
Mlnutes of the 120th meetln of the Controlommi

j.T:36,3?tlr:;8tlifi."L*l: Drus control committee was herd on
ratlon under- it" 

*"iiriiri*rr"" chamber of the Dlr"eeto", 
_O"ri*airint"_

r rhe .ur"ug control corritt::: of Professor \.Iallulrili,-iirE 'C#iffi;

lhe followlng other members attended the meeting;
prof. A. Jabbar

!I: fr3li;*fl*Hl' r'attah
ur. HumaJrun KiM.A. Hye

[he ninutes
were confirm th 119th meetlng of the Drug Control Commlttee

2.Ihe followinp reclDes of,import substibute dl-ugs were placad anddeclslons taken aie as desbrlbed b;i;;;"" *,*

hoceed s &Decislons

tr'i rms Brands
GACO Dhaka

of
ed.

e

Decislons

tlp.gyug. with condition to change indicatlonas, rA. histarnlne H2_receptor r"iueo;ii i*:"iXi .cated in the treatient oi u"uL"*E""i;i"','",
u.tc er,, Zo 111nger-81,11 son 

"yrrarJr""urrd 
- ii ttr,r.o esophagitl s. t

Appmved.

Approved- wlth condltion to give indlcatlonas per 3NI.
. ]3".:glliil:l.r:ll;i recipes were placed and declsions taken are

Ibne Sina Dhak€r

Slnaphyllin tab .12Ong

Gastrosln tab 2oonp
( cinetidj.ne)
Slnanide caD 2np
( lo peramlde' HC1)
Slnamox cap 25ong
( amoxyelllin)
Sulphasina tab 5OOms(sulphadiazine B?) "

tpplg:"g rv"l th condition to,chaige adut t dose??"t/z.t 3 tablets every 6 horl-is; r -;"iui;"-
'ironcho pneuflonia, pulmonary, renal oedena
?ld anc+13 pectorisr'rrom rnhicaii"" ."i-ria
;;;";:i:ll""ilIX;g" " 

o" t'"t'i 
" ";i"" ir'I"""fi !i

Approved with condttlon
"ffiil;";";;;; q"lli'iftrl" derete overase and

Approved wlth condltion to delete overage,

Approved lrl th condltlon to chanse dosapcas 1 - 2 capsules a hourly.------be 
*veqBg

Approved wlth conditlon to supply in bulkpacklng without s trip.
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?evaryl P .v. foaBlng
solution ( econazole t96)

Iio rrno fort Lr^) a-
(hydroxypro ges trone
caproa-te,
Norcolut tab
(norethisterone )

Lt f1-''/4 '/+'\1 ':'^-
r i, <-r,t .r2) .t.L_

lowlng idclP'ds were P

Elsons Dhaka

Pevary l skin loti-on Approved with condltlon to arnend lndlcation'
( econa zole nl trate 1%) s forru"ecaus

,'":)_/:t. lY",

laced
Prayer for lnnpo rt reglstratlon of the fo]

discussed" Declsions taken are as follows:

Approved.

Re j ectetl because not.required'

eentanycitr lnj 4oorng (vet) A??RoVID '
Tetraclrcllne + Vltaoin B-complex pol'rder

?harmachga. Bulgarla
;;*" "r.Gwder 

(vet) . ReJected because not required'
( oxyietracycLlne + neomJrclnJ

i""i-t" 10y,6 vlal (vet) Rejected because-not pernitted under

i'ii;?;i;"4\-. ;---;;. Natlonal Drus ?olicv'
arnoiciLlii 'ih'*ifi-i' (vet) Approved ''slii rE"-" i^0. 5aa11 c ( s- o 

" 
r u )/ sJ n "54'b t 

('l

Arnnicillln L^) o.' t tlt? APProved''r"g"i 
roou !LI'r'J{l tt"*l Reiected because not required'

( chloramphenl co l- ,

Bloxacycline. dePot caP ( vet)
( bioxaci11ln )

ReJected because not requlred "

ReJected because not
requlred.

