr
(Paracetgtto I 2,.4,$)

Nutrovlta caP. ^(thlgnlne !icI. 5atg

+ribcflavln 2nq
.rpyricoxine HcI 2nE.
+nlcotln f:rlCe Ing)

Li oclcon. Eh.rka.

Iroirln q*ntp
( f errou s- gluconate 4,'i)

0a E1 E, Si ralcqo$-.

Ferasis Gap.
( f errou s fUfita?ate 20cfi g

+ follc aciri 0.cng)

Zym o sl. s c.lp .
(pancreatin enterlc coateci
gr3.luIes 3ZrnS)

iri t3-B cai.
(',it*nine hE
t riboflavin Jng
+ pyridoxlne ?ng
+ nicotin.flride Eng)

Ph ano + co' L:h.r k a r&r5Flex,.j"#

Or6pI*x cai,:.
(thla,rlne 3ng
+ rtboflevln ?ng
t pyricioxine ?ag
*nicotln,initJe T:mg)

Por:u 1,'r.:j"ri:ia I.

lnticid su sP.

ldu lti f brron sYruir.
( f errou r, gu If ar:e 4#)

Fh ann rch s[l c.Dhaka.

S.olu-Aspltln tab.

. 
(asPlrln 3oe-"9)

jSIo-chsa.Dh rka.

Slodex oint.
(:.octine A;ii + methyl
p;llcylate Sl)

the reclPe uae kept Penelng for
,eport canflffiIng avatlabl litY
rl iflU f rrciure.

AfrFrov ed.

ftpl-rrgv ed.

[p,prov edr

Approvedo

Ap!:roY €do

Ap.ptovcd.

Ar.,i!o! ed.

Ap;. rov et}/

n+l lo a.rtt

^f *ill;"4-

ilfYjlov ed.

in spection
cf i-aci lttl es of

The r*cipe r'r:rs irePt Ftrrdirig for iriepectlon
ripolt aborrt iaci Iltie s for rlanuf rctLr{r 'rfld
ch,+cklng micro):iaI couiltr

Api,roli rlc l,,i'Jr condi tian to Gh.-)n'.'e nrfle.

m,lK ?wt),h; h, 7 ivc watv'vw2 a"

; chllfuu* 1.1*.^t rt YtA'1-5 ol

,r P)sicr'a,n', S^7tt.isi"r'

Z2- ,

CQL: tti. rr,..P!4.

.t

i

i

;i
I

'ilj

I

It

I

l(
t,



qoqEt'-s .Ctt.*Hogt:*

D.Cee syrup
(ascorblc ocld 2'rl)

clgl.E,+L{i4.&t

Tctr.3cYclln e caPr 25On g

Bglim,cc-tBidg.

,lscob':ix droP9.
( ,: scorbl c 5 ci d 10).i)

Meclcmid tab.
(nr etocloprilnl Ce ilcl l0nrg)

Nl,rdLoJ.+Fitka.

Pethldlne !!c1 inj.100mq/hl t'

dllP.

G..4.-Co.-Lh 'r.l$r

trpprove.d.

Aprirov edr

Approvcdr

Approved.

Narcotlc Licgtca.

The recS,Pe uraB kept Fsr*ing

-do-

!rdo-

-do-

-do-

-do-

_1i6-

-do-

-do-

'Lr

for ncxt iL'ctlog.

-r4l-

{zrd ErEnnq.Eqrt:a'

VLxorub olnt
henthol 4J + cgr,Phor 6i{
iU,yr"1 I'J euca IiiYPtu s,2rJ)

yti I

['
rt
i
I
li
t
ti
li
'l}

tl
I

,l

The rectpe was hept pendlng for lnspuctlon
,*pci iL"flrnrlng avoilabillty of f6ciliti'cs'

t

o rrsclP€ $ia$ kept purclng for uptori6*'e

IrnltaG f/c'-ai.
lr.rnltiCino !'tcI. 150mE

6pprovcd.

