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Agenda of the 146th meeting of the Drug Gontrol Commi ttee _ ' b
to be held on 14.1.1987.

~

Conf;mation of minutes of the 145th meeting.

Progress so far made about the disposal of recipes since the
of present Committee,
Consideration of Tecipe's,

fomgation

AppToval of list of Resipe'siof Essentlal Drugs,

Conciderztion of registration of Drugs for import,
Approvzl of 3 profom, to be submit

Mi scellaneocu st
a) Representztion 6f M/s.Hoechst_Phama.

b) Consideration of a review petition of
©) Represantstion of N/ s.

|
|
4
{
=
ted by Drug Manufscturers, _ I{ '
. ‘II

for gpproval of price.of ray mateﬂﬂ. ;
Chinese Bubgzesy, |
United Chemicals g Phannaceuticals I.td.,Chittagong. |

N




o

p Iam!. nga.

, "lﬁth'meaung of tha ﬂzug .mtmlﬁﬂmiﬂ'
9,00 AMe In the office chamber of m:m:bor. &mg Adnind stration uncder the
Chalmanship of rar. manzoor-u viaﬁm,

!.

© The follewing neahei-s._ attended the meeting.

le Brig. aniz il
25,01, Mobarst 413

3- p!‘bf. &I&‘:cx- Tamkdﬁ'r
e LT Imdm fk_‘-(.ﬁ- ﬁy&

Se Tre s2lzur Bohman

L 6. by, Zafrellah Chewdhury

7. ¥r, antal Islan
8. i."fo sl ol P’h,;n

9. Dr, Md, Nurul Andgz,

The fellowing manbers could not ati,

Is ¥rof, Nopul Izlam
2. Frof. a. Hannan,

L}

Minuteg of the 145th meeting of

¢« the following menan ent,

!azg. ibn Hna Fham is

la samplein, drepel moici 11in cires)

2  finacol sﬁe;u{chclcr

“hi Loty #i ' 1
wl thdrawn

sarhenicol) talected

ines of

acrctary 'ﬂniztry of Hea!th a rgl,lr' :

“was held en 14.01.1957 at :

nd the meating,

Drun Sentrol Comnd ttag wvye confirned with

Ta be Taeslaiticd oith reformulation,
Lecicion of "Pacdl stric intik

net be zlleved «id to he

from marvety %38 Iivekad,

-

Hesnolis Freductien ¢ .m«city alre.dy

Villicle excecce the . :Thet “gaznd, In
t 1t was dectded nct to sllow

View of ¢y

the prosossi, o further recige w411 be
allowed fram now il

3, Caledng Ladia{caloium vuntothen ., ta) “elested,.

Hesconr Thig druy

: el = f Ecv”l“" and
) * % Thar vun
%

TeCipes #i:

e monuficter. mhive

Aol lar 12 shouid Lley be
el thin elx tdﬂﬂdlﬂn

Byen Frocecsad o fLr,

cﬂﬂtff-.- ..F/?.

iotic symﬁ

hae ne evidence of ahy

wa the form,ticn 9{ prisgns
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@gdg‘aﬁm of the recipgs:
-#tecipes of the folloving druge were pliced before the Committes snd thee following

'daci sions were token:

¥/s.Uni ted Lan.Ctc,

M/e,Batall Phame.tce

1. #nsel Cresn(kenzoyl peroxids)

1. [itextremethorghan HBr.

le Bextsuox iry 9y:up.250mgf?n11.
{zmoxycl llin}

Unsonin Chelngd £al.

le loperin eyrup {lopergmice HOL)

le Ceonatin (Cimeticing)

Ze  YeGa gyrup. (zscorbic scle)

H ..-'\.F'.C.Chaﬂi 1 1 m

1. aPpegracon (nalidixde scld)

1. C=#zonesiun sulphate ind.

2, (=ilydrolazine HGl.ini.

3, CeHydrelizine Hile is8.

1. Aoevit O drcpe{Vit. T 1imla)

e #b<Fuol

lo Diloxsn swsPe(Diloxpnide Furoste)

D24 SYIUD.

04(zml)

To be referred to Frof. Md. szad, Prof.ile
Hasang Frofs Vde nU!'\Jl »lzu for opinion.