Rejected because not required "

ReJected because not requlr6d '

Reiected because not requirede

Re:iected because not Permlsslble
r:nder National Drug ?ollcY '
24m1 APProved"

Relected because not required qny norel

Rejected because not requl-red any more"

ChLoranphenlcoL 5S ear drops

DiDlivan nasal drops 1oml -.
( diphenhYdramine + nal}razorlne .t

Helkamen tat ( oxYPh6ri^iirm Br)

Illxed Gas garlg"ene Antitorln

Nvstatln Powder for oral susp
(booooo uirits/nt; (15 dropsJ

Iliva Yugoslavla

Blo I,ab Co , Tha i.1and

Cimulcer tab ( cime tl dlne

lnflanac tab ( dlsl-o fenac )

0xo -Cherllc. W.Ge rmanv

)

oxoferln so1n. for loca
of wounds ( tetrachlordl

1 treatmen
caoxtde)
Tet e.

ReJected because of dobtful
efflcacY.

contd... . 5
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Magsina tab.
(magaldrate )

Sinazyme cap 1254e
(pancieatln DPSO )

i.1,L0

lledlmnex. Hungary

Aeelu. +r:it:"i:tl'"i'?"13"lnttf ir11' " 
*"

Bejected because not requlred any nore'
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!. f,6oce11aneous,
a) Reclpes of essentlal drugs:

It was ralsed by Prof. A. Jabbar that all reclpes belonging to thellst oG EssentlaL Drugs should be placed before the Drug Control
Conmittee from now on.
It may be mentioned here that approval of reclpes belonging to the
nssentlal Drug llst was prevlously delegated by the Drug Control
Commlttte to the Dlrector, Dlug Admlnlstratlon to clear-up the
backlog and shorten the ieglstratlon tine of essentlal drugs.
It vas declded by the Comnlttee that from nov{ on, all recipes of
essentlal drugs as well as other drugs w111 be considered ior
approval- by the Drug Control Committee. It was al-so decided that
aLI such recipes of essentlal drugs and reclpes of lmport substltute
drugs w111 be considered of a prlorlty basis in every two conse-
Trr++m cutlve meetlng8 and the other recipes wlIf be considered t
in every thlrd meetlng. Thls dedislon wll-l be appllcable for both
recipes of local manufacture and import reglstration.
However, the Dlrctor, Drug .$.dminl s tration observed that thls
procedure may cause delay i.n dlsposing the recipes of essential drugs"

U) Upiry dating of Pancxeatin preparations:
It was observed by the Corunittee that Pancreatln 1s blghly sensltiveto temperature and moj-sture and deteriorates rapidly in a short
period when exposed above 2OoC.

Therefore in order to ensure the potency of ?ancreatin preparations,
lt was decided that all Pancreatj.n preparations should bear a-n
expiry date not exceedlng one yea". Also it was declded that all
manufacturersal of such preparations should submit one yearrs
stability data after completion of one year of marketing of the
product.

c) Cancellation of registration of sone products of A1con, USA:

The Committee recomnendedfor the cancellation of reglstration of
the fol-].owlng products of Alcon, UtA as slmll-ar products belonglng
to A1con, Bel-glan are under the process of reglstration, whlch has
been permltted to keep the prlce unchanged.
Ihe products are i) Isopto Homatroplne 2% ophth soln; ij) Maxldex
ophth soln; iii) Mydriacyl 1% ophlh solni 1v) Oratrol tab; v) Statrol
ophth soln; vl) Zlncfrln ophth soln; and vll) Ivlaxitr l ophth soln"

d) tretter of M/s Squqre dated 12.12.85 on nsfulvln syrup i
Ihe Cornmlttee considered a Letter of M/s Square d.at ed. 12.12.A5
alout the deletlon of some exclplEnts from the recipe of Esfulvln
syrup and further declded that the flrn may be requested to Justlfythe use of the deleted exclpients on an itenwlse basis.

) Wfrife conslderi-ng the applj-cation dated 14.Q"AS of the Ioca1 agent
of M/s Otsuka the Comnj,ttee allowed the arnandment of the narne oi

the manufacturer as ?.T. otsuka, Indonesia instead of Otsuka, Japan
for the ?roduct Potassium Chloride j-nJ whlch was approved ear1ler.
She Commlttee further declded that all products reglstered under &t
Otsuka, Japan be cancell-ed as slnilgr p'roducts are registered and
lmported from B.T. otsuka, Indonesla.
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f) The Connlttee considered the repl-ies of M/s Squibb and M/s Ambee
about locaL manufacture of their lmported products. As b;th the flrmslndlcated posltive attltu0es, the Conmlttee declded to revlew theprogreBs from tine to tlne and take necesaary action lf progress lsnot substantlated in futule.