'i:-'tn f: ;-5:

ConsiCeration of the recipes "!-l119i1on1nc 
d!u-f}1il-g!-ryicrlty blsis'

---------------------;- --!---- ---------;--;- ;----------

The reclPes of ':he folloning

tigtU.nq.-4ahit.

Aotaclo-HP $isP.

i'i e Ir gsn s1 ruP
(pronethazlne)

SlperinY cctio $l si;.

(ch lsranPhenlcol)

,olcrnat 9i sP.

(l: orzoY I n c1566! '167o1e)

11!trim stt sP.
(co'"riiao xacc 1e )

Fersolln EYruP.
(ferrous qluconsta)

Turrpaclt llq.
(paracetd:lcrl)

iisttapar sYruP
( lev dnt so le)

Sc:b gaulslon
(bcrzyl benzcla+.e)

n"r,; Iifit rere F3lcod End cii Eci) ssi.'d'

COn'.;,...i;/3.

.u

'l3t.
ry



Ar,tocld-l{P tab. ,

(tetra-ilP cop.
(tetracyc iio e)

ilclzYne CaFr
( Fancrcailn)

t'hltfleidr s,oint.

.t.-enda-6 r

J_oqp sgl & Johr}$,n,*[drF

l,elroc brand plaster- of plrls Egniege

E-h -ra.cna It... Ila, Itsly.
pha.nrrarublcin inj.
(eptrublctn tJcI tOnc g.

50ng per vi5!.)

z lioech st. r.jest GerTtrey

""/1ffi--qlP I (cefotaxlrnerg.25E, 0.5gr I.0g\9 Jo'io 
z.oe 

'rr.i;i--" v'vv' r

Tsingi,so Fish Livor Oll
F.-clorv_.Chi4a. _ _

"DoubIe rahale' bre.nA Fish
Liv .;r Ct I c.ip* le
(vi t. ..1 & D)
( 196-2145-86)

Ag€fl-ca:B-g{l sgel lan€ou s

Approved as recgilo€nded by prof. Ani su'..lin Ahlodof 5lr Salimullah MedtcaL Colt*i,".,;';*+,;i,
I

lilprovect 4$ recfinmen.ied by Or. iii.l.i,jjus,. 91Dhaka L{etlica} Colloge. b Wl.*rt .-
U

ApFroved as sqcEmmeoded by prof. Tr,.i.Chouchury
-9f -fGdR 6nd P1sf. i,tofszzal frr."oin'oi--nf, ,tn,,Igdl6rl College and prof, Mottur-Ralrnon-oi"iparn.
C-, orXlrr,-E .

UY'

Extmtlon of the pmvlsisnal rcglstss+_1on for
One year l;aS f ecqnin.jnoed.

9sl :] sslsl! s! _ eJ-prslsrs_ gJstsry:_t- :ry3 :I*Jl :l :

Ihe reclpe roos kept perrdlnr; for n*xt ;;ie._ttng.

-do-

-do_

-cio-

Deci slon

the regLstration m.,y be rsrev;ed.

-$

J
*1

HI,

ffiu

u)

The followlng cimgE of forerEn orrgin, the valiclty of registrorion of r,hlch
dre over afld ar* being consldered for rsrorsol 0f the regi5tr.7t10n, but the
<,rugrdrtr-not inport.blo, were.qticed beforo the conrolttee for dcci slon .,s to
:1"1"' ''],e registrationrffibe rencvrad and be processed for inclucion intne lnportable list. The dec^islons taken tlFtre ss fol,lows:

Blm/pr.rLd

C.rn eni dc. L;l t

I. Axtofie tob. :ma
.( 

trihexypheniail Hci or
brrrzlrexol Hcl)
(zs-178t*t

2. Altaoe tab. hg
(75-r?s-sr)

Contd....P/6.



