Minutes of the 110th meetin% 2f the Drug Control
Committee held on 2:10,85" g%

e,

e

The 110th meeting of the Drug Control Hommittee was held on 2,{0,85 at

11,30 a.m, in the chamber of Director, Drug Administration. In tie absence
- of Prof, Waliullah, the chairman of the Drug Control Committee,
Prof. A, Jabbar presided over the meeting.

~ The following members attended the meeting:

Dr, Munawara Binte Rahman
Dr. Humayun K.M.A, Hye

Dr. lid, Jahangir, Dy. Director, Drug Administration attended the meeting
as an observer,

Proceedings & Decisions
1o The minutes of the 109th meeting were confirmed,
2. Matters.arising out of the minutes of the last meeting:

While discussing about the standard formula of the B-complex tablet
& capsule as decided by the Conmittee it was further decided %hat =
standard formula should be set for Multivitamin drops,

3. The following recipe which was submitted in place of Codeine was
considered and decision taken as described belows:

Firm/Brand Remark/Decision
Jayson, Dhaka
Codinol syrup- Approved with condition to change name to
(pholcodine 0,1%) generic, delete overage, delete tatrazine &

sunset yellow colour, change pack size to 100m1 ,
specify indication as 'antitussive' only,
delete the children dose & declare the warning
'not for children' on label, carton, etes

& ) alternate colour may be allowed by the DDA,

- e 4

4. The following recipes ofuimport substitute drugs were placed and
discusseds: A
Square, Dhaka :

antid ta Approved with condition to change name,

(ranitidine 150mg)
Perkimet tal Apvroved,

{levodopa 250mg +
carbidopa 2?mg%

Dipantin tab Approved.
(dipyridamole 50mg)

Peoples Pharma, Dhaka é
Vasodil tab Approved,

(dipyridamole 50mg)
Beximeco, Dhaks

Ranitidine tab 150mg Approved.
5. The following xEmim other recipes were placed and considered:

Opsonin, Barisal
a) Metocol inj It appears from the previous inspection report

(metoclopramide HC1) that Opsonin has elaborate arrangement for manu-
facturing various types of drugs but there was no
b) Opsovit inj

specific report about facilities in respect of
(vitamin B-complex) production and quality control of sterile prepara-
tions. In view of this it was suggested that an

m\ © inspection should be carried out by Prof.Ad.Jzbbar

along with one or more officers of the Drug Admn.

_ xf*) _ Yo ascertain -their facilities in respect of pro-

= . =~ duction and quality control of biological parern-

Y ' L teral preparations.
: e 7 The decision regarding these products may be kept
g‘{pjﬁf gy (f/ pending the inspection report is available,
i\

e medting ended with a vote of thanks to the chair.
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held on 9.10.85

nutes of yhe 111th meeting of the Drug Control Committee

-d

Brig. Anis Waigz
ir. Kazi Abdul Fattah

1g a8 an observer,

dings & Decisions

“below:
‘Delta Phatma, Dinajpur

idices liquid drop
(ascorbic acid 50mg/ml)

rug Intl., Dhaka

Cloxpen drop
(cloxacillin 100mg/ml)

Scientific Drug, Dhaka
Enox nasal drop
(ephedrine HC1 0.5%)

Medicon, Dhaka
Mexacil cap
(amoxycillin 250mg)

Mexacil paed. dry syru
(amoxyeillin 125mg/Sml

Ambee, Dhaka

“Amfuron tab
(nigrofurantoin)

Beximco, Dhaka
Isoprinosine tab & syrup

-

r. Humayun K.M.A. Hye
d. Jahangir, Dy. Director, Drug Administration attended the

B

The 111th meeting of the Drug Control Committes was held on

=4 M

5 at 11.30 a.m. in the chamber of the Director, Drug Administration.
ence of the Chairman, Prof, A. Jabbar presided over the meeting.
llowing other members attended the meeting: -

Prof, Syeda Feroza Begum
Prof, Mofazzal Hossain

:e minutes of the 110th meeting were confirmed.

atters arising out of the minutes of the last mmeting:

ile discussing about the inspection of M/s. Opsonin, Barisal, it
as decided that Brig. Anis Waiz will accompany Prof, A. Jabbar o
nspect the firm to assesstheir facilities for production and quality
ontrol of parenteral preparations.

he original copies of the clinical and pharmacological papers of
eprosmin (reproterol) tablet, syrup & injection and Xipamexan
¥ipamide) tablet of Fisons, submitted by the firm as desired by the
were referred to Prof. Mofazzal Hossain for opinion.

ﬁé following recipes were placed and decisions taken are described

Y
_Decisions %"

AT

Rejeeteéd because such preparation is not

required as enough is available in market

Approved with condition %o give proper
specification for colour & flavour.

Rejected due to lack of proper manufac-

turing facilities.

Approved with condition towchange name
and subject to availability of Facilitics
~do-

Rejected because not required any more.
o~f f , P R
Ad | FunlAc fr*,-f':f-"f"f-"f{?ﬂ‘; AL e ey
L ki D Ge

na Ko PAVOI e - DI

Xept pending for original clinical &
4 th¥u1\ﬁy

pharmacoé?gicql papers and ==
Dby b flion i AT

e —

countries,

i se comtd,... p/2 @



K&H LAD., LNaKdd " .
edinol/Sedanol tab Approved with condition to change name(>
nitrazepam 5mg) J———— \

 Calvee tab Approved with condition to change ir{di‘;jéatx
calcium pantothenate 10mg) as 'in the deficiency state of pantotheni
acid' only. | S

<

Asiatic Lab,, Dhaka '
Syrup Pot. Guaicol Sulph. Approved with condition to give name in

245% generic only, deletion of liquorice liguid

extract, and change indication as ‘'anti-
tussive'! only,

- Syrup Pholcodine 0,.1% Eept pending because the firm has been
allowed another coug’h preparation,

The following recipes for import registration, which are included in
the essential/specialised drug list, were placed and decisions taken

hthalmic drop Approved.
iy

 Nicardia cap o~ " Rejected g Y50
(nifedipine) 2 f ratva @Wﬂ%ﬂ&oﬁfw T d’aﬁ/’“ o
Serotherapeutics TInst,, Austria
Tmmun serum globulin 16% Approved,
Tetanus vaccine Rejected, Leeatly 4"‘”‘"“’/“’6”& vl
sl wpp U N

Diphtheria & Tetanus vaccine W@;ﬁj} bt

¢ Ny 2
Iiphtheria, Tetanus & Pertusis vaccine Approved, <l ’ //bj"é

" Unigque Pharma, India b V&M Dopy A2 cpdvnn

shanphai Surg. Dressing Fact,,China

..no%n;lake brand Plaster of Paris bandage Sample to be referred to-
Prof. Anisuddin Ahmed, Proi-
essor of Surgery, Mitfﬁjﬁg’i
Hospital,Dhaka for opinion.

