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The 98th meeting of the Drug Control Committee W3 held .

ion 506085 at 9 a.m. in the conference room of Dhska liedical

ﬂ‘%ECollege under the chajitmanship of Prof, Waliullah, Professor of
+Medicine,Dhalkg Medical College,Dhaks.
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The following members attended the meeting,
1s Prof. 4. Jabbar
2. Prof. Mofazzal Hossain,
3. Brigadier Anis Wais
4o Prof, MeQ.K. Talukder J
Y5 M, Kaziy Abdul Fatiah,
6. Dr, Md. Jahangixy,

The following decisions were taken in the meeting,
Winutes of the 97th meeting was confipmed,
The committee decided to modify the Inspeciion report
proforma in next meeting.,
Prayer of 1/5.I.C.I. Banglesdesh Manufaciurers Ltd.,vide
letter No. nil dt. 30.5.85 for approval of the formulg
and the manufacturing process of Bropranolol Hydrochloride
B.P. basic material was permitted.
Prayer of Memorial Christian Hospital vide letter No. nil
dt. 28.4.85 for W.0.C. for lmport of Ketalar Injection ‘
(Ketamine Hel) and Pontecaine Spinal anesthesig(Tetraceinme
Hel) was allowed if it is free gift, :
Memo of /0. Health & Population Control vide memo No,
ev-1/FV0-20/84/207 dated 13.5.85 requesting for views shout
. “import of " some drugs for Ram Krishna liission was placed ms
before the committee, The prayer was rejected by the
- committee because,"most ofoﬁgg'drgg
and Panacetamol are available ih pl

fre banned. Agpirin
A < "

Prayer of B.C.S.I.R. vide letter No.Sectt/PPP/1(209)/8/2174
dated 8.5.85 requesting to know whether toxicity test
report of the Institute of Food Science¥Technology on
Garlic Pearl will be acceptable to the authority, was
discussed by the committee, The committee opined that the
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Prayer of Expeert Promotion Bureau vide letter No.LPB/

Fairs/P(T7)/84 dt. 4.,6.85 informing that Lalaysia may Lmport
large quantity of Carlic capsules and requesting to kuohw
whether the Pharmaceuticals Industries of the country can
produce the item for export was placed before the commitiee, ¢
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The committee opined that since no Pharmaceuticals Indus*ries
has such yﬁgm in their Manufacturing Licence yet, the question

of export of the item does not arisey ol o visens

It was decided that henceforth the meetings of the comnitiee
will bd held on every wednesday at 11,00 a.m, in the office
chauber ofﬁthe chairman Prof,., Valiullah,Prolessor of ledicine
Dheka Medical College,Dhaka. —fov #romt - bcoms

It was élsq decided by the committee that animal feesl(which
ususlly cohtaing hgrmones, antibiotics snd vitamins etc)
will fs&ll under the perview of Drugs. -

Recipe of Nizoral tablet, 200mg (Ket@conazole) of Li/S.Square
Pharmaceuticals Ltd. was approved as underlicence drug with
li/S.Janssen,Belgum, subject to the condition of approvsl

of Hinistry of Industries to manufacture the drug as under
licenceddrug.

I
The recipe was recomended by Prof. Sal@gddin of Dheka ledical
College.
It was decided by the committee that II/S.0psonin will be
allowed to manufacture Opsaline (QOral Rehydration salt) in
1000 ml. plfksize for the time being.

. The meeting'ended with vote of thanks to the chailr.
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Minuies of the 100£hfmeet1nv of the Drug Control Cowmlf ee
held mn 3.7 85

“aliullah, Profes

1. Prof. 4., Jabbar,

2, Prof. 4.7,
3. Prof.
By .Dr, Lid. Jahangit.

1. linutes of

4) ¥E/S.Drug Interna-
tiongl,Dhaks.

11/S0GedtoCompany.

I-"E/S ocipls Lt d. e

Ltd.
) H/S.Gonoshasthsya

I) ¥/S.Globe Ch.Ind.

sor of lledicine,Dhaka

3iddique,
ilofazzal Hossain,

The following decisions
the 99th meeting was
2. The recipes of the following firnms

L/S.5quibb of (ZD)

G) i:/S.FWajat Pharmaco

H) Li/S.%sman PhsrmCo.

