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Minutes of the 1,28'th meeting of the Drug Control Committee

The 128th meeting of the Drug Control Committee wasg held on 23.4.86 at 11.',

_l__ , asMs in the chamber of the Director,Drug Administration under the chairmanship
E | of Prof. Waliullah, the chairman of the Drug Control Comnﬁ.ttee.

1. Frofs Ae Jabbar

E B 3. Mr. Kazl Abdul Fattsh

2+ Prof. Mofazzal Hossaln

4, Dr, Humayun KeMalio HYe.

Proceddings asnd Decksions

The following members attended the meeting:

1. The minutes of the 127th meeting ‘were confirmed.
2, Matters arising out of the minutes of the last meeting.

Parther to decislon about procesging of import registration of

confirmed that after recommen

bV IR T A

veterinary products takeh in 56th meeting of DCC held ep 24.,5.84 it wvas
g.(ation by the Drug Control Cormnittee) as per
‘normal procecure, the samples of the,veterinary preducts wlll be tested i
the Drug Testing Laborato:y.!\In spec:.fic cases such samples may also be

3 sent to some experts for opinien if so dbsired by the veterinary expert

of the Committee.

are as follows:

Firms/Brgnds

Golloid LabsDhakas

Coloferum=F Cap.
(ferrous fumarate 200mg
+ follc acid 0.5mg)

Indocel cap
(indomethacin 25mg)

Olvit=-B cap.
(vitamin/B-complex) "

TetTacycline-C cap,250mg.

Cologram Cape
(nzlidixic acid 250mg)

Ibg Sina Dhakae

—7 Metsina susp.
(benzoyl metroni dazcle)

/3) ¥ H!%

3, The following recipes of essential drugs were ptaced and decisions taken

Decisions.

Approved vith condition to delete light
1ighid paraffin,cive indication as per
BNF as,prophylexis in pregnancy and

gi.ve dose gs 1 to 3 cgpsule per day onlye.

aApproved with condition to give indice-
tion as anti-inflamatory analjisic onlye

The recipe may be resubmitted by the
firm after amendment as per approved
standard and deleting arfé ric acig &
sodium Raurgl sulphate.

Approved with conditien to add 5
oversge, delete lactose and give indi-
cation as per BNF. The aantity of
starch may be increased to adjust

the volumes

The recipe may be resubmitied for 500mg
capsule deleting lactosecs

The recipe may be resubmitted with
simplified formulaygencric name of

the excipients vhich @pe exprecced in k
brand name and spec1fy olour yellow and
L

fla\' Urse ’
e Contieeee P/ 2




Fizrm sd}iggmnds
i Ibn Sing,Dhakae

Singpol Liguid
(paracetamol)

Sinaferron syrup

Kamocyclin cap.

Folychem, Dhakge

lMetTeon suspe

OpgoningBgrical,
Ampexin Cape

compadid, 500mg)

E 1 . 250mg/51)

emotrim tab.

" Ampexin dry syTrup
(ampicillin trihydrate

Decidlons

The repipe may be resubmitted with simplified
formula. '

(ferrous sulphate)

Chemico,Rajshghl.

-do=

Rejected because of wrgng formuda.

(tetracycline HClL)

approved. -

(benzoyl metrenidazole 644)

Approved with conditlon to give indication

(ampicillin trihydrate

‘ . ?cl:otrimoxazo & 100mg+20mg)

Chemetrim tabe

golrin tablet

soluble)

Generic name
CGimetidine tabs

Piroxicam

- Pyrimethamine
with Sulfadoxin

Ranitidine

Metryl 500mg tabe
{metronidazole 500mg}

(cotrimoxazole €00mg +160mg)

Metryl 250mg tab.
(metronidazole 230mg)

(acetyl salicylic acid 200my

~ Brgnd nagme
1. Histodél tabe

2. Haldln tab.

4. Altramet R tab.

4. Tagamet Fob -
5. Citius tabe

1. Piroxim cap

7 Fansider tab.

1. Randin tab.

as per BiF.

Rejected because not required in thls
strength. - .

-do-

=deo=

/ﬁd&dﬁl\ﬂay be allowed if tha existing 200mg &
o 400mg strencth of the brend is withdzamm.

-1

t Lh

Approved with condition %o give indition as
per BNF. “

4, a) The Cemmittee recommended for csncellation of .registraticn of the
following medicinal products which have been recommended for deletion

from the next impert Policy Order.

Mgnufgcturer Regns Nos

Chemical Works of 63-1959=63
Gedeon Richter,

HungaTy. _

B4 Pharmaceuticals, 120-1914=-83
Creece.

LEK Pharmaceuticals, 142-1940-83
Yugoslavia

ScKﬂ & F.,Ul K- 62"‘13”"78
Lab. Prodes. Spain 172-1924-83

R4 Fharma.CGreocce 120-2025=84

Hoffmann La-fioche,  54~988=77
Switzerland

RN Phazrma,CGrecce 120-2111-85
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Generic nagme * Brand ngme Manufacturer Regns Mo,
2. Zantac tabe Claxo, Uske 105-1927-83
INH 4. Isonlazid tab. Ciba-Gelgy,Switzerland — 87-331-77 Al
100mg.
2. Tgonicid tab.50mg Chemical lorks of Gedeon 63-37-75 ‘
) Richter, Hungary.
3. Isonicid 100mg ~de= 63-1331-78
4, Rimifon taba Hoffmann-La~Roche,
| S tzerland 2= 101977
s. Isoniazid tabs.  Sopar S.h.Belcium 101-686-76
100mg
¢+ Isoniazid tab. -go- 101-689=76
50mg '
7 Rimicid tab.1COmg Fhgrmachim,Bulgaria 145-1706-80
Chleroquin 1 Haloquine inj, Hese & Loss.U.Cermany T1-1395-%8
' 1. Chlorodine " -
Diphosphate inje Sidus,Italys. 93-1348=7¢€
3- Chlerocuine Waldemer YWeimer, . Germeany 14-1334-76
Diphosgphate inj.
Rifampicin 1- Aimsctane cape Fie it o 20—
150mg. _ Cibs-Gelgy, Swizerland 87-328=76
2. Rimactane capa -t 072" 0T
BOOmg uc= S7=339 76
3. Rimactane tab. . :
a50mg do— £7~-1831=C1
y. Rimactane tab. -do- 87-1920-83
€00mg
& Ricactane syp 2% -do= 87-1918-83
§- Rifadin cap.150mg Gruppe Lepetit,Italy 89=1672~80
7. Rifadin cap 300mg -do- 89=1673-€0
. Rifocin 250mcinde =G, £89-1735-80
G. Tibirim cape300mg  Ranbaxy,Indle 134-1816=-81
Saccharin 4. Sweetex Fellet. Boots Co. Uske. 4=T765=T6
._ soclum 9. Marco=-Sweet tabe Marcopharma, Denmark 57-1399~78
oRsS 1- Orasaline sacghet Jina Brothers,Ush 188-1947-83
'l Hyoscine N ‘
Butyl Bromice inj JBuscopan inj. Boehringzyr CH,¥. Cermany 5=g58-77
| 2. Buscclysin inj. Fharmachim,Bulgaria 112-1056=77
3. lyoscine B- o L P OB
Butyl Bromide Pharmadrug W.Germany 120=2089=C2
, Inj.
i L-Hyoscyamine 2~ Levsin tabe Kremere Urban,U.te 53-568-76
|
5 2. Levsin ind. = o= 53-591-76
- 3. Levsinex timecap -do- 53-589-76
i th RHE e : ; .
’g;’fomfg:"i”?lam"“e I.Pamine Bromide tabe Upjohn,USa 90=302-76
Contd.aosoF/4




Generic ngme

\Ampicillin inj.

amoxycillin inj.

Wydrochlorthi o=
zide

Cephalexin tab./
cape

Diazepam injs

Nitrasepam
Trifluoperazine

hcetazolamide
Spironolectone

‘Qyclandelate

Vt} M

Brand name

Penbritin inj.250my

Fenbritin inj Z00mg

Ampicillin inj.250mg

Ampicillin inj 1 ¢gm
Roscillin inj 250mg
Servicillin inj
220mg

g-Bervicillin inj
500mg

9. Servicillin inj.lgm

6. Cmnipen N 250mg
inj.

Il Canipen N 220mg inj.
(2 Omnipen N-500mg inj.

1. Ampicyn inj.

2. Ibigmox inj 250mg
|- seryithiazide tabe
2-Lexon *tab.

I Ceporex cap.200mg
2. Ibilox cap.250mg
4, Ibilox cagp.300my
4.Ibilox sype.

5" Falitrex cape

£. Fyassan cap.

9. Valium inj.10mg
1- Valium inj.ZOmg
%.Dialay inj.

%. Seduxen inj.

