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Minutes of the 120th meeting of the Drug Control
Commitfee held on 15.1.86

tee was held on
Director, Drug Adminis-
Waliullah, the Chairman

The following other members attended the meetings:

Prof, A, Jabbar

Mr, Kazi Abdul Fattah
Dr. Md?lJahangir

Dr., Humayun X.M,A. Hye

B

%&oceedings & Decisions

i1, The minutes of the 119th meeting of the Drug Control Commi ttee
¢ were confirmed,

Q.The following recipes of import substitute drugs were placed and
.~ decisions taken are as described below:

FirmsﬁBraﬁds Décisions

GACO, Dhaka
Unitac tab 150 mg Approved with condition to change indication
(ranitidine HC1) as, 'A histamine H

2-receptor antagonist indi-
cated in the treatment of benign gastric

ulcer, Zollinger-Ellison syndrome and reflux
oesophagitis.!

cme, Dhaka

Nalidix cap 500mg Approved.
(nalidixic acid)

Skylab, Comilla

Verapamil HC1 tab 80mg Approved with condition

to give indication
as per BNF,

The following other r
as descriBied below:

Ibne Sina, Dhaka

ecipes were placed angd decisions taken are

Sinaphyllin tab 120mg Approved with condition to chapge adult dose
: as"/2 to0o 3 tablets every 6 hours;' delete
'broncho pneumonia, pulmonary, renal oedema
and angina pectoris' from indication and add
'reversible airways obstruction'in the sameg
and delete overage.

|
Gastrosin tab 200mg Approved with gondition to delete overage and

(cimetidine) change dosage §3 per BNF,

Sinamide cap 2m Approved with condition to delete overage, !
(loperamide HC1 ;

Sinamox cap 250mg Approveé with condition to change dosage i
(emoxyeillin) as 1 - 2 capsules 8 hourly. i
Sulphasina tab 500mg  Approved with conditi

on to supply in bulk !

°
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Sinazyme cap 325mg Approved with condition to change dosage
(pancreatin BP8O) as k2% '2-4 capsules 3 times daily’'.

Magsina tab Rejected because not required any more.
(magaldrate)

Fisons, Dhaka

Pevaryl skin lotion Approved with condition to amend indication.
(econazole nitrate 1%)

 Pevaryl p.v. foaming Re'ee%eﬁ’ﬁ%cause,ne%’fé”ﬁiiﬁﬁ:;;ftﬁis form.
” A0 requ

solution (econazole 1%) Bk el Hu - jfﬂﬁé;w'fiajﬁw”jt'
fg—' Q’g N Lo bl M
Prayer for import registration of the following récipes were place

nd discussed, Decisions taken are as follows:

Hormofort injd o Approved.
(hydroxyprogestrone
caproateg "

. Noreolut tab Rejected because not required.
(norethisterone)
Pharmachgm, Bulgaria

Avimycin oral powder (vet) Rejected because not required.
(oxytetracycline + neomycin)
Analgin 30% vial (vet) Rejected because not permitted under
(agpyrone) . National Drug Policy.
O T o gt A . .
Ampicillin IM inj (vet) Approved.
Syringe of*“0,58823 B (5 o0r)/syrivg P 17
Ampicillin }?j O°1EEtF Approved.

L1 soiw)
Ho§ol 140g aerosol (vet) Rejected because not required.

(chloramphenicol)
Gentamycin inj 400mg (vet) APPROVED.

Tetracycline + Vitamin B-complex powder Rejected because not
required.

Bioxacycline depot cap (vet) Rejected because not required.
(bioxacillin)

Pliva, Yugoslavia

Chloramphenicol 5% ear drops Rejected because not required.

Diplivan nasal drops 10ml Rejected because not requirdéd.
(diphenhydramine + naphazoline) .

o7~
Helkamen tab (oxyphég}um Br) Rejected because not required,

Mixed Gas gangrene Antitoxin Rejected because not permissible
under National Drug Policy.

Nystatin powder for oral susp 24ml Approved,
(200000 units/ml) (35 drops)

Bio Lab Co, Thailand
Cimulcer tab (cimetidine) Rejected because not required any more.
Inflanac tab (diclofenac) Rejected Dbecause not required any more.

Oxo-Chemic, W.Germany

W
Oxoferin soln. for local treatment Rejected because of dqptful

of wounds (tetrachlordicaoxidg) efficacy.
TEDE
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'“5. Hiéscellaneous.
j?a) Recipes of essential drugs:

It was raised by Prof. A. Jabbar that all recipes belonging to the
List of Essential Drugs should be placed before the Drug Control
Committee from now on.

It may be mentioned here that approval of recipes belonging to the
Essential Drug List was previously delegated by the Drug Control
Committée to the Director, Drug Administration to clear up the
backlog and shorten the tegistration time of essential drugs.

It was decided by the Committee that from now on, all recipes of
essential drugs as well as other drugs will be considered for
approval by the Drug Control Committee. It was also decided that

all such recipes of essential drugs and recipes of import substitute
drugs will be considered ofi a priority basis in every two conse-
peukix® cutive meetings and the other recipes will be considered %
in every third meeting. This dedision will be applicable for both
recipes of loecal manufacture and import registration.

However, the Dirctor, Drug Administration observed that this
procedure may cause delay in disposing the recipes of essential drugs,

Expiry dating of Pancreatin preparations:

It was observed by the Committee that Pancreatin is highly sensitive
to temperature and moisture and deteriorates rapidly in a short
period when exposed above 20°C.

Therefore in order to ensure the potency of Pancreatin preparations,
it was decided that all Pancreatin preparations should bear an
expiry date not exceeding one year. Also it was decided that all
manufacturersaf of such preparations should submit one year's

stability data after completion of one year of marketing of the
product.

¢) Cancellation of registration of some products of Alcon, USA:

The Committee recommendedfor the cancellation of registration of
the following products of Alcon, USBA as similar products belonging
to Alcon, Belgian are under the process of registration, which has
been permitted to keep the price unchanged.

The products are i) Isopto Homatropine 2% ophth soln; ii) Maxidex
ophth soln; iii) Mydriacyl 1% oph$h soln; ivg Oratrol tab; v) Statrol
ophth soln; vi) Zincfrin ophth soln; and vii) Maxitrdl ophth soln.

) Letter of M/s Square dated 12.12,85 on Esfulvin syrup:

The Committee considered a letter of M/s Square dated 12,12.85

about the deletion of some excipimnts from the recipe of Esfulvin
syrup and further decided that the firm may be requested to Justify
the use of the deleted excipients on an itemwise basis.

While considering the application dated 14.12.85%5 of the local agent
of M/s Otsuka the Committee allowed the ammndment of the name of
the manufacturer as P.T. Otsuka, Indonesia instead of Otsuka, Japan
for the product Potassium Chloride inj which was approved earlier,

The Committee further decided that all products registered under &%

Otsuka, Japan be cancelled as similar products are registered and I
imported from B.T, Otsuka, Indonesia.

contd.... 4
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h)

1)

3)

1)

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

-4- !

The Committee considered the replies of M/s Squibb and M/s Ambee
about local manufacture of their imported products. As both the firms
indicated positive attitudes, the Committee decided to review the
progress from time to time and take necessary action if progress is
not substantiated in future.

The Committee took note of the clarification (dated 21.12.85) of

M/s Medimpex about the letter of the Commercial Secretary of Hungarian
embassy regarding their import of a banned drug, TeAtanus Antitoxin
1500i.u.

The Committee warned that in future any correspondence with Medimpex
must not be taken at a diplomatic level, and the Commercial Secretary
should write on behalf of Medimpex only and not as an embassy persen.

The Committee considered the review application of M/s Hoechst for
import registration of Claforan inj (cefotaxime), which was rejected
earlier with suggestion to apply for local manufacture.

The firm claimed that local manufacture of Claforan inj will not be
possible due to high technological skills and stringent manufacturing
control parameters involved in the production process.

Decision regarding the prayer has been kept pending for further study,

The committee considered the prayer dated 24,12.85 of the local
agent of M/s Astra, UK and allowed the amendment of the registration
of Bricanyl as a 'Misthaler' instead of 'Inhaler', both having the
same composition.

The Committee dedided to withheld the registration of Gordox inj
(aprotinin) of M/s Medimpex, Hungary as BNF observes that the effec-
tiveness of the drug has not been substantiated.

While processing the registration of Bricanyl tab 2.5mg (terbutaline)
of M/s Astra, UK it was observed that no such strength exist in the
BNF or the Extra Pharmacopoeia.

The committee revoked the approval of Bricanyl 2.5mg tab and observed
that the firm may apply for the registration of Bricanyl S5Smg tab,

While processing the registration of Zitazonium tab (tamoxifen) of
M/s Medimpex, it was observed that the firm have facilities to
manufacture the item in their local factory.

Therefore the Committee recommended that t gisgigz;on of the
drug ?;ffijhheiﬁmand the firm be advi o manufa Te the dfug
locall e MJV, h‘M{ /y% W ,]Q\/ v y eo . -41/1-//1\ Zinnce
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"catr:.moyazole 80mg +400mg

.