The 100th meetipg of the Orug Control Committiee was

30721985 at 11,30 a.m. in thg/evniereﬂeEFTOOm of the.Dhaks 15“5
B P

iledical College Hospitsl wader the chailrmankhin of Prof.

The Tollowing members sttended the medting.

were taken in
confirmed.

i) Dimoxyl drop
(Amoxyeillin)

Cloxacillin
Sodiwmn. '

{lomin
(Dicyclomine Hcl)

25
iii)
i) Relectin GCap.

(Tolmetin)

ii) Tofensl Cap.

(‘u’l-{n oL'.J)
i) Furezolidone
DUEp .
ii) Vit. C syrup.

i) Paralin Susp.
(Furazolidone)

i) Anthel
(ilebendazole)

i) G=Thiazide wi/k
{Triaapterine, Tab)

i) 11l of ilsgnesia
(Hg(OHg) Susp.

i) Pyridoxine Tab.

i) antomox
(M{buJa;J )

ii) Turason-K

([Foruysline )
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were conkidcred,

Approved,
Pending. \J o
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nolt necessary.
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J) h/S.nloert David

i) 4Alcodin Syrup
. (BD) Lta.

;K) /5. llational Lab. 1) EBnzypen

(f’a\‘n DU-“}' "‘)

L) B/S.Square i) Clofensc
(Dic¥ofenac)
ii) Dipsntin 25mg

@ifjgdﬂndgg
) Cloraton 2)m
(Chlorthslidone)

iv) Isoxdin
: (Iso:;'l bi b""'h'h)
v) B=50 Foprte Cap.
i) Cslcenate Inj.
(‘t‘_a—(e."un- /""‘m“‘k
ii) dpmslet Sy,

Theophytine Sod. %Ew,

i) Codine Phosphate
Syrup.

3341,
I-’I) M/S oG‘oi‘-\.CDu

N) i/S.3den Hesearch

The meeting ended with
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Hlnute

of the 10{9{ meeting of

the Drus Control Cormittes™
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The 1015t ncctlpﬁ of theiDing Control Committee was held on
.T+85 &t 11,30 Aoli. under the chairmsnchip of Prof.

ii) iiydrisil Zye drop.
(Tropicanide)

Con'td

linllah,

The following memhers attended the meeting.
1. Prof., Jabb
2, Prof. tiofazzsl Hossaln,
3, Brip. Aniz Valsz
A, Prof., 4.7, Siddique,
5. Dr. lid. Jshangir.
The Tollowing decision were itsken in the meeting.
iputes of the 100th meeting wes conl firaed,
Considersfion of dose schedule of Vitenin i Puancreatin wobd
kent pending fox agxinwn presence of meniners and Turther otwdy
of Drug Ltdiinistretion.
fhe following decisions were talen in respect of recines.
i
1i/8.8quare Th,Tid. i) Diruvpres T.Tab. spproved.
(Hydrochlox sothiszide
vith Trisateren)
ii) Pulvin Susp. fejected,dose iz low.
(Griseofulvin)
iii) ¥ebsnol Povder e s mr
i1 sroved.,
( lcomyein,Bucitracin 7-
Cystine,Glycine )
iv) Clorgsion 50 joyyeeves
(Chlorthalidend
B) ii/S.iee Phsrua i) finci. Benzoln Cer anoroved
¢) 1i/5.liedicere Lcw. i) Chlom. h}icol suen.  lejected,confused
dose i
\
ii) Turezolidons susp,. nnwﬁovcu,lnﬂ1cUm
tion to be changed.
) il/8.0psonin Ch. 1) Uklrem anproved
(¥elidizic Loid)
B) 1i/S. 15 Ph.Ind. i) Pyoyme cgp. Ferding for do
(Pancrestin) schedule., ;
- . ; i - o )
ii) Codine Phospheie Perdinz,:orcotic 1
BYTUD. Licesnce., H
=l
S~ . i i
F) 1/8..ec Pharua i) Pantra Csp fenging for dosce 4
' (Pancrestin) sohedule. !
ii) Turyl susp. snwrovcn,an"cLL101
(WufOZ)lldorc) 10 be chahn G y
: B g sl b
G) 11/8eGesi o Company 1) Hydripine uye oint ~ajectied to clarify|
(itropine sulphoie) @ wnter fox inj.bgmd

