rammermm e e T







R 4

émbers’ present:

Prof, A, Jabbar, Prof, Mefazzal Hossaln, Brig,
& Dr, Humayun K.M, 4. Hye.

Ghairman:
The meeting was Presided over by Prof, 4. Jabkbar,

Agenda-1:

. Confimmgation of the mi
held on 37,7.86.

Anis Walz, Dr. Md, Jahanetr, Dr.k ;

e

of the Drug Centrel Cemmittee .

nutes of the 136th meeting

" The minutes of the 136th meeting of the Drug Centrel Committee held on 3
confifmed, 7 A

A Agendg-2:

. ~Matters arising out of the minutes.

oTe 86 wer "

g rifampicin '+i"isomazid combingtion enl
form was Teviewed by the Committee, It was obsérved that U.s. P, reconunends'foni_\‘
I ;abst:le fom for such combinagtion and WHO also recammends the cagpsule form‘.-» In
| “.view of the observation it was ‘decide‘d that 'ca;':sule form as well 35 éoated. tah
form of rifampicin and iseniazid combination: will be allowed, Thus recipe of
»~.~ 'Rifamzid Cap. (rifampicin Usp 300mg + isoniazid usp, S0mg) of M/s;Acme, .Dhaka;.wa
-ﬁ_;__ _approved'm\m&ﬁoua—use—crm ;o

COated granertes-ofthe drugs o7 2all

Decision
S=s3ien

: Acme, Dhaka,

"The fimm May resubmit the rec

ipe in ¢oated,
Angingl Cap. (dipyridamole S0mg) tab_IEt fomm and change fame. ‘ L
Nalidix susp, Approved with condition to change name
(nalidixic acid 633)

a re also to ch

ange name for the capsule fo
of this product

which was approved earliér,

“R%if?:;;fcﬁomg cap. W]s Approved ywith condition to char;gé name .ﬁwav‘nd
USP 150mg + ison{azid coted delete OvVerage for isoniaszig, s ae
9%aules USP 100ri0) Ty

]
4l Agendge4:

——and 0l

Consideration of the following recipes which
drug 1ist,

are not included in essehtial_{-‘. o

The following recipes which are not included in the list of essential drugs

- were placed znd discussed,

—H-‘-’-q-.sim.:_.i_*_a_ Approved with condition' to changenamein L
.?o;co"f syrup 9 generic mymeximxg form,repla_ce-amaranthécol ur
- APholcedine 0,14 ;

with any other suitable coloring agent;give:. "

indicotich as antltyssige only; give warning ge
' not?#s7 children’ a.s_’ﬁfhavef.xmyx no other
cough’ ey xemaxaiugix 'SYTUP approved as enly=

208, g SYIUP W1l be allowed to'a fimy




een Lob, ,Comillj_

| Greenoruboint
(vaporab)

Skylab,Comilla.

1pamin pewder
| ‘sulphanilgmide +
"é Sulphathiazole)

{1 Ceparol cap.
1. (cephalexin 250mg)

, i lgxsoﬁs,Dhgkg.
Kadryl elixir
i (diphenhydramine Hel
' 250mg/100m1, )

i : City Pharmaceutic,Ctg,

'.; Cetazol powder
! (sulphathiazole)

f Flucin oint
* (fluocinolone acetonide)

- Betmethason oint.
i (betamethasone dipropienate)

i Corticod oint
; (betamethasone valerate)

48 Casten oint
it (clotrimazole)

| Theophyllime syrup

i, Phenobar drop
(phenobarbitene)

Jaysen,Dhaka.

\Dysentrin tab,
-| (furazolidone)

IZy sentrin su
furazohdone
i ascorbic acid per 5ml cmpoule).

Betanol 100mg tgab.
(atenolol)

Betanol 50mg tab.
(atenolol)
Cardigin tzb.
(digoxin,O.QSomg)

Cardigin inj, .
(dicoxin 0.250mg per 1-ml ampoule)

D @
e

(sodium ascorbate equiv. te 500mg |

Approved.

v

Rejected because not permissikle under
Natienal Drug Policy.

Kept pending for ingpection report.