Ale: gin tab
Ilorpheniramine maleate BP . dung)

Nojat,Dhaka.
Feurifita cap.

itamin B-complex)’

ox ln dI'OP (Dry)
(cloxacillin Na BP 100mg/1ml) .

Moxapen Drop (Dry)
{amoxycillin trihydrate BP 100mg/
qml.)

epples Pharma,Dhaka,

.‘P'I’v:.l.n FP tab,.
{Griseofulvin BP 250mg)

psenin,Barissl.

Qijtetracycline BP Inj.IM.8cf

50mg ver 2ml. amb.

-Fiégns,]}haka.

f vitamin B12 inj.

11g Pharma, Dhaka -

Broncholax symn
{salbutanol So4 BP 40mg/1ooml.

'_r-o‘ncholax- tab.2mg

Melarix tab.
pyrimethamine BP 25mg
.+ sulfadoxine BP 500mg)

L Mbrin cap.
réfampicin BP 450mg)

1cn,,rcﬁ. n cap.
oxytetracycl:l.np b (ea .EP 500mg)

-

[ L3

: Approve'd‘tdl_ th condition te change

" APProved vith conditden te déle te

" dosage etc. as per BEF.

| (hydroxocobalamine BP {mg/1ml anb,)

Abproved Wi th condition %o chanzge indieatien
as Ier Data Sheet compendium, :
tartrazim
Alternnte colouring agent w1l be approved by
DDA.

Albroved.

Approved i th condi tion to dele te 'so 1t is ‘
effective against mixed gram positive infectiens
from indl cati on.

ADPproved,

Arproved with conditi o t nodify indication A&

APproved.

Avproved.

Approved with conditica fo change indigatien
as Der BNF.
Avproved with condition to change indicaticy as
per BHF,

rduestion &
ADiroved vith condition to change dosage as
per BUF. ~

Con

Arvroved W th endition t clange indi i en and

dosage as per BNF.

Jpproved with condition to clmup indicatigr amd -

dosage as per BNF.

Eept pending farinspectimrevort. R

Abproved vith conditim that registration of .
Valadol CT 350mgwill ™ cancellel., -




'K, D,H.Lab, ,Dhaka.

flq.ecirine inj., IM

(thiamine HCL BP 2,5g/100ml
in 1 ml. amp.)

. Rebonic sugar coated tab.

i/ (vitemin Becomllex)

Ergotin tab.
(methyl ergonetrine malesnte
BP 0, 125ng)

i} Albert David,Dhaka.

Phenagin inj.

Phenazin inj. 50mg/2ml anp.

Indo Bangla,Barissl,

Indovit-C tab.
(amBorbic acid 3P 250mg)

Metrol susp.

Thiozin tab.
(Thiamine Hcl BP 100ug)

Pfizer,Dhaka.
Refacap 300mg cap.
{rifampicin USP)

: Gity Phamaceutics,Qtg.

Cetrimide lotion *
(cetrimide +chlorhexidim )

_Promazine syrup.
. (chlorpronazine HCL BE.5%

i Lovemisel syrup.

(Lavamisole HCL.BP)

: Purbadesh,Gomilla,

. Paracetamol syrup 2.4%

Acne Tab,,Dhaka.

‘ ‘Cloxilin Dry Syrup.
£ (Cloxacillin HNa)

Histalex tab.
[ (chlorpheniramine maleate
USE 4mg)

3. Miscellanpousg

.

A o pes

Profethazine symp 100mg/480m1.

(benzoyl metronidazole G.4%).

a) The committee considercd a pPrayer & gpsonin, Barisanl 1‘0.@1&:‘;{‘::‘\71:0 expedite . 2
decisien about their recipe & orsovit inj. fowhich they applied on 2,1.85/ i

APproved,

Kept pendng insvectim repat.

Aoproved,

APDPro ved.

7S
APproved with condd i to clrnge inditign
<

(promethazine HC1 BP 25mg/1ml amp, as Per BNF.

—do—
Abproved.
Tle firm my resubmit tle recipe after coriec tioy
Afproved,

APproved with condition © add 5% everage am
change inditon amd dosage asper BEF/WHO.
L

The fim my resubmit recipe afte correct ai. IR

Aviroved.

. % g . fid
Tle fim may resubmit il reftipe after correct @t
L

APproved wi th condition © onit adult-dosc.

approved d th conditim to dels te Sunset yellow
colour' amd as amended tle amount o clexacillin.
Ha.

APpro ved,

and the same was kept pending by tlke ecomnittee foo insrection. It was i {!

deckded that Pref. A. Jabbar, and Brig. ‘Anis Walz will inspect the laboretoml - ..

on 6th March 1986 and the recipe w1l Te disposed o after the inspeectim
‘- report is available,

SothiWie seat LY eliaca b




'b) The committee ncaumended for remstratton ofIntrcxlﬂpow{ 10% inj of

~refered to %efns G.If[. Chowdhyry, Prof. T.A. Chcudhury, Prof. Mofqzzul
Hossain and

Greenlross Corqratlm o Japan. S Sample s. f two Tebches (e .88 OOEBGB
and 00620 GT )

3 ¢
|f the drug did not conform to the c]d.m Lfound 4,7 & 4
respectively,

lhz.t 6.5 to 8.5) in our Drug Testi ng Laboratory aml as
per the certiﬁ.iate d analysls submitted from the manufac turer the

same bateches chfnm to the claim. Tk committec ace ~r1£5 approval fo |

the registrati of on the basis o tlemanufacturer's certificate and with '

a conclusim thit due to }mproper storage (=toragmthout refreg,_;\ mJ
in gur 1aboratov free fa'bﬁy acid liberated fmm the sampk C:‘LlL ing

lawering of PH.

The committee ccpcelled their reconmendatign (accorded in Nov, 1984,
i

for registrati on of Merital (nomifen®ire) o Hoeclst faor local manufactue

1un1:ary wvithdrawal & tle product by the manufactwer dwe to
reborted side effect o haemolytic anmemis,

The request for reviev of tle application far imvort re-ﬁﬁtr-"+w‘=

Rahm - for their orinian.

The meeting endel with vote of thonks to 4l cloir.
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ing of the Drug Control

s»Minutes”of the 122nd meet

122nd meeting of the Drug Control Committee was held on 26.2.86
in:the chamber of the Director, Drug Administration. Brig. Anis Waigz

ﬁrgsided over the meeting as Prof. Waliullah, Chairman of the
Committee was abroad.

Z-e following other members attended the meeting:

Prof. A.T. Siddique
Prof. Mofazzal Hossain
- Mr., Kazi abdul Fattah
E ' Dr. Md. Jahangir
& Dr. Humayun K.M.A., Hye

Efoéeedings & Deéisions

;ﬂ; The minutes of the 121st meeting were confirmed.

fo. The following recipes of esmentiel drugs were placed and decisions
i - taken are as described below:

1. Eﬁ%aéfﬁﬁéﬁd; , Decisions

'\ Doms Pharma, Mymensingh

ﬂ“; Demol 1iq Approved.

L (paracetamol BP 2.4%)

gl;Ibmaferron 8yr Approved with condition to delete

(ferrous sulphate BP 4%) 'Amaranth red'. Alternate calour may
be approved by DDA,

Promazine lig Approved with condition to change name
(promethazine HC1 0.1%) and delete ascorbic acid.

Epharin lig Rejected because not required.
(ephedrine HOL 0.15%)

 Seema, Dhaka
't Sevdol sol Approved.,

-(chlorhexidine gluconate
" solutionBP 1.5ml + cetrimide 3g/100ml)

Doctor's, Bogra

: Presine tab The firm may resubmit the recipe with
(fropanolel HC1 BP 10mg) indicatien and dosage as per BNF.

~ Helmin syr Approved with condition to delete sodium
(levamisole HC1 BP 0,8%) calcium edetate from excipient, use
' gsodium salt form of methyl and propyl
paraben, and change indication as per BNF.

A

i
o
ﬁ.-
£ | D-Butamol tab Approved with condition to change
. | (salbutamol 2mg) indication as per BNF.
| Dactone tab The firm may resubmit the recipe after
i (sgironolactone BP 25mg) reformulation for a smaller size tablet.
| Refambin cap , Approved with condition to add 2.5%
(rifampicin 450mg) overage and give indication and dosage
as per WHO recommendation.
Halmodin 1ligqg The firm may resubmit the recipe deleting
(ferrous fumarate BP 4%) unnecessary excipients.
Denol liq Approved with condition to change name.
(chlorxylenol 5%)
Dexone tab Approved with condition to change

(dexamethasone BP 0,5mg) indication as per BNF.