§. Calmpose inj.
Biypepyucin

b Diazepam inj.
somnite tabe
Mogadon take
stelazine tabe. 1my
.Stelazine tak.3mg
Spircnolactone tabe

aldactone take

Veneala cape

1.

2.

1.

2.

1. Acetazolami‘de tab..
2

e

1.

2. Cyclobrzl cap.

% it

.

2.

3.

4 ampicillin ing.500mg
5

g

7

lgnufacturer

M/ s.Eoecham, Singapore
=do—
LEK,Yugoslavig
~do-
- o
M/ s.Banbaxy,India

Ciba~Gelgy, Swizerland

=G0

- 0=
tyeth, UsSeA.

-de—
=do~
li/ss BBI, Italy

-00=-

Cika-Gelgy, Svizerland

Lemon Fharma,USA

Glaxo,UeKe
I.BoIo Italy
=-do~
-gdo=
Bristol Myers,USi

Chemical Works of Cedeon
Rithtor,Hungary.
1/ s~Hoffmgnn Li-Roche,
Switzerland
~do-
Lagan Sa,Switzerland

Chemicgl Works of Ceceon
Richter,Hungary.
Ranbaxy,Indlg

FPharmadrug, e Gormany

Norgine,,U. K.
YHoffmznn La Roche, Swizerland
M/ s SKF, UK
-Go=
1/ s. Fliva,Yugoslevia
Fharmachemic,Beloium
GeDe Searle, UK,
Modhida,Japan

Norgine,UK

X 3 "

- €3 Al

Qegn. No, #

89-892-T77

80~-889-77

150-1863-82
152-2862-62
152-1871~82
134-1216-61
g7-2037-84

£7-2033-54

g7-2064-85
42-800-77

42=900~7¢
42-901=76

120-2003-~84
142=-1795=81

82=2063-85
93-1806-81

105-1182-77
124-1775-81
124-1778-81
'124=1777-81
69~ 10C0=75
62-2013-§4
54-1031~-77

54~1718-80
571804-81
63-1095-77
134-1813-81
132-2090-85

7-1812-81
54-1008=77
62=256=T6
62=260-75
345137978
34-1379-78
12-420-76

36,860~77
IHTBIHTE T-1658-82

G o
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11.25 a.me in the Chgmbers of the Diractor, Cruz admind oty

Minutes of the 17th mecting of the Drug Control Committee,

PO S er Sl

The 120th meeting of the Trudg Contrel Commiitee was hold on 20.7.70

)y
Eration under the

Chsirmanshi; of Profa tgliullyh, ths chalrman the Drug Centrol Commit

Lo

3
4o

L.
2

The following memberc attended the mooting :-

Frof, Ae Jakbar

2ofs Me § oK. Talukder
Dr, Mde Jahangir,

Cr, Humzvun KMoadl.Hye

Froceedinnos 3and Dicisiens:

The minutes of the 128th meecting were confirmed.

Matters arlsing out of the minutes of the previouc mzeting.

The Director, Drug scminictrgtion informed the committco that provisiongl
registration have been given to the veteringry medicines of M/s.alvetra
Gmbh, liest Germany which weze recommenzed by CCC in its 177th meeting
held on 1644.86. Subjecy te the conditien that the concorned samrlus muct
confbrm to the standard in lakbergtory tost and cenfirm the efficacy of the

" drugs ¥sed clinically failing which the correspending regilstration vill

be cancelled vwithout further notice, The regiciragtions were issued

previsboglly to enable the porty &E(sif.'ning the contract of the I 2 ¢
grant for these drugs within the didline period ( F==85).

The rest of the arends wac kopt pencing,

-

ho meeting ended with vote cf thanlc to the chair.

%
(_:J/L\'LL /Q' §




MINUTES OF THE 1%0th MEETING OF DRUG CONTROL .‘ﬂ
i

COMMITTEE HELD.QN 21 MAY 1986 AT 11.30 AM o

MEMBERS PRESENT: ]

Dr. A. Jabbar, Dr. Mofazzal Hossain, Dr. M.Q.K. Talukder, .
Brig. Anis Waiz, Mr. Kazi Abdul Fattan, Dr. Md. Jahangir, & i
Dr. Humayun K.M.A. Hye. :

MEMBERS NOT PRESENT: §

Dr. Syeda Feroza Begum, Dr. Munawara Binte Rahman &
Dr. A,T. Siddique. ;

CHATRMAN:
THe meeting was presided over by Dr. Waliullah.
AGENDA 1:

Confirmation of the minutes of the 129th meeting of DCC
held on %0.4.86:

The minutes of the 129th meeting of DCC held on 30.4.86
were confirmed.

AGENDA 2:

Matters arising out nf the minutes:

None.
AGENDA 3:

Consideration of transfer of approved recipes of IV. fluids &
Metronidazole infusion of Opsonin Ltd. to Opsosaline Ltd.

The prayer of Opsosaline Ltd., Barisal dated 5.5.86 informing |
that the IV fluid section of Opsonin 1td.,Barisal has been separated :
from the parent company and the new company (i.e. Opsosaline Ltd.)

has taken over this part of the business, was discussed. The approval

of D.G.,Industries and . of the Joint Stock Companies have

been obtained in this matiter, Refo e~

In view of this and in response to the prayer of Opsosaline Ltd.
it was decided to allow transfer of the following approved recipes of
Opsonin, Barisal to Opsosaline, Barisal.

1) Dextrose IV- infusion 5%

ii) Normal saline I¥V- infusion 0.9%
iii) Sodium chloride 0.9% with Dextrose 5% IV- infusion
iv) Metryl injection (metronidazole 0.5%)

Subject %o fulfilment of other requirements, the above products
may be registered as products of Opsosaline Ltd.,Barisal.

AGENDA 4:

Discussion about realisation of fees for covering expenses of DCC

The subject of realisation of some fees to cover various expenses
of DCC was discussed., It was pointed out by several members that the
‘ aixea&ance#ftﬂ%ﬁ}ﬂmmxings_uau4uxL4%HAﬂfactUry?émudLJmuﬂijm.impxoved
ti:3:15%énJf€ﬁ§§§¥a$$en:§ouléhbe—pai&—%o#thegmembefs—{e{Latxendanceu
Besides from time to time expert opinion has to be sought by DCC on
individual drugs from experts within and outside the Committee.
Remuneration should be paid fer such expert opinion. [ ,hﬂgwﬂ&%/

ann {’&¢«01aﬁﬂQPWvamf’ é%kamn/c{ b /bévw
) : o = (W‘L arr E0°
dup  Lavary P pRAAETS 7A” i contd....2
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L /. The DCC is a statutary body:wgt there is no budgetary provision
| for covering the various expenses’of thé®DCC. Because of this, it is
Jvery difficult to carry oul the fwffctions of the Committee properly
4 and timely..

it was decided that a fee of
may be realised for each recipe
the usual fees paid by

In view of these discussions
Paka 100.00 (Taka One hundred onlyi
to ,be evaluated in addition to
Ther fee may be realised by Drug Administration on behalf of DCC in
the form of Bank Draft against properly signed receipts. The Member-
secretary of the Committee will keep the account of receipts and
4 expenditure and a quarterly report of the accounts will be submitted
to DCC for their scrutiny and approval. This could be a temporary
arrangement until regular budgetary provision is made by the Gevern-
4 ment for covering the various expenses of DCC. The Government may be
4 informed of this decision.

AGENDA 5:

Consideration of recipes of drugs not included in essential
drug list

The following recipes were placed and decisions taken.

Fifms/Brands
Squibb, Dhaka

Princimox paediatric drops
(amoxicillin 100 mg/ml)

Decisions

Approved with condition to market in

to measure 1025, 1.0, & 0.65 ml.

K.D,H. Lab.,Dhaka

Topamide capsule
(loperamide 2 mg)

cation as 'for control of diarrhoea’
only and dosage as per BNF.

City Pharms, Ctg.
Milk of Magnesia .
(magnesium hydroxide 8%)

Approved with condition to delete
liquid paraffin & chloroform from
excipients.

Vitamin-C syrup 2% The firm may resubmit the recipe
with a stable formulation.

Doctors, Bogra

treasury chalan.

15 ml pack size with calibrated dropper

Approved with condition to give indi-

with

D-Cee syrup
(vitamin C 2%)

Dentine tablet
(ranitidine 150 mg)

Degram tablet
(nalidixic acid 500 mg)

Greenland, Dhaka

Vinozﬁme capsule
(pancreatin 325 mg)

Skvlab, Comilla
Tincture Hyoscyamus BP

Tincture Belladonna BP

Glaxo, Ctg.

Ceporex capsule
(cephalexin 500 mg)

e
Ogjiwv

e

AT

TEN

The firm may resubmit the recipe
stable formulation and changed name.