Approved,

Rejected because not permissible under National

Drug Policy.

May be kept pending till the facdory moves to

a new suitable premises,

=do=
-do=
-do=
-do-

=do=

Rejected bBecause no more required.

-dp=

Approved with condition that the filling Should

be done under nitrogen gas/atmosphere,

Approved.

Approved.

Approved with congltien that bioavallability

report to be submitted kefore registratton.

This condition will alse ke applicable in case

of other fimms for such products.

=do~

Quantity of the excipients should-be- exm:essed

o onewpit (m1)

Contd..,,p/g.




! ardioptin f/c tab
terapanil 80mg)

Lrdioptin f/c tab.
erapamil 40mg)

amachemie,Dhaka.

'yanlic:al’ syrup
‘ascorbic acid 24)

5S¢ AsCo. s Dhaka.

Zracillin inj.
~ (benzyl penicillin socium
* 5 lac units)

Eracillin inj.
- (benzyl penicillin sodium
~ 10 lactnits)

Ben{dural-i4 Inj.
. (benzothine penicillin
‘6 1lac units).

'Bendural-l4 inj.

| Beximco,Dhakg.
Vitamin -C drops.

Cenarizine talk.25mg

Metecdopramide Hed tab.10mg

Noscapine Hci.
Couth linctus 0.6%.

Square,Pakna.

Stignin tab. \)
(neostignin bromide 15mg)

N-Cycline E/E oint.
(oxytertracycline Hcl 0.05%

Agenda=6:Misc ell_@eoU s.

- condifitred. It may be mentiened that the recipe was approve earlier (125th meefARo

' (benzathine penicillin 12lac units)

+ polymyxin B sulfate 10 lac unit)

Approved. . (v

Approveds

The recipe may be resubmited with a stabi-
1iser and change/name.

d\cvv g
*17" _ Peri

A-pproved. /W M

Approveds

AppToVveds

Approved.

The recie may be kept pending.

ApproVved,

DThe review petition of I.C.I. to allow manufacture Kemadrin tak, (procyclidine
17 " Hcl 5mg) with brand name of Wellcome Foundation as an under licence drug was

———4 __ held on 2,4.86) with conditien to manufaciure thg product in their own brand

— 1§ __ name without any third party agreement. The fim mentioned that D.D. Industries

till 1988.

\9
o

has allowed them te manufacture the drug under third party licence which is valid

e
} The €ommittee rejected the prayer and upheld thelr garlier decisione
i

ContdesesP/4e




!

K_ j
7

g

¢)

A prayer of M/s.Healing Phamma to sgt up thelr factory temporarilly in the
resid:mtial area of Green Road was discussed. The projlect was approved to
set @p the factery at Demra.The fim mentioned in their prayer that tﬁey
have already made seme investment on the proposed temporary premises.

The Committee rejected the prayer and decided that, i) they should follow
the original approved scheme and advised to shift to Demra as per approved
sgtheme or shift to a better place out side metropolitan/residentdil area and
foellow the guidelines which will be approved by the Committee,

It was observed that the products namely, iminomal R tab. (aminophyllin,
193-2068-85) and Coroxin 75 tab.(dipyridamole, 193-2087-85) of Malesci,Itali,

gfae imported in packsized of 5000's (Hespital pack) in addition to the
D's ,40"s, 100's & 1000's in the registratien certificate.

It was felt that such big packsizes of 5000's is not necessary and will
lead to misuse and deteriorution éf the drug for long sterage in the market,

In view of the zbove it was decided that onlupto 1000's packsizes will

0
be allowed for the said drug and ﬂmec%’cﬁr(nay ?e_ deleted from the correspon-
st L
ding registration certificates.

The meeting ended with vote of thanks to teke chair.
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T Minutes of the 138th meeting of

Members present:

& Dr. Humayun KeM,4. Hye.
Chaimgn
The meeting was presided over by

. Agenda-1:

held on 22.8.86.