éﬁ; ' C}jﬁd§£E;Y7 contd.... 2




"™ 'Rejected because dispersible form of
.1.%ab.500mg ‘;afthisﬁérugginnot required.

unior Disprol tab 120mg | |
1bert David, Dhaka -

=do-

Approved with condition to give warning
about hypersensitivity reaction and
slde-effects.of ‘the drug, ;

=do-

oramphéenicol BP 0;5%)-
TRaﬁéx*ear'drOPS”
-(chloramphenicol BP
'Ramex eye oint 1%

5%) S e :
Kept pending to check facilities for

. A . sterile ointment preparations.,

Iopanoic acid BP tab 500mg-K8pf'pending”for‘information about

i : source of 'raw material, price and

- facilities..for manufacture. : '
Approved with condition to change indica-

- tion.and dosage-as per BNF,.. .. . . ‘
Approved with condition to~ amend indica-

- tlon” as 'in"all ésénditions responding
to.steroid therapy.' .. . e o
Approved with ¢onditicn to amend strength

- ag” 'dexamethasone sodium phosphate 5;2mg

- equivalent oto "4 'mg dexamethasone base
per 1ml ampoule’; delete overage; and
change indication and dosage as per BNF,

éhigllqpuriqol.BP;jOOmg”’
:pexamethasone tab 0.5mg

- Dexamethasone inj
4mg/1ml ‘amp

' Azad, Dhaka .. o
i‘ﬁﬁi%field'oint' T T Approved,

,Jggg;;gyl%c acid'3%+benzoic acid'S%)

Seema, Dhaka " e _
Salbron syr -7 Approved with condition to delete
(salbutamol 40mg/100ml) - 'Amaranth red! colour; use sodium salt

5 o o form of methyl and propyl paraben; and .
change Indication and dosage as per BNF,
Alternatercolour.may.be approved by DDA,
o ‘ Approved,

.Mefhoxin“tab A L
(sulfadoxine 500mg+pyrimethamine.25mg)n

Sedral tab™ ' S Approved with condition to change name,
(propanolol HC1 BP 10mg) | | s
.. Skylab, Comilla
Saftel 1iq "
(chlorxylenol-BP 5%)
Robinsons, Ctg. ... . .. .. ... ..
Dettoline 1ig (mouthwash) Approved.
(chYoTXy1enol BPY ...u.-. e R
Dettol antiseptic cream
{chlorxylenol+triclosan)
haka ... ..

Agr plek-Cép'I#ith-complex)_KeIt'pending‘for inspection report.

Approved.,

AVTNAN

Approved. ;
: 44,$;7>2%7 # plstuin -Lz&def:

A

'Agraferrcn"bapﬁlferrous.fumarai3+folic acid)
dizole tab, (metronidazole)

=do-

=do=
lgrambl.téb_(paracetamol)_ ~do-
Agtrim 1iq (co-trimoxazole) ~do-

contdeoo. 3
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By in d

bamin B e A Keﬁt'pending for inspection report.
hiamine HC1 25mg/1ml) alpge - HO. e L o - oy R |
:Thianomin tab_ .- Approved with amendment of strength as i
thia@%n%;ﬁ?%l 10mg and deletion of lactose. '

osmic, Dhaka - i . ot o
psmogan syr = Approved with condition to delete indi-
(promethazine HC1) cation and dosage as sedative.

gPraxpr-for”import'régistratioﬁ of the following essential recipes
3we;§ p1aced‘an@_@iscussed; Decision taken are as mentioned belows
‘Faran Lab, Greece . - C I o
;‘Allbﬁurin61”fab 300mg Rejected because not required as local
SN b o, substitute avilable. -

. Alvetra .GmbH, W.Germany S ,
Veterinary products (44 items) Kept pending for the opinion
o A T .. of Mr Kagzi Abdul Fattah. .

.\ “P,m, Otsuke, Indonesia . L :
PéfiZSQJﬂE”1QOQﬁ1""”"' "~ Referred to Prof. Motiur Rahman for
(peritoneal dialysis soln.) opinion whether import of such bulk

EE i . S product is required/economic. :

R

_Green Crogs, Japan
HB-Vacecine = * = s

" (precipitated hepatitis'B vaccine;

7 ¢§9%39m6g£2:5m1 vial of HBs Aq protein)
b i B

oy Bhoé:%st,‘w Germany - s e :
< Anti Rabiés vacecine from Approved.
*  purified chick. embryo.. .

: 'Zdraylje-Leseovac,Yugoslavia o
: fsﬁérilg Disposabie syringe & needle Approved.,

: Approved.

Sl

; -%9 Miscellaneous:

| i) It was observed that M/s Chemist Lab, Barisal and M/s Opsonin Lab,
a_-ﬁgyBarisal"are'marketing”Hyoscine Butylbromide injection in ampoules
of 5ml having stréngty as 20mg/ml.

In view of the fact that the only recommended packsize of the
product is 20mg/ml in ampoule of 1ml, and no higher packsize is
mentioned on any pharmacopoeia or reference booke, the Committee
recommended for the cancellation of the permission to manufacture
and market the 5ml ampoule packsize of the drug as such high amount®
in 4 singlé dose may lead to toxicity and overdosage. However the
firms may only seéll the existing finished produck stock to hospital
and clinies only.

ii) M/s Jayson Pharmaceutical applied for- reconsideration of the

; recipe'of‘Vitafort'in} (thiamine HC1 100mh4#riboflavine 5-phosphate

_ 4pyridoxine HCY 100mg 2ml”ampoule); ' ' B e
The Committee reviewed their prayer and approved the recipe as
similar formulation is available in the market,

contd.... 4




The Committee reconmended for restriction of import of the -
raw materials ;'tiOCOnazole'andfbacampicillin"of.M/s[Pfizer,
due to their high price in comparison to similar available
e RkEmgan e oty B e g s B 2 e
;?Ih“view=b£7the'firm‘s"prayer‘fOr review of the decision stating
that bulk cost of these products will be less than that of
% similar available products, the Committee: Ttecommended that
‘tioconazole may be allowed to be imported upto 15kg per year
- in the present cirCﬁmstancéSfand‘bacampictllin'may be allowed
Q;"Tto,be'imported'upto'100kg'per'year;i R v
5 .

;,Lv) As reported by 'the' the FDA (USA) has withdrawa—various |
|| brands of Cyclandelate and pentaethyritol tetranitrate (PEIN)

;hy “due tb lack of substantial evidence of effectiveness.

i
In view of the ipfoz stion the Committee recommended for cancedla=
1t;qn_of T Tatlion of the. following bra Cycland es

‘ i if ,.ﬁﬁéﬁd ' ' Maﬁﬁfé@fure o
ffu’ﬂ, . ‘Cyclobralncap Norgine Ltd, UK
j” -] Venala cap Mochida, Japan. ﬁiﬁﬁ Ao
%j‘ Ag fop}PETN, ihe matter was referred for opinion to Prof.
N S,G.M, \Ghowdhury, Brig. Malek, and Prof. Avu Zafar for
their opinion. ' ' fadys é}?z—

1 e ~F » L P N ﬁaONA44:;> i
o pelibad - Y ade] =% =5 fv-gmmf?%

if The A1c .2 ended.with a vote of thanks to the Chair, B Aﬁiéﬂ'Qﬂ
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Conmlttec held on i.’i 19?6

107 W - : ) - " .
The 123rd meeting of the Drugontrol Committce was held on B.3.26

11 30 ‘aum. in the chamber of the Distor, Drug Adninis’ tration under

Cha‘l‘maﬂ hip or Frof. tizliullzh,. thehsinmsn of the Drug Control Commlthocs

re st.endedhe meoting

The following memi

Frof, liofszzal

P.' Brigadier anilc

Mre Kazl abdul Fatlsh,

hid, pr. lumgyun Fe.ites. liye

‘Trocecuings & osclsionsg,

ng rere conflrmed.

The minutes of the 122nd mectl
Mastters arising out of the minutes
S k4 “yediina
prayer about recistraiion of alvelta G
- £
roferred to kir. Kszi abdul Fattiah foroninion was

connection a represuntstion of Bang

o
discusced. It wse declded ihzt opinld of the Di
Livestocks Services should Bkso be ohpined zbout Unw arofucts liiuﬂwlsc}

for confimoation ss to whether such dugs arc reylly needud by thelr Dirvector

pecision gbout those drucs vere defered till such opinicn uas received and

checking of all pspers completed by he concerncd mamber.

3. The following recipes of import cubgitute druge werz placed snd €LChsl008

Ga <

takon aro as cescribed Below:

Opso 509.3'—.1'.‘9‘_%}1:‘:.%5_1_2_
Orisol Infusion
(Dextran 40 + Sodium
Chloride + Fotzssium

Chloride + Sodium lactate) "

T LGY

lupt pane

L R

sna marketilng of Gy

Flgiemz substitute
(polygeline + sodium
_chloride + Folassium

chloride + calcium).

—,:}D-

Wit con

on gs PLf
chble  grade.

| Dextrose Intrsvencus infucion 5E

aspproved with condition %o use souLum
or

, Normzal Saline
chilorice injectadle GGG

il

i

| . . .

| Sodium Chloric na . —p . 8
! 2 ADLTOV e with condition 1O use tne
{ Peatyost ctive ingr.cients of inject
. . . X 10T .o 0L ingets
intrazvenous infusion)’ o Dae 2 . = : 2

( 2 s infusion)’ 95 + 90 anG cive indication as pu Bilh

Contdeossaee /20
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below:-

éIhéhical capPe
chloramphenicol)

Oasis,Serajgon].