MSD. USA

3, Cogentln lnj.
(benztropln e)
\64-ne-76)

Upl ohn. Belctun
%

nncocln capsu le
(lincorycln)
90-3i3-76

Llncocin lnj,
( ltncanyctn)
(90-arrzo;

the reglstr6tlon may be renewed.

-do-

-do-

-do-

-do-

-do-

5.

a*t
Roch e. Swl tz erland

6. Rlvotrll 0.5mg tab.
(clonazepan)
(54-ltot-ao)

7. iRivotrll 2ng eb.
l$Clonazepdn)
(54-16rh8c)

8. Rivotrl I lnCi/m I emp.
( c lon s2sPdxl
(54-1633-BOi

./
CooIeLrU({.

h./

T,,r,

.ank ,\

[*f-
/'

Tearsol ophti. seln.
(borlc acld {rnethy[ erlu Iooe)
(r5o-f756-a1)

'o'9';x g I rll " "i3 E" rn u)
(s?-i6?s-m)

hr

Honvan inj.
(tetra sodlun fosfestroL)
(a9-rgso-ze)

|2,r.,'Honvan tab.
89-1349-78

cl.h. Sr',itze-rLand

I. Mturan l00mg tab. The r
( g: lphinpyrqzono)
(87-322-76)-.

2. Anturpn DOng tab.
(ez-32s-76)

Creuppo. It.lv
3. Rlfocln 250mg lnj.

bllfgaycln Sir)
(89-r73s-so) '

Msp-. UsAg

4. Cogctrtln 2ng t,rb.
(b cn z rropinc)
(64-ttB-76) '

I
I
I

-de- S-hcer^^zrrc 'dry
Cfl,h"l^t4>v^' 1'

'do-

-do-

-Cs-

lstrqtlon m6! not bo rtnci,,ccr.

- cio-

-do-

-Co-

Con ic. .. ,P/7 .

2€
a

:

I
I

:.

s



i!edlmpex. Huno7-ry

5. Plaetubol spray
(neurycln)
(63-4oe-76)

sK & F. Ur(

6. Dytlde c.:p.
(trtonpt,erene f
benz.thiazld)
(62-z4z-76)

7. Dytac cap.
( tri dr,rpt ergn e)
(62-243-76)

B$l.orries_L Ce{[nlLL

8. CcrnI ta 1- L tab.
(alphpryl hyd4toin
t proralnol + lu.:llnal)
(6r-ro4e-7i) '

9. ]/ri tlga 1 olnt
(mes.rlphen +
pre.cipi t6 ted si lphur)
6 t-qe t-zo

lGqnerUrban. USA.

10. Nltrol ?d slnt
(nl trog lycertne)
(53- i8 37-81)

Leo. L,erxn.rk#

11. Vagi Lia credn
(suifi soxazole)
(l:- reos-e r)

A
Itaciinnex. lfunrcrrv

L2. i-lycircccrLi sone oint
(63-136S-7S)

Uciohn.Usq

13. Cortef Acetato I.{ olnt.
(hydrocortl sone)
(h-$o-76)

14. Cortcf Acetate 2.5/ olnt
(eo-30 t-76)

15. !,ieoredrol Acne lotlon -Co-
( mcthyi prednlsolone
I su lfur +,necmycln
+ 3 h.rnlnlun ch lor;ryciroxi de)

(eo-se-76)

reglstr6tion ms1r not

i
I

l
l
I'co- 
I
l
I
I

I

I_dF 
I
I

I
l
I

-ao-/
I
I

i
i

-dui

be reneued.

-do-

-do-

-do-

I

I

Contd. ...P/$.

.'i:f:- I :.-'-



Asta":.est Germanv.

16. ilR}oxdr 2 g lnj. Ihe
(H-fo sf ;::t ctc)

(st-rsso-zu1

L7. Holox;nlElnj.
(89-1s39-?o)

18. Holox3n inJ. 5o0ng

(s';- i:rc-z.s;

19. Hcloxan tnj. frOmg

(eg-r:+r-za)

&. I:io ir:n t,.he
( tro io s Jilri clci

(ri9- 1s42-?E)

AI. igvl st.3n r:6L,.