-—--_—-——_——_-—--—--—--——-----—---—-

Prof. 4. Jabbar, Prof. Mofazzal Hossgin,

Confimgation of the minutes of the 138th meeting of the Drug Control C

held on 27.8,86

a

Brigadier anis Walz,Dr. Kazi abdul Fattah

Prof, Waliullgh,

onmittee

The minutes of the 137th meetin
were confimed,

Agenda-2:

g

of the Drug Control Committee held on 27.8.86

Matters arising out of the minutes

Fim(Brgnd
Acme,mgkg.

Rifamzid cap.

(isoniazid HSP +
rifampicin USF)

G4 Co. sDhaka

Eracillin inj.
(benzyl penicillin)

Beximco,Dhgaka.
SRR A

Vitanin-C drops,
Cingrizine tabe:

Y

X
[
|
A

Noscapine cough linctus.

Metoclopranide tab.

{5

i

\Mﬁalma_-_

”; $-Cycline E/E oint

' (oxytetracycline 0.,05%
polymyxin B sulfate 10 lac unit)

. Healing Phama,Dhgka.

0

S 6]

Decision gbout the following recipes/prayers were reviewed,

Decision after review

AgI‘eed to dele'te "COated qr;nx.ﬂ ce® (o nor nrovan
ot te fim, since, these drugs are not mentioned

as coated granules in the phamgacopoels,thus,
coatkng not necessary in capsule,
V) :

menmetobedmmmdnmiaﬁﬂ#wﬁhﬁdzmﬁkf%t
theend, B .

The recipes may be resubmited with the proposed
brand name., .

Rejected because one cough syrup (dextromethorphgn)
has already been allowed to the fim,

Approved, as, such preparation is aVailable in
the market (terramycin E/E oint of Pfizer)

Decision about their prayer was kept pendin
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Minutes of the 14l‘st.me§~"““’”“” —
——————————— o

- 2t~

e

Agendg=7 3 Miscellaneou s.

a) Dgscussio-n on reply of Beximco

i

about decision on Lactaneal tab/suspension.

' The letter of Beximco dated 18.8.86 regarding th
was placed. The comnittee carefully considered thelr prayer. he
e=3Té ingegral part oi the drug i1tsells
or resembles in a M3

ohserved fhas—=Talrd
i not-bé &6 immitation of, or ¢ setitute fo
decelve another drug oI %

’ \// The -. ceting ended with vote of than
V/QW /Dq/pvb//b/ Lo
T A D.C.C

K724 “ﬁf&/"’-@'
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% 3Grisdictien to gi

1,\,7?% e A
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La &fa v

althgigh trademarks

e brand nagne ' Lactameal!

an

fier 1ikely to

§od. In this-Tespect thengne—i& TAMEAL s
s

r lectanilk and meal-fedd._ Mduct bl anantacid hag

X’“ e milk oz f6od, therefore, sush’Bamwe will be mi slesding

K[//O/‘j‘}))( to the consyxérs. The Committeerfeels thafs
L by the Tpdde Marks Act. '-‘-./

' - d change o feletion of brandname of any drug that afay be

or confusing. The i ttee alse-feels that the names
confusing and misbranded goes against the spirit of

e ee
mrld e
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Lot s




| O

4

d

N W S
i i

i

LW,LA,,J:A .

iianbers present:

Prof. .. Jabbsr, Prof, M.J.K. Tslukder, Prof, Mofszzsl Hossein, Tric.inis

Or. Kazi sbdul Fattzh, Cr, K2 Jehancir & Dr, Humeyun Kubie.. live.
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Confimmgiion of the minutes of the 132th mect
e}

held on 3,9,56.

The minutes of the 136th meeting of the Drug Control Committec h/eld on

v

27.2.86 were confimed.

aencg=2;:

Iigtters arising out of the minutes
9 b~}

Nil
soenda=3:

Considerztion of *he following recipes of import substitute druce,

The following rccipes of import substitute d&r gs vere placed snd Cecisions

ual’.&ﬂ.

Fim/Brand Deci sion

2ECLSI0N
Crescent,bhska.