Sanghai Sanitary Mat, Fact,,China
Snowflake brand Zinc oxide adhesive plaster ~do-

Jionson & Jhonson, India
Telroc brand Plaster of Paris bandage BEC =do=-

Renmin Pharma, China .o ailet
Sireptomycin sulphate inj 1g/vial Rejected},lw@uﬂ Koz o

2%% Dextrose inj Rejected, Ll )

' byt
Stanghai Bharma, China e
2% Dextrose inj Rejectedﬁ CoanEh

Pharmachemie, Holland

)bk

Inj Metypresol Approveda
_(methy predpisolone sodium succinate)

125mg} 500mg; 1000mg, & 2000mg)

Inj Hydrocortisone 100mg & 500mg ~ Approved,
Inj Curalest 50mg/ml Approved.
(suxamethontum chloride)

. Shanghai Pharma, China

~ Vincristine sulphate in] Approved,
- Ammophylline inj 250mg Approved,
Fluorouracil inj 250mg Approved,

contdyeee p/3 g




im Pharma, Italy o
roina 2% eye drop Approved.
atopine HO1l)

T

m Inj 0.5mg/ml ‘lﬁﬁrovedo In this connection it was ™
decided that M/s ICI Bangladesh Manufac-
turers and M/s Squibb of Bangladesh LEd,
be requested to develop manufacturing
facilities for parenteral preparations
within one year,

rka, Yugoslavia A
Tetracycline skin oint 3% Rejected, Locatly anon obi e

‘Bochringer C.H. ,West Germany
Persantin tab 100mg Approved,
(dipyridamole)

iscellanecus:

n the 105:h meeting of the DCC held on 21,8.85 the recipe of Sulpha-
ilamide Pcwder BPC of Standard Chemical,Dhaka was rejected with
_reason that such drug is not required. It was further decided that
_registration of all similar existing items be cancelled as well,

It was observed that SulphanilaE&Ef powigr is included in the approved

1) Lesiedlis”

essential drug list. Therefore,, the earlier deeisions were kept pending.

:In the 40th meeting of the DCC held on 2.10.83, Gentamicin inj of
Unique PHarma, India was recommended to be registered for import,
which is now under process of registration. DCC reviewed the said
deciséon on the ground that Gentamiecin inj is adequately manufactured
 locally, and decjded that new import registration is not necessary
any more. THeir earlier decision of approving Gentamicin inj of
Unique Pharma, India was revoked,

TungHai Brand Fish Liver Oil emulsion and Dashul brand Fish Liver 0il

emulsion of China were earlier recommended by khe DCC for import

registration. While processing their registration it was found that

the label & carton of both the products have similar design and colour

with difference in the name and monogram only.

The matter was placed before the DCC for opinion and The DGC observed
eatia ]

that registration of the items may be given with the &p;ﬁd label

and carton. .

It #as observed that Ancoloxin tab of Glaxo contain MBclozine HCL and
Pyridoxine HCl as active ingredients, s=d ﬂn.general,combinations are
discouraged under the National Drug Policy. The matter was reférred
to the DCC for opinion. DCC referred the case to Frof. Syeda Feroza
Begum for opinionans % el bloes p‘y-’u:p{WM Hed o WM"*Q s e,

contd.... /4
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uame company ham&ﬁg a factory dnd faClllu*eS
angladesh ThlS declslon was made in th

eazéﬁht of representas

ion for K. T Employees.— 4y ol 4f%
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report of the actlon teken about sub-standard market “amnlesdb@

du:clnu the months ‘of July) Auguut & ueptember 1885 was placed
before the committee for 1ﬂformstlon.

nghe'meeting ended with a vote of thanks to the chair.
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nutes of the 112th meeting of the Drug Control Committee
1d on 16.10.85 ST

112th meeting of the Drug Control Committee wzs held on 16,1C.85
1.30 a,m. in the chamber of the Director, Drug Administration
ider the chairmanship of Professor Waliullah, the Chairman of the
g Control Committee.

¢ following members attended the meeting:

Prof, A, Jabbar

Prof. Mofazzal Hossain
Brig., Anis Waig

Prof. M.Q.K. Tzlukder

Dﬁe Humayun Kolﬂ ¢.A.q Hye

. Md, Jahangir, Dy. Director, Drug Administration attended the

eting as an observer,

oceedings & Decisions

The minutes of the 111th meeting were confirmed.

The following resubmitted recipes were placed and decision taken
are dewcribed below:

Firms/ Brands Decisiona
Pharmadesh, Dhaka .
: Pholco@ine syrup 0.1% Approved with condition to delete children
dosage, overage, and exciplents such as,

; colour Supra Tertrazine, Supra Amaranth &
N Chloroform Spirit,
Allowed to market in 100ml pack size with
indication as 'antitussive' and contra-
indication as 'not fér children's use'.

Pfizer, Dhaka

Combantrin chewable Approved in place of existing tahlet form.
tablet 125mg % 250mg

(pyrantel pamoate)

Pacific, Dhaka

Dextromethorphan Approved.
HBr syrup 0.2

The following recipes of import substituted drugs were placed and
decisions taken are as follows: '
Seema, Dhaka

Rantin tablet Approved,
(ranitidine HC1 250mg)

Opzondén, Barisal \

Opsodrin tablet Approved.
(procyclidine HC1 5mg)

~
JQQ contdeoooo/2
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" K.D,H, Iab,, Dhaka

 Sinozol nasal drop Approved with condition to market in
 (xylomeazoline HC1 0.1%) pealed semi-sterile container,
) Diofen tablet Approved.

~ (diclofenac sodium 25mg)
- Jayson, Dhaka

- Dixicon capsule Approved,
- (nalidixic acid 500mg )

. Sheba Chemical, Dhaks

| Sacarin tablet Approved with condition to change name
(saccharin sodium 12.5mg) a8 EERSTIE,

j Cardinate tablet Approved, g -
. (verapamil HCl 40Omg) 2 %3 !
) Cardinate tablet Approved. -W\F”ﬂ4g~4 (M =3
~ (verapamil HC1 80mg) it L
) Cardinate tablet Rejected because such strength is not
~ (verapamil HC1l 120mg) necessary.
_ Opsonin, Barisal
) Verine tablet Approved,
(verapamil HC1 40mg)
) Verine tablet Approved.
(verapamil HC1 80mg) ,
) Verine injection Approved, “,
~ (verapamil HC1 5mg/2ml
ampoule

Ihe meeting ended with a vote of thanks to the chalir,
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Minhtes of the 113th meeting 6f the Drug Control
Committee held on 6.11.85

13th meeting of the Drug Control Committee was held on 6.11.85
%0 a.,m. in the chamber of the Director, Drug Administration
the chairmanship of Professor Waliullah, the Chairman of the
Control Committee.

bllowing members attended the meeting:

Prof. 4. Jabbar

Prof. Syeda Feroza Begum
Prof. A.T. Siddique
Prof. Mofazzal Hossazin
Brig. Anis Waiz

Prof. M.Q.K. Talukder
Dr. Humayun XK.M.,A. Hye

. Jahangir, Dy. Director, Drug Administration attended the
ng as an observer.

geeding & Decisions

The minutes of the 112th meeting were confirmed.

lotters arising out of the minutes of the last meeting.

While confirming the minutes regearding the approval of the recipes
of Cardinate tablet (verapamil) 40 & SCmg of }/s. Oheba Chemical,
Dhaka, it was decided that the firm may be csked to change the
brand name of the product.

he following recipes which were kept pending for inspection
report were placed and decision taken are as described below:

Firms/Brands Decisions

Bengal. Research, Barisal

DcRex cap Rejected because the firm does not have
(doxycycline 100mg) biological licence.

Cimedine tab Approved,
(cimetidine 200mg)

Ilozyme cap Rejected because inspection report does
(pancreatin 325mg) not support availability of facilities for
production & quality control of the item
in the firm.