g) T4e Commlttee took note of the clarlflcation (dated 21.12.A5) of
M/-s Medlmpex about the l-etter of the Conmercial Secre tiry'o i'Hungarlan
91!?isy regardlng thelr lrnport of a banned drug, Tey'tanuir Antltoitn
1 50Oi. u.
The Commlttee warned that ln future any correspondence with Medimpex
must not be taken at a dlplomatlc 1eve1, and tire Commerclal Secretarv
5hould wrlte on behal-f of Medlnpex only and not as an embassv pe"sor,-"

h) the Committee consldered the review appllcation of M/s Hoechst forlnport registratl,on of C1aforan tnj (cefotaxlme), which was relectedearller vlth suggestlon to apply for local lanuficture.
Ihe flrm claj-Eed that local manufacture of Claforan 1nj w111 not beposslble due to high technological skllLs and stringeni nanufacturlng
control. parameters l-nvoIvEd J-n the productlon process.
Declslon regardlng the prayer has been kept pendlng for further study,

1) Ihe commlttee consldered the prayer dated 24. 12.A5 of the 1oca1
agent of M/s Astra, UI( and aliow6d the amendment ot tne reglsiratton
of Brlcanyl as a rMisthalerr instead of rlnhalerr, both having the
sane conposi tion.

i) The Commlttee dedided to qlthLeld the registration of cordox inJ(aprotlnin) of M/s Medlmpdx, Hungary as 5NF observes that the eifec-
tiveness of the drug has not been substantlated.

k) While processing the reglstration of Bricanyl tab 2.5mg (terbutaline)
of M/s Astra, UK it was observed that no such strength exist in the
BNI or the Extra ?harnacopoela.
The conmlttee revoked the approval of Sricanyl 2.5ng tab and observedthat the f1rft may apply for the registratlon of Brj-cany1 5mg tab"

1) Vhile processlng the leglstratio1 ot Zitazonlum tab (tanoxifen) of
M/s Medlmpex, lt was observed that the flrm have facj.llties to
manufacture the iten in their loca1 factory.

-4-

and the firm be adv
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The neetlng ended wlth a vote of thanks to the chair.
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d us!) .

o 80llg +

eIgltr tab.
I]..orpheDlr€utrlDe ma]

*:o'"

cato B! 4ug )

{pproved &C- th coDdition to chatlge arE,

Jrpproved l,li.th cordj.tion to changc lDdlcatioo
as 1! r IEta Sjiect compeu(i1u.':l

.trftr['oved dth cond:tLdr to deletc tartrazlrc
l8tcrrEto colouri rg agent id}l be aplrr.qvs6 5y
DDA.

ita cap.

vi ta,ni.n B-complex)

xapeu Drop (Dry)
anoxyc{I1ln trihydrate BP 'loolr,F-/ Atr)irroved'

r P! tab.
Grirs eofu-Lvi n nP 2!Org)

pyrLnethamlne D! 25m6
sulfadoE"rd"BP Soone)

bril] cap.
rlfanllciu BP 45ome)

dlyd n cap.
tetracyclinc HCI:BP SOOrig)

oclox Syru1).

JilP lb ve cl.

lpproved 1dth condi tidl to delc te rso 1t is
effectdve ageinst nixcd 8T.!n posi.blve lDfectlso
frorn lnd! cati d1.

Yltanin 812 inj. {pproved.
(\ydroxocobalelLne DP 1mg/1mI Ernp. )

Phanna eka .

oncholax syrup
salbutarn o1 So4 BP 4omg/ 1odnI.

lrcholax tab.2ng

JrIprcved rflt h con(ll E or b r,todlry 1r1d1cat!d1 /Z
dosage etc. as per BI.l!'.

{pIr oved }dth co lldL t! ou
p c'r llitr',

Approvecl ld" th aldltior to
Aosage Ers Por BNF.

Ca
clanGe llldi ii. d) oDd.

trppftved 1',1th condi C oll to clEr lgr indj-c.rtifl arts
alosAcc as pcr BNF.

Kcl't tr,crdil)g fo' lnsI cc Li o) rc.'cr" t.