Iopac tablet Kept pencing ©ill mark@iing of the previously
(iopsnoic scid Z00mo)

approved drugs @etconpleted,

Volrin tgblet Resubmit for enteric coatec tabket vhen
(diclofengzc sodium Z%mc .. _
marketing of the previously spproved druce
are completed,
Corotin t-»; ' Resubmit vith
(cipy$icaaole 7‘mrl\,
veipiRceanole Jamg growing »xxcipi
cogzting materis
of the previously approved recipes sre
campleted,
A CNcg=4y

Consicergtion of the recines of the fellowing new fimms on priority basis

Lrugland,Boorg

Pargcetsnol syrup, recipes were kept pencding until machgni-

5
o0
by

zetlon is completed as per p*o\;act sufficient
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o= =L & IAQndLuﬁ

Phenargin syrup
(premethazine Hel 0.1%)

tebancazole susp 2,3

acicel susp.
{antaci d)

Melrozcl susp.
(benzoyl metronicazole 2.5

-7

.
,3)

Tarlin susp.
(furszolidone)

Glucoton syr.
‘e A
(furrous ylucongte}

Stars Phamaceuticyls,bhzka.

tethacin-$ cap.
(indomethzcin 2omy)

Nalic-5 cage
(nalidixic acid 500my)

Folferon cap.
(ferrous fumsrate 300mg
* folic scid 200még)

#moxicillin -5 cap.
(emoxycillin )

Tetrzeycline -3 cap.
(tetrzeycline

ANtacicd=S liq.
{antacid)

Ferron-3 liquad,
(ferrous sulphate)

oLt i o s o

The recipes were kept pending until mechani-
zation is completed as per projq’;t, suffici-

1

ent water supply is onsuirec and storace faci-

Yities is impmoved.

=do-

=do=

Approved with condition to chsznce nane

vith '-§' in pre-fix ond givef indigation

2s per BNF,

=do=

approved with concdition to chance namz.

Kept pending t11ll facilities

-do-

The recipe to be resutmitfwith stzndard

fomula as, thiasmine Hcl Zmg + riboflavin 2ng

+Fyridoxin Hel 2mng -+ nicotinmmide Zmg per

tablet/capsule and with-'S' in the prefix

the name.

2
approved with conditicn to delte 454ml,
~

Packsize snd put ='S' in the prefix of

the nane.

GOntU...-.P/B.

Jeatrel Soait s - B0 e Teltrenn

e o o e - o B S

are createde

S

o e



Histanin-S liq. The recipe to ke resubmited vith chanced ))
ine Hel | 3% e e s
{chlorpramazine Hel 0453 nagne and proper indication asper HNF.

Levanisole-3 liqg, Approved with concdition to market in 30ml
' gni 84 . s .
(levanisone 0.83) packsize only, put *S' in peefix of nane.

Cetamol-< liqg. The recipe may ke resubmitec after deleting

(parzcetanol; 24%0ml packsize, with strength as 2.4%,
reducing quantity of propylene glycol
chancing name and c¢iving indication gs per
BNF,

sNida le=$ liq. approved with conditlon to delete 454ml =
(ben .

1 metronidazole 6.4%) N

‘<0

packsize and give correct sgpecificgtion
of benz-oyl metronidszole. & C'“"”‘j* D\\_V
Methoprim=-3 liq.

The ip ke re,ubﬂ“'t d gft ting
(trimethoprim 0.3 recipe may submi sfter deleting
¥ sulphanethoxazole 4.0) 60ml packsize,civing mdltlon as per ZNF

changing ngne and mentlonmg preservgtive in

chenical/generic nane not in brand name.

4.P,C. Chanics, Khulna.

spenisole syrup appreved vith conditicn to cive strength gs o

{Levgnisole HC1) souivalent of 40mgy levgmisole base/iiml,delets o
gogiium benzoate and mention preservative in
chenical/generic fom, not in brand name.

apelose powder AppTovVeds
(¢lucose monohydrate) -

City Fhamgaceutics,Ctg.

Kzpt pending till the fictory is chifted to
to g betlter plzce,

Chlorgmphenicol oint

_do-
Pentocil susp. -do- o
(antacic)
4dendg=7:

Decicion ghout rzgi stra';tion of the two Hepatitls -B vzccines, e.g. HB-vaccine

of Green Cross, Japan and Hepzvex -3 Vaccine of Kores Green Croes, Korea.