The following other recipes were placed and decisions taken are
described below:
Skylab, Comilla

Hydrotalcite tab Rejected because not considered necessary.

Hydrotalcite susp ~do-
Amoxycillin cap 250mg Approved.
Riboflavine tab Smg Approved.
Therapeutics, Chittagong

Riboflavine tab 5Smg Approved.

Furentin tab Rejected becfuse ndt required anymore.
(nitrofurantoin 100mg)

contdieae?
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arma, Dhaka

/Amoxil dry syrup Approved with condition to change name,
Billin 2°5ﬁ/100m1) delete colour amaranth, give proper speci-
fication for orange flavour, cnd change

agn

indication as per BHF.

L-Sina Thaka
famide cap Kept pending till manufacturing licence
yperamide 2mg) is issued to the firm.

gimco, Dhaka

opain inj Apovroved.

tagocine 3%)

min B-complex inj Aigfggzigziz%jcﬁhdii&o&m* Justify- the use
ml vial a : ;Lignagaiﬁgfoubjﬁfgz

lbert David, Dhake

jdalin inj Kept pending for inspection report.
fmoxycillin 500mg)

ﬁﬁnns Dhaka

lactazide tab Kept pending for papers regarding Jjustifi-
ironolactone 25mg + cation of the combination and evidence about
orthiazide 25mg) availability of the drug in other countries.

nereatin tab 325mg Approved provided coating is done locally
and specification of the excipients is
adjusted as per BP/USP.

e committee reviewed the following recipe which was rejected earlier
bn the ground of adequate availabillity and approved the seme observing
that at present only one syrup & two drops form of the drug are
available,

1ta Pharma, Dinajpur

fidicee drops 15ml Approved with condition to change name,
corbic acid 50mg/ml)

ifhe committee considered the review application of Acme, Dhaka for
‘the recipe of Acmezyme cap (pancrelipase) and decided as given below.

_"‘ cme, Dhaka W Ve ceae ~eany) ed! Eiconnan Of Ffoev oy e nty Hn B

tAcmezyme cap The active ingredient 'pancrelipase' is nott"”
{(pancrelipase 300mg) acceptable, However, the firm may resubmit

3 the recipe after changing the active ingre-
dient to Pancreatin BP8O 325mg.

lfhe committee revalidated the following recipe which was approved
fbefore the National Drug Policy.

Eg§man Pharm., Dhaka

éﬂalcinate tab Lpproved with condition to change indication
L (calcium pantothenate) 25 'in pantothenic acid defieiency only'.

S U
Prayer for import registration of the following recipes were placed
f ond discussed. Decisions taken are as mentioned below.

| Les Lab, Servier, France
Diamicron tab (gliclazide 0.08g)  Approved.
Natrilix tab (indapamide 2,5mg) Rejected because not considered

necessarye.
LEK, Yugoslavia _
¢ Dexa-Lek ophthalmic soln Rejected because locally manufac-
" (dexamethasone 1mg/ml) tured substitute available.

}Xﬁfﬁ conbds 03




0 . L

3 i,é‘
rd Tab., Hongkong

ap'(rifampicin 150mg) Rejected because locally manufactured
‘ substitute available.

-do=-  300mg) -do-
cillin inj 500mg -do-
1lin inj (ampicillin 250mg & 500mg) ~do=

Wdustria Farmaceutica, Italy

fasi inj (chorionic gonadotrophin) Approved.
i.u,,1000 i.u., 2000 i.u.,5000 i.u.

ngtao TFactory, China

ble whale brand fish liver oil emulsion °~ Rejected because not
' considered necessary.

ble whale brand fish liver oil cap g ey TSR
t A 4500 i.u.+ vit D 450 i.u.) s

iith & Nephew, UK

magzine cream The committee reviewed their earlier

ilver sulphadiazine 1%w/w) decision of cancellation of registration
of this item and approved re-registration
of the same.

edimpex, Hungary

solanid tab (lanatosidum 0.25mg) Rejected because such drug may be
prepared by the firm in their local
factory. May apply for local prodn.

solanid inj (deslanatoside) -do-

ormofort inj (hydroxy progesterone Referred to Prof. Syeda TFeroza
aproate 250mg/2ml) Begum for opinion.

orcolut tab (norethisterone 5mg) - -do-
Johnson & Johnson, India

and Aid brand medicated dressing Approved.
‘mercurochrome adhesive bandage

‘Johnsonplast brand adhesive bandage  Approved.
Zinc oxide adhesive bandage USP

Mav & Baker, UK

. Anaesthetic ether BP 100% Approved.
‘Pharmachemlie, Holland

Temoplex tab (tamoxifen 10mg) Approved.
Basolest tab (carbimezole 5mg) Aporoved.

Cebralest tab (dihydroergotoxin . Referred to Prof. Syeda Ferogza
mesylate 1.5mg) Begum for opinion.

Ciba-Geigy, Switgerland
Rengasil cep 200mg & 400mg (pirprofen) Approved.

Rengasil inj 400mg/4ml (pirprofen) Approved.

Krka, Yugoslavie

Oracef susp (cephaléxin) Rejected because locally manufactured
substitute available.

Opacef cap 250mg & 500mg -do-

Diazepam inj 10mg/2ml —do-

Erazon cap %piroyicam 10mg) ~do-

ub§j’ ‘ contd....4
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8 Werke, West Germany Cet i
imi texan inj 100mg, 200mg & 400mg Aporoved.

ophosporial)

: Yugoslavia

f;t (ORS) powder
schst, West Germany

foran inj 0.25g, 0.5g,
¢ & 2.0g (cefatoxine)

Rejected beceuse local substitute aveilable.

Rejected because the firm hes facilities
to menufacture the items locally. lay
apply for local production.

Scherer, Australia

Rejected because not considered necessaryr”?ﬂ
- 4

ftanin E 100mg cap
&amin A cap 50000 iu Rejected because loest—substitute svailabie,
' e /- Lt vy g Lt

rroughs Welcome, UK
. " t"Jv"Vy PR dar e
ywirex cream (acyclovir 5%) Approved.

fb Denmark

loxid inj 400mg (pivmecillinum) Approved.
arin inj 5000 iu/ml Approved.
dtsuka Japan-

otassium chloride inj 7.46% w/v  Approved.
Irteoptic eye drops 1% & 2% in 5ml Referred to Prof. A.Q.l.S., Harun
{carteolol EC1) s for opinion.

§nith & Nephew, UK '

;Frstrep post operative & casualty Referred to Prof. A.T., Siddique
dressing sterile non adherant pad for opinion.

Jelonet guaze dressing (white soft peraffin sterile) -do-
Bactigras guage dressing (chlorhexidine 0.5% sterile) -do-
flelolin dry non adherant dressing -do-
ﬁpsite spray dressing -do-

~do-

site dressing (polyurethane membrane)

scellaneous.
s

fThe representation of Bangladesh Aushad Shilpa Samity deted 23.9.85
£ addressed to the Chairman, Drug Control Committee was discussed. The
fcommittee gave a sympathetic consideration to the przyer and observed

" that due care is always given while evaluating the recipes for approval,
fand only unnecessary ingredients are deleted from the composition,

£1t was further observed that in specific cases, the concerned firm is
fquite at liberty to cend their pharmacist to defend their composition.