To be resubmitted vwith recommendstion on
«idilsr druge of lmport origine

ADHTGV 3.

soproved on condition that they wouls

aot geb any more cough preparation.

Lor
To be resgubmitied in f\strm th of §25eg/l.
4d vith oversuce " '
cejecleds

Suacon: Wopergmide fouid form will not
be illﬂh‘f.‘do

1o be roesubmitted in coalted form,.

kept pending for o;‘.-‘..".‘.c-n cf vaef. He lelum

;.ﬂd llaf. av\a?-

To be resubmitzed adlusting exirs eicipi ant

T Be referred to Frote TUrys JaBen,
Profe ToFe Beam ond 7refe TeleChowdiury
for eninlon.

Anproveu.

A7, TGV &Ca

To be rewubklited sftwr correctieon of
anitioxidant.
Tejected.
gspant Home of sctive fncredient fonot
genticiiods

Cor tisaee P/




‘2. moxycillin dry syrup.(20me/ml)

”ﬂ o, L0 ﬂﬂa:ﬁhnkg.
1o Ultacid tube(hycdretalcice)

2. Ultacld susp.{bydretalcice]

"3, Slnadil tobl{clloxanid fﬁ?oatﬂ}
4, ©insdil swep. (6l loxgnide furoste)

&';g" s.Hodern dgaearch Lol

1. GBanimice vsk.{rgnitidine HEll)

2, Claetin tas.{cimeticine Hil.}
W/ e Fibzer Ly,
1o Bet:t:k tab, O.5ng{zetsmethscone)
3§ T 'vid £ :ch!ﬂilsg LTlhn
“f
b 3
k 1o fucunbasc veporud {menthol,csmphor]
F il
- 3/ ssConoghasthayg ‘;h’nﬂ' B
£
& 1. O=Gephalexin dry syrue.
i
95,? i/ . Globe ~esearch Lab.

1 1. Mason Viporub{menthol,csaphor,
i encalyptus oll,thymol oil.}

‘{!s.ﬂmt‘rﬁl Fh.;m.a.
le Vasodil (atenclol 10Ca2gw)

o

M/ e, Crsanon (2D} Ltd,

1. Sencht f.cet.{fendiline HO1)

fumarate)

ey
D :
ek bl

7 R | S S b T

To be resubmitted siter correction of ﬁ7 ;
Fregenvatlive. ;

fajected.

. Tiesopns Anoxyclillin S00mg SoPe will not

" Rejected,
“Heasont Strenth of Zmg/mli will not be

alh'&&d-

i’\.i}‘jﬁf-tﬂﬂt :
feason: Mo sdvgentage over availsble
mbstitute.

Aedected.
Hgasons =do~

Approved
To bo referred to Fref, Azed, Prof.Meiinssn--
2 Frofs Mde Nenlgo.

Zejscted.
Reseont Lack of costing facilities.

sejected.
e eon: =g

app roved

Tejected:
Reason: -

Approved.

ficjected.
Russons \\'

Agproved with cencitia to change nae.

May Be 3llowed on condition that unceated
form will bBe deleten fram thelr licences

2. Fludilat f.ce.te(bengyclsne liydrogen May Bd allowed on condition that amarpath

colour to be replsced snd vith celetion ol

uncoated femm of the cane frun thelr licens
cﬂ.

Gon t(-!lc ™ 'F’/a.




0% --ﬂﬂjﬁ:tad. .
‘Regsons Incorrect fomulas.
_--‘I'n o resubnitted in costed tab.fom.

T e rgowaed) Bl

mmud en emdltiun to change RADE,

"Tn ha :ewhmitted sdth the deletion of
mannitele

' approved with conditien of deletien of ™
gverage and felagvour.

Rejecteds.