-Qépoflavin tab. 5mg

Oasidine tab.
(cimetidine)

‘Amoxcls cap.
(amoxycillin 250mg)

Chloramacis cap.
(chloranphenicol 150mg)

Standard Chemical,Dhaka.

Inj. Calcium Gluconate 10%

: National,DhaEQ.
Renpazid-300mg Cap.
{refsmpicin 300mgy
+ isonigzid 150mc)

Bacampicillin tazb. 400mg

Ciba-Celoy, Switzerland.

Sicorten Flus Cruam
(halometason
“+ triclosan)

6., Miccellaneous.

W

for each product may be

,

D Frayer for import registrzilion of the followln recipe wa

like" date of manufucture" and date of explry!

The firms will be =zllowcd one year

requircment for 211 their exicting biologlcsl prod

[The following other recipes were placed and decision taken are as described

Rejected for lack of facilitiese

)

Rejected for lsck of ficilities.

Rejected for lack of facilities.

Approved.

The recipe may ke resubmitied as filn
coated tablet after Creating film
coating facilities. ’
The recipes may bg resubmitted after
creating proper facilities for quality
control snd production.

—~do=

Approved with condition to ensure
pyrogen testing befere licensing,

With-held pending implensntztions of
the recommenzaiicn of tne ingpoction

P
[WelsHHIN

-do-

2d and

[

]
—
[
(@

discussed. Decislon tzken are as below:-

ApPPTOV Ed.

a) The Committec sgoread to the suggestion that from now on g Informstion

to be specified on the

packing materi.ls of all reol stercd biologieal products. The explry dete

on the bds& of tho stubility ciucy
b

performed by the msnufecttrer in thelr own ouality control Y:kora“ozry.

time (upto itarch 1287) %o meei thic

L5a u b A MEGY e S



Recipes of warmin tzb, (lovamiscle),

of CGreenland,Dhgks

were approved by
tion to chsnce naghes In view of fhe
.f

the liquid form of

reviewed thebp €arlier declzlon and

The mee

ducts unce

with vote of thanks

Gastromex tzk (porac

B B} ol /
the committes on 19.2

froot that the fizmn is alre.

proposed

]
o

sllowed the esme names for thelr
eimilar tsklet procducts to keep uniformity.

to the chsir,.

the brsnd ngmes ag/the caanitice

(Mw)umwdwmﬁ’

2.86 vith condi-

* marketing

1

il
H
§
H



-,;at
".‘ | S 1 F " g . L = ™ 2o o
Waliullzh, the chaiznan of the commiticve wges busgy uiti ctme L

b prc

L i 0

the 124th mecting of the Lrug Control Committise. ‘

11.30 zem. in the chgmb

~ s Lt

= T ~3s LA - 4 . - . <3
ey Ao Jubbar mrocided over il AL

Brigacicr Af

e, dlmgyun Keileds Y C.

¢ .ho .,LC‘ = «on' .

Froce

The following cerentiol drugs vhich wers Roepi e el TP

Y -

for inspection rofoDu WKTL nlaced gnd decicion tuken oo o8 -Oa.bhss

Daci siong.

Dn.:., 5

Genergl Flusr

Genagbiol anulsion AERTOV LG,

(cenzyl bunzos.c 28,07

rofol capsule
z 1 cal = SETOVLG '
- i

oy b

Wflrrous fumsrs tu 200me
+ folic geid 200mecy; .
|

13

s+l conaition to deluote T

Metrion licuid appToved wili : :
colour ,nd meniion Vo s aRn il b

(benzoyl metronidszole 3

6.4¢/100m1) 1. Altcrngte colour Moy

n ouiLkic

v 5 o 3
R e B T

crion,Bhyka. |

fnj. 3k,5ml. ApTOVLL vith concdition to pr
filtor, ensuse pred py"c;jn
:w"onrfj  thea ; £

Yater for

]

Casipai JLTOVLE concliion to five in it !
" : o B |
CanZe, i

40m0

10m¢)




Fimg/Brands.

, Shrajgong.

gul

Oustrim tablet.
(cotrimoxazo

ole 80mclA00my)

ey

Griosis tablet
(gri seofulvin 125n0)

Ousipan tublet
(hyoscine butyl promids 10mg)

Ducasls tabe
(dexsmethasone 0.5mg) .

A £ ER.
slusis tab.

(antacld)

Injection
Go.ls, Inl.
fozr

stropine Sulphute

Wytor injecilion B.F,,5ml.

! rine ligleate
Sugar Coated tablet,0.2mg.

Dilazepam-ih tsblet
(diazepyn Smg)

Riboflavin-ii tazb.
(riboflavin Smg)

M. stonin tablet
(Chlorpheniremine maleate 4ng)
Fero=F tab.

(ferrous fumarate 200mQ

+ folic scid 2COmeg.)

Vitgnin Bl tab.100mo

3o]

N
-
.
Decisions.
ADpToved.
4 with condition to chgnce nomue o
'Pg;ace'l,;,mol Lablet!
APnTOV L.
Kept pending 111 mprieting of the atias
approved tanlot snd canstle protucic.
APRLOV 2€.
uara., pendi ter
oV ed
Apsroved with conditien o cliang s
aluninium hydroxde ciled tel 1\_ }-n iumn
hydroxide 250mg per tab. ond cenfomd o the USH
soeclficar regpoct of microbl l test.
AppTroveds
Ath ccnui tion
The rechlne may Do Tosudd
for cozted table
coating facilityss
annroved with condition to oalt loct
wjust quantity of starche
to Jelete lycicse and
ch.
Approved vith con: to omit lactose snd
adiust quan Ll.t\/ of starch.
Approvad, H
y
1
f 4

Approvede

Gon tts vaes k30




]
(93]
.

3. ?he-f9llowing other recipes of essential drugs were also placud snd b
decisions taken are as follows:=
b Gonoshasthaya,Dhakae
- . G-Benzyl Penicillin Inj.(51lsc) Approved vith condition to dgkgic 'five ) :
{0 ._ (0.5 million unit) million unit'..fee v ° § il o i
Unicue,Dhaka. ;
4 U-Cillin casp. Kept pending for inspection rupori sbout
b (ampicillin 250mg) cuitability of the pranises =nd pProper
k. facilities for production znd quality control.
' Tetracline capPe. -
i (tetracycline 250mg)
5 Cloxillin cape. il
8 (cloxacillin 250mg)
E U-V Forte capsule -do-
MoH. Chenical,Dhakse
Conpaln syrup Kept pending for ingpection repert of the
(paracetanol) new pranisec.
Efergon sYTup. -do-
(pronethazine)
8 Ircon syrup -do=
\ (ferrous Sulphate )
"; Elizol susp. -do-
A (benzoyl melronidazole)
i : .
! Benzemul Enul. —do-
; {benzyl benzoate)
A Efercin syrup. : =-do=
(chlorpheniranine maleate)
Whitficld's oint. -do~

Beximoc,Bhakae

Glibenclanide tablet 5mg. hpproved vith condition to mention povidene
ond avicel in generic formle:

Glibenclalde tabe2.omg -do=

Glgx0,Chittaqong.

Neo-Nsclex tablet Approved with concition to men -son cercsil in
(i::ndrofldjzid;— 5G) . gencric form. ‘

Bengal Resoarch,Barigale

S5pydis taba Approved with congitlon o lode lucioge
(hyoscine butyl bremide 10mg) wnd sdiugt cuantily of &% ,50H

City Fhammgceu tice,Cid.

Wictronicazole licuid. The Tecipe may bz o seulnd A,

(benzoyl metronidazole 6.4¢/100ml) infomngtion Joout lnditgizon o dog,Ue and

2 L
in corrcecCu 10X e

Z et




Fizms/Brands Desisions,

' Eureka,Chittagong

-Skitex olnt. approved with cona

ad cicn to cl'l;;nr'\'. name and
give indicztion zs per ENF. (sldin infoection
due to Tines speci .g).,
EscaL‘.go liquid ARpTOVed. .

[oenzyl benzoate 297)

y Medicon zD 1\._,. 3
7 Iromin syrup. / The redipe may be resubmitied sdding an

SyL -
(Ferrous Gluconate) sntioxldant znc¢ weducing unnzcec:ery cxcipbont,

“Figenta 80mg inj. AUpTOVEd 4
(gentanicia o COm o/l g

Fincnty pacélgtric inj.20me ATPDTOV i,
o ! . I
(gentamicin Sod4 0me/iml @ndj

S oyt
oint 0.5,. ¢ /‘.‘-,‘
cin So4) ADTOV Ld.
3

’

- ﬂL.r\, 3
504 0.0° (/lu.n

Bevimeo,bhalka.
LEilhCO, g

prevronolel Fydrochlbride teb.10mg  iroved.