( rn"-'Jry $terc6pto tmldilzol.;)
(oo-resr-zs1

Ih.; follovJ.nq other dectslans h,ere

rg'.lYr.lgvr :

C-gth. ,I u-sgrrj.r?

1..' SeI+iix Iiirng ieb.
(oxrz?j.l:r )
(":t- rso-zo)

l.l. Serq:3x I':rng t;b.
(cxii,:clrJil )
(4?-t,n-76)

sl!.rnq&rfrC!!n a.

3. Insulin irrj.
( iau - ror:r-z11

Protdrin ijnc
Lr sr l.1n 115.

( r4z- too4-z I'

I
Tlre registftir,n '..:;s cjric!11,-ur ,s: thr c.r;r.,r/
br;nds of 1/$."r, o:'11,Ln (fr:c ,:iso J.i-;L 1rl,g.l.,.rc1

/
i 'co'

s
/J/\

tlrovi slono] rl..-,t strai,ioo orr ,:1r,, (rru!. rr,Js
/jv6li d tl Ii-'I2. l2.P'.t. 1'hr' ;: ; r i'.y h ;s ,:i,t,J.i ui.i i'or\:'r(rleurl of,'-rhr r+irgtr;t1o;r. -[hc Crmi it,.:u

rej ec ter; tfh + i r.-.11611 io r r,-rr i'.., " i. Tl++:i+.-;Lclr
lYr.;Y-*+-e--:r+t+ti e::.

regl s'irrcic,/^r, 
""t. 

5e r:rr;r,cc.

-do- |

--/

., I
I

7
.t-

I
taken .:bout d:ugs of for,:i r.n or.t rin

't
II
T

ii

ti
1
A

ft
ril

i;l
id

l:f
'lr
i:il./.

tii
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L'1"'

b) Io take deElslon vhether csnbln.itlon anilastlrna[c Crug r^iill be pennlsslble.

scrne locallY manufactured ccnbln6tlon ontlasthmatlc pro<frrcts (e.g. csnbrna-
tlon of ophedrine * prcrnethaeiAe + tlreoplrylllne/rnlnophyll,ln or hydroxyzlne)
vicre placeci before the Gornmlttee fox decislon as to uhether Srqclr ccrnblna-
tlons r.Ill be pcunisslble ln ltght of fhe National Drug policy.

The na0ter ,rios kept panding.

c) conside..rtion of pr.yer of Eu1gurl6n Bobss5y lbout registratron of scnro

Eulgarlan crugs to be lmported tJrroug,h bsrter trado, uhlctr r,ierc earlier
rejected by the Cqruoittee. the Ccnrmlttee reJeci.ed the prayer bucauee tb.j
drugs uncie;r refer'arcer.dge not acceptable because of 6vs1 lahllity of enough
srbstitutesl elther locatly manufactured or Inported.

d) Prayer of Alco Fh,:roa to replace reglstrailcns of jIS,D of Uc,q

f)

e) To i,;ke seclslon about Elastocrep banCage of Slith & Iie.,heyr, iroro:

The ms-,tur uas kcpt prrdlng. \r/

Tn*e pr3yer lrras rejected becsuse rhe qu6ttty of t-he usA source ,.* Yiiotc 6cceot6ble. / -

of

The rnectlng cnded ui.th vote of thonks to i,he

,$J

"."T$*u

The Coiunlttse lrag infouneci

crug r.hich was found not tc
,in ,.r ly st.

test r:eport of
io ihe claisr ,rs

the abovo mcntionecj

I.:]oyt gci i:; :.hg Coy1.

sbout tne

conform

chai r.