The firm may resubmit the recipe with

a formnula for film coated tablet.
Cdowmngr.. o

Approved with conditipp, £ ive ifdix
cation as ‘useézin"h%ggﬁfkigoﬁﬁid 4 :
gensitive infecfion' only. Ao Vi
mvmﬁﬂ‘“{w
N

Rejected because not required any moTre.
Rejected because not required.

~do=-
Approved.

contdssss?

e ———
§ip.

“—-—-_LA




T 32
Mukti, Dhaka
Sulphadiazine-M tablet Rejected because not required.
Furaz tablet (furazolidone) ~do-
Unique, Dhaka
Moxillin capsule Rejected because the firm do not have
(amoxycillin) Biological licence,
Fureka, Ctg.
Eugel ligquid (antacid) Rejected because of wrong formula.
AGENDA §:

Consideration of prayers for import registration

Prayer for import registration of the following essential drugs
recipes were placed and discussed., Becisions taken are as follows,

MSD, Pakistan

Blocadren tablet Rejected because same brand of USA
(timolol maleate 10 mg) origin registered..

Decdron plain ocumeter (dexamethasone) ~do-

Decadron Neomycin ocumeter -do=-

Cipla Ttd, India

Asthalin inhaler Referred for opinion to Prof., A. Rouf
(salbutamol 200 meter dose) of IDCH & Lt., Col. Ziauddin of CMH,
Help Ltd, Greece

Helpogen cream : Rejected because not required,

(betamethasone+gentamicinetolnaftate)

H. Lundbeck, Denmark

Clopixol injection (clopenthixol 10 mg/ml) Approved,
Saroten injection (amitriptyline 10mg/m1l) Approved,
Cedona, Netherland

Cedocard tablet 5 mg, 10mg & 20mg Rejected because not required,
(isosorbide dinitrate)

Cedocar@ retard tablet 20 mg -do-

Cedocard 10 ml IV injection Approved,

Astra, Sweden
Bricanyl tablet (terbutaline 5 mg) Approved,

Bremer Pharma, W. Germany
Indigestion powder (vet.) Rejected because not required,

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

Approved,

52?21,éléi%??

B

(Prof. Waliullah)@ Lf/é/z‘f&
Chairman, :

Drug Control Committee.




MINUTES OF THE 131ST MEETING OF DRUG CONTRCL
COMMITTZE HEID ON 4TH JUNE 1986 AT 11.30 3.M.

MEMBERS FRESENT:

Drs Ae Jabbar, 3ric.

AHE-IiEaﬂ} MCT F/MS?!T

CHAIRMAL:

The

Dssain,

meetjng was prec

oza Degu

Dr. M

ANl g

fily

de

ded over by Dr.

Mo L w

K. Taluk

‘m"aliulldl‘.ln

der &

Confitmation of the minutes of the 130th mecting of DCT

T
isio

Huma

yun

helvia:

held on #1.2.80

minutes of the

iiatters arising out of

130th meeting of DCC

the minutes,

None.

aOERTA 3.z

v/ seCoconin, Barisal to i

Consideraticn of transfe

T of

21 (twenty cne) registesed

s.Croscent Fh.rmgccuticels, Dhaka .

The prayer of Cresent Fharmaceuticals, Lhzka 1.6.26,

pas

DTOGUCTS

s

3 Croup colpanty

held on 21.9.1986 vere confirmed.

concern of Cpsonin Chemicals,Bariszl, informing that the fgke later has decicen

and non-biolocical
licence to that of
the meeting of the

cate

of Cresent,

gunrorting facilities

cf incorgoration

avreement

prccucis,

Doard of D

froin Regl st

rec

Cresent Fharnaceuticals

g

of ownership ir

medicinal products were available.

in view of this snd in responseg tc the prayer of Crescon
to allow transfsr

turing licence of

condj tions stated

below:

??ﬁf The products are :-
'

Cosenin te that of

ter of

ar of Joint

Cpsonin

Steck

tak./cap./ury syrup/suspe)

vias OLscusszds

ransfer znd Ingpecticn

Crescant, subject

oncorese

Troh

Ly

to the

Ire

the Druc

Couy of

Companice

ke taln

e it ‘""HuL_ [t}

perts of

s
‘ ff*fic’
of the felléwiag reuistered medicinsl products g from maiulac-

S W
0 AT %

Crascont

for manufgcture of the saild tiologiczl and noen- Dioleud

O

ad

CIVE TSRS |

AA/Vg

i

fulfilment of hc

;‘I-él.i:lo.l

Brand name

Gconeric name

. Riboflavin

Ribeflevin L. Fa.ong

0 uo=20-5

s K r
e T e o

1
ufsezurin
‘LL_, e

liotary hublic,certifi-

;

1



SlalNo. | Brynd nzme X Generic namne Y Lal Ho.
Ze abe Sulphadigzine Sulphadiazine SFC S00my 005~21=-5G

£ Caps Moxin _ amoxyeillin BF 2%0mg 025-52=-40

4, Fexin Dry Syrun 100ml amoxycillin Bo ¥, 2.%gnm 025-03-60
S Cap. Cpsocycline Oxytetracycline BF 2%0mg 025-00=-5C

6. Tat« Aminophylline aminophylline SF 100mg 025-23-10

7o Tace Solas 100mg Memendszéle USF 100mg 025821~55

g, Suspes Solas danendazole USFE Z2gm/100ml 025~-48-55

9 Tabe Tubranin Wrazingnide BF 500mg C2H-45-53

10. Tak. Cartanin Diethyl Carbamazine Citrate &
PEF 50ng e
11. Tak. Cimetid Clmetidine ZFC 200mao (20-64-20
12, Tak. Cpsodexon Cexamethgsone 531 0 ( 25=GH=50
134 Tak. Fulmolin Zalkutsmol BF 2mg $20=98-12
14. Tab. Frchanin fropentheline Bronicde 025-104-13
15, Take Metocol Metaclepranmide HCL ¥} 10mg C25-105-3%
16. Tab. Otosil Iromethszine HCL 2F 10 my C25-106-23
17. Otesil Elixir Fromethszine HCL 4P 100mg/100m1 025-107-28
18. Tabe 3Sclas 500 Menendazole USF 500mg 025-114-575
19. Tah. Vasodiz 40 Vergpamil HCL BF 40mg 025~-119-17
2.  Tab. Vasodil 80 Verapamgl HCL 5F 80mg 020 120-17 :
21 Cap. Upsozyne Fancreatine(Enteric coated

Granules) 3F 325mg
The conditiens are:-

1} Crescent will pay all fecs including recipe evaluuticn fees, sauple

el
testing fecs and inclugion fe:xs for these products
<

ii) vhen these medicinal preducts are included in the licence of Crascent,

simuli’aneou:ly the seme will be deleted from the licence cf Cpsonin

\\/ @ The products under tmdme of Cpsonin as manufscturer must he
&Z// (..mahsted/[ro"; the market before the products under the naine of Crescent
as Manufacturer are gorkotens. ofleoal d Ao ek
/ﬂvﬂ Sample of first batch of all products must be submiticd %o Drug
acministration for anproval of precentation and packayline snd for
tgj/ test in Drug Testing Laboratory.
V) If any of these products gre found substandard, they vill ke vitihdravn

vithout further notica.

Further, it was decided to sllow change of name of the folloving

procucts of Opsonin to avgid confusion.

!IQ Sl.lic, Products ]  lew nrorosed name allowed to Crescent

3 Cap. Opsocycline Cremycin

3 V Tazs COpsodexon Creson

Take Frobanin anti spa

re yme. %
1 r);t + Cap. Cpsozyme Crazyms, Contdiii:k/3.
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AGENDA-4:

Te g[asider recigpéfef esgential drugs.

L Wa£ net con er.f:zi

AGENDA =5 :

To consider prayer of impert registration

Prayer fer impert redistrztien of the following five (5) Veterinary drucs
T
were discussed.

The Commi ttee approved the products subject to recommendgtien by Mro.Kszl sbdul

Fattah, the Veterinary expert of the Committee. The party may be informed zbout
the dec1510n after such recemmendatien is obtained.

Firm/Brand

M/Sealvetra Gmth Antelmint cemp,pewder(vet) 200mg levamisole Hel +
We Germany 200mg piperszine citrate/c.

Triplesulf special bolus 1,983mg Sulphgadiasrine +
1,523mg Sulphamerazzine +
1,583me Sulphapyridine +
313mg Streptemycin sulphate

Triplesulf forte bolus 1,666 mg sulphadigzine +
1,666mg sulphamerszine -+
1,666mg sulphapyiidine

Fhesol 500 i " !
solution for injection f'7§ogrCilfisﬂthESE:ﬁsztiie i |
or i,v ®k i.m. injection, VoY 9 ¢3! N 3

for 1.v & kst i.m. injection 1.60 g borie seld &

5 ¢ mgunesium chlioride

¢ Glucosc/100ml.