Droprgnolol lydrochlorzide t:b.40mo. approv Gty

i
13

Chemico,Jegsorc.

in 1521 kottle ARPIOV Gl
(vitaming 4 10 lac unit +
D’> 1l,c unit + 3 4comng +

20mg 4+ B{J Dong

aaulsion

aablosin D00mn tabhe Avproveds
T . =) \
(pmpicillin 300mg)

m\,\'mco Dhaks.

dendh Homdislic:

Rifaapicin cape 49 i R ]
35 P

in csp. 150mig g 5 ;

razin G Euls,. 006G 1 ey -ion to odli oviorge . i

bab . 300my

Ethambutol by
Tablet, 400mg

~GCILOT




8City Pnamno, Sta,.
L 152 UL B RS

f hitficle oint.

i Funoclobin lic,

conuition Lo wvlivy invlic

e Fveqe DRI
=S [FCL LAl e

AlIovede

' (ferrous glucongte 6,))

C-antisontic crean L3
(chlorhedcine lucogatc zcluticn)

Hydrocortiscne eintment 1. Y1 conoidion

2C 4en 00

The mzoeting ended vith vete of inks to

s

M

p tha chalir.



" Minutes of the 125th meeting of the Drug Centfel Commdttee. SR ——

The 125th meeting of the Drug Centrol Gommii:tee was held on 2,4,1986 at 11.30 ]
asfe in the chamber of the Directer, Drug Administration under the chalrmanship
of Pref, Wallullgh, the chalrman of the Drug Control Committeo.

The follewing members attended the meetings

Frof. Ae Jabbar

Prof. Mofazzal Hossaln,
Brigadler Anis Walz
Mre Kazi Abdul Fattah
Dr. Humahun KeMoAe Hye.

Proceedings and declslons. -

1o The minutes ef the 124th meeting were confirmed.
2, The fellowing recipes of import substitute drugs were placed and decl sion

taken are as follows:-

Fi mggrgnds

%sonln,Bgri sgle

Opsoyit Inje

(thiamine Hcl 250mg + riboflavin
sodium phogphate 27.4mg + plridoxine
HCl 30mg + nicotinamide 500mg + ‘
calcium =d=pantethenate 25mg

per 10ml, vial).

Metecel inje
(meteclopramide hel 10mg
per 2ml. ampe)

Orien, Dhakge

steritab tabe.
(sodium dichlorolse-
cyamurate 17mg)

KsDels Lab.Dhakae

Neviron cape
- (nalidixic acld 500mg) -

lbert David,Dhaka,

Vitami.n A Gape
(dry vitamin A acttate = 50,000 iu,.)

Sorbide NMitrate tab.5mg, sublingual.
(diluted 1sosorbede dinitrate)

Sorbide nitrate tab.
10mg, oral.

Xylometazoline nasg@l dreps

e

Deci sions.

)

AppTeVede {SL
F . ‘_{
b
(IJn-/
7

AppToveds v.;l.th condition te glve
indication as per BNF.

Approvede

Approved with conditien te replace

' mannitel' by ‘starch® in excipient
and'8 capsules' by'2 capsuls’ in
dosagee

g
Approved with condition te d
1actose and dlisedium edelate from
exciplent, give indicagtion as ‘vitamin
A defiékncy stat and dosage as

per BNF. 'a»( CM\M/LJ'S L( b
AppToved. Q/\L e,

,¢=//-
Approved.

Kept pending fer further checking
of formu]ﬂs with other simdlar

productse

ContdesaP/20



|

|
|

p i P et

Flrmgﬂrandﬁ Deci ‘ ONSe
Drug Interngtiong,Dhaka, |
* Arovit Seft Cepsule ‘ Approved with condition te change name,
(vitamin A 50,000 i.u.) give indlcagtion as 'vitamin A deficlency
states and dosage as per BNF.
Gonoshasthaya,Dhgkas
G-Dipyridumoleisde . Kept pending for cemments of Brigadier
IV, Smg/ml in 2ml-amp. Malek of ICQ/Ds
G-Dipyridamole tabe25mg, Rejected because of low strengthe
G-Lipyriddmole tab.100mg Approveds
S K ’8. F,Dhakae
: '{agamat F/C tabe | AppToveds
cimitidine 200m
§ el ¢ [bonmof ) i
. Tintin tabs . Appreved with conditlioen te glve indication
~ {dipyridamole 100mg) as per BUF,
Pyrintin tabe. 20mg. . Rejected because of lew strengthe
Fi song,Dhgkae 7
mizide tab
iy &rochlorothl azi de 50mg Appreveds
+ amiloride Hcl 5mg) '
1.C.1.,Dhaka. '
Kemadrin tabe Approved with cenditlon te manufacture
(proecyclidine Wl 5mg) the preduct with their own brand name

vithout any 3rd party licensing agreement.

Gty mgrmaceutlc&ctgj

Metazel nasal drop Tt Resubmit with correct formula.
(xylometazole Hcl,100mg)

Fenorine nasal drop A %
pproved with condition to market in
T e Piles Sterd1E packs

Pfizer Labe,Phgkae

Clexiject IM/IV inj. Approved
(clexaclllin Na sterlle 50pmg/vial)

Clogiject INIV inj. 250mg. Approveds
Terramycin lomg: /’-ﬁ'wg Approveds

% Acting injectable solution
200mg/mls Vet

3e M scellaneocuss=

a) The Committee consldered pz’;ger of Squibb A‘t, 1le4e86 about thelr recuest <o

market two strengths of Valglol tab. &B%mg & 500mg). It was decided not
to approve two deffirent strengths of paracetamol ablets to be manufactured
by one company to avgld confusien amongh, the consumers, especially becausé -

@\/y?y ok o/




it is an @€T OTC (over the counter) category drug. So if the firm
wantdd te manufacture and market the 500mg tablet of Valadol they have
to withdraw thelr 325mg tablet.

b} It was declded that the chalrman and some members of the Commi ttee
will meet the representatiV& of the Bangladesh Association of Pharmace=
utical Industries on 9,4.86 at 1 P.M. to di scusse Wmatters of
mutual concern as per request of the ﬂsscciation.

A
The meeting ended withbvote of thanks to the chalr,
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Minutes of the 126th meeting of the Drug Control Committee

"The 126th meeting 6f the Drug Control Committee was held on
9.4.86 at 10,30 a,m, inthe chamber of the Director, Drug Adminis-
tration under the chairmanship of Prof. Waliullah, the Chairman
of the Drug Control Committee,

The following members attended the meeting:

Prof., A, Jabbar

Brig. Anis Waip

Dr., Md. Jahangir )
Dr, Humayun K.M,A. Hye

Proceedings & Decisions

1. The minutes of the 125th meeting were confirmed,
2, Matters arising out of the minutes of the last meeting.

a) It was observed by the Committee that Dr. Monwara Binte

Rahman, Prof. A,T., Siddique and Prof. Syeda Feroza Begum could
not attend the meetings of the Drug Control Committee regularly
because of their involvement in discharging other important
official duties. Also Prof. Feroza Begum has recently retired
from Government services.

Under the circumstances the Committee felt that the Chairman

and the Member-Secretary will meet the Secretary, Ministry of
Health & Family Planning for his opinion and reorganisation o
the Committee for gmiximg having proper representation of ‘
specialists like Surgeons and Gynaecologists & Obstetricians,

b) In view of the request of the Bangladesh Aushad Shilpa Samity
(BASS) to postpone the meeting between the Chairman, DCC and
the repeesentatives of BASS, scheduled to be held on 9,4.85,
the Committee decided to fix a date later on a mutually
convenient date,

3. The following resubmitted recipes were placed and decision
taken are as follows.

Firms/Brands Decisions

Pharmaco, Dhaka

Benamine syrup : Approvedwith condition to give indicatdon
(diphenhydramine HC1 0,2%) =as per BNF and amend neme as 'Benamin’.
Gastrovet (vet)\Powder Kept pggding for M. K. 4. Fattah. A
Cosmic, Dhaka : En 'ﬁ?ﬁwVVQfJ LV{%lﬁn’ )
Cosmic Vapormb oint. Approved. 8 S ﬂcf}’f»3¢

Iodol oint. Approved. L5
Glaxo, Chittagong .

Pholcodine syrup 0.1% Approved.

Skylab, Comilla

Copex Syruptﬁkv Approved in gener%c name qnly and ;f
(noscapine 0.73%) no other antitussive is given earlier,
Benzyl benzoate emulsion 25%  Approved.

Cipla, Bogra

Rub oint. Approved with condition to change name,

amend indication deleting 'for nasal
inhalation', and declare Bucalyptus oil
) & Terpene oil as active ingredients,
National, Dhaka
Evinal tab 100 mg Approve
(DL-tocopherol acetay,

de 5,
ol grivneds 3 M@Nbu _Cb\o e
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1CIL, Dhaka. . :
Corsddyl Mouthwash 1

Gohésﬁasthava. Dhaka

G-Benoxinate eye drops

are as fqllows:

Azad, Dhaka.