Ap.r1b ved vi th co[ditiol tlut regis tratloD cf
Vsla do1 CT 550n9 i'LLl- le cancellcd,

' i"^'';*.;t/to cln r)ce dosc8e as
L

Dry
llttolonac 11

i e:tomi l6p tre 11 Usp 500ms)

l,!Pro ved.

drop ( Dry)
IE, 1c0ns/ 1mI)

ler Anl. anp.
3lllrj.].M.Sof Approved.

Atr)trE oved wlth c otl(l i ti cLb clnrge iD(liaatldlr
aa ler BNtr'.

AItr'lD vcd vith coDdi Lid1 to charue indicatiol as
pe! BlW.

tab,

\

T 4,>--
I

200ns)



syup loone/lokrl.

' 
DhaL a.

leqrlne j. nJ. IU
( thiamlne HCr !p 2.5g/1oorr
ln 1 mL. onp.) .

Rcbodc sugar coated tab.
(vltamin B-cor,trrlez)

Ergotin tab.
(nqthyl ergdretrlne nel eatc
Br 0. 12trs)

lfl,roved l''i th col.('d tI dl
axp. as pcr BNI|.

A!1) rovod.

KePt Pendi rU il1slestad1 ..rot,

Al.lirtbved .

rlfilrro ve d .

?henaZ![ inl.
(proma thazlne BCt Bp 25ng/1n1

Phenazj.l'r 1rJ. 5Ong//2r,.,1 drir.

.llLbert Davld , Dhaha.

IDdo Bary{la, Bnri sa1.

lto clr l'tgc iDdi tiou

Irdovit-C tab.
( aaaorbi c acid 3P 25O,€- )
llctrol- susp.
(benzoyl me tronicle:zole 6.4f).

Ehiozl n tab.
( thl€uni ne Hc1 DP tooxs)

Pf!zet Dhaka .

Refacap ,Oqlg cep.
(ai fanpl ein USp)

Ci-ty lhanaceu tl cs, Ctfl.

Cetrirnide loticn 1
( cetrimide +chlorlroxidL rr )

lrcinazl rle Eynlp.
( chlorprdxazlne HCI BP. 5l
levanlsol syrup.
(l-evantsole HcI.BP)

Purbadesh, Cc,n!lLa.

Pa"ecetarxol syr,)p 2. 4fi

Aqie l,ab.
' 
Dltrk a.

CLoxilin Dly Syrup.
( gloxaciuir uo)

Histalex tab.
( chlorphemrarn lDo malcate
UsI tus)

- do-

AP])ro ved .

TIE flrrr I'B, rcsubtit erocitc after co"rec ticrfi

APProved.

@y.
TIE fim r,ry rcsubnit recale altcp ccrrecticn.

./[rtrr oved.

TIG firx may resutrrlt tlo rciilc aftc.

lllpro vcd 14 th cotldi.il on b cr.ri t oduf,^t-dosc:.

]|ir!rc ve d.

AIrp llcved !dth coDditlon to dck t(r 
ts.-".,t 

yuftoJ
colourr ard gs ancl)dcrl tlD o--oullt o,cLcxccll-Iin'
Nc.

co-..cct (rJ''.{

a) The cdiml tt6o coDsidered @ praJrc r di Opsortn, Bsrl sr,I r.equs tirt' to expeditc j
ileclsldr about thoLr recipe d O?sovit lnJ. fo rillch flrey'o-,r it/ea on ).1.65,,.
aDd tb san6 xes kopt pending by tlp cc.inlttee fo. J-ns ]rs,c ti c]1. It ras " 

-,, 
j

dectded thot ?rof. A. Jabbar, and Ddg.,.trnls Valz !dl-t {n.--!}ect urc laboratori
On 6th March 1986 anl t}E recj.pe uilt i:e dl-sposed doftef the j.nspc ctidl i
rePort is availabl€.

,. Ml.scelIa11ous r

Ajltrroved rd,.tll condLtior b aie 5rt cvcrage ald .,,i

chargc lnd.{'tidl ard doscco.slcj. B[F,/uHo. . .]
L
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b) Ihe co,rlrrllttee ricomended f@ reg{strad.on ot Intr,r}iposd 1Ol lnJ of I
Gree\gross Cor{raacn d Japan. s€&ple Q: d two tubcjres f"ja. ooru"u* I
and 00620 GI ) 

rr tiro drus dld not conforh t ,* 
"ra* ft{(f,df ?.rr[ o , 

,l

resrE ctlvory, :lit e .l to 8.5) in our D.u€ ,"""r* !f.;;.;"r-;,; ;'*$per tho cortlftFlte d aDa].ysls submltted fron B m.e hufac t:lrirer the ;
sa&e batocbos cfrfan, to tlE cLalm. TIB corlmittoc accn d.ed. app"ounl_ tcr, i
the reglstra€o] on the basls d ue r1., nufac tw. ur,.iGtof,#l"tu una ,itl, I

;Tff::.;:l' ::"i.I;"::mtr#H#:I. :*:*,T' 
IIawerlng of pH. i i

Ihe neetlng oDdoi vith vote of thanks to 1: IE cllir.