' It was decided that a reply to this context may be sent to them. Y
5 '.J‘;l'-f;]'-/i."-"": r\-({,f\“ y

TR

&
A~ fr“’/

The committee observe
reported as an advers
it was decided that similar warning me
1iteratures of locally available ranitidine prepar

d that reversible mental confusion” has been’ W
e effect in different countries. In view of this, ¥
y be included in the inserts &
ations.

It has been reported in different countries that caution is needed in

+h adrenocortical insufficiency during rifampicin treatment

adrenz] crisis may be induced. In view of this, the committee
ts & literatures

i patients wi

¢ because an
' decided that such caution should 2ppear in the inser

F of locally available rifampicin preparations.

@é,] . conitdeseed



mnittee observed that US FDA and several other countries have

d the date sheet of Pyrimethamine plus sulphadoxine tablet

e of reports of severe cutaneous reactions associated in some
with fatalities and other adverse reactions including serum

gs, exfoliative dermatitis, urticaria and hepatitis. In view

s, the committee decided that the following information should
luded in the inserts & literatures of locally available
thamine-sulphadoxine preparations,

ngs: Fatalities associated with the administration of Pyrimeth-
» plus sulphadoxine preparations may occur due to severe reactions,
ding Stevens-Johnson syndrome and toxic epidermal necrosis. The
hylactic use of the drug should be discontinued 2%t the first
arance of skin rash, if a significant reduction in the count of
formed blood elements is noted, or upon the occurrence of active
sterial or fungal infectionssf sAex 7

a-indications: Prophylactié (repeated) use of the drug is contra-
cated in patients with severe renszl insufficiency, marked Jliver
nchymal damage or blood dyscrasias.

autions: Drug interactions: There have been reports which may
icate an increase in incidence and severity of adverse reactions
chloroquine is used with the drug as compared to the use of

drug alone,"

as observed that Drug International, Dhaka was earlier allowed
brand name 'VeeCe'! for their vitamin C tablet which was very
lar to that of 'Veecee' tablet of Squibb, Dhaka and which has
banned under the National Drug Policy. It wes decided by the
ittee that Drug International, Dhaka will be asked to change

¢ brand name.

cipe of Inflam 400 (ibuprofen 400mg) tablet was earlier allowed
Fisons, Dhaka. The matter wes placed before the committee for
inion as to the requirement of such strength. After discussion
was opined by the committee that the 400mg strength of the drug

profen may continue. 5

e Director, Drug Administration sent a pronoszl to the Ninistry
Health & Population Control for the revision/modification of the
roved Essential Drug List. The Ministry through their memo
37/85/726 dated 10,10.85 has referred the matler to the

ug Control Committee for their examination of the List and send
eir decision to the Ministry for taking further necessary action
the metter. The committee decided that the metter will be
scussed in a special meeting to be held in some convenient time

quring the middle of December 1985,

dimpex, HFungary was asked to show cause for importing ATS injection
etanus antitoxin) 1500 i,u. which has been pbanned under the Drug
licy as determined from certain evidence. A reply to this effect
s received from the Hungarian Embassy denying any such import of
tanus antitoxin 1500 i.u. This was placed before the committee
or informetion and opinion.

The committee advised to ask Medimpex to explain under what
ircumstances they have taken up the case at a divlomatic level,

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




guare, Babna

cil-50 cap
xycycline)

0 Forte High Potency

ameson oint
tamethasone
ropionate 0.1%)

ameson cream 0,1%

ameson tab 0.5mg
tamethasone sodium

imco, Dhaka

halen powder for susp
phalexin 2.5%)

weonin, Bhrisal

rimin inj 100mg/mx5ml
[trimethoprim)

rimin inj 200mg/2ml
: badecsh, Comilla
Milk of lMagnesia

A

‘Fisons Dhaka
’Tclectin DS 400 cap
(tolmetin)

- Drug Intl., Dhaka

f@heovent cap 300mg
(theophylline enteric
granules)

ationz]l, Dhake

cme
hendole cap 250mg
chenodeoxycholic acid)

.'harmachemie. Dhaka

Manorub oint
 (vaporub)

Therapeutica,Ctg.

Tsoaminile syrup 0.7%%

Chloramex susp 2,5%
(chloramphenicol)

Potagsium guaicol sulphonate Syrup

L
(0 e
Sid s

Rejected beczuse not required in this
strength.

Aporoved with condition to omit the word
'High Fotency'.

Approved with condition to delete indication
other than 'Inflammation of corticosteroid
responsive dermatoses.,’

~do=-

Approved with condition to mention
indication as per BNT.

Approved with condition to delete sodium
pengoate and FDC Yellow No.

Alternate colour may be approved by DDA,

Rejected because not considered recuired
and essential for our country.

-do~-

Rejected because the formula is not as
per BEC.

Approved.

Approved with condition to use theoonhylline
in sustained relezse granular form. There
is no justification in using the drug in
enteric coated form. Indication to be 'in
bronchisl asthma and 28 hroncho-dilator'.

Rejected because not considered required
and essential for our country.

Rejected because not considered reauired
and essential for our country.

Appfoved with condition to change name and
indication to be 'as counter irritant in
aches and pains ' only.

Approved with condition to chenge strength
to 0,2%.

Rejected because only one cough syrup will
be allowed to a firm.

=-do=-
=00=-

Apnroved with condition to change name 2nd
deletion of 'chronic infection of urinary
tract' from indication.

e

contd....?
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eoples Pharma, Dhaka

iloxemtab 500mg
4iloxanide furoate)

itrocin oint 0.2%
nitrofurazone)

Tisons, Dhaka

yno-Pévaryl 150
aginal tab

tandard Chem.,Dhaka
cidex oint

jodine 4%+ HMethyl
alicylate 5%)

ubex oint
vaporub

(ipla, Bogra

L 0,2%

Standard Chem.,Dhaka
Ephital 1liq

Ezensa oint

“Erayers for dmpo

Radiumfarma, Italy

Cefrasol tab g
(cephradine)

Cefrasol inj 1g
Cefrasol inj 500mg

Cefarad inj lg
(cephazoline)

Cefarad inj 500mg

Naprium cap 250mg
(naproxen

coonazole nitrate 150mg)

_ Dextromethorphan syrup

(prednisolone+ chloro-
carvacrol#s acid salicykic

Ifiunik Pharma, India

Povidone Iodide 1%

Medimpex, Hungary
Kalnormin tab g

Approved.

Approved with condition to give Purified
Water BB to 100ml as diluent.

Rejected because no such drug is known,

Approved.

Approved. The firm to clarify the use of
Cilag brand as own product %7 ¢ HeamTh o

Approved with condition to delete oleic acid
& white soft paraffin from excipients; and

to give indication as 'counter-irritant for
aches and pains' only.

Approved with fondition to delete oil nutmeg
and methyl salicylate from active ingredients
and change indication as tcounter-irritant
fer aches and pains® only.

Approved with condition to replace sodium
benzoate by propylparaben and adjust the
quantity of preservatives and change
indication as tantitussive! only.

Ol n b o 2 ForenGifes

Rejected because ne%—@efmissibleAuaéer
E&U&Q&Lﬂ?@ P _as--cembinatien g,
Y koot §aﬁ%¥%% Y gt Led:

Rejected because not considered accepta.