Ressona cﬂlhm.ﬂm drug is not Blh'.ﬁd
8% per Kationul Trug Pollcy. B,

Gstlic Pearls “Fejecteds cma?
Regsons Unintroduced drug recuiring full

" gapporting documents were not submitl teds

Agenda=4 3
Approval ot‘ the List of essential drugs (list attached)

st of rer.i.pau of essential drugs recomended By iTUQ qminima ﬁ;@g attached)
was appreved with decision that Vitain E-Cnplax & Iran with Fcnc acid would ba
allowed in tghlet fom. ~ Capmile fom umld not be allomed t‘m now en znd
oxl eting producte would be withdrsen fron the market within six months Ure AeMeHeitizn
I did net zgree with the decislen- regax&ng ¥itamin B-Complex snd Iren with follc acld
take ﬁ&zmw\ﬁ)r V‘xb‘“”f”’t’i‘”‘m %
ngeﬂga 5:___ \e_ Q G{ w 'Y()

a) mmum gppmed the follwing itas for reglstraum.

“Nae af'—i:i_iéwahﬁl'f;ﬁﬁir'er' 1 Nahe‘of the itgs
¥/se Dmg Feng mmg.chma HT T !arlm mlphate
8. M/se Dalian 'u:!uatiu Fh,,ma.ﬂima 1. Fish L'wer Cil Cape (anteinpy hrond} v L
M/s. L;bnutorx,cudﬁa; e e e msicm ooth. eye dh:p
: Spainy _ (Dt sodiun ‘chronoglycate) TR
Bl S § R SRS . 2, Cusimolel 0.25( eye 4rop. s m
I‘. i T - . g (Imhl maleate OQMI

3. Cusimolal 0.5% eye drop. eaas
R (Tholol llaleatﬁ .5‘,‘.} .

1/ s KoTea Greon Cross 3 1. Hicon VITI-500 Unit .
Sl A s &  ~{snthihzmmophyllic fscter)

1/ e I?qdimpéx;ﬂméaryi'_ Tttt 1 docaine Tspray 10%.

g .Iﬁ"/__\f )\‘ _ = - Cmtd...?,)‘?.
SRR S | 2 ’

A bt S e i
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¥/S. Sandoz, Svd tzerlsnd 1. Sandimum inj. 10m1. 250mg/al.
; Ry - {cyclosporin).
M/s. Japan Mecleal Supply 1. Dlzposable plastic syringe

{sterile ,pyrogen frec).
Intravenous cannula pyrogen free
3. Peritonesl dlalysis sdninistration set.

!\".‘

'Mfs.mumachm,ﬁulggﬂa _' _ 1. Neostrignane tab.(ncostionine bromide) ;
% 2. tizniporus 0.035(iv inj.)+ wdiun nBtroprusside

.3 Parkinson tybe.2mg{trihexyphenidyl HC1)
4o Perkineom tske Gmg.
9. tznplest (zinc oxide & celophene dressing

materlal.

¥/s.Pasture Vacelne l« Vaccine Hevace B ‘/

¥/s.Xingtsl Country,China lo Barium Sulphate

%/e.FHoffnn La=Roche, 1. Eanetnof tok.(wulfudoxine,pyrimethming
Svd tzerlond snd meflooulne).

i/ cs Luboratories H Faursl 1. Fluorescin 25 eye dreo,
France.

M/ sed spen Mevical Fupply le Uisporpble Tcplpvein infusien set
ngspore e igroesble infuslon =2t type 200

i/ ve3 M Hoylth Ca-ré Fromuct le ¥lcropore Wwrgicsl 4upe

2. iranspors surgical tuve

3¢ Tugadem Trimer.rent dressing
4, /mntimicrodlsl steristzip,

3. Cohbun “elf gdherent srap.

b) The Comltitee rejected the o licition for recistration of the followdng Ituns,

dane of the munuisctizer I Name of the itams i Ne:son  for redectbon.
=
¥M/s.alcen Conver,Belgdum 1. Tesr Hatursl opth.scln. Cedquirgient for racl«tra=
hypromellese Ca3s 7 tien &s not fulfilled,
destran 70 C. L’;- ) ’
2. DBoeloptic opth.wolne. -do=
{betzxolol HCl.0D4
4 Je laphcen opthesalnetml. -do~

{(naphardine HCl. 0.012%)

