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i . The:10Tth meeting of the Drug Control Committes was held on
_ﬁphﬁeptpmvér”1985“at“11230*a5m;“1n?th§fahamber of Director, Drug
Administrhtion“ﬁndbr*thg"ehairmanship of Prof,” Waliullah, the
Gﬁﬁitmﬁjfb;»thg“ﬁqug”Gdhtrql"Qbmmittee."““f o C

‘;Thqlfollowingumgmbers attended the meeting,
1 Prof, A, Jabbar
'*ES”Prdf; £IT5?S1ddique
o .Brig. Anis Waiz
4 Prof, M.Q.K. Talukder
5. .Dr, Humayun K,M.A, Hye

Dr..Md.;Jﬁhangir, Dy. Director, Drug Administration attended
the meeting asian observer, :

Proceedi and D&cisione
;Thcrminufeé‘ot,the 106th meeting were confirmed.

Matters arising out of the last meeting,
. - AR & L : W mgdoﬂf{,a aﬂkﬂcﬂd'#}
- a) It was observed that codeine, a dsrivative of opium, was being
- used for quite some time as a single ingredient cough syrup.
- It-is'liable to be misused for addietion. As alternative single_
- ingredient cough syrups are being allowed there is no Justifi- -
_cation to allow a drug like codeine with so much abuse potential,

? ‘Therefore after a thoughtful deliberation it was decided tha
‘all codfgne syrup preparations available in the market will'
withdrawn by 31st December 1985-and their registration will b
revoked, Similarly'all'approved'recipes of cod@¢ne phosphate
8yrup which has not yet been licensed shall also be revoked

immediately. However, in place of ‘codeine syrup the manufac-

. turer may submit recipes for single ingredient eggigh,, syrup

. econtaining noscapine, pholeodine, dextromethorphan or similar

- other approved ingredients .. cwole- 3uh}s~+“¢ et

’

~'b) While considering the prayer dated 7.3.85 of M/s Jaysons for

© . review of the decision regarding Ascoson syrup, it was decided
~that they may be allowed to continue production of Ascoson syrup
in their original pack size of 114ml. It was further decided -

. that similar single vitamin C oral liquid preparations which
~were converted to a reduced pack size of 15ml may also be allowed
to be manufactured in their original larger pack size/f Necessary

instrﬁction'may be communicated to the concerned manufacturer oL
accordingly. oy Gl
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.recipes of the following fir'é;_;v
ons taken are mentioned inthe™Ia
- . Firms/Brands
E[§ Sqﬁare{7Pabna
- a) Dermalex oint,
" (benzoic acid +
~“salieylic acid)

Decisinns

(vet) Kept pending for the opinion of
; Mr, K, A, Fattah, :

. M/s National, Dhaka
'a) Evinal tab,
- . (vitamin E acetate)

Approved with condition to change
indication as: To be used in vitamin E
deficiency states; and recommended
dosage as: As advised by the physician.

M/s Albert David,Dhaka

a) Gemicin paed,'inj.‘
" (gentamicin sulphate)

%
k.

Kept pending for upto date inspection
report confirming availability of

~ b) Gemiein inj,

M(s Fisons, Dhaka

a) Reprosmin tab,,
syrup and inj,
~ (reproterol)
b) Xipamexan tab.
(xipamide)

.. M/s Jalpha, Sylhet

' a) Narist nasal drop
~ (xylometazoline)

b) Codeine phosphate
syrup

e) Furox liq.
~ (furazolidone
500mg/100m1)

E d) Dymin 1iq.

e) Phyllin 1iq.
" (theophylline
sodium glycinate)

(gentamicin sulphate)

‘-(d;qyclomin 200mg/100m1

manufacturing and testing facilities.
=do=-

. Eept pending for original clinical
and'pharmacological study report,

&
=do=-

i \-/j‘ o :’Ff:#
Bejected because the pmeparation—is o
&%&ﬁmﬁ&“?hmw# %4ﬁf”‘

Rejected because not needed in syrup
form,

Approved with condition to change
indication as: Giardiasis and vibrio
cholera; and deletion of tatrazine
Yyellow colour which may provoke hyper-
sensitivity reactions,

AYproved with condition to change name.