Trichlerfugn Inj. 500 mg
sclution for injection

G Dimethylester of
2 = trichlorc-ii=hydroxythyl

?
5, atropine sulphate per

IR PR T b P A i

AGEND4=6

R

iMiscellaneous

a) To review recipe of Lantanen tzblet (mignserin Hel)} ef Crganon.

The Committee noted the adverse reports on mianserin HCl in different

p?”
In view of above, the retipe of Llemtgnmon—sbletoftrganon and decision
chout the matter was withheld for the time being for further study

Y .

countries as reported in the 'HC Lrug Bulletin.

Centda....P/4.
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b) Censideration of permission to impert and manufacture Chinese Traditinal

medicine and establicshing a Hospitsl Complex in this respect.

The meme No.,S~Da/D-18/86/419 dated 1.6.86 of Ministry of Health and Family
Flanning reauesting for the epinion of the committee in respect of above

was discussed.

It was decided to cenvene a full DCC meeting with the memters of the

‘ traditionsl side on July, 1986 to discuss gbout the matter.
' VR ca v pn
c) It was observed by the chairman ef the Drugy Control Committive that scme’

of his potients vomited after taking Lactfmeal Suspensien,/an antacid

product of Beximce. 4lso, bad tas bad odour were reported for the

precduct,

In this connection it wgs offserved by the committee

gt decisions aglready

were togken to delete milk/and change namd of Lzctamial tahlet, hut no

: ; , actlen seems to have b t was further gfserved that the
{441 formulation of the syspensien uld alsc be chdnged to imporve stakility,
@lﬁ*? and taste of the ppbduct. It wis aveln confirmed that the name' Lactameal®
% . ; beth for tablet should be chgflged as it confuses with'NMilk!

i

The mecting encded vith vote of thanks to the chair.
Approved

( Prof. taliullah )
Chairman,
Lrug Control Committece.

e




Consideration of permissicn te import and manufazcture Chinese Traditinsl

medicine and establishing a Hospital Complex in this respect.

The memo No,S-DA/D-18/86/419 dated 1.6.86 of Ministry ef Heslth and Family
Planning recquesting for the opinicn of the committee in respect of above

was discussed.

It was decided to cenvene a full DCC meeting with the members of the
traditional side en 13th July,f986 at 9.30 a.m. at Dhaka Medical College

conference room te discuss about the matter.

It was reported that certsin antacid preparations e.g. Lactameal susnension
cf Deximco are found unstable and unpslatable causing nzusetr gnd vemiting
to some patients. It was noted thatfﬁicrobioﬁaseunt for such prepsrations
should not exceed the USF limit. In this connection it was obeserved that

a decision was takens regarding Lactameal (lablet & suspensien) to omit
milk from the product and to change the name. It appears that the decision
has not been adhered to‘\dng“f"af shoul? b%%wgg fm\.h

It was also decided thgt henceferth no milk will be allowed in antacid

preparationsg «

The meeting enced with vote ef thanks to the chair.

'K;’iﬂ,&i%

( Frof. Waliullah,}—”“’ﬂdm‘

Chairman,
Drug Control Committecs




Minutes of the 13%;hd meeting of Drug Centrel Committee
held on géﬁh June, 1986 at 11430 AJMe

Member present: ’

Profe Ae Jakbar, Brig. anis Valz, Dr. Kizi abdul Fattah & Dr. Md.Jzhangir.

-~

As Dr. Himayun Kibi.de Hye, Director, Drug Admipistration & Member-Secretary,
Drug Control Commi ttee Was abroad, Major A. Rouf Mabmood, Deputy Director,
Drug Administration attended the meeting as gn observed

Chalzman:
The mdeting was presided over by Prof, yialiullah.
Agenda = 1t

Confirmation of the minutes of the 131st meeting ef Drug Contrel Commlttee
held on 4,6,86

x5xxaasx2x¥.

The minutes of the 131st mecting of Drug Control Committee held on 4,6,86

were confirmed.
Agendg=2:

Matters arising cut of the minutes.

i) While discussing about agenda 6(b) regarding consideration of permission
to impert and manuigcture ChineseTradi tional Medicine agé establishing 2
hospital complex in this respect, it was decided that the full DCC
meeting vith the members of traditlonal side will be held on 13th July,
1986 (instead of 2nd July,1986) at 9.30 zem. at Lhaka Megichl Collegel
Conference room to discuss about the matter.

ii) The deciiion ghout agenda 6(c) regarding stabliity of antacid sugpension

e.. Lactameal was reduestied to he rewritten,

Consideration of recipes of following ecsentigl drugs.

The following recipes of essentlal drugs were placed znd decision taken.
Firms/Drands Decigionsg

" Me He Chemical,Dhaka
(Efersons)

approved vith condition to delete overage,

—— " " change name and delete ethanol & citric acid
et BITAR frem exciplents.

(paracetamol 2e4%)

Efergon syrup approved with cendition to change ngme and
(prdhethazine HCL 0.1i) delete ascorbic acid 4nd butyl parahydroxy
benzoate from exciplents.

Ircen syrup Approved with condition to celte Ekx
(ferrous sulphate 0+4x) overage and citric acid,saccherin sodium,
glycerine,butyl para hydroxybenzoate and
caramel colour from excipients, and reduce
quantity of ascorbic acid to 100mJe

Contdeoeess F/ 2,
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e
N

izol susgp. Approved with coendition to delete overace s b
(benzoyl metrodidazole @.4%) ouerzee and aluminium magnksium silicate .
propylene -glycol frem ewergge. ¢ ¢ L/ :\r\%ﬁ Y
enzemul emulsion Appreved with condition to delete overage andr !
(benzyl henzoate 25%) jpediculesis' frapindisatian. fu'fR o0 -
C vt

‘Efercin syrup

(chlorpheniramine maleate 0.04i) Approved with condition to delete propylene

glycol from excipient and delete everase.

yhitfield's ointment Approved vith conditions to dclete overace. ~
(solicylic acid 3% +
benzoic acid 6%)

!

f Nibaron approved with cer}dition to delete overace
| (soluble aspirin 300mg) and cive ymrning not for children under 12
Years;and chance name,
%) — i s Oy
A."h\p,’-;\&/ 5},J_L Lo AT A f?}ﬂf},

~

. UCPL, Cnittagyong.

: Frusemide tab. Rejected because of nen-implemnentation of
Govt, directive to shift the factory to new
premi ses and nonful filment of other recommen-
dations as mentioned in last imspection report
dated 28.11.83.

Sulpadoxine with Pyrimethamine tab. =de=
Salbutamol tab. =do=
Mifedipine tab. -do-
Vitafin B-Complex tab. -do-
culbutamel elixir -do~-

z’\genda 5 : Miscellaneous

a) To.dbscussed about prayer of B,P,I (memo NOJMKK/ARB dt. 3.0.86 about
some Veteringry preducts)

The Committee noted the prayer of BFI dt. 3.6.86 addressed te the
Director,Deptt. of Livestocks and copy endosed to the Director,

Drug Adoinistration about purchase of veterinary medicines against E.B.C.
tender No.2205,

b) To consider prayer of Bikalpa Frienda Pharmaceuticals dt. 15.6.86
requesting to censider their 15(fifteen) recipes on priority basis.

The Committee directed to put up the recipes in next meeting for

decision

Contdasss B/3e




The Committee recommended to issue NeO.C, for impert of 10 ampoule of

Isaﬁ(e‘c Inj. (iseserbide dinitruots) free of cost without invelvement
Maagni

of any fereign currency iIn faveur of Dr. WQ Banoo, Asstt, Prefessor

of Cardielogy, IFGMR for research purpose.

The meeting ended with vete of thanks to the chair.

Approved L(?_
Ty

( -®rof. Waliullagh )
Chairman ’
Drug Centrol Committee.

. T




Ninutes of the 133#8d maaiinu of the Jrug Control |
Coumittoe gld on 203 July,1986 ot 12 neon. ‘

Membors prasent

o dunsyun KuMase Hye,

£ \ Tl r c e _r . .. . ]

Frof. .. Jathar, Frof, Wofszzsl Hoss aln, Driggcicr .nis Yailz, Br. oef
1 o~ gy % . [ )
addul Fattgh, Lr, Mde Jzhzneir & Uw

Lhalziman

The neeting vise presided over Ly

auengs-1:

JENE A S

| Confiragticn of the minutes of the 132nd meeting of the Lrug Centrel ol ttow
i| held on 26.6.80.

Tne minutes of thz 132nd meeting of the Lrue Gontra) Committze held on 5.6.70

were confirined.