It was oiserved by the Committee that

the zhove two Hepatitis-B vaccines could
not be tested in the DTL dué to lack

of ficilities, none of the parties could

submit two more Free Zale Certificate besides the country of origin o meet the
requiranent for recistre

ration. The HB-vsccine (Green cross,jzpan) is now under

Conttde o s e op/4o




in more than elcht countries. The party aleo cubmited a ©

-, - process of registration
ctudy report of the drug with similar

. copy of a brief of a clinical compars stive
procuct of pafstedr Instt. of France and has becn found comparakle in efficacy

T and safety.
.. The Hepax/ex-‘;i vaccine (Koren Green Cross) is also under waV of registration in
some countries and has submited copy of .some clinical trial report anad test
R report 2bout the brand, But it was okbserved by the Committee that thouch the

sred, it is being offer ed for cmmgrcial

=" prond Hepavex-B vsccine is not yet register

szle by the partys

for provisional recistration of
ndition to submit Free

+he Committee recommenced

a4 s A - i f a‘ ,
Green Cross, Japan for one year with col
?

the HB-vaccine of
oL
czle certificates from \.wo countries within one YeaX.
'

¢ for Hepgvex-D vaccine it was decided to investigate how the party has imported
n < a 2 by

N

and offemng for commerciazl salee oAt

f-w /7. C)’Q/(—:/

=

this unregistered product Sk

T 1%, N&/)"ﬁ b Toow” ofeto ING Y7o

T oenda=B83 Miscellanesus.

w7 g) To decide shout chronological list for chaimanchip of the meetings of

the Drug Control Committee{ DCC).

=t 1% was decided that in absence of Frof, 1isliullsh, Frof. Jsbbar, vwill presice

over the meeting of the DCC. In absence of both of them, Brig. anis Walz

will preside over the meeting.

The meeting ended sith vote of thanks to the cha:.r.




~

Minutes of the 140th meeting of the Lrug Control
Committee held on 17.9,1936,

v N /

>

e e held on 3,9.,86. ) h

L)

#emes = The minutes of the 139th meeting of the Drug Control Committee held on 3,9,86
b
were conflmad,

——— _J—T‘A -
— ALCncgm2: ~
ree . Bgtlers sricing cut of the minutes: =
. 1s =3 licuid of ¢tare Pnomacenticals, =
zporoved with condition to chance nazne
wede— thyt :
S S—

: hiipgven=T

tvio vevks fron 17.0.86,

of the followine recircs of

£ the following

cdecicions

Beximco,Dhaka,

] Codivm fuc

The rccipe may be resubmited nith pronceed
W bess Haies Sit ey T e R A :_\—f-y'
TTX Fueicstc Cortisone oint. Gl T ﬁuqm ° «:m ﬂf
o _ (socium fucidate 2. N Lz 280720 At il —J%;Ag
hycdrocorticone zcetate 1) /W--\—'Z—"L TR AR L c'i,\ 24/

Fusidic scid usp.D,s L SRR /{3 J-r-L o had 7
) Si . L _gTeo (/
e e an K ot . Z AN

=Hi= J
&

9Pn er,Dhaka. = gt

ot ... . Rifsnex cop. 20Cmg:130myg th ¢ overzue for 5
e R
Oti fampicin 00my +
i isoniszic 10mg)

v Contdy. .. F/2,
o Aol



genda=4s -

cme,Dhakm

aSupraoen- 0 f/c. tab
(bachnolullm 100mg)

Tenoloc-50 f/c.tablet
(atenolol SOmg)

Tenoloc-100 f/c.tablet
(atenolol 100mg)

7 .Agenda-5:

m’siderétion of the following resubmi’c‘e'd recipe,

he follow:mg reeubmlted rec1pes were placed and dec151ons ta !'en.

nPPI‘OV°d vith conﬂltlon to decregse OvoracG -
v2.5m W R oh ,

Approved vith condition to delete overage. ' ]

Consideration of the following other recines:

=cdo=- ced

GenerglaDh,-zkg.A

Tetragen cap.
(tetracycline HC1.250mg)