Germox susp.
(mebendazole 2%)

Vixorub oint.
(vaporub)

Dithra oint.
(dithranol O.1%) -

Aldrate susp.
(magaldrateg

Orion, Dhaka

Chloramphenicol cap,
250mg

3ancpeatin cap. 325mg
Medicare, Dhaka
Cimetidine tab. 200mg

Opsonin, Barisal

Refanin syrup
(rifampicin 2%)

Metocol syrup
(Metoclopramide HC1)

Flammadin cream
(Silver suphadiazine 1%)

Moxin paed. drops
(amoxycillin 100mg/ml) .

Cetrin antiseptic soln,

M sons, Dhaka

Peps Mouthwash
(chlorhexidine gluconate
soln. 1%)

Acme, Dhaka

_:rga-

Emogel sachet (Ishapgula husk)

Suprapen cap (bacampicillin HC1l 400mg)
‘Suprapen dry syrup 200mg/5ml

Tenoloc cap (atenolol 50mg) _
ﬁentum cap (benzydamine HC1l) Kept pendiﬁg

‘The f01i0wing recipes‘ﬁhiehiweré reféered for opinion earlier-
?:ygggip}gced with hhe opinion and decision taken are as follows:

Approved with condition to market in
100ml pack size only and give warning
to indicate short time use only not
exceeding one week.

Approved with condition to indicate
for use of specialist only.

The following other recipes were placed and decisions taken

Approved with condition to change =
name.

To resubmit as per standard formula
approved.

Approved with condition of availability
of facilities supported by inspection.

-

Rejected because not required.

Approved with condition to give caution,
contra-indication and side-effect as
per BNF. .

Approved.

Kept pending till shifting to new
premises.

Approved with condition to give indication
'for tuberculosis and leprosy only',

amend dosage accordingly; and show

overage separately.

Approved with condition to give indication
as per BNF, strenghth as 100mg/100ml,
and delete overage.

Approved.

Approved with condition to give in
larger pack sizes as per BNF.

Approved with condition to give calibratéd
droppers.to measure 1,25ml, 1ml & 0,65ml,

Approved,

(cetrimide & chlorhexidine)
Cetrin Hospital concentrate

Approved,

Approved with condition to market in
100m1l pack size only and give warning
to indicate short time use only not
exceeding one week,

Approveds,-
Approved,

. & -.éy;l'uhlﬂ fy. P
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:Temophen cap ™

Hejected Decause ONly ONE BuLLelp LIl \ DUJuEy

; s

‘(acetaminophen 325mg)  will be allowed. -
aﬁéﬁpphenfﬁap-fﬁéSmg i vo elmm O
Fluxin cap 250mg Approved.,
(flucloxacillin sodium).. .
Fluxin dry syrup 125mg/5ml.--. Approved.

. Oxycome=-M tab - Rejected because not required,
: ‘(magald:ate 1QOOmg)

. Prayer for import registration of the following recipes were
placed and discuswed. Decisions taken are as follows:

Alvetra gmbh1'West Germany .

44 veterinary'products Kept pending for the opinion of
. . Director, Livestocks and Mr. K,A, Fattah.

Schering AG, W. Germany.

Ultravist 240, 300 & 370mgfmx Referred to Prof, Maksudur
iodine/ml inj. (iopromide% Rahman of DMC for opinion.

Neo-Ultraproct cream = Approved.
(1mg fluocortolone pivalate #
50mg lidocaine HCl + 10mg chlorquinaldol per g)

Neo=Ultraproct suppository o '
(img. fluocortolone pivalate + 40mg lidocaine)

Chemische Fabric Rottendorf, W. Germany
Diclofenac tab 25mg & 50mg Rejected because not required;mfy'mﬂt/
Squibb, Greece

Approved,

‘Modecate inj 25mg/ml Rejected because same brand of other

. sources registered.
Kenacort A IM inj. 40mg/ml ' ~do=-
Velosef inj 500mg ' -do-
Ayerst, USA .
Isordil tembide cap. sustained release Rejected because not
- (isosorbide, dinitrate 40mg) required.

Farmaitalia, Italy .

Pharmarubiein inj IM vial Referred to Prof. M.N. Huda of
(epirubicin HC1 10mg, 50mg) of DMC for opinion. .

Astra, W, Germany Sweim aF

Marcaine inj (bupivacaine)} - Approved. )
R AR Ja(hmg- S md ) pp

‘Marcaine #szAdrenaline inj Kept pending for further study.
: ‘ -7

7. Miscellaneous..

) The prayer of Square dated 16,1.86 for review of their Rifazid 225
tab recipe was considered. The Committee upheld their earlier
decision and rejected the review prayer of the firm.

b) The Committee cancelled the registration of Serpasil gmpoules of
Ciba-Geigy, Switzerland as the drug has been withdrawn by the
firm from the market world wide. However the use of the existing
stock of the drug has been allowed upto June 1987.

The meeting ended with a2 vote of thanks to the chair.
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Minutes of the 127th meeting of the Drug Control Cemmittee

The 127th meeting of the Drug Control Committee was held on 1604486 ;"l
at 11.30 AeMe in the chamber of the Director,Drug Adminlstratlon under the
Chairmanship of Prof, Waliullah, the chalrmgn ef “!;he Drug Control Committee.

The followlng members attended the meetings

le Brigadier Anis Walz

2s Mr, Kazi abdul Fattah

3, Dr. Mde Jahancir,

4, Dr. Humayun KsMehe Hyee

Proceedings gnd Decisionse

le The minutes of the 126th meeting were confirmed.
2, Matters arising out of the minutes of the last meeting.

a) The Committee referred to thelr earlier decision on Vitamln B-Cemplex

Injection taken in the 119th meatingllgf DCC held oen 1.1.86 and observed tha
Vitamin B-Complex inj. should be avaizale in 2=ml unit dose pack5ize only.
This will prevent mi suge and conta”}lﬁnation assoclated with the WSHAKETX&E
vMultidose vials « In this connection the Committee observed that all

TWultidose vidls registered or under approval will ge converted to 2-ml
vithin a yeaTs This will be circulated to all cencerred for necessary

‘ action,

b) The committee further observed that because of the sophisticated nature

and importance of stability of vitamins in injectable form it ie¢ important
that the multinaticnals con'tinUe to manufacture Vitsmins either singly
or as Vitamin B-Ccrﬁplex excluding vitamin B12 in injectable form onlys
This can on¥y allow the country fro“mutingmamimB-cwlleinﬁther

. _ e . A LA
ipjectable vitanins—saving HaTd earned Tarelgn-currency. b T
Swp By tasaet b v be

3., The fellowing recipes of essential import substitute drugs were placed

and declsion tgken are as follows:
Firmg/Brands Decisions.
Jaysen,Dhgkae : Ly
Injection Orabex Approved with condition to marke;:,_ 2=ml "
(thiamin HCl 250mg + riboflavin-5- ampoule only, gmend the formu-a of Siat
phosphate sodium 20mg + Pyridoxine packsiz@ wnd glyve AndicatdOn ms peb Bt

HCl 50mg + nicctinamide 500mg
+ d-panthenol 25mg per 10ml vial).

4, The follewing resubmited recipes were placed and dicisien taken are as follow.

Doctor's, Bogra.

Haemedin suspe Approved with condition to indicatieen
(ferrous fumarate 4%) in "iron defficiency anagemia' only give
warning as, 'keep out of reach of

children, delet 114 ml. packsizeg and use
parabens as sodium salt.

Pressin tablet The firm may resubmit the recipe along
(propranolol HCl 10mg) wlth that of §6F 40mg tabe.

e
“/ ctene tabe Approved.

l)fc\' rzg\ojlactone 25mg) - Contdesa P/ 2,
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@ secmg,Dhgkg.

| Seemgplex sugar coated tabe AppTov ed.
" (thiamine HCl Smg
3 4riboflabin 2mg 4pyridoxine Hel 2mg.

+ nicotinamide 20mg)

5. The following other recipes of escential drugs were placec and decision taken
were as follows:

3 Scuare, Fabngs

Cetamol drops ‘ Rejected because not recuired. e i
L (paracetamol 10%%) i Pons,, TS S

Lo L2 SRt

S Ke & Fe 1Dhakao ’ b t\' :’
8 )

Fefol Spansule capsule Rejected becguse folic acid dogs not neeced
(dried ferrous sulphate in time-release product. ‘
4folic acid)
fe;o_sp n Spansule Cags‘llle . Approved contional_lyé for ong year to be
orlea ferrous sulphate 150mg) manufactueed with imported bgnded sustainec

release pellets/granules within which
period the firm must develop technclogy

of preparing rEXB¥xE sustalned release
pellete locally falling wkek which the
product will be deleted from the licencc.

- It was observed that all approval of recipe
b of SK&F are based on that the firm will

4 chift @ thelr factory premises to an
industrial area by November 1986,

Suscppan film-Coated tabe

(kyoscine butyl bromide 10mg) Approved with condition to change nume

delete overasceeshkikxthe

1 Cosat "1bo
E (cotrimcxazolefétoOmg + !
80mg)

RE£XMBIXEYE . GERFEBRPERRYBHEKEF
{RefatioR-36@ cap
(rifampicin X} 300mg)

AppToved.