J.
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H) 1i/S.Seema Ph.Itd. 1) Tit.Seema-C Syrup lejecied,not olloved

(Vit, C) m TP, ;
LI | -1 i J i *
ii) Seeme -C Drop. sporovedachan; ¢

X

of eicepients,
iii) Mulkolin drop

(Furazolidon) UyyﬂVbV¢0 < )

iv) Seemacillin dzrop. Lejecicd,defective
o Fornulction o
WEONL H0Eal, P/ 5§

I) #/S.Square Pha.Lid. i) Paniocol sk, i
(Cal=D-Tantothenste)

ii) igaril
(b Pvoddezime jcl)
Mo TNdAT W

The meeting ended with vote of thanks to the chsir.
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kept pending
of Drug

The following

) M/S.5quare Ph,Ltd,

] ) 1/S.8tandaxd Chemical
Tndustries.

s{3D)

) [i/S.Bexiuco Ph.Lid.

The following members sttended the meeting.

o Prof. 4., Jabbar,
Siddique,

Yalg,

Jahaniir.
iinutes of the 101st meeling vas coi
for maximum pres

Administreation.
decligiong were taoken in respect of

) li/S.iedicare Lsb.Ltd.

.G K. Talukder,

The follewing decision were iaken in the meeting.

Tiraed,

Considexration of dosge schedule of Vitsguin I Pancrestin
ence of menbers and furthﬁr

ii) Maukinil,Zlo
(Dronn,hephas

i1i) Humentel
(Pebhantel)

iv) Tepenil, ho3uc
Eip‘z pine Citre te)

incoric Powdexr
Z “'_"‘dw:) J dl"

i) Theophylline Sodiwa
Glycinzte syrup.

ii) Phenyl Salicylate

i) Tadezon 0,054 -
Pédia‘t ric Nasal
(Zylometazohdne)
ii) Ifadecon 0,1% lasal
Drop s
(Zylonmetazoline)

i) awmoxycillin Cap.
ii) Cephelexin csp.
1ii) Doxycycline cin.

N T R

i) Hitrofu*c”onﬁ QT en.
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%‘Skylab Ttd. i) Glucose-§° . Approved, indidatios
4 (Dextrose Powder) to be chanced? ‘

The comnitlee decided to seek opanion from ADGIS(IZealih) of
DGLS,DHAA Cantonment,Dhska for the import/procuwicnt of

L
- lefloguinone, an antimelarial drug both in g&;mination (Fansined).
“and in single ingredient(Lerium & ) vide memo ifo.S5-04/D-15/ ° .
'85/204 dt. 9.4.85 of inistry of Fealtn 2 Ponulation Countrol .
(Health Wing).
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tﬂns fsr apprwfa]. 83 mﬁex‘ liwxc.a pxaducts. In thie cmmctim
tt.ee fer Phamamtiaalg ket this pending for sinignef of

e

s h emucais._

_ctuﬁ of tincture ohd &Ma,  were rocwamsnded by the DOG
&k because sinilar preducts were banned In the Trug Pelicy snd

m_ rﬁgurded a% uwlesa and unnecessaty in Bangledesh centumt.

T Pewder has been banned undar Echnda:tla_ 111 ef the Drug {Centrel)
982 under guldaline Nes I . The flrm apelied fer recensivurstien ,
taf is Bested in the lmpert Cazettos The DO appreved thelr prayor

A agaln rofersed by the llcsneing Autherity (Orugs) fer further

txb!.et (Timlol Etﬂmtu), HED 4 was @iven provisensl reglctratien ;
™
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i The3103 d meetlng :1313 DrUu Crnt 91 ?01ﬂiutec wds-neldwgu 3Qfﬁﬁq5ﬁ{.;
:%%he caF ° - ; : 3’ afe—Hespitat, Dihigka unceT

The follcwznm memher ‘attended the mcet

L P ae Jabbare

-'2. Pref. 4.T. Siddique.
'3, Prof. i
4» Dr. a-Jahénflr. *

ﬂvé%WHL aﬁ?&f o2 aam '
The fo lowin si-ng were tageu in the meeting.