4. Naphocon=. opith. soln, 1%ml. -
{rhenirmine maleate 0,34 =gdg=
T nij‘[ﬁ?huzﬂlme HC1. 9-25:3}

5. Maxitrol oint.
{neomycin £0.0 04355 + plynyxdn =g
B gD gi,‘OCx unit/g + éexéﬂdthaﬂl&

Jeld)

6. Ceatzpred tye olnt.
(siliscetmide B precnicsolone). hHot lmjort-kled

- {;ontd-coop)léo




Kape.of the manufscturer | Nene of the itams | fleazon for rejection.
 M/8.ReP, Scherer, le Vitanin £ cepe 10mB. Not remulred.
. australia - /

- 14/ 8o Coofmen, Pakinstan 1e Vitgmin 4 cape’ ' - $oUTce 1s not acceptgble
, 2s Mnowplast krand zinc ~-cdo~
oxide ochedive plaster
vs. Oxytoein inj., =do= /
ST = Ha;ahazcline Rasal spray ~go=
#/ ssOrasnen,Heland 1s Horouran inje
{vecuronium bremive ) Igcal substitute gvailasble . o
import not necessary.
. 2. Pregeolor fegt ' -
; J . stration of the product
(diagnostic agent) _ is not required(for in
vitro test).
#/ se Laboratory Cuskss, l. Atropine 1% eye drop tot required
Spaln. © 2» atropine 14 eye soint =do~
3. Texmethzeone eye drop 0.4 =ciom
4, Gexsmethseohe sve dint. =dg=
5, Virucida sye drop. Oe2% Strangth s not 4s rer BP/
{idexuricing) UsF gpecification.
: 6. Viruclds zye olnt. J«25 eye cint. is not s
(icomricine 0.29) per USFABP epecifications
7e Cexgmethssone sodium Fhos. Not required, '
and chlozrgnphenicel eye oint, )
8, angesthetic eye drop, =do=
{tetrscaine HOL.)
9. Centamicin ¢ dexgmethasen =do=
- sedigm phosphate
%/caBlolab Ltc.,Thilond 1. Fungarcl tob,e Import not ruplired se the
{ketoconazola) drug, 1g locs;!ly mgnefsctur-
v €
P E‘EIGf}iC ’iah.
Eci_nne:;‘zina; Hil.) ~do=
3o Hexopat talle Sfoutcw is not sccepigble,
{neproxen 250me)
¥/ soHan s=fim Lanbek ey LAG le Xalebion inj. Iocslly svi-1lible.
(vit. Bl 1“.1-) '
#/s.Choenguae fhamms 1. Chondexyl cap. Mot requivedd.
{chendexychalic ,cid)
#/seMTes Orven Crocss lo Tetznus lhune Tro more Fo%els remired
Ze Munps vaccing Vot requird.
i/ 5ot colimpex, Hingary. le Elion iafucion
{metronidazdle) No more recuirods
2 Zecstol cojtud tib. -
(ergotmine tarisrste &
coffeine)
3. Paxiraeol tab. xpoctersnt not pllowsd. |
(srom hexdne ¥C1.) S
%{M Contdsyef /7,
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Pa— -W-?:f-_':- T

W/sd edimpeax,Hungsry,

B/ 2 Ssndog, fultzerland,

¥/s.Framachin, Bulgari,

H/f-?.ﬂofﬁiaﬂ L}‘%Gbe!
Swltzerland

#/ se Loborstort <5 Faursy,
Frince

B/2Tiangln Fhymaote -

3/ seKores Creen Cross

Mfsﬂ L{!ga.ﬂ _T.. -'-.F&I.Jm:!

il e

4 P&xliraml 'i'nj_. !
{brem hexne HCl,)

S %xltaw}. woln,
{kron hexine HCl,)

&- A
le -SQ‘I\M':.M}["EWVQ!-
{cyclossorin)
20 Viskadax t.b.
(sindolol + clopymice)

3. Caleitonin: sangsy

4 Estalic (gusnficin NN} t.b,

(dhydroergotoxine meosi late)

l. ¥it. € 1n}.