(prednisolone+ cincocaine
+hexachlorophene +clemizole)

rt registration of the following recipes were placed
and discussed. Decisions taken are as follows.

Rejected because adequate locally manufac-
tured substitute available.

Approved.

Rejected because not considered necessaIy.
Adeds -

iy

Approved.

Rejected because not considered necessary. ;
o A Ar=
Rejected because not required any more.

Rejected because not considered necessarys.

Rejected because locally manufactured

(potassium chloride) substitute available.

contd....4




May & Baker, UK

Strypen Forte Rapid (vet) inj Approved.
(procaine penicillin 300mg+
dihydro streptomycin 250mg/Sml)

Ranbaxy, India

Gramoneg tab 500mg Rejected bvecause locally manufactured
(nalidixic acid) substitute being available.

Boehringer Mannheim,W,Germany

Ismo 20mg tab Rejected because locally manufactured
(isosorbide—S-mononitrate) substitute are being registered.

Ismo 40mg tab -dob

Ciba-Geigy, Switzerland

?icorten-plus crean y Rejected becausenot—considered necessary.
halometason + triclosan R D ot dipemads/o i S s

. m : /?anxf Lononne MdRba, - /5&»’['{ Safe L

Krka, Yugoslavia wwd B N pAe ! PE,

Benaquin inj 200mg/5ml Prayer to extend the validity of the regis-
(ehloroquine) tration ®hich expired on 24,.8.85 was rejected

Reg. no. 188-2052-85 because not considered necessary any more.

Lek, Yugoslavia

Aminophylline tab 100mg Rejected because locally manufactured
substitute available.

Aminophglline retard tab 350mg Approved.

Aminophylline inj 250mg/SwE /0 Approved.
Serobiotics Inec.,Canada 4

Inj Stero-Bemicillin 1200LA Rejected because locally manufactured
(penicillin G benzathine) substitute available.

Rowa Ltd.,Ireland

Rowachol cap Rejected because the therapeutic benefit
(menthol+menthone+pinene is doubtful.
+borneol+cineol)

Rowackpl 1iq -do-
(menthols+menthone+pinene+borneol+
cineol+canphene

Rowalinex cep -do- |
(pinene+camphene+cineol+ !
fenchone+borneol+anethol) i

Pliva, Yugoslavia

Ampiecillin inj 250mg Rejected because local gsubstitute available. :
Ampicillin inj 500mg -do-
Medimpex, Hungary

Polybe S inj Rejected because local substitute available.
(vitamin B complex) I

Krka, Yugoslavié ¥

Vitamin B12 inj Prayer to extend the validity of the regis- :

Reg.No. 101-20%30-84 tration which expired on 1.11.85 was rejected
because local manufactyred sbestitute f
available ¥m adequately.

Medimpex, Hungary

Vitamin B12 inj Prayer to extend the validity of the regis-
Regllo. 63-2021-84 tration which expired on 13.10.85 was

rejected because adequate locally manufactured
substitute available.

contd....5
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iba-Geigy,Switzerland o
asinex bolus for cattle 400mg (vet) Approved,
asinex bolus for sheep &goat 250mg Approved,

erotherapeutics, Austria
nti-Rho (D) Immuno serum globulin 250mg Approved,
.T. Otsuka, Indonesia

Plas-amin inj 500ml Approved.
(amino acid inj with glucose)

. Tientsin Ren Min Pharm, Chine

. Dextrose inj 25% Review petition rejected.

 Vitamin C inj 500mg Rejected because local substitute available.

MSD, USA

Dolobid tab 250mg & 500mg  Kept pending for further study o /u/ A K fpa
(disflunisal) - " fh

fCiba—Geigv. Switgerland

Disferal inj @x¥mx 0.5g Approved.
~ (desferrioxamine mesylate)

. Miscellaneous.

) It was decided by the Drug Control Comnittee that the Minstry of
Health & Population Control be requested to co-opt the Superintendent,
of Laboratories, Drug Testing Laboratory, IBstitute of Public Health,

Mohiakhali, Dhaka as a member of the Drug Control Commi ttee.

) It wo~ decided that the existing lists of Essential Drugs and
Speei&lLsed Drugs be distributed amongst the members of the Drug Control

Gomuw.itee for their study and opinion about’ any deletion,
. replacement, ete for revision of the lists.

he m;eting ended with a vote of thanks to the chafr. :

i
7 @/@K"\



Ninutes of the 115th meeting of the Drupg LonTro.

ggmmjttee feldon 20.11.85

(5¢h meeting of the Drug Control Committes was held on 20.11.95
0 a.m, in the chanber of the Director, Lrug Administrotion
the chairmanship o> ProfessoT Wwaliullah, the Chairmen of the

EControl Ccommittee.
2011owing members atended the meeting.
Prof. A. Janmhar

Frof. i fazzel bssain

Brig. Anis Walz

Prof. M.Q.X. Pahkder

vy, Lazi Apdul kttah

Dr, Humayun X ML, Hye
o, Jahenglr, Dv. Dirctor, Drug Administration
ing 2 an observer.

attended the

cedings & Decislons
he minutes of the 114h meeting were confirmed.
es ere placed and decisions taken are as

Enhe following recip
gescribed below.

:;Firme/Brands Decisions

b pobinsons, Ghittagond

& Nortein liguid The reformulsted recipe of the product in
' higher strength was approved in plzce of

4 § insecticide

E f (g-z1lethrin 0. 2%+

bio-resmethrin C.03%) the name & specifica
to be used.

the existing one with condition to specify
tion of the deodorant

Chemico, Rajshshi
ig defective due

Wormin-K susD Rejected hecause formuls
(mebendazcle 2%) to absence of eycipients 1like, preservative,
colour, flavour, sweetening spent, etc.

o 4 Gonoshasthaya, Dhaka
G-Benoxinate eye drops Referred to Prof. A.Q.M.5. Harun of Ophthal-
mological Instt. and Prof. Fezlul Yaq of

AN

.

3 Dhaka Medical College for ovpinion.

I Skylab, Comilla

3 Skycid powder Approved with condition to declare the
sluminium and magnesium oxide content and

- . (gried zluminium hydroxs
g E ide gel 40%+ magnesium
hydroxide dried 49%)

Jams, Dhaka
Riopan susp Rejected beczuse not essentizl and mo

(mageldrate paste) more required.
Rinpan tab -do=-
Seema, Dhaka

Jeemaldrat lejected because not essential and no

(magaldrate paste) ore required.

rf “Pholcodine linctus 0.1% The recipe to be regubmitted after deletion
f chloroform, amaranth & tertrezine from

: xcipients and reformula ting proverly.
poroved with condition to pive indic~tion
Omg) nd dosage as per BNF.

specification of lemon juice flavour.

Tennl tab
(atenolol 5

4§ contdeoees?
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'Sguare, Pabne

EBsfulvin susp
g(griseofulvin

2.,5%)

City Pharma, Ctg.

;Cetol soln
' (penzethonium chloride
. 2%)

' Tsoaminile syrup O.8%

Phocodine syrup

. Pot. guaicol sulfonate syrup

f Dextromethorphan sSyTup
'” B C-Glucose powder

Beximeo, Dhaka
Magaldrate tab

Magaldrate susp

Miscellaneoud.

Director,
amendment ef
Qmen»appliedmfore}

b
i AL *

i The meeting end

It was again confirmed by the Dru
Drug Administration may app
an approved recipe in res

ed with 2 vote of thanks to the chair.