. Sttm&.uﬂ p"‘"l-‘lf_aa /g—i@&mu

Is Minutes of the 1020nd meeting vies confirmed.

2, The recipes of the fellewing firms were considercd.

Mfs. Nationgl Liborateries Ltde, Dhakas

o e B e B e ko B B e g B o e e

: ‘The following recive vas Lept pending for uptodate ingn
L:LOI‘J to QLYo

zction

‘1o Bacompicillin 400 mg tub.

m/a._GlebL Research Lghoratery Ltc,, Fenia 5

o The follewing recipe was rejectede
e Tﬂiacul Syrup. (Potassiun Cuaiacol sul fenste) 1.79%
Reasons Bisce low, viarning for children not mcmt:ontd, should Lo
generic ngae,

M[s. _Opsenin. Chenicsl Industries, Barisal.

The foll@wing reclpe was 5ppravedw
i) Erimin syp. (Trimethoprim)

‘Conditicns Strength to he ﬂ_g/lOOml, and Tte be sutgl froe. Similur
“to be communicated te 2ll,

M/se KsDals Loboratcries Ltd., Dhzkg.
The following recipe was gorroved.

© 1) Felecam capsule, 10 mg. (Pircxican)elb—"

The following recipe was kopt nending for went of nurceilc licunice,
i) Pheclcedine Syrup.

M/s. Scientific Drug Industries, Dhaka.
The following recipes were kepit pending.
/ = 1 Y

le Enox Nasal drcy (EJncu:lqc Hul}, for vigrit of infermution wvhether
preparaticn is pemitted.

ii) Codeine Phe “4;L= syrup, Tor nzreoctic licence,

"M[s. Phanndchem jﬁanrﬁad'

" The fellowing recine Was approved.

i) Phagrsmycin ointacnt, (Weonycln Sulvuhate 0.5g + Cramicidin C.025 o = | %
per 100 mg).Conditicny 'OoTbuncls' o hoe deleted from indicatism,

The fellewing recipe was rejected,
) Phomuazone ointment (Witrofurazounc)
Reussens ¥gxm Hrong fomula.

(=1

&
Tne follewing recipe was kept nending for oninicn of saodigtricisn,
i) Spemodin drep (Hyoscine Lutyl Lremide) CoR
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[s. Cpsenin_ Chepca iTr i .3 Darissl,

éascn; "»'ot allewed igppreved list,

¥ e %
ere uC'"(.I'uE'.‘d"a APreva of similar medicingl wcdum t:drllrlI‘.
d) Bramasol Tablet (emhexine HCL) :

€ascils As ahove.

i) Brawoscl Injectir (Sromhexine HCL)
3SCn A5 abeve.

Se GOAIO“”QS HEYa p“uuoCduticals, Dh'dk'd.
€ follewing recipe ys anrreved,
G-Pancurenium Inj L,t.l.,;ﬂ., 4 mg/211 aapoule,

_Sguare Hh;amacuu tc-« 1s Ltd. ,_Paﬂn de

s,

he fc.ll:‘h.n" Tecine ws rejected. '
) Probenic tsb. (Prekaceid)

. Muktl Laboratcnu.es Ade, Daaka.

e following recipe wigeap proved.