Matters arising out of the minutoe: rpe|

Consicdecraticn of recicce of import sulsti thtets drucica,
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Firmg/Brands Dacisicns, £

ANS e, Unaka.

112 day + . 3 b Y
?aliﬁ.f tablet ) approved vith condltion “o cuncell
Nalidixic scid Z0Omg) tration of Meviordden capsulic =ng

as seon ss Nalidex tablut ond cuspension e

--ﬂ- reso- - SUR S v QaTNg '}i L U‘

Fdlcc sUgpension -Zo=-
{(nalidizix scid 3,%)

Stencg=4:
SEigliGame.e

Consideraticn of racices of egsenisl druge.

The following recines of essential Jiucs vere placsd and et sicne talen.

Fopulyr, Fatugkh

e : I o ey .3~ a
ANTzCla sughension The recipe may be resulm
Fargcetamol syrup 2.4 PN, Lo preved 1 ith

reduce quanci:y of soliunm

Folyferon(F) lig,
(forrous ;lucor,.

Tirg rocipe may ke rosuimditod <ffove covrrgringe
znd c¢han ¢ of name.

-..'/

Ta n,,.,}J
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|
- ‘ 4. P.C.Chemicel, hulng
]
i n o irs P
i Butamol syzup Approved vith condition tc delete
- (salbutancl sulchate an/ﬁgl) "Staotus zsthmaticus ond "enVGUL fritasm &
: - indication and frewm change nome,
. Skylab,Comilla.
Skycid tab. kKept pending
{antacia) ¢ ey
l. 3),.8-T C#
ckycid susn, o= j
{antacid

Wi ccel ldncous

a) To discuss the problem of Rey

syaurome in respecits of use o

T

in children gnd gction igken in

Toe Drug Contrcl Committee considered new information about fthe u.e

of aspirin in cinildren gnd cdecided that:

1) Directlor,brug administration is advised to issue 5 nublic notice

advising pesple not to use sspirin in chil ﬂvuﬂ,bclow 12{twelve) yea:
. Mg, : o .

vithout epecific %(Nlce znd supcrvision ¢f ductors.

2}  Manufsictursrs of sspirin

in is to be directed to smend thelr inserts,
g &
inciuding warning about Reyels Syudrome snd zdvice not to use ssririn
in children elow 12 years vithout doctor's advice.

.

3) Children aspirin prepsrations should not be registered or licuensad.
Earlier gpproval of Drug Control Committee recar<ing such itais ie

vi. thdrawn.
i) Consideration of proyer of Blkalps Friends Fazimzceuticsls dated 15.6.80
requesting to consider thelr recipes sukmited on 10.4.86 on priority

hasis.

Drug Control Committve considered the folleowin:g recip

ec
Friends Pharmaceuticals, a new phirmgcauticsl mznufacturing projcects.

Decisions tgken are gs followk:

Brind becisions,
Nelodin syrup approved.

(levamisole HCl 944mo/100ml

Faracctanol-F syrup 2.4, abproved vith condition to put"®" in
prefix of name (i.2. F=Firzcetsacl).
- Flex Cap Abproved uatn conditicn to delete lactoeo

(vitamin : Cp Smg + B2 mg + and adjust qu3nulty of atsrch.
L6 2ng + Nicotinamide Pmg
per capsule)

Weutracel tgb. M@fﬁ‘e APIPTCV 0O,

Cofiltaaae -r/‘;c




Nalox susp. Alproved,
(benzoyl metronidszole 6.4:)

FUrox susp. Rajected because not required any more.
(furazodgdone) -

; Hutracel susb.
(zluminium hydroxide

: comprassed ael equivglent

; to 4 ¢ gluminium coxide +
mgonesium trisiliccts 5 g per
100m1)

approved,

: Tetraevcline-F caon. 250mo spproved vith condition to put “i" in
: prefix {(i.e. F-Totrscycling'

Chemocide tab.

spproved with conditio S 0 2, delet
(gulrhanethoxazole 400mc A s dltlon to ciany njn"f“l‘LL
‘chronic' & and infections assccigted vith

g +trimeteprim 80mg

per tab.) urinagry tract' from indication and replace

'theice by twice' in doesoc.

F;Thiamine tak. spproved,
i (thiamine HC1 100m{)

‘Nalex tgb. T Approved with contion to re

place 'unti-
(metronidgzole 400mc) \ Bacterial' by 'acainst zngerebic infection!
in indicaticn zng give dosace ac per INF.
Riboflavin-F talk.5mg ) approved vith condlticn to put"e in
prefix of ngme,give indication gs "itoflevin

5

vdeficiency state" and reduce lgctose Lo omy
and gdiust ﬂuantlty of mzize storcn
i8]

Parscetanol-Z fab.200my approved vith condition to rut"F" in
P“Ullx of namef{e.q. s Fgracetynel)

Tiopen cape £ ool
P . . L] 'e
(ampicillin 250my) 8

Hb Flus suspension AL appraved vith cendition to ¢cluote vitanin -

(ferrous fumarate) A from excipients, replace gmaranth by
‘ any suitgile colour znd change nama,

Neve p;i tab, , approved witn cendition to disnge nome and
(acotyl salicylic acid 300ma) c¢ive warning gs “hot to be uged in childron

under 12 Vvears o f ave vithout specific
medical advise") culete aviecl and
change qugntity of lictosgfmaize starch
38 100mg and 76my respectively.

In this conncction it waes decided that from now of, recipe of 1000 new

projects will Le civen priority in serigzl if sgtlslu ctory insnccticn report

is gvailshle and other prflcr requiranents are met.

¢) To review the registration of some recipes of United Chomiczl

& Marmaceutic=l Lid.,Chittagoaq.

= w3

Prayer for fresh reyistration of S(thr¢e)product:(e,g.almucil T Mid..

Paracetamel licuid and Theophylline lig.) of U.Ca Fo Lo, Srittagong roecistyg? den




:;cg,wlbx

of vhich gr were cancelled Xunder 4ifferent

The committee decided to keep the maotter pending until the fictory ic movos to

new roil sese

The mecating ended vith vote of thanke to the chgir,

|
|
|




Minutes of the 134th meetinc of the Drug Control
Committee held on 13th July,1926.

L

Manlers prosent:

Frof. 4. Jabhar, Frof. A.TeSiddiaus, Fref. M.y KeTslukder, Frofiiofazzal
Hosssin, Brid. anis tigiz, Ore Kazl abcul Fattah, L. Mcs Jahaniir, Kobira]d

heh Islamullsn Onisti, Hskim Hielgmur Rahmpn, Hzkim ataur Rphman,tr. Thramenl
2 H »

9

alam Tolukder,& Kebirs Chltts Rafjen Ngth & Dr. Humayun Hedieo. o
! Y

3

=5 eman s
Lhairman :

The mecting was pxEekk presidec over by Frof, “aliullsh.

arendg=1 to 3:

.

e

(¢

Dectsion recorded under scparate che

ronfizmaticn of the minutes of the 133rd mecting of the Lruy Contrcl Crmmlbio.

held on ond July,19%6,

The minutes of the 133rd meeting of the Drug Control Sommittze held on 7,7.26

U,
i @N05=I%
GBI

sTising of the minuies

b 1 P
n3=.ers

tione.

arend 5-6

Conslsoration of *he folleving recipes which are aot included in he 10 -f

of escentigl orucs. .

The followine rucipee vhich—ro not included in the list o

viere pladpd and ceclelons takenas

i HHEEX 3‘1)\..:).

—E;E:DUE,I_Z!"EJI’..'.-

e L

Homvein cintmcAt soproved vith condi ticn to elets Vi
(nesmycin :')’,')Omﬂ - incication for ucc in s
Waeltrocir 0 unitg and od M oand other sonsitive ghin LpTae=
1gCLLrscin n S !
ner 100 ",‘- tion."

Uni Lo Lshl.Cle,

fod hecgtise Aot cecuired ony nnve.

Tenc al“IC-“tC{J‘LC@,’IJl\;!Za.
20 «min capsule
oxycycline UGl 1nGmy)

f.

Kzveons Hiprma,lihaks

Chloral elixir Rejucted becguse such propsraciicn o St
hlorsl hydrgte 40 to he freshly Prooared Daddd—msetteo

& bafrv e

Contdea.s F/2



Fiscns,bhigkae ' .
1

Ferinty cresm ApPTOY el
(vontomycin sulphiate 0.3.5) |
Fecinta HC cream
i e o Approved.
(ventagmyein sulghate 0430
+hydrccertisone acelate 1o
Ferinty HC olniment onTov o

LN
(contampein sulghgic 0.3,
drocortisone socutate 14

aprToved.