Approved witn condition to delete tylose c,
macrogol 4000, tween 80, sodium saccharin,
glycerine & tartrazine from excinients.,

Alternative colour may be approved by DDA.

to change name and

Approved with concition
Alternate colour

deletion of tartrazine.
may be approved by DDA,
Approved with condition to replace benzoic
acid by sodium pengoate; To give indication
as 'antitussive' only; and specify dose
AOmg %-5 times deily.

Rejected because only one cough
be allowed to a firm.

=30=

syrup will

=do-

condition to mention active
{dextrose monohydrate BP' and

ingredient 2s
change indication as tfor nutritional

supplement and debility state'. Lt

Approved with

Rejected because not essential and no

more required.
-do-

g Control Committee that the
rove any appropriate
pect of excipients only» I |

14 Q“7
_ 7
Y
(_-\_," '_/;] ) (f |
//, i) i
il



linutes of the 116th meeting of the Drug Control Committee
held on Pe sl

:gth meeting of the Drug Control Committee was held on 27.11.85
20 a.m. in the chamber of the Director, Drug Administration
he chairmanship of Professor Waliullah, the Chairman of the

Prof. A. Jabbar

" Dr. lMunawara Binte Rahman
. Brig. Anis Waiz

D#t., Humayun K.M.A. Hye

seedings & Decisions

5@ minutes of the 115th meeting were confirmed.

TAe following recipes were placed and decisions taken are as
described below:

‘Firms/Brands Decisions
‘Hoechst, Ctg.

blosin drops Approved with condition to correct the
(ampicillin 100mg/ml dosage for 6 hourly interval.
15ml, bottle with
:dropper)
éﬁengél Chemical, Dhaka
f Ulcerin tab Approved.
‘;(sucralfate 500mg)
| Sheba, Dhaka

uickstop cap Approved with condition to change name
1operamide 2mg) and indication to be as per Biff.

| Bepgal Techno, Dinajpur
. Chloramphenicol cap 250mg Kept pending for inspection report.

matex syrup Approved with condition to change strength
theophylline as 2.4%, give proper gpecification of
sodium glycinate) essences and coreect dosage as DPeT BNEF.
Rephco, Barisal
Refalex cap Approved.

(cephalexin 250mg)
Apollo, Dhaka

Zantin tab Approved.
(ranitidine‘iﬁbmg)

Aminol tab Approved with condition to ghange name.
(atenolol 50mg)

] Opsonin, Barisal
' Orflex inj Approved.

¢ (orphenadrine 60mg)

= Orflex tab 100mg Approved with condition to delete tartrazine.
3 (sugar coated) Alternate colour may be approved by DDA.

| Ali's Lab, Dhaka

8 Diazine tab Rejected for non-availability of

3 (sulfadiazine) Manufacturing facilities.

i ‘wﬁy ‘ contdeseceol
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Cosmic, Dhaka
Cosmic wvaporub

Todol oint

Qasis, Serajgani
Riboflavin tab Smg
¢imetidine tab
UCPL, Ctge.

' Dextromethorphan
syrup 0.2%

Hemaplus syTup
(ferrous gluconate 6%)

Microbe Lab, Bogra
Riboflavin tab Smg
Opsonin, Barisal

Pholex linctus
(pholcodine)

E Orex cap
' (potassium guiacol sulfonate)

Janata Lab, Dhaka
Mucon susp
(nagaldrate)

Skylab, Comi’la

Tab ergotamine with
caffeine (Img + 100mg)

ICI, Dhaka

=

Vivalan 50mg tab
(viloxazine HC1)

Tivalan tab 100mg
Fisons, Dhaka

Dilamen tab
(oxyfedrine HC1)
Fitaxon tab 25ng
(doxepin HC1)

Theophylline syTup
80mg/15ml

[-,_—\"{-‘/ﬂ","'
o

Jayson, Dhaka &

Suprazyme cap 3250g
(pancreatin BP 80)

Dixicon susD
(nalidixic acid)

Vitafort inj
(thiamine 100mg+
riboflavin 10mg+

RN

May be resubmitted after correction of
formula, indication, dosage, etc.

=(O=-

Kept pending for inspection report.
- O=

Approved with condition to delete sodium
chloride, sodium saccharin, and amaranth
red from the excipients; and to give
specification of flavours and diluent.

To resubmit the recipe with 2 changed
neme and correction of formula with
proper sweetening agent, antioxidant, etco

Rejected because the formula is wronge.

Rejected because only one cough Syrup will
be allowed to a firm and the firm has
already been allowed noscapine syrup/ta D.

==
Rejected because no more required.

Approved with condition to change name
and give dosage as peT BNF.

Referred to Prof. Nazimuddowla Chowdhur
of IPGMR and Col. A.F.M. Aziz of CMH
for opinion.

= Qe

Rejected because not essential and
considnred}ﬁegensary.

Approved.

The rgciﬁéﬁ “be considered-if sustained

“reledse Dpeparation of the drug is
m‘mﬂﬁufa@t‘:Qd,by;ghéffifp'/?-

Approved with condition to give dosage
as perﬁBP 80/ BNF 85.

Approved with condition to change the
strength as 6g/100ml and justify use of
ethanol, phenylethyl alcohol, and sodium
bicarbonate; and give proper specification
for carageenan sodium & food colour browne.

To resubmit the recipe with standard
formula for B—=complex injection.

pyridoxine 100mg/2ml ampoule) .

7N
2R

P .Xﬁ“- contdecsccoc?
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sonin, Barisal

vit 6 tab Approved with condition to change strength
yridoxine HC1) as 50mg/tab and give indication and
dosage as per EBNF.

ayer for import registration of the following recipes were
laced and discussed..- Decision taken are as follows:

ka, Yugoslavia

itamin 312 inj Prayer for revalidation of the provisional
reg.stration (101-2030-82) was approved.
flaron soln for i.v. infusion Approved.
metronidazole 500mg/100ml bottle)
imkdel cap Rejected becguse not essential and
pipemidic acid 200mg) considered;necessary.
¢ Medimpex, Hungary L’
P Vitamin Bas inj - Prayer for revalidation of the provisional
: registration (63-2021-84) wgs approved.
§ Gentamicin inj Rejected because such strength is not
. 20mg/ml in 2ml amp. required.

Miscellaneous.

It was observed that Pfizer has asked for import of bacampicillin
(for their product Bacacil), which is converted to ampicillin after
absorbtion, at a price of US$ 352/kg (Tk 10582/-) against US$70/kg
of ampicillin. There is no special therapeutic advantage that
justifies the exhorbitant price of bacampicillin raw materials
which leads to higher MRP of the product.

It was also observed that they have applied for import of

tiocona zole, an antifungal imidazole derivative for their Trosyd
cream at a price of Tk 81525/- per kg(US$ 2717) which is 50-60%
more than the existing imidazole derivative available in the
market. There is no therapeutic advantage that justify such high
price of tioconazole raw materials which lead to higher IMRP.

The committee reviewed the approval of Bagacil and Trosyd with the
above viewpoints and dedided that these drugs may be allowed in
restricted q wantity to be determined by the DDA for specialised
use only and the firm may be asked to reduce the price of raw
materials of these products. '

| 1) The decision about discontinuation of dicyclomine syrup/drops
; was kept pending for next weeting.