L
b'

r l .'

.,\:

l

c) Ihe comrdttoo c{rce]-ted flrolr rocommendatlon (accqrdcC j.n t,tov".l9B4j i. for regislrat!oJ ot Uerttal (ncmlfenllrc ) d HoecIEt folocrl oonuru'"rn" Id5 \\f "u*t+ r"luntarJ wlthdra$,al d tte pro&rct by thc na rluf ,lctuer drl3 to I
roportod a{dc 6Sect d haaol,ytlc ouasnin. 

j

d) ftrs roquost for rslieu of E atr--r,L1c.rtion fc- irxt,ort rc8:istratf$ elgf;
e)l6rtar", ( cefotaxltlQt lnJ)] ot Hoaclst, U.oerneny ,*o oons rtcrect. 1c dirrg ,"; 

*al

Tofcred tb 
ffof. 

S.C.U. Chovdhyry, prof. T. A.Cho.r dtrury, prof.Ilofr url . 
I

Hos.soin end M.Ramen far flrelr opilddl . I
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lllnutes'of the 122nd neetin of the Conilrof
ee- OD

122nd neetlng of tbe Drug Coatro]. Conmittee ,ras held on 26"2.a6
r,the charber of the'Dlrector, Dru6 Adnlnlstratlon. 3119. Anis WaLz
eslded ove! the oeetlng as Prsf. l{alluIlah, ChalrEan of the
mnittee uas abroad.

fol-lowlng other. netsbers attended the laeetlng:
Prof. A.1. Slddlque
.Prof . ltLotazzal. Ilossalu
!tr. Nazl abdul Sattah
Dr. I{d. Jahanglx
Dr. Eumayun f,.t1.A. flye

ceedl s&Dec 61ons

. the ninutee of the 121st neetlnB were conflrned.

2. Ihe foIl,orrlng recipes of essentlel drugs were placed and declsions
r taken are as descrlbed below:

?1rrns/Bra nds

lons Pharma, M.Imenslnsh
Approved.Demol 11o

(paracetdmoL BP 2.49f)
Donaferron avr
(ferrous sutlrrate re 496)

lP 4e6)

Promazlne llo
(pronethazln6 IIcl 0.1N)
EDharla 1lo
('ephedrlne -ECI 

O. 1596)

Seena- Dhaka

Sevdol so1 Approved.
(chlorhexldine gluconate

. gorulionar 1.5ni + cetrLnlde 7gl1oon1)
Doctorrg. BoEra

Prtstne tab
({Yopano).ol HCI 'BP 'l0rng)

Ilelnin sv3
(t evan1e61e EcI lrP 0.816)

flalnodin 11o
( ferrous fuiarate
Denol 1lo
(chlorxyieuol 516)

The flrn nay resubnlt the recipe Ylth
lndlcation and doaage as ler BNI'.

Approved with condltlon to del-ete sodlum
calclun edetate fron exclplentr use
sodlul ealt form of nethyl and propyl
paraben, and change indlcation as per BN?

Approved w-1th condltlon to change
lndlcatlon aB per 3NI.
The f1fl0 nay resubmit the recipe after
reformulatt6n for a snaLl,er slze tablet"
.Aooroved wlth condltton to add 2"596
oi'Lraee and glve lntllcatlon and dosage
as per tlBO recomrnendatLon.
The flrm nay resubmlt the reclpe deletlng
unnecessary excl?lents.
Approved wlth condltion to change name"

Aoproved wlth condltion to change
tirttcatton as oer BNtr'.

contd. . ". 2
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Dexone tab
(dexanethaaone BP O.5nB)

,,'})

of'/*

I

i

ti

rl

l:

Arproved ulth conditlon to deletetiiaranth redr. Altefirate c lour may
be a'pproved by DDA.