2, Isodin 2mg (isosorhide
dinitrate)

3. Bonesia SCing
(i sosorkide moronitrate) -

4, Bitrolong tab.10me
{pentaeryehrito

Sa Saffergaine tabe
lercotamine tartarste Img
¢ cofieine wome),

6. Cltoplpst

{cetyl pyridium chlorice
adhesive plyster)

1. Proafcan tsh,
(nidazole HOL)

Ze Dranlean ind,
(midazalﬁ iC1,.)

3. ohiypnel kb,

{fluni travesam)

% fohiypnel inji.
{flunt trazepam)

le Chloraapnenicol 0454
oye drog,

2. Gentanicine 0,34 @ye ¢rep.

3. atropine tulphate Li eye droo,

ls 23% Dextrose inj. 2oml,
Za Vitgnin 2 ins,

1. Typhold Vaccine
Ze Chglers Vaccine

3. #u Me DU Vys

{(mummps measles + rubely Vacclne) Combinsticn OTus not

ls #etrolsg infusion

e
r!ﬂrJN

T T e

fotranitrate;

A T

Not reculred-

‘Canbination dwag net |

alloced 45 cer Hatenal. . .
Lrug rollcy. S

tiet reculred

ﬁ&qui rauant ﬂf IF. S.C‘oh“i;:“" Kk
not mot i :

.

Hot required.

Hot rocuired,

E ¥

~gig=

BO ROre recul-eg

SRR ]
lot repired, = q;' '
adgm e A “g‘,
=itm ‘!'.'
-Rwa- 3
-n=

Hg more recuiregd

i p 15
ST e ey

1
—do— : |
LA
, o
I]'-
=clo= A
1l
|
-dc- rae " .;g

Banned under Srug Sontrel
Coginance, : _I:

’

31105‘;!3!:-. F?
Io more ronuired,
bl

: |

Gen ido.oﬁp)!a-. |



&ls.'ﬁum b ;hlgﬂi& 1. Teodint tob.10mp. Approved for provielcnal
' ray (iwwﬂid cﬂ.nltrata) reg. for one years

/ J

me Cmnlttaa dod to wWith-held the Fuag.. af Clopixol inj.{clopenthixol

hwmch brxde “fox m& sdeclz:at&m.

_thes-e.'

!

' le Uuytecin inj. {‘fﬁft} miufzml. gt

2. Calypsovet in;.(wt) {ketagmine HC1),

vl 3. Lictopen inje{Vet.)

Fop {be nzoyl penlcillin + daethyl smine othyl aster)

4 4, Dysonte solution(Vet).
/ (soddum chloride,Xextxximmaisizk
s ddnce sulphate,pote chleride, Gate
/ chdorlde,Histumine K1)

-‘-P'x;':cfom,a- to ke fillev in by 311 the manufaciurer wpe aPproved with the folliwing
a;._u_;m_mt{pmfma stiached) » BXeime g anx

& sl.lln. Ii_nmber of specific snd majer G.C. tes t perfomed during last one yeasr.
tiBs changes of Yy person in (lNoe 75 8,910 ) must be infonned.

Acend, “7-1

{4) Reprosentaticn of 4/s.Hoschst Pnama. for soproval of price of rov materl.ls
is kept pending for presance of -full Comltiec,

i

‘.Q Dﬂ 'ti?zg f{..nlltn..o.l.o:op I«ha \mitt«ﬁ up hﬂli.ﬂ ﬂ"‘e &{-I‘ atT uuci o Df
':ejecnm of Dextrose 2% spou le of Ch:.new origine

{c) Represcniaticn of UCPL & B.5%s Aenre-entation of UEPL & BABS is kert pending
for next meeting,

ttes tecldad o allow the provistenal Reg. of the follewing ¢rug for one

i of ey *‘tack ‘m.cﬁe) fm thc fanma.ng vﬁterimr? producte haﬁ:n cmsiéerirg

“(R) Conslauration of 3 review of petition of Chinese Exbaseys Vide MINistry HOeeesas




-4 i The follewing are the T&® ok
\ regarding recipes of e&}: '

A\ &

eneric namee . f
elling/ typographi .