¢) As observed that ampicillin preparations may cause pseudomembranous
colitis, the committee recommended that such warning be incorpora-
ted in the inserts of ampicillin preparations of the country.

d) A prayer of Bangladesh Chemists & Druggist Samity dated 25.711.85
requesting to reconsider the approval for registration of Vitamin
B12 inj, Vitamin B-complex inj, and Benaquin inj was considered.
The committee recommended for revalidation of registration of
Vitamin B12 inj of Krka,Yugoslavia and Medimpex,Hungary. However,

for Benaquin inj and Vitamin B-complex inj,the committee upheld
their earlier decision.

The meeting ended with a vote of thanks to the chair.
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Yinutes of the 117th meeting of the Drug Control i
Committee held on 4.,712_.85

1M7th meeting of the Drug ConSrol Committee was held on 4.12.85 ’
11,30 a.m. in the chamber of tie Director, Drug Administration
er the chairmanship of Professor Waliullah, the Chairman of the
g Control Committee.

he following members attended the meeting:

Dr. Munawara Binte Rahman
Prof, Mofazzal Hossain
Brig. Anis Waiz

Prof. M.Q.K. Talukder

DI‘o Humay'un K-I\ioﬁlo ij’e

oceedings & Decigions

. The minutes of the 116th meeting of DCC were confirmed.

, The following recipes were placed and decisions taken are as

- described below.
Firms/Brands
Janata, Dhaka

Dexophan liquid
(dextromethorphan HBr)

Opsonin, Barisal

Gentin inJ

Orion, Dhaka
Ascorin liquid

Magaldrate susp

Noscapine linctus

Chemico, Rajshahi

Woscapine syrup

City Pharma, Ctg
Gluconate sy#up

Niramoy, Dhaka

Neozyme cap 325mg
(pancreatin BP 80
enteric coated granules)

Square, Pabna

(ibuprofen 400mg)

Esrufen 600 coated tab
(ibuprofen 600mg)
. Q ‘ o~

(gentamifin 20mg/2ml amp)

Decisions

Rejected because the formulation is wrong
and does not fulfil the criteria fixed
for antitussive syrups.

Approved.

Approved with condition to delete sodium

(ascorbic acid 100mg/5ml) metabisulphite.

Rejected because not essential and no
more required.

Approved with condition to replace !limctus’

by 'syrup' from name; give strength/noscapine : |
hydrochloride %00mg/100ml as salt; give
indication as ‘'antitussive' only; give the
warning ‘'‘not recommended for children'; and ‘
delete chloroform water from excipients.

Rejected because the formulation is wrong and |
does not fulfil the griteria fixed for
antitussive syTrups.

The recipe may be resubmitted with a n
changed name, strength as €% and preservative
in sodium salt form.

Approved with condition to give dose as
per BNF (2-4g per day)

Esrufen 400 coated tablet Approved with condition to delete Fovidons

and Primojel from the excipient and overage
of the active ingredientg = A Shewfd A
art RGP - CEey

(USRI Wt - O o S Mewwithy
Rejected because’such strength is not
necessary.

contdeeocesocl
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3. Prayer for import registration of the following recipes were placed
and discussed. Decisiogfs taken are as follows.

Korea Green Cross, Korea

Hepavax=B vaccine Approved.
(Hepatitis B surface antigen
inactivated, 20meg/ml)

Lek, Yugoslavia

Palin cap 200m Rejected because not essential and
(pipemidic acid not required.

Pharmachim, Bulgaria

Avimycin oral powder (vet)

(oxytetracycline + neomycin) Kept pending for further study.
Analgin 30% vial (vet) (dipyrone) =d.0=

Ampicillin i.m. inj (vet) —d.0o=

Hoxol aerosol (vet) (chloramphenicol) —-do=-
Gentamicin inj (vet) -do-

Tetracycline oral powder (vet) -d.o-

Bioxacyctine depot cap (vet) -do-

Medimpex, Hungary

Jumex tab Rejected because not essential and
(selegiline 5mg) not required.

Squibb, UK

Kenglog in orabase Rejected; may apply for local manufacture.
(triamcinolone)

Miscellaneous

Tt was observed that in UK, dicyclomine syrup and drops has been
contra-indicated in infants under six months of age and has recommends
to delete the indication for its use in infant colic.

i
In Bangladesh, dicyclomine is mostly used in infant colic for children|
below six months of age. Also, the drug in syrup and drops form is |
highly misused as a different form of gripe water.

As the drug may cause apnoea an@l other sign of respiratory distress
~_in infants, the avyailability of the drug in syrup and drop form was
¥" reviewed by tje committee and it was decided that all brands of the
drug{is to be withdrawn and registrations be cancelled within one
year, No new recipes will also be considered.

b) It was observed that Squibb has applied for import of 'halcinonide’;,
for their Halog cream at an exhorbitantly high price of Tk 11 lacs
per kg, which is 3000% higher than that of other available topical
steroids.

The committee Peviewed the approval for Halog cream with the above
view point and decided that the drug may be allowed in & restricted
gquantity to be determined by the DDA for specialised use only and

the firm may be asked to reduce the price of the raw naterial.

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



Minutes of the 118th meeting of the Drug Control
Comnittee held on 18,12.85

he 118th meeting of the Drug Control Committee was held on 18.12.85
t 11.30 a.m. in the chamber of the Director, Drug Administration

rug Control Committee.

Brig. Anis Waiz

ceeding & Decisions

as described below.

Firms/Brands
Glaxo, Chittagong
Pholcodine syrup 0.1%

Globe Research, Feni

Jogex oint
(iodine oint)

Potassium guaiacol
sulphonate syrup 2.5%

G.M. Laboratory, N'ganj

Tincture Belladonna

Health Lab, Dhaka

Cap Superzyme
(pancreatin 325mg)

Coughryl syrup
(dextromethorphan

syrup 0.2%)

Cipla Litd, Bogra

Comfecrte rub
(vapcrub)

to make it water soluble,
~of FD&G~Red No

nder the chairmanship of Prof. Waliullah, the Chairman of the

he following members attended the meeting:

Dr. Humayun K.M.A, Hye

The minutes of the 117th meeting were confirmed.
. Matters arising out of the minutes of the last meeting.

Fhile discussing about the exhorbitantly high price of raw
materials, such as tioconazole, bacampicillin and halcinonide,
it was desired by the Drug Control Committee that from now on,
while applying for approval of a recipe of non=-pharmacopoeal
drugs the manufacturer has to justify the introduction of a new
drug in a summarized form not exceeding 20 lines and also inform
the probable re%ail price of the product when marketed.

. The following recipes were placed and decisions taken are

Decisions

The recipe to be resubmitted with proper
specification for flavour, preservative

& solvent; and indication as 'antitussive’
only.

Approved with conditicn to change name
and give indication as 'counter irritant
for external application's,

Approved with condition to give proper
specification for Raspberry Red.

Rejected because not essential and not
required any more.

Approved with condition to change name,

give specification of Pancreatin as BP

1980, replace lactose by starch in
excipients, give indication as 'pancreatic
decficiency' only, and dosage as 2-4g daily.