Approved with change in dosage as:
% to 1 teaspoonful t.d.s. for children,
) ;

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




Minutes of the 108th meetin~ of the Drug Control
Committee held on 11.9.85 at 11.3%0 a.m,

he 108th meeting of the Drug Control Committee was held on 11th
eptember 1985 at 11.%0 a.m, in the chamber of the Director, Drug
dministration under the chairmanship of Prof. Waliullah, the
hairman of the Drug Control Committee.

he following members attended the meetings

1. Prof. A. Jabbar

2, Prof, L£.T. Siddique

3. Brig. Anis Waiz

4, Dr, Humayun K,M.,A, Hye

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

oceedings and decisions
The minutes of the 107th meeting were confirmed.

Matters arising out of the minutes of the last meeting:

While. discussing the Narist nasal drops (xylometazoline) of
Jalpha, Sylhet it was observed that USP and BP does not require
this product to be sterile. However, such nasal drops should be
bacteria-free and bacteriological limit tests should be routinely
performed during the manufacture and quality control of such
preparations. Such products should also be marketed in a sealed
container in semi-sterile condition.

‘The recipes of the following firms were placed for discussion;
decisions taken are mentioned in the last column.

FirmsZBrands Decisions

i Bigben, Dhaka

Furaben liquid Approved with condition to change
(furazolidone 0.5%) name and indication as: For
giardiasis and vibrio choleriae.

- ii Edruc, Pabna

Diaptozyme capsule Rejected because the formula is
(pancreatin) defective.

iii Square, Pabna
Syrup Codeine Phosphate To resubmit the formula with alter-

nate approved active ingredient,

( such as, noscapine, pholcodine,
dextromethorphan HBr, potassium
gualcol sulphonate and isoaminile,
It was also decided that similar
decision will be applicable to all
pending codeine syrup recipes,

Azad Pharma, Thaka

Optropine eye drops Kept pending for inspection report
(atropine 1%) confirming existence of facilities
for preparing sterile preparations.

Optamine eye drops ' ~do-

(sulphacetamide 10%)
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c)

d)

vi

- vii

a)

viii

a)

f ix

b)

National ILab.,Dhaka

Cemon syrup
(ascorbic acid 2%)

Hemgel-M susp.
(magaldrate)

Hemgel-M tablet
(magaldrate)

Dextromethorphan syrup 2%

Reliance Lab.,Rajshahi
Cream of Magnesia

Pioneer, Dhaka

Furazolidone susp. 0.5%

Chloramphenicol cap. 250mg

Bio-Pharma, Dhaka

Furox tablet
(furazolidone 100mg)

Furox susp.
(furazolidone 0.5%)

Biovit capsule
(vitamin B-complex)

Biozyme capsule

Acme, Dhaka

Furazyl susp.
(furazolidone 0.5%)

Drug Int.,Dhaka
Codeine syrup

Potassium guaicol
sulphonate syrup 2.5%

Orion, Dhaka
Riboflavine tablet 5mg

N
- !.-"/I i -" A B
Lo [Y‘\v
=]

X”ﬂ 'J
Approved with condition to chan@é
name; deletion of exé¢ipients viz.
glycerine, vropylene glycol and
tartrazine; and indication to be:
For vitamin C deficiency disease.

Rejected because formula is defective.
It was also observed by the committee
that such item has no advantage over
common antacids.

=-do-

Approved with condition to delete
overage,

Approved,

Approved.

Approved with condition that details
of side~effects including that it
may cause blood dyscrasias should
appear in insert/literature, etc.