Approved.

G.{:.COIDhgkgo

Refatan=300 cap Approved.
(refampicin 300mg)

Refatan susp

oved
(rifsmpicin 2%) AppT

Gonoghathaya,Dhakae

] G-Aspirin tab. AppToveds
*  (paediatric) 60mg di spersible,

G-Chleramphenicol eye oint. Approved with condition to use sterile raw
material, market in scaled sterild-pack
and give \-zarﬁinq?.\s per BlF.
: o/

Thiosing tabe . Approved.
(thiamine HCl 100mg)
Ampisina dry syrup Approveds
,_,.(a,mpicillin trihydrate 2.57%)
” v # Gontdasa B/ 2

QLL?-
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6. _Import.

account,

Decisions taken are shown bebow:

Firms/Brands
M/ seflvetra Gmbh,'est Gormgny

le Mucocit Sclutien

1 ml. contalns: 100mg Tolnaftate
2+ Trichlerfon 95%

1 g contalns: 950mg Trichlorfon

3. Flastisan Forte
Di sodium arseno acetate 5%
sterile soluticn

4, Xylapin(Xylazine 2% solution)

5. Mesulphon
1 ml. contains: 100mg Mesulphen

6. (vo=Conaden 500 + E
(Cily suspension of H.C.Gs
500 I.U. + 10mg vit. E)

7. Dipseol powder
1 g contains: Metriphongte

8¢ Alvemint 10% powder
1 g contains: 100mg Oxibendazole

9. Metaphozol + Bl12
1 ml contains:100my Tolcdimphos sodium
S0mg Vitamin B12

10. Buter=Chloramphenicel Syringes

1 syringe contains:
175,000 I.U.Procszin Penicillin G

175,000 I.U Dihydrostreptomycin
1,000 mg Diaphenylsulfone
1,000 mg Sulfanilamide

500 mg Chleramphenicol

200 mg Nitrofurazene

60 mg Sulfapyridine
1le Fenicillin pure
1 vial contains:
2,000,000 DeU,Fenicillin
G Procaine
2,000,000 I.U. Penicillin
G Sodium

The Committee considered the application of M/s.Bichitrita Tracing Company
for registration of the follcving Veterinary products manufactured by b/s.alvetrs
Gmbh, West Germany. In this connection the opinions of the Director,livestocks
Services, Mr. Kazi Abdul Fattah, Deputy Director,livestocks Services and member,
Drug Control Comnittee, as well as, the representations of Bangladesh Aushad
Shilpa Samity dt. 3.3.80, & 5.3.86, Hangladesh Fharimaceuticzl Industry Ltd
dte 543.86 & 7,4,86 Pfizer Lzborator¥es (BD) Ltd at 12.3.86 were taken intc

Decisions.

Appreoved

Approved

Approved
Approved
Apprcved

Approveds

Approved

Approved.

Approved.

Appreved

Approved.

Contd. soeo P,an
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12, Oxycillin -tablets
1 tablet contains:
BOOmg Cxytetracycline
hydrochloride

13 Oxycillin 5%
1 ml contains: 50mg
Oxytetracycline hydrochlbride

1ml con ains:
Oxytetracycline hydrochleride,

14 Ox cill 0% 58
Omg

15, Morantel Citrate Soluble Fowder

16, Hexachlorcphene
Contains: 1000 mg
Hexachlorophene

17 Trizine Bolus

1 bolus contains:
80mg Trimethoprim
400mg Sulphadiazine

18. Piperazine Adipate xﬁ%x.Powder

19. Gamma BHC powder 19%
1 g contains; 190mg gamma BHC

20. Fascet injection 1 ml.
contains: 40mg Niclofolan

2l. Disulfin Bolug

1 bolus contains:

130mg Dichlerhydrexyguinoline
3,000 mg Sulphanilamide

1,000 mg Sulphayridine

22, Sulphadimidin Tablet
1 tablet containss;
3500mg Sulphadimidinre sodium

23, Sulphadimidine 33%: injn.
1 ml contains: 330mg
sulphadimidine soiiiiime

24. S. SO T.
1 ml. contains: 40mg
Trimethoprim, 100mg
sulfadoxine socium, 100mg
sulfadiazine sodium.

25, Glucophone 24/

100ml contains:

24,000 mg Calcium Cluconate
1,000 mg Sodium Glycerine-
phogphoricum
5,000 mg Magnesium chloride

500 mg Boric acld
200mg MzaDganese chloride
20 mg Cobalt chleride
mn 4 mg Nickel chloride
ﬁU 0.8 mg Copper Sulphate

)bé' Ampivet 10
ml contains: 100mg

- n\p\ J¥mpicillin trihydrate
1

Approved.

AppI‘O\a‘ ede

Approved

1 ¢ contains: 120mg Morantel GCitrate. Approved.

Approved

Approved

Approved

Approved.

Approved

approved

AppTrovdd.

Approved

Approveds

Approv eds

AppIOVeds




32,

25,

38.

A

?’,f \SPOmg streptomycin base

A%

Mastitis syringe 500,000
1 syringe contalns:
400,000 T.U.Procaine
Penicillin g

100,000 I.U Dihydrestreptomycin sulphate

Procillan forte

l ml Cbntainss 150’000 I.U
Procaine penicillin G

150,000 I.U. Benzathine penicillin,

Oxytocin
1 mle contains: 10 I.U.
Oxytocin

Cradni solon 1 ml contalns
Predni soleone 7.5 mg +
Dexamethasone trimethylacetate
2.2 mg

Sulfapylocin
1 ml contains:
250mg Sulphamethoxypanidazine sodium

5,T.40 1 g contains:
Sodium sulphachlorOpyridazine
200 mg + Trimethoprim 40mg

sulfaclozine Powder
1 g containss 300mg
Sulphadimidine sodium

Respal:

1 ml containss 75mg NoN.=Dimethyl=2=K

acetylcrotonamido—butyramide

Duosulf powder 1 g contalns.
200mg 2-Sulphanilamidothiazole + .
500mg o= Formosulphanilamido Thigzoles

V.ebenzan 2 ) ,
1 mle contzins: A0mg T IWL'-”»"W""L
Hydrochloride g

Vetisol
1 ml contains: S0mg
Hydrochlorthiazide

Fazscet tablets
1 tablet contains: 150mg
Niclofolan

Alvemint Boluses
1 holus containss B00mg
Oxibendazole

Oxycillin tablet
1 tablet contains;
500mg Ox ytetracycline hydrochloride

slvemint 707

ApPpIoYede

AppToveds

Approveds

Lpproveds

AppToveds

Appr ovede
Approved
Approveds
Approveds

Approved

Approveds

Approved

AppTOVede

AppToveds

Rejecteds

1 ¢ contains: 200mg Levamisole-Hydrochloride

500mg Piperazine Gitrate.

Tripelsulf plus bolus
Each bolus contains:
700mg Sulphadiazine
00mg sulphamerazine
700mg Sulphapyridene

Rejected.

i oLeedh SLendlz

COﬂtdo °0 p/6-




42, Tripelsulf bolus
1 holug containss
1,000 mg Sulphadiazine
1,000 mg Sulphamerazine
1,000 mg Sulphapyridene

Rejected

43, Fhosol 500

100ml containss

2.75 g Calcium hypophosgphite :
x@xﬁﬁxgxEutxiumxgiusnnatnxxxﬂ§0 Rej ected
xGxhExExEIMEREEXX XXX

10.00 g Calcium glucongte x H©

1.60 g Boric acicd ‘ 8

5,00 g Magnesium chlorice x 6 HQQ

6,65 g CGlucose g x H20

44, Trichlorfon inj.
1 ml contains:
500mg Trichlorfon
5 mg Atropine Sulphate

Rejectede

7. Miscellaneous:

In view of the withdrawal of different brands of cyclandelgte by US FDa,
and opinion of the local experts (Frof, S@I Chowdhury, Prof. M.i. Mannan,
Brigadier 4. Mallk) recistration of the follwing brands of drugs were recommended
for cancellation of the registration due to its },-aek.:e;f“pfficacy.