Mylldon suspension ( urszolidene) 500mg /100ml o
'dlt}.cn: Incaa.catic&ﬁ tove piardiasis & Cholars ey

follewing re‘c:,p? 'w_ena kept pending for upto date Tepert cn Micr
oratory. - R

mocil capsule (amexyellin Trihydrote) 250 my.

| MePhenicol Capsule (Clcr;ﬁ*’)..enic-‘l) 200 mu.

fellowing r‘.c:.n. Wy s ‘c;t rending
palaticn,

for declsiun zbout strength of

Witanol capsule (3-Ceomlex Vitanin)

.- F?:'sc-ns (L’»anglduush) kde, Dhakaa

following recine wge oTLV el

Instig Tablet 5. ¢ (Nitszepam),

-Bloauln Lboratirics Ltd,, Himenz uehay
'z W A poprsv i -

Dolocid - W susiendi. g M:,%Jlulqtﬁ 3%
diticas Glycering, Veega-K, Methyl ofit. Prep, 1 Paraben snd Cions:

0 reclie Vs ..\luCl—"d

ezl suspension (lickodazole) 200 ©¢/100ml,
sens Wiung deso.

Phamnachenie (Banclaven) Litdey whakae
fellowing recise wys ap . oved.

Pharmamycin ointment

% ODJN(hg&quLﬂ Sul
gitions) Cobuncls’ e be de cted :

be cawunicatsd to M/s. acne Lib. Ltde; und olher fimg

gsen: Not requirced irour ceuntry Similar itemb)xxe leylsttm‘e‘a T 0
: >

ert
C De cancelled,
Ba_t-dll_i"hsmd Luga Chittac Conge
. »
e fellowing recive wg appraved. '
Trilose Syrup (Lactupse 076+ Lockose 6 ¢ + Gilactose 11 ¢ Der 10 J.ll)

ebiclevical

such
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Minutes of the 104th meétingvbf the Drug Control Committee
held on 7th Aupgust, 1985,

-

The 104th meeting of the Drug Control Committee
august, 1985 at 11,30 a.m. in the chamber of D
Ldministration under the chairmanshi
Chairman of Drug Control Committee.

was held on 7th
irector, Drug
P of Prof., Waliullah, the

"he followingz members attended the meeting,

a) Prof. A, Jabbar

b) Prof. A, T, Siddiqie

c) Prof, Mofagzal Hossain
. d} Brig., Anis Waigz

B e) Dr, Humayun K.M.A, Hye

Dr, Md. Jahangir, Dy, Diredor, Drug administration attenddd the
meeting as an observer,

Proceedings & Decisions:

1. The minutes of the 103r meeting of the DCC were~confirmed.
2. The appropriateness of iyoscine butylbromi
was discussed. It was nted that no such-form is recommended in
official pharmacopoeias It was decided to cancel registration
of all such preparation, to gradually withdraw them from the
market, and also not tc approve any such preparation in future.

in oral liquid form

Furazolidone is now maunfactured loeally. M/s. SK&F has also

been licensed to manufcture Furoxone brand tablet and liquid.
Registration of furazoidone brands of foreign origin should now

» be cancelled and the fnished product should no longer be imported

The indications of rifmpicin, as well as its dosa
leprosy should be revied as per latest 1iterature n
recommendations. The dug should be used only in Mycobacterigi
infections (tuberculoss and leprosy), Y 1t-shedfd,
be—g&#eﬂ-&}eng—withpoiexfdrugs*accardingfiowapamnihly—dosage' ==
schedule. All local irerts, labels, cartons and promotional
literatures should be:.mmended accordingly.

ge scheduIamin
and WHO_ i.

.

The prayer of M/s. Fisns (Bangladesh) Limited (dated 18.4.85)

: for locally manufactulng Bezalip (tablet) and Lanitop (tablet &

- injection) under licesing agreement with M/s, Boehringer Mannhein

& of West Germany was dcussed. It was noted that none of these
drugs fall under the ategory of essential drugs as approved in
Bangladesh. None of fese drugs are also ineluded in official

L pharmacopoeias or cocx. However, bezafibrate (active substance

4 of Bezalip) has an irortant therapeutic role and there is no

- loeal product which n sustitute it. The committee did not

& approve manufacture ¢ these produects under licensing agreement,

A However, M/s. Fisonsiay locally manufacture bezafibrate under

- their own brand nameind also consider manufacturing digoxin

k- tablet and injectionas per 1ist of essential drugs) without

G , any licensing agreemt. The Previous deeision of the commi ttee o

*f allow registration o the above three products ( ut-—Kknowlodse

°" of-a-licensing-agreent with a 3rd panty) is hereby revoked,

wow 6, Prayer of M/s. Jays« Pharmaceuticals Iimited (dated 2.5.85) for
' restoring the regis=ation of some galenical preparations, which
was cancelled earli’, was rejected by the committee on the
ground that these i#me are not required,