Approved with condition to change
indication as: For gilardiasis and
vibrio choleriae.

Approved with condition to change
indication as above and deletion of
overage and excipients viz, sodium
saccharin, avicel, glycerine and
polysorbate R0.

e
Approved with condition to change
formula and dosage as per the stan-
dard formulation approved by DCC.. -

Approved with condition to change
formula as per the standard approved
by the DCC.

approved with condition %o change
indication as: For giardiasis and
vibrio choleriae; and deletion of
excipients viz. glycerine &.tween 80,
It was further decided t“at from now
on all furazolidone recipes will be
kept pending for statistics indica-
ting import, production and sales
figure to evaluate the necessity of
additional similar products,

Rejected, may resubmit with approved
alternate active ingredients.

Approved,

Approved with condition to delete
calcium phosphate, tartaric acid,
complexone III & sodium lauryl sulfate.

eontdwe o _g°
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Hoechst, Dhaka

Amblogin drops
(ampicillin)

- Jams, Dhaka
Codeine syrup

y) Dextromethorphan HBr
~ 0.2% syrup

&

To resubmit with 15ml pack 81%8 and
proper specification of flavours.

Rejected, may resubmit with alternate
approved active ingredient,

Approved with deletion of chloroform
from excipients,

ther the following pending recipes of Pancreatin were placed
d discussed.

Opsonin, Barisal

Opsozyme capsule Approved with condition to change
‘formula, indication and dosage as
per the standard formulation avpproved

by the DCC,
Al-amin, Mymensingh

Tricozyme capsule -do-
GACO, Dhaka
Pancristal capsule -do=-
Wee Pharma, Dhaka
Capsule Pantra
Pubali, Dhaka

Pzyme capsule.
National Lab,,Dhaka

Enzypan capsule

-do-

-3 -

Approved with condition as above,
and change of name, ﬁ«{

Further the following pending recipes of Codeine Phosphate syru“
were placed and discussed.

Albert David, Dhaka
Pubali, Dhaka
Pacific, ,Dhaka

Eden Research,Barisal

Alcodine syrup o
Codeine phosphate syrup '
-do-
-do-

It was observed that since codeine phosphate syrup is not allowed,
the firms may resubmit alternative single ingredient cough syrup with
approved active ingredient. This decision will also be applicable for
all pending or new recipes received for codeine syrup. In this
connection it was also decided that such recipes when resubmitted as
desired by the DCC may be accepted without further fees and such
modified recipes  will be placed in their earlier/original serial.

4, Miscellaneous.

It was observed that Pancreatin in capsule and tablet form are
available in various strengths. In order to bring uniformity in the
strength and dosage of pancreatin, the following decision was taken:

Pancreatin will be allowed in the strength of %25mg per capsule or
tablet expressea in the potency of BF 1980 which specifies that it
will contain not less than 455 units of protease, 6500 units of lipase
and 7800 units of amylase activities. The dosage forms should contain
pancreatin in the form of enteric coated granules or enteric coated
tablets. Indication and dose should be as specified as in the BP 1980
or latest BNF, It was further decided that this decision will be
applicable to all recipes kept pending or new recipes, as well as;all
existing pancreatin preparations including those under registration.

contd....4
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The dosage and formulation of B—Vf%aﬁin tablets and capsules wewe™
discussed. In order to bring uniformity to all available vitamin
B-complex tablets/capsules, it was decided that the following

: ﬁ: standard formulations and dosage forms as recommended in different

- official reference books will only be acceptable:

i Compound Vitamin B (complex) Tablets (BPC 1979)

Nicotinamide 15mg
Rivoflavine 1mg
Thiamine HC1 1mg

Dose: Frophylactic, 1 or 2 tablets daily.(Also listed in BNE)

ii. Strong Compound Vitamin B Tablets (BPC 1979)

Nicotinamide 20mg
Pyridoxine HC1 Zmg
Riboflavine 2mg
- Thiamine HC1 5mg

Dose: Therapeutic, 1 or 2 tablets thrice daily,
(Also 1isted in BNF) )

iii Compound Vitamin B Tablets (USP XIV)

Aneurine HC1 2mg
Riboflavine Jmg
Nicotinamide 20mg

It was further decided that the above formulations and dosage
will be applicable for all existing registered Vitamin B-complex
tablets/capsules, as well as, all pending or new recipes. It was
also decided to circulate this information to the manufacturers
andi'to ensure the change over within the next six months.