(_Ttn‘_’fol-i' /
Manufacture ) Brand
Norgine U.Ke. Cyclo bral cap

(RegneNo, 7=1856-52}

hochida,Japan Vengla cape
(regn.No. 36=-850-77)

'D ' The meeting ended vith vote of thgnks to the chair.
e

e
cyj/lj\lf}i\Vi(|)t

Ny

v




1 Tho Commitiee censldered the application of M/s.Bichltrits Trading Company
kbr'registratim of the folluving Veterinary products mgnufactured by ¥/s.alvetra
s West Germony. In this connection the cplnions of the Director,livestecks
Bervicos, Mre Kazi Abdul Fattsh, Deputy Directer,Livestecks Services and mamber,
brug Control Commdttee, 2 well as, the representstions of Banglsdesh Aushad
‘-'in Ipa Sandty die 343,006, & 543,80, Banglac‘;esh Fharmgeeutica) Industry Lid
dte 903,85 B Tedefh Fflzer L.shoratortﬁs (BD) Lid at 1202486 weve teken into

ount,

Pect slons taken aro shown below

ol

i) o [ V'é a Cnbh, Ylest Corlsny C\ ? LC Eﬂ__._rl ‘l
i 19 X i L e ﬁ;——
Muceclt Solution AppPTOVeS Dy _“D,((‘E‘ i el
|1 @l. contaings 100mg Tﬁlnaftata; I Lfsfe
2, Trichlorfon 95% - (2 Ao & Pl Raimess
1 1 containss 950mg ‘richlomo;t ’f S ppproved LT O f—f"/- —lL’
N ; G2 (Y
Plastisan Forte ' e%\‘ g B
Digodium arsene scetate O3 APRTOV WV s P
stexlle solution L M TN
Aylspin{Xylazine 2% solutien) ! appraved 7% ‘ T e 2 Ay
ﬁe&.!lphm E’\J - 1o [-‘)’, { g
1 ml. contalnsy 100mg Mesulphen /lpc  Approved e A R
Ove-Comadan 500 + & \ () s Sy
(Cily suspensien of HoCaCa - ' pyc /i approveds o 17T T ny I B o,
500 LU + JOmg vite E) & D pedplia .
' “ ol
Dipeol powder ) » { L
1 ¢ contginse i&wtriphmate 3,;47 B, "‘”me_
Alvemint 10% powder
1 ¢ containst 100mg Cxibendazole AP TEN &de
+ Metaphosol + B12 ; sl cRakniac
1 nl containe:100mg Toldlmphos sodium AppTavet, . Ew l_ Hﬂwu’- o
somg Vitanin B12 o ¢ Ny
- , {)
O Buter-Chlorasphenicel Sysinges Appreved e . - "}l},lq_.l [} o f Lo
1 syringe containss T e Y DL Fo (‘9
175,000 I.U.Procain Penicillin G I

175,000 1.U Plhydrestreptemycin
1,000 mg Disphenyleulfone
1,000 mg Sulfanilamide
500 mg Chlorasphienicol
20 mg Rltrofurazons
60 mg Sulfapyricdine
1l. Penicillin pure
1 vigl cuntalngs
2,900,000 Tole Pen}..cillin
G Procpine

2,000,000 I.Us Fenicilllin
G Seodium )

Appraovads



4 1 ml containg 50mg

{12 oyciilin ~tablets 1y
4 1 tohlet cantaing:

- 800mg Oxytetrscycline
hydrochieride

4 1 oyetmtesg o
Oxytetracycline hy_dmch_ltrlds
LMY Hong /o

Oxytgtracycnna hyérechlorlde.

Morantol Citrate Soluble Fowder

‘Hexachlorcphene
Contalnss 1000 mg /1 /400 ¢
Hexgchlorophene ‘
TIrizine Bolus w

1 bolus centalnss f“;b}f-‘)

£0mg Trimethopxim
400mg Sulphadiazine

Gamna BHC powder. 398 (3 vel- &
1 g contains: 190mg gatma BHC

Fasset injection 1 mle
contalngs 40mg Kdclofolan

Menifin Belug .

1 belus contalns:

'150mg Dichlerhydrexygeineline |
3,000 ng Sulphanilandde
1,000 mg Sulphsyridine

sulphadimd din Tablet
1 tahlet ‘conteinss S
00mg Sulphadimddine sedium i’

sulphacimidina 33%: injne
1 ml containss 330Bg
sulphadimidine soiltime /'
SeSeTe .
1 mi. centainas 40mg r:
Trimethoprim, 100mg
sulfadoxine sodium, 100mg
Sulfadlazine secdum. -

Glucophene 245 2
100m1 contains: (o
24,000 mg Celcium Cluconate
1,000 mg Sedium Glyserine=
phogphericun
SR o temaan chlerkoe

20 mg Cobalt chleride
4 mg Kickel chloride
Do mg Copper tulphote

ampivet 10% -
1 ml centainss 100mg
ampicillin trihydrate

Mperazine Adipete 39x Fowder [

Approveds

&pwm eds

ApETOV ed

1 g contaglnss 120mg Morantel Qtrate. Approved.

Approved

appyoved

7 -’\p{)l‘wa‘d

t
- Appraved.

' ,'"\\/ - = =
n.::vpxwea@’/ Py, A el

Ay

-

{5/
approvecs s

e

&
Py bl oface

_ 7
) 'Lf-\‘i

!‘!P[.?I‘Wéﬁo

ADPTOVed

Approveds

)
(e
v B, 12 [ Hfece

Appreveds
R Rem Cp

200ng - Mapgahese chleride i

approved.
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33.

4l.

Mastitls syringe 500,000

1 sgyringe contalnss o)
400.000 t.VeFrocalne £
Penicillin g ‘

100,000 I.U Dihydrogtreptemycin eulphate

Precillon forte

1 ml contalnse 190,000 I.U
Jrocalne penicillin G

150,000 1.U. Benzathine penicillin,

Oxytecin
1 mle coentalnes 10 1.U.
Oxytocin

Iredni golon 1 ml conialns
Prednisolone 7.5 mg + 3
Dexamethasone trimethylscetate 7 7
25 my

Sulfepylocin
1 ml centsines
250mg Sulphamethoxypanidazine sodium

" SeTed0 1 ¢ containss

Sodium sulphschleropyridezine ./
200 mg + Trimethoprim 40mg ’

aulfaclozine Fowder
1 g contalnss 300mg e
sulphgdimicine sedium

Respalt
1 ml centsingt 79mg Nelle=Dimethyl=2=N
acetylcrotonami do=butyramd de

Duosulf powder 1 g contains.
A0my 2~ sulphani 1ami dothlazole +
500mg 2= Formosulphantlandde Thigzoles

V&eﬂzaﬂ 20 ) R
1 mle contalnss Hmg T P{,CWL--AI

_ Hydrochloride

Vetigol _
1 ml contains: S0mg
Hydrechlorthiazide

Fascat tagblets

gy f..»f?;eg)

Approveds

Approveds

ADRIOVade

(' e

> () ) 2] 1
Approvede |VC A ~_1§_fg__‘}'_>il‘~~.

- L) 7 .
b 1 };Lkl

‘
U - o fud s

— . 8 u-i‘, »2

o = o ,({‘/ﬂ N
ADLT EV 6 ‘[\“];- B w38 'l}_‘,\_ ~

. Le L,\kl,

Aprroved

e i ; it B Pl
(s Pt b b b

a;:;}rcvec\l/./ g ta ?o{“[ ﬂiﬁ_lw_
‘ Vg ';(_‘f
ApPTOV e
b ,
V(\") ( , [? ( W« fee
eproves Py 2 o
S ]
e R b
f / Lk L
Approved, 1)\(‘1\: ' A L

1 toblet contzins: 1%0mg " Approved

ti4clofolan

Alvenint Boluses o R

1 Belus contains: 400mg AppEeass

(xthendazole .

: -7" s 5 ) ,_‘\_" R

Oxycillin tablet approved Q( Py . Rt

1 tablet contains} : L
800mg (% ytetracycline hydrechloride = ) A) ‘J.(l{
Alvesint 704 . Helectede

1 - contalnss 200mg Levemdscle Hydrochlordde

500my [Mperaszine Citrate.

Tripelsulf plus bolus

Fach bolus contains:
700mg Sulphadiszine
TCOmg sulphamerszine
700mg Sulphapyridens

500mg Streptomyeln base

el ected.

Cointidese Pf{t) °
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42, Tripalulf bolus

5 1 Bolus centalnes : : Rejected
E i ; 1,000 mg Sulphadiazine

a4 1,000 mg Sulphamexazine

1,000 mo Sulphgpyridene

43 Fh'aa!. 500
100ml containes
2.73 g Cslclun hypophogphite Rajected
$9¥88xgx 2y eboaxs e Ras X

12.00 g Calcium glucenate x Hao
160 g Beric acld
4 900 g Magnoslum chleride x 6 HO
E . 6465 ¢ Glucese & x Héo
§ L
44, Trichlerfon inje s a
1 \I 1 m Gentainsl i RCJ EGf.au.
E S00mg Trichlerfon
a 5 mg atrepine Sulphate

1 \7. Mi gcellancous:

t In view of the withdrawal of dlfferent brands of cyclandelgte by Ut Fm,

- || and cpinion of the local experts (Prof, S Chowdhury, Frof, Mei. Hannan,

. | Brlgadler 4. Mgllk) registration of the follwdng brands of drugs were rocommendsd
- \ifor cancellation of the reclstration due to itsfleek cgf efflcacy.

F . cler bt [ L

\Manufzcture ' JBrand
Norglne Uake Cycle bral cop

- (RegnelNo. T=1858=8D)

Jockd da,J span Venala cape
{reun.fle, 35=860=77)

The meeting ended vith vots of thanks to the ohalre
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