The recipe may be resubmitted with name
in generic form, indication as *antitussive;
using methyl paraben in sodium salt form
leement/‘k
«40-with-suitable colour,ﬂﬁﬁ/
2}

The re@ipe to be resubmitted as per the
standard formula and change of name. The
standard formula include, per 100g, menthol
0.5-2%, camphor 1=3%, 0il eucalyptus "-4,
0il clove 1-%%, & oil terpentine 5%. In the
excipient olive oil to be replaced by
arachis 0il or coconut oil.

contdeuy,. 2




Neotack %00 scored tab
(renitidine 300mg)

v Bengal Techno, Dinagjpur
Prolcodine syrup 0s1%

B-Zyme cap

(pancreatin BP'80 325mg)

Medicon, Dhaka

Entazyme cap
(pancreatin enteric
coated granules 225mg)

Skylsb, Comilla

Noscapine cough Syrup
0o 3%

Vitamin C d4rops

Vitamin C syrup

Hoechst, Chittagong

Bactamox tab
(amoxycillin

500mg)
City Fharm, Ctg.

Cyodex oint
(iodine oint)

civicks oint
(vaporub)

Cimieillin SyTUp
(daycyclomine HCL)

Ificarion of pancreabtin as

Approved with condition to change name.

gpp?ove@ with condition to give
indication and dosage as per BNF.

Approved.

The recipe to be resubmitted with
rifampicin 150mg and isoniazid 100mg

per tablet, dosage as per BNF, colour
different from that of Rifazid 300 coated
tablet, and a changed name.

Approved with condition to delete colour
tartrazine, give indication as "antitussive’
only, give warning ‘not for children' on
label, carton & leaflet, and give proper
specification for flavour. Alternate

colour may be approved by DDA.

The recipe to be resubmitted with changed
name, correct indication and dosage as pPeT
BNF, 15% overage, and mentioning the

active ingredient as enteric coated
granules of pancreatin.

Approved with condition to give indication
and dosage as per BNF, replace lactose

by starch in excipients, and give speci-
BP 1980.

resubmitted after
deleting 'cough’ from the name, replacing
tartrazine with a suitable colour, giving
pack size as 400ml only, and with proper
specification for flavours. Als0 indication
as 'entitussive' only and the warning

tnot for children! to be mentioned.

Approved with condition to reduce strength
to 5g ascorbic acid per 400ml, replace
benzoic acid by methyl parabe? sodium,
give quantity of syrup simplehas 60ml,
and give proper specificat%on_for flavourse

_\.c,v"a
C has been
A

The recipe to be

Rejected because vitamin
allowed to the firm.

Rejected because not required in this
strengthe

Approved with condition to specify type
of vaseline to be used (yellow oT wpite)g
and give indication as "counter irritant
for external application® only.

Approved with condition to change name and
give indication as tcounter irritant for
external application' only.

Rejected because the DGC has recommended

oT cancellation of registration of
preparations.
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Gonoshasthaya, Dhaka

- G-Cimetidine inj Approved.
200mg per 2ml ampoule
Fisons, Dhaka

Pevisone oint Approved.
(econazole nitrate 1%+ '
triamcinolone acetonide 0,1%)

Seeme, Dhaka

Pot. aiacol syrup Approved with condition to give indication
2:5% (potassium as 'antitussive' only, delete colour
guaiacol sulphonate amaranth, give warning 'not for children®
syrup) in lgbel, carton & leaflets& give preser-

vatives in sodium salt form. Alternate
colour may be allowed by DDa.

Central, Dhaka

Magacid tab Rejected because not essential and not
(magaldrate) required any more. .
Magacid susp =do- i b 2
Seema, Dhaka lmwﬁ\'f
Seemacillin drops Approved with condition to?give calibrated
(ampicillin 100mg/ml droppers to measure 1.25mly O.62ml etc.

in 15ml bottles) and give indication as per BNT.

Seemodium cap Approved.

(loperamide HCl 2mg)
Bengal Research, Barisal

Tab Oxyphen Approved.
(oxyphenonium bromide 5mg)

Miscellaneous.

' 2) While reviewing the objectives and activities of the Drug Control
Committee it was observed that the Committee meets as frequently
as every week regularly in order to carry out the important
responsibilities entrusted. And each of these meeting continues
for long hours.

To carry out the work of the Committee much administrative and
secretarial jobs are involved. But no fund has yet been allocated
for this purpose.

In the circumstances, the Committee suggested that a special
fund be created to be operated by the Member-secretary of the
Committee who is also the Licensing Authority (Drugs) to bear
the expenses incurred while carrying out the functions of the
Drug Control Committee. Thus it was suggested that while
applying for approval of a recipe the manufacturers may submit
an amount of Taka 100,00 per recipe by cash or crossed cheque
along with the usual chalan of the recipe evaluation fee of
Taka 300,00,

The Committee decided to put forward the above suggestion for
consideration of the Secretary, Ministry of Health & Population
Control for approval.




i Befere censidering of registr

' Name of the items,

:*1. Marcaine seln. fer inj.

2, Marcaine adrengline aseln,

.The cemmittee ddcided to ebtain epinien of Cel#. Mchaimen =ud Jelr, M)

atien of the follewing itens,

far inj.

The meeting ended with vete of thanks to ths chais

Nemae of Momifactursr,

M/a. Astra Chemiczls, west
Germany,

-
1Te
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minates of ‘the 118tk meeting were confirmeds
The: £ llbji.ng,recijse"f:s,of import substitute drugs were placed
afd-decigions taken are as described belows. '
"  Decisions !

Approved-with-condition to delete =

- W Er-iig applied to the skin to remove _
in crustations in eczema and psorisgis,
end wsed &8 a lubricent in message!,
from indieation. -

Approved with condition to manufacture
in pack size of 2 ml ampoule only. - ;

In this connection it was slso decided !
that the other compgnies who are now

mﬂanufactnrins:r_v.itan'j.n.-,B-‘n'-qumplex' i
injection in 40 ml multidose vial :
packing will have to: convert the packing.
%o 2 ml ampoule within one -year,

.Ré-a'ect‘a'd”'bebause this pack size is
‘not necessary. P -

Approved.
Approved.

iﬁwing."re'subﬁi ted mecipes were placed and decision taken
dgsﬁr;i.he@,; below: -

Approved.

Ap?roved“jwi’ah condition to delete

4P' from mame; change indication as b
*antitussive' only; and delete sodium
citrate, glycerine & custard flavour

from: excipients. - o ‘

~
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Bengal Chemical, Dhaka

Dextromethorphan syrup 0.2% Approved with condition to give
indication as 'antitussive' only
and delete glycerine from excipients.

Sheba, Dhaka

Dextromethorphan syrup 0.2% Approved with condition to delete
amaranth colour from excipients,
Alternate colour may be approved

Chemico, Rajshahi

Noscapine syrup O.7%% Approved with condition to delete

carboxymethylcellulose from excipients,

Nipa, Dhaka

Pencin 'V' drop (dry) Rejected because not required.
(penicillin V)

Moxapen drop (dry) The recipe mey be resubmitted with

(amoxycillin 20.833 g/4100 ml) strength equivalent to 100 mg
amoxycillin base per one ml, packing
15 ml with calibrated dropper to
measure 1.25 ml, 1 ml & 0,625 ml;
and correction of excipients.,

Loxecin drop (dry) ~do=
(cloxacillin 20,83 g/100 ml)
Miscellaneous.

The committee decided that the meeting to review the Lists of
Essential and Specialised Drugs will be held on 412th February
1986 at 11.%0 a.m.

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

"
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