:;) A publication in The Pharmaceutical Journal indicating the

hypersensitivity of azo dyes colouring agent, namely, tartrazine,
amaranth, sunset yellow, and ponceau 4R, were placed and discussed.
It was decided that these colouring agents be gradually withdrawn
from all existing and new products.

It was discussed and decided that a summarized activity report
of the Drug Control Committee from January 1985 till date will
be prepared and submitted to the Ministry of Health & Population
Control for information.

E;The meeting ended with avote of thanks to the chair.
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Minutes of the 109th meeting of the Drug Control
Committee held on 25.,9.85

(

The 109th meeting of the Drug Control Committee was held on
ptember 1985 at 11.30 a.m, in the chamber of the Director, Drug
tration. Prof, Waliullah, the Chairman of the Drug Control

€c, joined‘the meeting after some time and thereafter presided.
ng his absence the meeting was presided over Dby Brig. Anis Waiz.
 The following other members attended the meeting:

Prof, 4.T, Siddique

Prof. M.Q.K. Talukder
Mr. Kazi Abdul Fattah
Dr. Humayun K.M.A. Hye

eedings and Decisions
minutes of the 108th meeting of the DCC were confirmed.

atters arising out of the last meeting:
hile discussing about standardization of the formulations of
itamin B~complex tablets/capsules, it was decided that such
mendments as required for the existing products will be disposed
ff by the Director, Drug Administration (DDA) as per guidelines .
dopted. Further, it was decided that all new applications for the
pproval of recipes of vitamin B-complex tablets as well as
apsules will be similarly disposed off by the DDA.

g

e

hé'following recipes which were resubmitted as per direction of -
he DCC were considered and decisions taken as described belowe ?ﬁ

Firms/Brands Decisions
‘Square, Pabna

Isordine tab Approved with condition ¥o ,declare active

(isosorbide dinitrate) ingredient as equivalent to 10mg isosorbide
dinitrate.

Tinazol tab Approved with condition to change indication

(tinidazole 500mg) as: For amoebiasis, giardiasis, trichomoniasis

and anaerobic bacterial infections.
Atrosyl eye drop Approved,
(atrophpe 1%)
Atrosul eéye drop Rejected because such strength is not included
(atropine W\ 5%) in official pharmacopoeas and considered
unnecessary.
Dextromethorphan Approved with condition to mention indication

syrup 0.2% as _tantitussive' only & delete 'HBr'from name,
K.D.H. Lab.,Dhak;%\m’/’////?

Phqlcodine 8

; ussive' and deletion of chloroform
watepsy amaranth colour and overage. Alternate

\§\\j<ft5 contd.o../2
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encin syrup 2.%% Approved ﬁith condition to change name to
potassium guaicol eneric: delete overage; change indication
ulphonate) §§n'antftussive'; reduce sucrose content to
Og & sodium saccharin to 100mg; and mention
warning 'not for childrenlesmse' on label
and carton, etc.