Cce Drops
(zscorblc gcid Zome/1nl;

:-:xir?.cnzD‘ngk@.
kept pending for oeinicn of F165e lieite

Isczsuprine HCL ta
10m¢. tisnnan, TFAR & B lamernehie Sayced Husigln,

o3y
\ari.le

Iscxsunrine HCL tahe 200G - dg=

h!

Ketocongzole Lk, 200MmE ALDTOV S0

1 Reccard:,Darisale

b
._3
0

approved with con di*ion to (ive indice-

2 a
(ispachula Husk 2.50) tion gs per DNF

. ”
Contral,liizka.

liz,acid susp. Agjected Locuuse el pesubrod ony Mo ou |
(ma';aldl‘a';e)
Mgacic B, -co=

(mooaldrat e

Microle,uo Ty

Rinoflavin Sab.omc AR TOV .
o N8 F,Dhsk.

Kept pending 111 giifting of the fccooTy

o nuw prumicess

L3

Zentel F/C iabe
LalbenCazolv;}

Macrodantin czp. ~ (o~
(nitrofurzntoin]
mprofen cap. -do-
itu prorcn‘r\
=do=

jeration of prayers of imnert recistrytion

fraoyer for import recistrztion of the fnlloving roclpes were placer end

5

dbscussed. Zecision tzken ave as follow

@ Jochrin: er Monueim, jest Gexmani.
Refered to Lrids A« vislek of IGWL n¢ brof.

Nezslin ceated taklet . o
ARM4 awzl of TEQIR for oplnlone

bezefibrate 200m1)

-

PE e v I'/::o
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ppEe L e S e e
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5

Geofmgn, Pakistan.

snowplast adhesine plaster
(zinc oxide)

Oxytocin 1pj,,10 iu/lml
Naphgzolin nasal spray

(naphazoline +ephedrine +
fluoropredni selon e)

chichi Figmma,Ching

Chlorzmphenicol eye drops 0.5

May & Baker,U.ls

E mbacy cline La(vet)soln.

for deep injecticn,

multidose in S0ml & 100ml
(oxytetracycline dihydrate
equivalent to 200mg Lase per
ml as the magnesium cemplex
in a sterile aqucous solution)

Embgcillin for intrsmamnary
infusion
(ampicillin sodium 75my+
cloxacillin sodium 200my per
syringe)

Park Dgvis, Fekisten.
3

Fonstan tabe
(mefenanic acid) -

Pharmachiem,Bulgaris.

Nalidix' tablet
(nalidixic acid 500mq)

Frocaine inj Tction 1,82%
in iml gmpoule :

Py cnoforilpy tabe
(imipramin 29mg)

Feloran tabe
(diclofenac 25mg)

Felovan tab.
(di_clmfmac,mmg)

Medimpex,Hungery.

ceptimetrine cap. {(vet)
gchloramphenicaal 0419 +
eulfadimidine 6.0g +
soric acid 6.08 +
citric acid 3.0¢.

Giba- Ceigy, Swi tzerlgnd

Rimactazid 190 + 2 suzarl
coated tablet.

o
Rej ected becauséinot recuired.

-

=do=

-o=

| .

Red ected becauSgnot required gny merc.

Nz,

Approved.

ADpTOV ed.

. hejected because QM&@: ZVC/»{
prem ety o [able

e

Rej ected [because not ~equired any more.

=cdo=

-do-

Nejected because not required.

(rifampicin 120mg +INE 100mg x 3 > ¥V ¢ () A
so0mg x 3 in hiister packs 3 & i D)
: T o LR B ]

+pyrazinamide

for a deily recuirement cf a
patient of %0kyg bowvreight)
r

N

,}n,/‘

a1 o/ .
a;;io W, et i A
. % Contdeqes E {i-,,j\ﬂqdc#zg-);g

Cov %)%jﬂggﬁ/j)gb




Rimactazid 300 + Z sugaT
coated tablet. ReJ ected-beczuToTIOT TooUired.

(rifamplcin 200mg + INH 150mg/
x 2 +Pyrazinamide S00mg x 4 O‘fJ?WM) M}H iom%}? )49“’7
palient of S0kg and above body weight) an  oboTt

for a daily requiremant of 4

Medimpex,Hungery,

Halider tak.
(bencyclan hydrogen
fumarate, 100mg)

flejected becguse not required,

!?alider inj. -
bencyclan hydregen “Ho
fumgrate S0mg/2ml amp.

Teperin coated tab. o

(amitriptytine Hel 22mg)

The meeting ended with wete of thanks to the chalr.
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Minutes .of the me meeting ef the Drug Centrel ¢
» Committee, .held en the 13th July, 1986.

.

3 A meetlng of the Drug Contrel Oammttee was held on the 13th July,1986
in i‘he Canference Heam of the Dhaka Medical Cellege, Dhaka. Fref. waliullah

Chainnan', D_rug Control Committee presided. The following members attended the

~

Prof. Wali;.lllah

Fref, A. Jabbar

Prof, Mefazzal Hossain
Prof. A. T. Slddique
Profo A. Q. M. Talukder /°
briis Anis Walz

Dr. Kazl Abdul Fattah

Dr. Humgyun K.Me.A. Hye
Dr. Md. Jahangir

Kabiraj shah I‘slamullah Chisti
Hakim He gnur Rahman

Hakim Atgur Rahman
Dr. Shamsul Alam Talukder
Kabiraj G’utta, Ranjan Nath

Chairman welcomed the members of the Drug Centrol Camittee and read out

© the agenda for cenfimation.,

the fellowing agenda items were taken up in the meeting.

- Agenda item No,1l:- FPrepesal for the Infiroductien of Chinese Traditicnal
Medicine & Treatment in Bangladesh. /=

alig that :-
. (a)

()

(c)

The propesal of Messrs, China Manzala Corperation regarding the intreductiecn

of Chineseesystem of Medicine -was di scussed elabarately.

The menbers expressed their views against the preposal, stating inter

The introduction ef the Chinese traditliengl medicine will adversely
affectedthe promotion of the existing traditienal systems of medicines,
namely, the Unani and the Ayurvedic systems of meditines

The develepment of Unani, Ayurvedic and Hemeeepathic systems of medicines
should get prierity over any prepesal fer introduction &f a new system
of medicine which is cempletely unused and net tested in this ceuntry.

The avewed policy of the Covt. 1s to attain, as early as possible,
self- sufficiency in the field of health care. The introcuction of
Chinese traditional medicine directly counters such a pelicy.

Contd'.'.- p/z.
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(dp The effic;acy‘a“n‘d usefulness ef the Chinese traditicnal medicines \
3 -"-'preposed to be intreduced are yet unknown and net sci entlfically . i
e sfablished. Over and above, there is no prefessmnal practitioners
s .‘.‘ito prescrlbe such medicines.

(e) 1%, ‘has been gathered from some visitors to Ching that the use of

tradlticnal medicines is very limited even in that country and used
‘enly in remote areas.

(f) The traditional systems of medicine of Banglades h are clder and

better established than that of China and as such,the local systems
3 deserve better attentien.Introductien of chinese traditicnal medicine
. is not likely to help the health care system of the country in the

leastFAfter & threadbare discussion the Committee unanimously decided
the intreductien of Chinese traditional medicine may net be gllowed

| . in thls ceuntry at this stage. It was also decided that the Government

may be requested accordingly net to accept en principle such an idea cr

% Menda itan -fl\x scellianéoue

(a) Packing Size of Homeeopathid medicines.

Intreduckng the subject, the member~ secretary informed the Committee

of the difficulties being faced by the dealers in Homoeopathic medicines sihce
the packing sizes of liquid Homeeepathic medicines has been limited upto a
maximum of 60ml.on the recemmendation of the Drug Contrel Committes, The

traders have submitted several representations for withdrawal of such restri- \
ctionss It was also observed that prices of imperted medicine ge up considerably
if the packing size is limited te 60mls Similarly,marketing of locally produced
medicines are being adversely affected by the order since rural homeeopathic
practitionery mostly demand 4 or 1 litre pack sizes. The subject was reffered

to Chaimgp, Bangladesh Hemeeopathlic Board who recemmended that the limitation
Might be withdrawn in respect of all types Homoeopathlc medicines,logglly

manufactured or :1mp6rted.