3
,@“U S contd,...2
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Jisnemny UV

committee reeommended for zllewing NOC for the import of

- vaterinary vaceines (for poultry and eattle) for the Land
amation Projeet of the Bangladesh Water Development Board,
ided Dr, K.A. Fattah also agrees, and also sueh unregistered
aets are not sold in the market or used eommereially.

esponse to the applieation of M/s. Aleo Pharma (dated 31.7.85)
‘extension of registration of Bloeadren tablet (timolol

ate) of M.S.D,, USA, the eommittee reecommended that the
stration may?fenewed on payment of renewal fees,

prayer of M/s. Pharmaeo International for re-registration of
cetin T powder of M/s. Mochida FPharmaceutieals of Japan was
ewed, ‘ s—produet was
' the—] ontro ee1982,-and therefeare
rigtered ag J OX N mmendmentof the
so—a1low regis-
e—revoked. The—commitiee decided
i n the next

3 = 10 = = 8l () = Nne L)
ITE Or-g—re o  LiAe W#% » = ey e

S ratan ) e, e Belomgy K t&ﬁﬁikﬂan‘4%zA;yj%L%L
e committee decided that an uniform dosage form should be
vtroduced for Pancratin tablets/capsules and also for the
lerapeutic and supplementary dosage forms of Vitamin prepara-
ons, Director, Drug: Administration was advised to work out
draft proposal for this purpose.




8 of the 105th meeting of 4T
on 14th August 1985 at-11§;

.

105th meeting. of the Drug Control Committee was held on 14th
T 1985 at 11.30 a.m. in the chamber of the Director, Drug
stratipn under the chairmanship of Prof. Waliullah the

an of the Drug Control Committee,

following members attended the meeting:
~a) Prof. A, Jabbvar

~ b) Prof. A,T, Siddique

_'c) Brig. Anis Waig

~d) Prof. M.Q.K. Talukder

e) Dr. Humayun K.M.A. Hye

« Md. Jahangir, Dy. Diredtor, Drug Administration attended the
ting as an observer,

ceédings & Decisions

The minutes of the 104th meeting of the DCC were confirmed.‘

While discussing the following pénding recipes of veterinary ;-
ﬁedieines of M/s, Square; it was decided that those be sentf“
Dr. K.A. Fattah for his opinion. These may be resubmitted ~
after his opinion is available. The products are :- i) Levafes
powder, ii) Flukinil bolus, 1ii) Rumental granules, and
iv) Tapenil bolus. s (o eloon +f enptnnts

%ihe recipes of the following firms were Placed and discussed.
" Decidions taken are as mentioned in the remarks column,

Name of the firm - Brand Remarks

M/s. National Rimpazid-300 cap, Kept pending for inspection
Laboratories, (rifampicin 300mg report confirming availability
Dhaka + isoniazid 150mg) of facilities to manufacture
_ ’ and assay the drug.
M/s. Pfiger ~ Combantrin chew- Rejected because chewable
Iab., Dhaka able tab, 250mg form is not required,
& 125mg (pyrantel
pamoate
iii) M/s. Standard a)Inj. Caleium Glu- Rejected because no steriie
- conate 10% USP facilities for manufacturing
injectable exist in the firm.
b)Sulphanilamide - Rejected because such drug
powder BPC is not required. It was fur-

ther decided that all simiiar
items are to be cancelled,

contd,ee.o?
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a)Pyrocaine ear drpps:
(antipyrine + ="

benzocaine)

b)PHenirin nasal drops
(phenylephrine
500mg/100ml &
250mg/100m1)

v)-M/s. Acme
" Iab., Dhaka

c)Acemox tab;

d)Cellulose tab.,
(methyl cellulose
12500' 400mg +
microcrystalline
cellulose 220mg)

e)Polimycin ear drops
(polymyxin B sul-
phate 1000000 units
per 100ml)