:Delta, Dinajpur

Potassium guaicol Approved with condition to mention the
sulphonate syrup 2.5% warning 'not for children's—w€e' on label
and carton, etc,

Beximco, Dhaka

Dextromethorphan Approved with condition to change amaranth
syrup 0.2% red colour; alternate permissible colour
. may be allowed by DDA,

BPI, Dhaka

Phdcodine syrip 0.1% Approved with condition to change indication
'antitussive! and delete '"Williams Ariavit
Amaranth'; alternate colour may be allowed

. by DDA.
Batali, Chittagong
) Dextromethorphan Approved with condition to change indication
syrup 0.2% . ~p 'antitussive' and delete colour FD&C
yvellow no., 6; alternate colour may be allowed
by DDA,
Potassium guaicol Kept pending since the firm has been allowed

sulphonate syrup 2.5% another cough preparation.
Gonoshasthaya, Dhaka

G-Bacampicillin cap 400mg Approved.

G-Betamethasone & Approved with condition to use sterile!
 Neomycin creanm instead of purified water,

- G-Betamethasone & Approved.
Neomycin ointhent

Fisons, Dhaka )
Isoaminile syrup 0.4% gg?roved with condition to change indication
C

antitussive' and delete amaranth red
lour; alternate colour may be allowed by DDA

The following recipes which.have earlier been referred for opinion
were placed and decisions taken are as follows:
Hoeschst, Dhaka '
Trental dragees Approved.
(pentoxyfylline 400mg3////p
Square, Pabna

Motilium tab Rejected because the drug is not considercd
(domperidone) necessary.

Rehydra *4b (ORS) Rejected because the recipe is not as per
~ approved ORS formula and also because of
higher cost.

Tn‘ i OW1ng recipes of import substituted drugs were placed and
. nisions ‘ mare as described below:
! arm d A

_Na !- xin tab Approved,
“"(nalidikic acid 500mg)

contde..o/3 2
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alidixic acid tab 500mg  Approved.
Fiéons.'Dhaka

HMmoxyl 250 inj Approved,
(amoxyeillin 250mg)
b) Fimoxyl 500 inj Approved.
(amoxyeillin 500mg )
¢) Ficimet 200 tab Approved,
f(cimeﬁidine 200mg)
d) Ficimet 400 tab Approved.
(cimetidine 400mg)
e) Rifazid 150 cap Approved.

(rifempicin 150mg +
isoniazid 100mg)

f).Rifazid 300 cap Approved,
(rifampiein 300mg +
isoniazid 150mg)

Qgsonin, Barisal

Adevit soft gelatine capr
(eod liver oil containing
Vit A 600.1U 4 vit D 601IT)

Approved with condition to use vit, E ag
antioxidant and delete 'vitamin E
deficiigcy'from indication

o - dgebeeediad
6. The following ojyér recipes of vetcrint?& drugs were placed and 0 .
decisions taken as described below: quﬂijydm”bi
GACQO, Dhaka P
- Flukodin vet. tab Approved. :

(hexathorophene 1g)
 Sguare, Pabna

Dermalex vet. oint

Rejected because not considered necessary.
(benzoic + salicylic)

7. The following ophthalmological preparations of Alcon,
Placed for approval in place of similar registered pre
Alcon, USA, in order to keep the C&F price of these items stable.

The committee approved the recipes of these items from Alcon, Belgium
and recommended deregistering similar items of Zlcon, USA,

Isopto Atropine 1% eye drop (atropine sulphate)
Isopto Carpine 1% eye drop (pilocarpine HC1)
Isopto Carpine 2% eye drop

"Isopto Carpine 4% eye dro

Isopto Catapred eye drop ?prednisolone O.25%+sulfacetamide 410%)
Isopto Cetamide 15% evye drop (sodium sulfacetamide)

he following veterinary preparations of foreign origin were placed

and df;i;iﬁﬁé taken are as describrd belows:
Rhone Marieux, France

-;Zﬁgiliine vet. tab Approved.
(penzathine penicillin)

iffa vet. Approved.
o lindane)

¢) Ramatane vet. )
(bithionoY sulfoxyde)

Belgium were
parations or

o oo

ﬁﬁ%&?l Qaudir of BAU,, Mymensingh
A ' A contd..../4
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iginex bolus for ¢ tle Referred to Prof. A, Rehman and Prof. A. HoMo
iclobendazole 90 Abdul Quadir of BAU, Mymensingh for opiniocun.