Genoxytet cape
- (oxytitracycline HCl ’>50mo)

! Gengcillin cap.
- (appicilling 250mc)

Genaclllm Dry. syrup
i (ampicillin 2,5%)

T Gengclox cap.
: (cloxacillin 250mg)

'.Genopen YV Dry syrpp
! (penicillin V 2,5%)

Genaplex cap.

ik (thigmine Hel Smg +
19 iriboflavin 2mg +
pyridozine Hcl. 2ng
+ nicotinamide 20mg)

!Getrim tablet.
 (sulphagnethoxazole 400mg
+ trimethoprim 80mg)

:Getrim cusp,
- (sulphgnithoxazole 4%
+ trimethoprim 0.83)

Gengpam tablet Tmg
(diazepan @mg.)

Genacort oint,
(hycdrocertisone acetate 1%)

=0

The following othe® recipes were place and discussed.

W

Kept pending ‘t].ll report about mznufaciuring

facilitics of antibiotics 13 oLtamee.

-do=

~do=-

-do=

Approved.

Approved.

Approved,

e
O.
=

approved with cendition to ¢ive in

as per DNF,

Approved.

cation .

Contd +.s...F/3. i



TV NP PR H;A Lrii, Ccn{rcl Cacaille

il 3

“ Beximco,Db;kg.

Melphin-° chewgble tak.312.5mg.
(pyrantel pemoate)

-—-——' mpicillin Paediatric drops’
. °100mg/iml in 15ml bottle with
calibrated dropperi )

-

Cephglexin paediatric drops
100mg/1ml in 15 ml. bottle
with calibrated dropper.

- gmoxycillin paediatric drops
100mg/1nl in 1Zml bottle

i‘j“‘? vith cglibrgted dropper.

il
.._.‘

,.———-—-

SquaregPabng.

- Cotrim-0s tablet
. (sulphgnithoxazole BOCmg -
© +trimethopzimzkex8160)

Cardipro £/c. uab
(atenolol 100mg}

AGmd§-7: *
Con‘sideration of prayers

ool

2\
The reciRe was kept pending.
w Fo
The fim justify the introduction of such
strength and infom about availgbility of such

strenglth in other country.
) vdd. . S/
A;!pr G('? Rognbont @
D NarE
o fvt

Appgoved, L4 q /wa Ao

[? L1(\ «<-/l' ¢
Apfiroved.

Rejected because not required in this strength.

approved vith condition to delete overage.

for import regl strqtlon.

The Committee considerec

. Fimm/Brasnd

chanchsisPhzma,Ching.

25% Dextrose inj. 20ml,

Medimpes,HungzTy.
2,

> Cordox inj.
) (aprotinin)

Jumex tazklet
(seleginine Smg)

. Norcolut tab.
(norethisterone)

the zollow:mg review Pex.l ..xons and decisions tzken:

Declsions: .

Review OQ'tl'thn of Chinese Bnbassy viss consldered
and earlier decision of rejection of the drug (tsken
in 111th meeting held on 9.10.85) wss upheld with

regson to stop’ further import of the drug to encoursge

the local krends those are keing menufactured.

The review petltlon against with-helding of the
drug because'its effectiveness im not substantiated
vas considered. The Committee upheld their earlier

decisione

The drug was rejected in 117th meeting ss 'non
essentigl & unnecessary drug' The review pntltlon
along with the clinicsl paper about its use in

parkinsonian was considered and the esrlier decision

was upheld.

" The recipe was T

totfed in 120th meeting. The review

5 RPN &1

0 LI

S

203 e

P S e 3

e pye nigh e

AT

R

peti ting gt similar drugs e.d anoluy
N ta Schering is allowed port in hither
g in hig

: 158 CO
P
N ﬂ\/\«ijt&

dered. The ea-riﬁ.r decisi Wiz
e i el P
W /ﬂ

o td,......P/A.

gpheld.
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“Agendz-8: Miscellaneous:

Consideration of prayer of Healing Phamg dated 7.9.86.

1

i
t

= LRI SN B 1

The prayer @as advised to put up in next meeting with all ather similar
cases.

-y

The meeting ended with vote of thanks to the choir.
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