I"
Chal

pradu c t s

ro,us
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tilyJss-gJ--Ll,s-.1::r9-s99-t!99-9i--r,"rs-9:ys-9gl-tsel-9mi-ilgs-!el!_ e!_ ?t:_rQ.?Q,

The l.'-13rd necti.nc of the Liug Coniiol Jnnai'5tea hel* was irel.: on 2:]. I0.ij6 .rt 10..10

/..lJl. in tha ofiice crtJpirer of thc Secrr',t;ri, lJii.ni"siry of liealtlt & fenily t,l6rrling
uo:i;:' Ure cll;ir:i:rnehl;: of iir. Manz.tryul Karimrsircreta!'y,i,,ilnistry of i.i*;ltlr & F.:rr;ily

Pi;r,ning.

Th,, r'o1lor:,ino m{nbcrs .;tlrnced i:he meeting,

1. I':'cf . llr"r:u l. Isl..n
2. rjr:. !. ,'rfit s i j;;i z
3. Prof . Ahd.r I lJi6nnpn

.1. u:r. !.{ob;rak Ali
5. ['rof . i1.ii. K. Tllukder
6. Iur. !{w.-1y;n l(.}li.,r. H1,e

7 . frv. !sfru I};h Snor';otrury

B. Mr. idci. .qnt s.it Istar
9. Lrr'. A.&1i{. t(harr

10. i;r. iii<i. Nuru I anror.

;; ',:rr: start cf ths;ne*t1ng, the chaluD3ri c{rng1 3tr. IateC the rnribers of thr. net.,

Cai:,r:iiit*, r: li:'ellminary dlscusslon v.as held \',ithcit tcuching aq:efi(';r. The Cqnnitt"--,

exirtssc'i thelr cc:rce,rn about tlre prolifeiation of adul+-er,r'.eci/*bst,rrdlrd c'ru,. s in
the n.rr}:et i,nJ felt Lhe necesslty for a Natlonal Qu6Ilty Gontrol L:bor.";c,rv.

Tt,t follovlngi decissirii,s *e"e taken:

1) The io"mitt(ie cleci c,iil to helcl the meeti.ng on every fortniglr't,.

2) Tlrc Corr:i'l;tr-,e dr:ciriud to dlstrlbute the rsri<ing pat)ers to nerai ut's so thrt
trc'; cou Id study i,lr6[., I^.o:re b,rfore aiigrdln! the rne e:ing.

3) ihe Cor,:nlttse deciceC to exenrine uJretlier D.C.C.r 5 functlons conf lic.cd i';itlr
i:nose cf .rtr)f oti'rei Corilnlttee.

4) the Co,laitt,ee ciecicied te clxcul6te rules of €irueluotion ;o inalvldu,11 ntmhers.

The meetlng cnrir,C u,ith vote of L\anlrs to tlio chalr.
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M I Lu tJ s- qf- _Br e Lt{!L Le eti-nt -gi tn e -p_rqc- .C_o-n tr o I C_oULi t t e_e

Tbe l44th meeting of the Drug control corunittee was held on 2c.r.r.g6
P.M. uncrcr the chalrmanship of Mr. il!anzoor-u1-Karim, secretary, Mlnistry
& Fsnlly Fl3nnlng In hls offlce chqmber.

The following menbers 6ttended the meeting.
I. Frof. Nurul Islam

2. Eri g. Ani z l{ai z

3. Dr. Mobarak All
4. Prof. M.Q.x. Tqlukder

5. Dr. Hr..yun (.M.A. Hye

6. Dr. Azizur Rahman

7. Dr. Zafrullah Chowdhury

8. Mr.. Ani su I I slam

9. Dr. A.lvl.l,rt. Khan

10. Dr. lid. liurul .tnu,ar.

The followlng marber could not 6ttend the meeting.