rsinéx bolus for slee ~do-
riclobendazole 29mg

albazine bolus vel Approved,
albendazole GOOmg]

‘scellaneous. ~

The committee obseNed that the US FDA and several other countries
equireﬂ that the hbelling of sulphonyl urea hypoglycaemic agents
ould bear a warning that these drugs may be assoclated with increased
: ardio-vasgular mortality. The committee decided that similar warning
‘may be included in:the inserts and literaturés of all locally
.available oral sdﬁhonyl urea hypoglycaemic agents.

The committee a}Soobserved that :%ﬁé;;;ﬁ%ielmintics hage 2 more
favourable benefitrisk ratio than Piperazine, which may give rise

fo careinogenic ni‘roso derivative, Netherlands and some other coun-
tries have withdram products containing piperazine, Nephrotoxicity
of the drug has alio been reported by Ttalian health authorities,
After threadbare d:scussion it was decided that since piperazine is
st11l included in *he Essential Drug List, decision about restricticn

of piperazine may >e kept pending.

It wag further obs:rved by the committee that even when applied t
topically)—in the -ye,.chloramphenﬁcol may induce blood dz§g£§§ggs0 3
There are such reprts from different countries.In view of this, 1©t™
wag decided that similar warning may be included in the inserts and
1iteratures of locally available topical chloramphenlcol preparatlmnsL
A & -

‘d) The Director, Drug.&dministration pla EEY : ;
; egistration of some products of UCPL, Ctg..
in view. of WBBA e ng found sub-standard and alse in-wiewof the
firm found selling the items in violation of the suspension order.
The products are:- i) Thysolate syrup; ii) Parasol liquid;

4i1) Almasil suspension; and iv) Vermipar liquid.

The committee retrospectively approved the action taken by the
Directorj Drug Administration. '

te) Ronicol Tretard tab (beta-pyridyl carbinol) which is manufactured by

' M/s Hoffman La Roche, Switzerland is presently registered for import.
Earlier, DCC approv the item for local manufacture by Square Pharm,
upter a licenc greement with Roche. After discussion it was decided
that a encéing agreement for this product alone is not necessary,
18{5 H," e product is neither essential nor included In approved

] as. However, M/s Square Pharmaceuticals may manufacture

T 4
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Gempeund Vitamin B (Cemplex) Tablet {BFC 1979).

Nicetinamide 15 mg.
Ribeflavine imgo .
Thiamine HCL NMge

\

Dese : Prephylactio, 1 or 2 tabs. dailye
(also listed in BNF).

Strong Cempound Vitamin B Tablets (BEC 1979).

Hicetinamide 20 ug.
Fyridexine HTL 2nge
Ribeflavine 2mg.
Thigmine HCL ~Bnge

Dese : Therapeutic. 1 or 2 tabs, threce daily.

(alse listed in BNEY.

compeund Vitamin B tablet (USE XIV).
sneutine HCL 2ng. '
Ribeflavine 3 nge i

Nicotinamide 20mg. l

This is alse the compesitlen of Triasyn UKICESF DD Xit).
The Cempound Tablet has peen deleted fram Us,SoPe XV




Agenda of the 109th meeting of the Drug Control
Commi ttee to_be held on 25.,9,85. .

 To confirm the minutes of the 108th meeting,

To discuss about matters arising out of the minutes of the ,
last meeting.