nistakes and i
Inspection T° ort confirmingif:
oz facilities. N

abmitted with,

Igﬁjex téblggdr 5 May be res
: iniam oxide : ok L
S B o siaplitiot fomis ST
r agnesiud ydroxide 330ng ) v) T aicatio a/ -5 aide-ef
] ~ ; per BNF.
|‘ e ' ' Ny
;. > Grpnland, Dhaka .
" Gitra Oint. N May be resubmitted withy
e (Tetracyclin® HCL 1%) a) Correct strength (Leee
= - gopical ointment
' p) Inspection repor’ conf
™ facilities for ant:i_.yj.f
5 Jansta, Dbaka .
Monovit tabe . Tpe firm na&Y be :,ns;'?‘
(Thiamine EHOL 400 ng) production and QeCe
_ | D . /tab. for this [
:, ' following recipes Té!
) . !
{ Ipdocin cape - do - -_*Na*
i (Indomi‘chacine 25mg) . ﬂ_‘i
:_ D
) M - Ferro CaPe - Qo - }
(Ferrous Tunmarabe 200mg) + Ipdication W&y be
Folic Acid 500 meE and Sodium m¢
be deléted.
e b
Vita=-cap capsule - 4o A
(Vitemin B-Complex "z
as per standerd formula) Mepnitol may be g
@aonin, Barisal .
Benz.a.peﬁ inje. ) lay be Test
(Benzathj.ng tgenici.llm ~ formulge

12 lac w2
PR -

Benzapen inje .
(Benzathine enicillin
24 lac anit




ks ;
'\:f: b \;
T ::}N_’
. .-_4,{/,_’://'/“:,. A
e 2 ) : 3
' Grzn Lab. Chandpur
Histagrf!% liq. ! May be approved
(Chlorpheniramine
Maleate 2mg/5ml)
Epegrun liq, - do -
(Ephedrine HCl 15mg/5ml)
6  Cresent, Dhaka
Safenol Antiseptic liq. l“{ag be resubmitted deleting benzyl
(Cetrimide 3% + Chlorhexidine enzoate, ethanol and
Gluconate 0,3%) Tatrazine from excipient; adding
alternate colour and gi
indication and dosage as per BNF,
o
Cgemacid susp. May be resubmitted using aluminium -
(Aluminium, Hydroxide + hydroxide compressed gel sufficient
Magnesium Hydroxide) for 3.5 to 4.4% Al.o

:it.i;:-k‘hli::.

2 Content, i i
reducing Magnesium H;‘d.rolxide (to 2% and &
content of preservatives, using 4
chlorinated water. and givi

indication and dosage as per BNF,

Solrin tab. : May be rejected because such strength
\g&.get'yl Salicyli is not acceptable, !
teid 399 ng)
%ikalpa, Dhaka : /i
'*T_:Lvoprin : May be approved,
%ﬂﬁe:r):sible-kspirm Nl ag Deletin% orange flavour,
5_:-;“5 b) Giving fa¥ning 1 as,

. (Not to be given for children

! below 12 year's without suspenwisicn
of a physician)

c) Separate dehumidified area to be

e confirmed again before licensing.
'y i}haka
(Soluble tablet) May be resubmitted, ;
_ig.yl:l.c : a) Adding a binder and adjusting for

0 mg Bu.nch size.
b) Deleting glycine and :
) giquid paraffin s hildr |
¢) Giving warning sgainst ¢ en's
use without a physicina's supervision,

.let 250mg May be approved,

‘wole), Deleting calcium carbonate, reducing
quantity of twe and ’
Magnesium stearate to Smg each, and
with a condition to change name.

ek

XOmg - 46 -
o
]
b May be approved,

Deleting, sorbitol, citrie acid,
A godium citrate and peppermint oil.

~ » i * e

Wy P

4 e L L



HEM&YETPUR. SAVAR, DHAKA. Phona : 315837, 314129
Head Office :
ROAD NO. 6. HOUSE NO. 24. DHANMONDI RESIDENTIAL AREA, DHAKA-1206

BANGLADESH. G.P.0, BOX NO, 2539 CABLE: NATINHOUSE
Phones : 6507165, 503421, 412158

Hfs Dare :

WAy gvAf ' L

T8 o w3 e yaTay
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{ ll. . ——
1
l 513, |
i CWATAR YN 97T Ry AT STPAY AT & W mAe 3
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