1. Prof. /.. ly'lannan.

The f ollor^linE deci sion s uere t6ken:

I. Presence of fifty percent of the msnbers (1.e. 6 manbers) w111 moke the

2. The meeting will be held on every }rd & 4th i,Jednesday of the inonttr at 9.00 a.m
ln t,le of fics chamber of Diiector, Drug acrntni. str6tion, g0 r[toti jheel C.,r.:
Dhaka.Nosep0(i,tenoticewi11be1ssuedforthemeet1ngfromnowon.Prior
lnformation wiIl be Eiven to m&ber if no meeti.ng can be helci int6rtic,:lsr i
week. &

;*
3, In the 3beence of Chsirm6n, Prof. liurul Islam &,his absence,6n! of one of the.

msnbers as decided by consorsus wilr presrde over the meeting.
4. The commlttee decided th3t reciper s of essenti3l crugs frcrn now on vourd

be processed by the Drug Adntnlstration as per guldelines laid.dor,rn by the
Comlttee and appprovsl uroulC be taken frorn lrug.ControI Conrnittee. Dr.MC.
NuruI Ari,rar r,vould scrutlnize tli*; recipes before placing the s.3me to D.c.c.
for 6pprovs 1.

5. The Commlttee confirmed ninutes of the l42n.j & I43rd mecti.ng witJr the
, fcllortrlng a,mendnent 1n the mlnutes of 142nd meeting.

Accnda-4:

a) Consideration of resubmltteC recipe:

NlramoyrDhake. PethlCI.ne HCl.inj.1OOmg/mf. Rejected.
Reason: ,illocation cf pet}irJln
frora Intern;1t!on3 1 I,lercoti ccontrcl i5 fj.xed andflor.e
fresh recice would be 31;provec

al cnCa-6:

Con:i_d.e_Lat1Jl!._lo_Urgpg{L-{gE_gtlati_ol_

HoechstrBcst Genn5ny, Clafoman inj.
(cr,fotaxine O. 2,59r0. 59, l.S o
& 2.9 veil)

(r-} \G
.$
r\

at 12.30 ,,;

of H,:alth ,",i
:1:i. 'j;+

-.\

I

i. ,,1
lii

:q

(
In
N

To be

f,ri ce.

:'r - eX;min L



Tsin',t6c Fi sh Liv":r of I,:
l+Doub le uhs 1g'r hrancl Fi sh

Ii vcr oi I c6psu le
(ricg.No. r96-2145-86)

- 
F;ctory China In1-:ort oot to

. a.: :
c.<cred Tk, 1 6i 11ion

' :..

!i cv_i-er1 o f ry#1_s_i Le_t gl_d_ sgt e .njn, j.I5,glr b L e_Aq:s.

., i

t
.i

t

I%rir
t.
I,:

I

C'rzn.*ri rie, U j.i

U!_j-on.cg Lr.i.un

Ij'ncocin cap. ( linccnycin)

.Ro-cE e-.jli-{ q-t r L.in cr

RiVotr iI0.!mg rab,
Rivotxil Xag t,b.
Ri vo iri L Ln S/,n, ,r:

-!gii:srr-Jl-:.$*
Tearsol opth.loin.
(boric .;ci d .r ,l e tiryL
v-rrurv)9/,

In su lin- ,CirLn6

...^ ^' -o /l\
@

The rneetirrg enc:ed rnrith .lcce of

,iriclnd :r:1.?iei .iieii 9tr6i;on ia;y $ot l:e rerru-,:,eii.
11e';. il o .7 5- 1790-g I

:; s,.j,No.90-313-76
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M-lgr*gs;o.t-Elb'r11.5grqgeltLe.6-f-;thep-{f,qJio}tr.ol_c.ryLlLte_e

The.l45th meetlng'of the Drug Control Ccrruntttee was held on lO.12.g6 at
in the offlce chamber of DlregtollDrug 46n1n1stratlon under tle Chalrman*rlp
Mr. Manzoor-uI lerlt{, Seir"t."yriMlnistry of Hea}t}r & FamlIy planntng

The followlng menbers 6ttended tf,e meiitng.