To consider the following recipes which have been resubmitted
as advised by the DCCs

Square Isordine tab
Tinazole tab
Atrosul eye drops
Dextromethorphan syrup

KDH Pholcodine syrup
Nipa Potassium guaicol syrup
Delta =do=-
Beximco Dextromethorphan syrup

. BPI Pholecodine syrup
Batali Dextromethorphan syrup

Potassium guaicol syrup
Gonoshasthaya G-Bacampictilin tab
' G-Betamethasone + Neomycin oint./cream
Fisons Isoaminile syrup
To consider the recipes which have earlier been reféered for opinion:

Hoechst Trental dragees
Square Motilium tablet

Rehydra tab

Pharmadesh Nalidixin tab 16.5.85

Opsonin Nifedin cap- 22.5.85 -

Beximco Nalidixiec tab 11.6,.85

Fisons Fimoxyl inj 250mg % 500mg 11.6.85
Ficimet 200mg & 400mg tab i
Rifazid cap 150 & 300 L

Opsonin Adevit cap 24.6.85

Square Ranitid tab 27.6.85

Peoples Pharmag Vasodil tab 17.7.85

Square Perkimet tab v

Beximeco Ranitidine tab 24,7,85

Square Dipantin' tab 30.7.85

16, To considéf’%ﬂ;-following otherm recipes: i_gwfﬁt ¥

GACO Flukodin vet tab 7 °' e

Square ) Dermalex vet oint 16.3.85 ~

Opsonin Metocol inj 2.1.85
Opsovit in¥ n

Delta ,/ Kidicee 20.1.85

Drug Int Cloxpen drop

Sciemtific Enox nasal drop 24.,%.85

~Medicon ‘ Mexacil cpp & syrup 24.6.84
* Ambee Amfuron tab 19.5.85

Beximco Isoprinosine tab & syrup 21.5.85

KDH Sedinol tab 22.5.85
Caldipan tab H

Asiatic Pholeodine syrup 23,E=85

Pot., guaicol syrup

: contd.,..2
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Skylab Hydrotalcite tab & susp 25.5.85
Amoxycillin cap 26,5.85
Riboflavine tab "
Themapeutics Riboflavine tab 26,5,85
Furantin tab "
Wee Pharma Amoxycillin dry syrup 1.6.85
Beximco Stopain inj 4,6,85
: Vitamin B-complex inj ™
Albert David Aldalin inj 9.6.85
Fisons Pancreatin tab 10.6.85
n

Pilactazid tab

' To consider the import registration of the following already approved
eye preparations for import from alternative cheaper sources as a
‘gpecial case, (%ie )

Alcon, Belgium ﬂtﬁincfrin
; ¥ Statrol— ‘
Isopto Atropine /7. |
Isopto Cetapred t¢
Maxidex - .
y-Maxitrol pty VL
Isopto Hema%roPine-Ch&powl /L5 27 24/
T blrwds )5
Py amu~x¢4f)
To discuss about incorporating a warning in the inserts and lite-

‘ratures of oral hypoglycaemic agents (sulphonyl ureas), that
their use may be associated with increased cardlovascular mo;@gqujd

Miscellaneous: 'j-«c vw.e

in o discuss about the discontinuation of Piperazine preparatiﬁg ;Q

.i To discuss about inecorporating a warning about chloramphenicd?-
toplecal eye preparations,

v To discuss about the sub-standard sample report of United Chemists.

v To discuss about the prayer of employees of SE&F to ban import of
finshed products wy the firm,

A e A egpproved 8y R

vl New drug information.

o2l

{ DR. HUMAYUN K. M, A HYE )
M.B.B.S., Ph. D, {Edinj,
Diractor,

. Drug Admlaistration,
tlstry of Health 2 Population Control,
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rreparations are available,

¥arning about oral hypoglycaemics ;

As'per WHO Drug Information bulletin no.PDT/DI/844 p.23, £ Yt
'the US Food & Drug Administration now requires that the labelling
of sulph®nylurea hypoglycaemic agents bears a warning that theses

(od 1 muding e ¢

"JM 2%V L]q‘((.y)--

drugs may be assgeiat with increased cardio scular mortality,!
ot [ oy vl P Ahir Corts rpo P L mortality,:
In view of this information, siggléi JéégingﬁzzayLbeﬁgnéluééajﬂf’

the inserts and literatures of 2ll locally available or %.
sulphonylurea hypoglycaemic agents, : :