&

2
remarks column,

: 1) géiéaggdimpex, a)DeverTaﬂwggR&MAu
b)Hypothiazide %ab,
(hydrochloro-
thiazide)

¢)Mydocalm tab, &
inj, (tolperison
HC1) ‘

d)Zitazonium tab.

e)Mannisol A inf,
(d-mannitol*10%)

f)Mannisol B inf,
(d-mannitol 20%)

1i) M/s. Green (uwss, a)Nutrisol 12% inj.
_ 9®ﬁww‘ (amino acids)

b)Nutrisol-S inj.
(amino acids +

sw¢€ﬁ€’
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(acetazolamide 250mg)

(tamoxifen citrate)

Rejected because the dryg.
would not be suitable in a
water-base,

Re jected because no speci-
fication given for the
diluent (conc. rose water):
and the preparation is not
sterile,

Approved with condition %o
delete endrazit, methyl
cellulfse, polysorbate 80
and calcium phosphate from
the formula.

Approved with condition to
delete the indication
'appetite suppressant'.

Rejected because the prepara-
tion is water based; and
not sterile.

. Prayer for import registration of the following firms were
placed and discussed., Deeisions taken are as mentioned in the

Approved.

Rejected because adequatyhis’
alternative diuretics are-
available locally.

Approved,

Approved,
Approved,

Approved,

Approved., with condition to
be used only by specialists
and in hospitals,

Approved with condition to
be used only by specialists
and in hospitals.

I 4
. The meeting ended with a vote of thanks to the chair,
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s of the 106th meeting of the Drug Control Committee
n 21.8.85 at 11,30 a,m,

|06th meeting of the Drug Control Committee was held on
August 1985 at 11,30 a,m, in the chamber of the Director,
Administration under the shairmanship of Prof. Waliullah,
hairman of the Drug Control Committee.

ollowing members attended the meeting:

1, Prof, A, Jabbar
2, Brig. Anis Waiz
. Mr, Kazi Abdul Fattah
4, Dr, Humayun K.M.A, Hye

‘minutes of the 105th meeting were confirmed.

ters arising from the minutes of the last meeting:
ne: following recipes of veterinary medicines of M/s, Square,
1ich were kept pending for the opinion of Mr. K.A. Fattah, were

isposed of after obtaining the opinion of Mr, K.A. Fattah who L
as present in the meeting.

Product Decision
evafex powder in sachet Rejected because powder form not
levamisole needed and indication not correct.

Apprpved°

umental granulate in sachet Approved,

A,

anpenil bolus Approved with correction of excipiglits.

(piperazine citrate 2,5g)

‘Zincoric powder Rejected because not needed,
(zinc oxide + boric acid)

The recipes of the following firms were placed and discussed,
Decisions taken are mentioned in the last column.

Firms/Brands Decision

M/s Opsonin, Barisal

a) Opsomycetin inj. Approved with correction of indication,
(chloramphenicol dosage and warning; and subject to upto datie
sodium succinate inspection. Indication: mainly against
1g/vial) typhoid fever where oral medication is not

possible; also used for meningitis attributed
to ampicillin-resistant strains. Dosages
Adult: 1g 3 = 4 times daily preferadbly by
1sv. route, Warning: high initial dose
should be avoided.

b) Opsozyme cap. Kept pending; to place all previous pending
cases of pancreatin in the next meeting.
M/s Pacifie, Dhaka

. a) Codeine phosphate Eept pending for submission of narcotic
3 ‘liquid license,

41i, M/s Sgquare, Pabna
E a) Ulecerid 800 tab. Approved,

3 ~ (cimetidine 800mg)
iv, M/s GACO, Dhaka
: a) Frematren powder Approved with modification of excipients.