"After elaborate discussien the Committee ungnimously decided that

the limitation of the packing sizes for imported Homoeopzthic medicines be

" medified. Import and local manufactures REERREROEOH0MHIS for retalling may
be.allowed in packing sikes of finis-hed forms upte 1(one) litre. 'Manufacixrre-
¥ hewever, may ke allowed to import any packing size for repackm or

precessmg locglly.
e .
(b) Registration of Homoeopathic medicines = Opium, Cannabis
- ' i
and dilutiens there of,
The menber— secretary intreduced the subject saying that opium
’ Cannabis Sativa and Cannabis Indica being narcetic materials, no medicine
‘p or dilt;tion c.an be prepared under law from substances without narcetic
'% licences. As such, the registratien of medicines given earlier on the
‘ mmendation of the Drug Control Ccmmittee might be cancelled, The Committee

4‘11 ‘that the subject being an important one , needed further study by the
‘ﬂ - Dontd.. E/3,

N
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e It was, tnerefore, decided that SUhJeCt might be taken up in a !
‘-.;subsequent_meeting of the'Cemm:Ltted and in’ the meantime-

-Opin.’uan of the O’nairman Bangladesh Homoespathlc Beard may
g ,b'e obtained ; and

1)
- --if:.‘lr_‘prpduction of jthese medicines may be kept under suspension.

';Pendmg decision of the DCC on the subject, registratlon and

: (c} annlng of “SREENRER BARI“

'.e"members drew the attent:.on of the Committce that g medicine
_:lacally prepared which is knewn 3zs “Sreepurer Bari® is a hamful one
':and ‘many cases of hamful affiects of the preparatien had beon reported.
“I'h was observed that the so-callecl "Sreepurer Bari" is an unguthori sed
A jproduct being illeJally manufacturedd and sold by seme unscrupulo¥s

-'pereon S

2 : ";It';':' as: dec:.ded that the matter may be investigated znd legal action . !
. ,be taken acainst such persons. The public may also be infomed of the

AR .sub_’j ec‘tsthrnugh mass media.

(d) Maintenance of Shastriya principles in the approval of recipes anc
e ”"'manufacture of medicines.

i It Was reperted that in some cases ghastrlYa principles and standards

, aTe: net Lelng maintained in the matter of a@rwal eof recipes and manu-
i facture of medicines. An example was llquid ferm of Jawaresh Jalinus,
v.hich :Ls in fact a v101at10n of such standardse

It was decided that such cases mlC'ht be brought to the netice of the

".',"- Ll,censmg .qu‘dwnty so that the cases can be examined and actien

i taken en the recommendation of ex;ier%/}

( Pref. Waliullgh ) ,
Chagimzn, 2 67 8&
D;ug Contrel Committeec.
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‘Minutes of the 135th meeting of the D

rug Control Cemmitice held on 23.7.86.

Perp-p=p=pe}

ifembers prosent:

-
Frof. 4. Jabbar, Frof, Mefazzal Hossain, Brige aniz Valz, Br. Kazi shcul Fot

Dr. Md. Jc_.han.gi:' 8 Lr, Humzyun K.M...'a.H&c.

haimmgn

3

meeting. -

”j,c:cncg"l 1
Confima ._on of the minutes of the *135th mesting held on 23.7.06.

—_—-.._.-_—..__...-_._.._...-..u--—_——..-_..___.__-...-_...-..—.-———

The minutes of the 134th meeting of the Drug Centrcl Zommitbiec held on

.lu.'? 86 were confimod.

~
Mattors aricing ocut of the minutes.
a) The Committee reconsicercd the f decision ghout the rucipe of Doxznin
caps (doxycycline iCl, 10Cmg) of Bengal Chemic.l, Uhgka and approved o

S,

b) Decision about the recipes of Rimgetgzid 190 + Z&/C tabe (TEfompicln 130mET

TTEH 100me ® 3+ pyrazinegmide 500mg x 3 cnd Aimactezid 300 +Zs/ T el

A

(rifanpicin 320mg + INH 150mg x 2 4 pyze zinamicde B0Cmg x 4) of Cih~Goloy

B
JNgT

ovitzarland were slse roconsidered gnd gpproved with copdlticn

price of commercigl pack vill not zxcesd the correspondling il

igendg=3:

Censideration of the,folloslng reckpes vhich were kept mending corlivr

Qlity Centrel facilities.

- - o =

-

The following racipes vhich were kept pending on 21.6,24 & 3,2.05 for 4.GC.

facilities were placed and decistons vaken;

Fimm/2rznd Decisien
Rttt Milickonlg :
! o3 The !
bBne Sing,Dhikae
CSinatrim taba approved \fl.n con:‘ition to givg Lndiggtion
{sulphgnathox,zcle 400mg as per INF & delete overgoe.
+ trimetheprim ECme)
Sinasprin tuh. aprroved with condl ‘;'.an . %
its 3 ity - 1y
(sspizim 300M7) znd Live vorning as "ont
childrzn under 12 yeaors
specific medical advici.

eLRasen el e soproved with cenditien to delefe oviraoe
Zried aluminium hvdroxice - 2 P -

(erieg alun‘unlul s .y cng omht iemitation milk fl,veur From

gel 400mg -k mauneslum DySTORae oo s qgg,

350mg)

- e
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Castab tghlet _ annreved with condition to chance nume
(zscorbic aeicd 25Cmg) (c-. Se sinacee) and cive indication o5 rer INE.
ijs.n td}a' o Y] \
: 5 Approved vith condition to delebe oversge.
(glibenclemide 5mg) ‘ - SRRy
Helsing tab. ] Apuroved with conditien te delate eversies

(levanisole HCl. 40mg)

Tensing tab. Rejected bécause suet coandih oo nod encn il

- e "_,-'—‘-‘--Ln
(ciazepen my) W i,
Tensing tab. approved vith condition to give inzication oo pons
(ciazepam Smy) INF,
Singprel t:k. acproved with conditlon to <l na

(proprgnolel HC #1G) ¢ive incdicstion as por LNF.

Grisosin Oz, dpproved vith condition to delots cverm: o
{griseofulvin micrenized, 123mc) > W e

Hyosin %k, abproved vith cr*m.ltlos\ to deletg, niliory &
(hyoscin butyl bromide 10mg) rengl cc-l“K;i — e

ovVearg .

Rifsina 300 cap. aporoves with condigion *o cive in 2
{rifgrnricin 300mc) dosy e as ner THO wccn'“rﬂ'a 1!‘99

indicgticn in tubgrculosl
(1.ce myco-bsctorial infzctions onl

in;. Tony GL\EV"XE/ S

aricin 1.:Oruf*‘

Aies -
agenig=4:

ConSic':.crgt‘lr:n of ihg fﬁllowinc rocipes for reconfimmztion »hidh worg, o pTovis

1 - 4l

. 5 e ')
Tha following _,ﬁ@s, vhich were gpnroved before 1032 vere nlzcon o7 nesert ~

.

f.fnm'ation in Bicht of Nationzl Urug Folicy and declsions faken,

Pagmmschemie,Dhaks,

sncuyal tgb. The fiom may zesubmit the vuecine with the
(grisecfulvin 125mq) fslloviing gmendmants-
i) chance numc
ii) udd oversce
131) o{ulwn to he used in i :z:} o from
)

¢
micron maximum peatvele slzo)

Robingons, Chitigoona.

Dand-0' anti-cdandruff lisir lotion. R:iiched becatse spfer cubotiiuts viilible.
(thymol Q.17 + cozltsr soln.

0% 3.3¢ per 100¢)

Comills Lab.Comilly.

Comolax taba dcjected under criter u-._ﬁ_.;. =
(phenolphthaling 228mg) of the liztional Lrug Inlicy »e

(LaR No.105-123-31; useloss & hzuwnful d-ucs,

(\/%\gh . T p s « /5
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Considerstion of the fol

lowing resubmited

recipess

__—_—_---_a_-_————-_—_—--—_mu—__-_———_-——u__-n-—-—

The following hich h:

racipe

Oraplex cab.

(thigmine Hel Smg +
:iboi'l.—_.vin ang +
pyridoxine Hel. +
nicotingnide Zag¢ per Gara)

Coctor's Chamical,boCTu.

Tressino t.,b,

(preoranclol Hel 10my £ AQmG. )

1 syrun.,

vous eutlphatc 43
gin p"l liaq.
(psraccignel ey

Sinatrim susp.
\rulfvlamaﬂ"n\_mlu 4o
+ trimethoprim Q.

ner 100m1.)

AMORXEis Calde
(amoxycil 250my)
hloramacis Cule

(chloramphenicol 220mq)

City thgmacgulics, Che

=G r-\fwulw 7_’,

Yitahin

gve baom

rocubmited were considorpd Jnd Zuck
The recipe may be vidh sl
fomuls ze micotingmide 20mg &+ pyrico
g 4 riboflgvin 2 me thi: g Hel,
capsule.
Aparoved with conditien o cosnie ol

The

racipe may

o reculn

condition %2 ciig
Forent coleoured

ipproved with concition to

rroved vith

codnltion o wu

cf“lh.i"ﬂ sodiun Tren

yvith conditien to dllot

approved vith concition to 2ive

UNF shd cheghi @ hiCe

: y J T . L s e AV
;.1.-[.ruVuc;. ‘\,J .\ :,F__‘.,n,k Sl LS ¢ “*

<
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inés
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1%,1,1\,, fimm en priority Lssis.:

) e g et e . o o o e -

Congzidstion of the following racincs of

q___--—---_—--_q__-—-—_—----—a_—qn-—-_--n

£ i S £ 2
The following rzckpes of 5 1 imovere -lacepynd decicion tgken.
i

Union Fgmmg, m "hr"‘g anj.