1" Prof. Nurul Islam

2.'Br1g. miz !!alz

3.:Dri Hunqyun i:,M.A. Hye.

4. D!. Azizur Ratunan

5. Dr; Zafrullah Chor.rdtrury

6.:Mro AnlsuI Islamr
7. Dr" A.M.}I. l,6an

8. Dr. Md. Nurul Anwat.

Ihe followlng msnbers could not sttoed the meetlng

l. Prof . A.'Mannan

2. Dr. Mobarak A11

.r .:,:;r:tr

9 Lt1i,;;i.,1

I

i

Ir{inutes of the l44t}r meetlng of the Drug control ccnunlttee was conflnnec.

Durlgg tie course oi discusslon about spprov6I of various reclpesl it *r"$ l:

revealed that grest coofuslon and controversy.existed regardlng r!ght, Jurlsdlction
and responsibility of t}re Drug Control Comintttee and Drug .Adnlnlstration. Scrne

mgnbers observed that unless detalI of s p6rticular ftrn was knorm and thelr c6psbl-
lity was evaluated, lt r,trould be unwise to glve clearanco to thelr reclpes. 

-'"

Drug Adnlnlstratlon obsewed th6t the mechanign dld exlst for control before
lssuln! Drug lr{anufacturing Llcence. It was also argued tfrat Drug Control Ccntnittee
$ould be;content wlth the report of the Drug ednlnlstratlon about the c6p6bility oi
a Partlculjr Fh6rmsceutlcal Company. ltrhlle su-briittlng a reclpe, Drug Adntnlstratton
should be satlsfled tirt the particular ccrnpany 1s capable of m3nuf3cturing th;,"
Paltlcular drugr ln certaln ciosage form.

F1naIIyltwasagreedthatapioforma*rouIdbeppep3redtobef1i1ectnjnd
subrnltted by e6ch cmpany. Ihis*.wtlI be 6pproved by the Dnrg Lctnlnistratlon.'.1 j,

Dedlslon ln respbct of the followlng reclpes were tsken as mentlonecj.ln..tl:e last column.
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lowed 6ny' other5 wilI be asked-,
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2, Slna-col cap. (chloramphericol)

3. Stnacol susp.(chlor#rphenlcol)

--" i \,,pi t-r 0--

1 '14r, " ^"t

-<.,r. 
i 'l,"F cg 4. slnaflox

Reason: Qtre a$i
No) further reclINo/ further recl1to.] 

dar**-* ,

cap. (FIucloxacl 111n)
* NA^ ll

Rej ected.

5. Sinaflox drop5(FIucloxacl11in)

6. slnaf lox dry symp. ( do)

i, Rlboslna tab. (rlboflavtn)

8. Pyrosloa tab.(pyrldoxln HCI)

M/ s. Gono dr a sthaya.Dhaka.

1. G-AtenoIol tab. (Itenolofl

a-,/
The meetlng qrded wlth vote of thonks to the chalr.

^

-nla*zazur{,f6*..
MCIlber-secretary -4 t"l o g
Dnrg Control Coriuni ttee.

' -Fi:, :iair- 
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!

I

lt''9

f*u,l:
Appxovedo

na6 '
ReJ ect

9. Calslna(calci.m -D-Pantothen6te) tab. ReJectld^ 
clr_t A* u e^l&*,u./ e_1 uk,*

Reason:fldFrequired. Slmi lar itdr to-5.F
O"1- l-<* wlthdravrn.

Reason: No atfuantage ove! cloxacl 1lln and

reclpeTs of slnl1qr drug5 66qsrded approval
e6r11er vould be wlthheld.

-do-

-do-

Approved.

To be res{rbmltted rvith adjustment of
exclpl ents.

To be resuhnitted after adjustlng extra
exclplertt.

Drug Control Conrnittee

o and non essentlal
be allowed d#?o* t

Chalrnan

@;
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