Discontinuation of Piperazine preparations SO !
As per WHO Drug Information bulletin no. PDT/DI/84 .4 D. 24,
" Ythe Board for the Evaluation of Drugs in the Netherlands has

risk ratio than‘piperazine, which may give rise to carcinogenic
nitroso-derivatives, Accordingly, manufacturers have been requested
to withdraw products containing piperazine from the market by )

Nepbrotoxicity of the drug has also been reported by the Italian

health authorities, when used at higher than recommended dosage,

- or in patients with known renal impairment or with pre-~existin
disease of the central nervous system. (p. 20 of the bulletin)

In view of the adverse reactions reported, the drug Piperazine may
be discontinued, as safer more effecfazefglterna ive anthelmintic

~—tng T L e [{If /L;a-;"

o T I T S STV, I I A ANV
l’fzr1;;:‘1;;—2%;"‘113EElQ.E@mDhenicol eye preparations 9 7

_ blood dyscrasias,!

col topical preparations.

In view of the above information, similar warning may be incl K 52
~in the inserts and literatures of locally available chloramphend*

As per WHO Drug Information bulletin PDT/DI/84.4, P.20, & 'the
regulatory body of the Netherlands has reminded doctors that, e
when applied topically in the eye, chloramphenicol may induced;

L

Substandard gsample report of United Chemicals & Pharm.,Chittagong

licences.

Licensing Authority (Drugs)

unsatisfactory,

- 4 \ -
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Market samples of drugs are routinely colleeted from different parts
of the country and sent to the Drug Testing Lab for test & analysis,

On one occasion the followin
sub-standard by the Govt, Analyst. They are, i) Thysolate syrup,
ii) Parasol liquid, 1ii) Almesil susp and iv) Vermipar liquid,

The firm was informed about thds finding and asked to withdraw the

relevant batches from the market and show cause as to why the above
mentioned products should not be cancelled from their manufacturing

g medicinal products of UCPL were found

The reply to this effect was not satisfactory and therefore the
production and sale of the above products were suspended +ill
further order. They were also asked +o notify in the press about
this, It was found after this from recrds seized at different shops
and from their sales office that they continued selling the
products inspiié of the Suspension order,

They were again asked to suow cause about these violations of the

order and Drug Rules thereof, Their

reply and personal hearing to this effect was again found

Loafbemgaf- Cemrosna (e e ¥

[ g's
Finally, decision = e taken to cancezl the registration of
these products because of the gross #iolation of the Drugs Act and
Rules. This is placed before the committee for information and
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1/se Ardunt has axlizd for oy sTovel of the fo11
ts for lmpsrt ragistrstion.
1. Iscntn atronine 17 cye drops ( straping silnheto)s

HiL) e eYe duipse -

2. Isoste

- i - . ” R s » ‘ .
I3, Isupte Cyrpineg 274 (PilecsTiine EEL) weye
4, Teonte Cetypred ey STCls ( Frednisolene oG atpte C.2575 + Jecluny

SU.l 1"15[35:;;.;»1(.'\.‘ ll..‘,‘.':,lo

5. Isc.ts Cotamids 153 (Scdium Sulfacetanide)e . :
L. Jeopls (prpurd Gy . ‘.
3

The gzhbove itaas of USs oricin oG, The porhy has reguusicd
su) ly fran thelr USA factory te Deloiud Ioctory, oS Thae

ha the gource of
ta seme oroduct which thet from

£ USh hae been incroased 3-'Jf=$- 156

giun factory DoV lmest e hept a2t berurh, ot present ldvel.

ckefrativn and ro-istration of shallas itams
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ay be caﬂc ellece

Pl ; :
poe ey e ke Bl peien




	DCC 98-109