Lemacol lig Ge : The recicee wars kopt
(levzmisole HCL 044 :

—

pending until fol

ss per prcioct ig complatas for

,_..
.

i

:
i
i
=i

totyl profect implimentytien
s 34 s Criataed,

Furadin anep,

{1°ur,-5r41.idonc 05, e
Faraton lic, “to=
(ferroue sulnpiiate oy

Uninol 1ic. —uo=
( arace L.}'ﬂC‘l e 5\;:.‘ .

azenda~ 7 3

Consicoration of the folloving other »icipes of cassntl il drure,:

_——___--___-—---——_—---—----——---___-_--__--__-___-____,____-___

rdy

The follewing reelyos of coseatial druce were placed anc declcelons ©akaen,
ibn Sing,Dhke.

dultizing Coops approvod with gondiiien o “ive indic.ifion &a
(vitemin ;, naylmifste ©.867g rive dpaiestion s multivitonin o ficicncloe in
HWitemin L2 0.9%m) o infanis only,

thigring el 0,167 -

rvridoxing HCL 0. 00

+ nicotingmitic £.933

=gl ,.vu-u

+ riteflsvin -5 phosphgtc
socium 0.286+ ror 100m1.

antzelng wusp.
(aluminium hycroxice cel
3 10,5 ocxide Ay 4 mgnes i
hydroxide B g psr 100n

mpprevad with condition o odit ovir, o, chin
nighe, dz

1’ l1atc propylenc (lvesl & chlorifrmay,
\ ueze chloring ‘..:,:j watcr  ond giculd conforn Lo
Y usp in 't“'u.s of I'].muJ.Gq.nl cCOoun.

Helsing tab. =, ; :
- I el The fim to recubmit the reclve wiih 1I00m5

(mebendzzele SO0r

~ £ g
streagth, simpliified excinionts ono chancud nome.

n—

1 . Helsin: suswpe The fi‘m to resutmit e recine vith Cuune

q (mebendazole 2.0) name, & cimplified fomuls.

; .

; wgendag~% ¢ Miscellancous,

..J \ - . . - - i

a) Lgelgion gheul dishursanent of CTrus Conkrel Committ.. fund,

The €ommittec wys infomned ghout the collection of focs for varidue ~¥nuicoc
,3 .
3

of Drug Centrdl Cemmittee with effeci from 1st July, 1936,

It wa zeld thyt the fund will be dishursed st the fellowing ratues.

Gontbiavess b5
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a) Honcurgrium for,eipense, of the gtiendonce to the chaiman snc

- O Taka 130/~ per meeting.

Ib) tHonourgrium to the sccountgnt -

- @ Tgka 150/= pur month,

¢) tlonourzrium fer dg.#‘;ng sscistant
- & Taka 100/~ per month.

BRI o

. ' . . LL‘- -
4d) Honcurgrium to the cxpcrtr/fer evelugtion of 2 cres= Mt)\) & \

- @ Taka 130/~ per drugs. __‘—-——"‘——M
N b r‘i—‘w <9~-%’€¥.?/H./J, 2 ('KU‘—" Q@ Py 2V Tw s

>
‘-’ée mecting onded wid: vote of thanks o Whie chair

@{J' 01]\)» J’Q . '\'L’\j'l \~—Q../\J*-—- (',};_j: ,);C_f/jJ

other mankcrs,

R T TR AT




inutcs of ’tne 136th nu.tinig_f 'l‘he Drug Contvol Cmmttu held on_2y, ?.u(;.r

- — - B 5w B e g S et

) Yol m "~ r B , i T s .
Prof. e Jabbaz, Frofe ¥, Gk Talukder, Pref. Mofszzel Hosculn, Bris. anlz VWulz,

qin, Kazi abdul Fotleh, Lr. lide Joheneir snc Dr. HUmsvun (Ll.a. Ve

f The meeting was presiced sver by Frofe a. Jabbar,

Avendeg-1:

-

e 135th mesting ol the Lxug Contzol Comniss

*ia
fte
-

Oonfir.a;,ti:n of tnc minutes 2i
The minutes of the 133%h mecting of the Drug Cenirel Commiticu held on 22.7.50

were confimned.

AGENGa=2:

- o

The following recipes of import cubctitute drugs were placed and decliclzns tukens

Pim[ﬁrand Decisicne.

Gaco,Thgkae
Silver Zulphadiazine criw spproved with cendit 1f~n pive indicgdon

and packsize as /j/L/;: /K ﬂ/ul/)/(

i acme,Dhaka.

)
4. nonidin tab 2 Tinn mgy rosubmit th e Alth scpote
i © dkglla die
: (raniticine rcl 300mg) fornula feT "):l\:t(:,l WezoMn: una
. mentioning pcoated tal.

Ri"‘aﬂzid Cape
| (rifampicin UCF 300mg
.+ isoniazid USP 150mg)

22 in capsule
P o
reclnge CogtLeh
L

fl'lut ',ll tne

A[{-Ccnlﬁhaka.
Sweztage tab. approve” vith concition %o change ngue.
(saccharin sudium 12 my)

Jaysoen,Dhakye

Dyrin tab. The firm may rceubmit the recipe with soparale
(ranitidin Hel 150my) formula for core tablut and coating mstorial
and chanued names

Sudanol oint. Aprroved vith conditizn to ocive indicumaion ancd
{eilver sulphadiazine 14) packsize zs por DMF.

Contdass... /2,
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Cpconin.larisgl.
Metherspan inj, : Approved.
(methyl cpgemetrine
maleate 200 mcg/Iml gmp.)
Gcnt\:ha,sthayalbhdka.

4 G-Cloxacillin inj.250/vial Approved.

i GjCloxdcillin socium 500mg/vail anrroves with conditicn te give diffcerent
coloured labels for different concentrati-ns/
strengths.

a Cpsenin,Garisal.

§ Taolet Rnitid-300my The fim may resubmit the recipe vith fonaula

g (ranitidine Hel 300mg) for coated tekblut. They are also to chan

the oxisting Ranitid 150my teb. in cogied

* tablet form,

1 Deximco,Dhakae

|| amitriptyline Hcl £/G tab.2omg APF IOV 2.

)

1 pnitriptyline Hel APPTOV Ela

] f/c tab. 10Mc.

'.:Can -’-abnd-
i ki, et
2 fazid 150 ffc tuk. apnroved viid concition to chigoe Ngne,

i vrifaapicin 1«0!119 +

¥  isoniazid 100mg;

Camuxxy B AKX A XS

-q' Conoshasthaya,Chaka.

i ;

| . G~Diclofenze inj. IM. ApoTev Cda

 25mg/m) in 3-ml gmu.

} (éiclefenge sccium;

0

‘M G-Diclofcnec iazb. 25mg,enteric approved.

! cogted

| C-Sroemetrine ind. -1

; J’M/Iv 500mce/1-ml o

i sabor coleur dup.

5 (crgometrine males Jhe)

i i - . fipm myy roculmit the rocipe ath

] C-Fifanpicin-Tso t.b. s L Bad . J'i R R

£ %6 41 fao0d an ) formuda for coaten tablet chowing r:uh,tlj*.:_,.

f (£fi¢zmpicin 300my soni 5zl moteriales separatelys gy AALJ(iG A A

R

: Hoodh st, Chl thagond. M e
sofrades E/E oint. ApETOV s
(Framycstin culphate
0.55 + dexamethgsone :
C.053 + cramicizin O, 003,
In 5 E.
Sofrgnycin cy= oint. AP IOV ECe
(framycatin sulpha*c [ }E S)A)
in 9 c. #f

Beximco,lhskae

Mi-Rifampicin s/c tut. npLOVEds
(rifympicin 1Z0my
+ isoniazid 10Cmy)

. P
iRt ceniES
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Ffizer,Chykae

antichol Smg tab.
. . e - ATREECY
(emysacnoniun bremice Sny)

rovdd with cendition o acletc

EI‘:_“,O!Tl O )
(er-‘.:r_ncvinu mslca UEE0..5m7)
arcemat IM/TY ind. 020/ ml

in 1-ml gmpcule.
{metnyl < oeneving meleat

’Y‘ﬂ,/l” na-f

Lo stiiaks 26 Tz (R o RV i, FoliVeelihe™ PRL
’L«." ; (o

o o
: - i N =
- Al echresl o T DR o4 17111 008 REASAOH .
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