(neomycin 250mg+ To omit starch and use sterile containers.
bacitracin 500mg)

NN

contd....../2
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M/s Albert David, Dhaka

- a) Cephalin ecap. Kept pending for inspection report confir-
(cephalexin 250mg) ming availability of facilities for testing
cephalexin,

. M/s Pharmachemie,Dhaka
a) Soporin tab, Approved.
 (nitragzepam 5mg)

11, M/s Square, Pabna
a} Framoson. eye/ear drops Approved with condition that 1t must
(framycetin 500mg+ be in sterile containers,
gramicidin Smg + dexa- ' T ;
methasone Na meta
sulpho benzoate 75mg
per 100ml) W
b) Nalid tab. Approved,
o (nalig;xic 500mg)
tiii. M/s Therapeutics, Chittagong

- a) Theracillin drops Approved with correction of specification
~ (ampicillin 100mg ~ as 'BP'. - ' '

per ml)

b) ‘Amoxin drops Approved with correction of specification
(amoxycillin 100mg as 'BP' and omission of tartrazine yellow
per ml) colour because it may cause hypersensitivity

’ in some people. ‘
¢) Cloxilin drops Approved with correction of specifica,
(cloxacillin -am 'BP' and to give specification of th
100mg perml) Antifoaming agent.
ix, M/s Skylab, Comilla
' 'a) Buscogen drops Rejectedrbecause not required.

(hyoscine butylbromide)

x. M/s Standard Chemical, Dhaka

" a) Dextromethorphan - Approved with condition to use generic
* syrup 200mg/100ml name only,

xi. M/s GACO, Dhaka

" a)Tetracycline animal Approved with correction of specification
formula tab. 500mg - as 'BP Vet,'

b) Flukodin vet.tab. &Qgggﬁffé' f<iAﬁD éi*fi~£i§ff .f;éi?bﬁﬂ%

- (nexachlorophene 1g) N, S
i, Més Opsonin, Barisal
" a) Tussinil linectus Approved with eondition to use generic name
(noscapine 300mg as 'Noscapine syrup' and omission of
‘per 100m1 ) : chloroform water and tartrazine solution.
' ' Warning: '"Not recommended for children'
should appear in 1abe1, carton, insert,re%eu

b) Tussinil tablet Approved with condition to use generic name

' (noscapine 300mg) only; and Warning: 'Not recommended for

children' should appear in label, carton,
insert, etc,

contd,..../3




Miseellaneous: .

é) it was decided that registration of all imported brands of

furazolidone ineluding Furoxone of SK&F will be cancelled
because abundant local substitutes are available.

b) It was observed that presently olive o0il worth nearly taka fgaﬂﬁ:
two crores is being imported in'the country under the Wage fﬁﬁ
Earners scheme, in containers of 150k -to 450 under provision
of annexure 4 of the national Import Policy Order 1985-86
under the section 'Drugs & Medicines (allopathic)'.

Now if the import of small container packs are stopped and the
local pharmaceutical manufacturers are allowed to import bulk
and repack the same in small containers, a substantial savings
in foreign currency exchange is envisaged. This is because
local refining and packaging will be much more economical

than imported brands. It is estimated that the price of locally
repacked containers will come down by approximately 50%.

On the basis of the above observations, decision was taken

to allow gs@eTlocal pharmaceutical manufacturers to repack
the olive 0il BP grade so that import of the finished form in
small containers can be banned in course of time.

Accordingly the following recipe wasmconsidered and approved.

Firm/Brand Decision g

i. M/s Organ, Dhaka e

a) Lucy brand olive oil Approved with condition to omit .~
qm ('olive o0il BP in
50 " D

'eczema and psoriasis' from tHe
Yo, packs of 150@;}\%( indication.
: Hﬁ and 50$${H

¢} Prayer no. MA-3/371 dated 7.%.85 of M/s Jaysons to review
the decision of reformulating Ascoson syrup as drops of 15ml
pack size from the existing 115ml pack size was discussed.
Decision was kept pending for the next meeting,

d) It was decided that the next meeting 6f the Drug Control
Committee will be held on 4th September 1985 at 11.30 a.m.
in the chamber of Director, Drug Administration.

The meeting ended with a vote of thanks to the chair.
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