Approved wlth condltlon to change nane
and delete ascorbic acld.
Rejected because not requlred.

Decislons

D-3utamo1 tab
(salbutaool 2ng)
lbctone tab
(splronolactone EP 25ng)

Refanbi-n caD
( rt fanpLcin' 4 50mg)

h



spe!51
1.rtab..50

Dlsprol tab 120ng

eye drops
ramphentcol Bp 0.5%)

nanex eal dropg
oranphenlcol 3p 596

Ranex eye otnt 1%

r Dexamethasone tab O. 5EB

Approv,ed wfth cbndltlon to gl
about hypers ensl tivltv r6acI1slde.effects. of .the diug.

ve warnlng
on and

_do-

f,ept.pendlng to check facllltles forsterlLe ointment preparations.
f,ept -pendlng for lnfornatlon aboutsburce.of raw naterial, prlce andfacilltles. for nanufacture .

4pproved wlth condltion to change lndica_tion- and dosage-aa pex .BI\m. . --.:- --. . 
--

{iFoveA wlth'condltlon to- anend -tndlca_
tlon-:as rLn-a1l- o6ndltlone respondlngto. sterold therapy. r -

Approted wlth condltlon to amend strensthas I d.examethasone sodlum onos"ilitJ 
-siiHJ"

eqult'al-ent oto 4'ng aexam-etuaione tisl"'-p.er lnl ampoulei I delete overage; andchange lDdicatlon and dosage a6 fer BNI,,

Approved wlth condltlon to deleteaAdaranth redt colourl use sodlum.salt
IgT o.r, mgJhyl and propyl parabenl and
cnange lndlcation and dosage as p6r BNF;Al-ternate colour.may.be aplroveO' ty lLO,.

ecaUgd d16pbrsibLe forn of-not requlred.

o€,sk)Ya lt/.<.b,//

-do-
-do-
-do-

thls

)

Dexarilethasdne Ini
4mg/ttL amp

Salbron Svr
( salbutam6t 40me/toomt)

Lzad

eema Dhaka

Methoxin tab
, ( sulfadoxine

l

l

I
I
1

r

5Oong+pyrrnethanine. 25rg) .App'oo"d'

B? long)
Approved wlth condltion to change nane.

Approved.ftol I1q
chlorxylenol - BP 5N

Robi.nsons. C

)
+,s,. , ._-

Dettol-lne 1-1q ( rnouthr.vash) Approved.
(chlor:rylenol 3P)
ettol antiseptfc - cieam Approvrd, *t-J /4*{fu{chlortryl-enoL+txl cl-o san)

aplex
graferro
dlzole tab, (metrjnidazole)
gramol tab ( paracetamol )
gtrtn 1lq ( co-trlmoxazoLe )

cap dvlt S-complex), .KeJt . peadlng for lnspectlon report.
n cap- (ferrous fumarab+follc acld) -do-

\i
I
i
tt

.d
.,!4

Drc

-do-

:Jopanolc acld gP tab 50ong

ABproved.
acLd, 694)

BP , 100n9

olnt
acld, 1Y*be:azolc

tab-'

contd. . . . ,

I

1



f
1t

l:

l

'31 lnj
25as/unt)thiamlne ECL

thianon1]i tab

methazlne Efl)

- Antl Rables vacclhe fron
' purlfled chlck exobryo.

,&*
KeDt DendlnE for insnectlon reporl. 

^| lo*.-to tu 'tzv-,fvt'^' a\'' B'41

Arnroved with amendment of strength as
tbig ana deletion of lactose.

6noga[ a]rr Aroroved wlth condltion to delete indl-
citlon and dosage as sedatlve.

for lnport reglstxatlon 6f-the fo].loulng essentla1 reclpes
were placed and dlscussed. Decislon taken are as mentloned below8

Arrblurrncil tab ,oong ReJected because not required as local
substltute av11able.

A'l vetra GnbH. 1{"Germany

Yeterlaary products (44 rteros ) Kert pending for the oP
. of-Mr-Kazl Abdul tr'attah

P.[. Otsuka Indonesla

( per
soin:, 1ooOfi1

1t6nea1 d,i31ysls so1n. ) opi[ion whethex 1nport of suc
/economlc.

uIkPerl Referred to }Iof" Motiur Rahmanf
hb

OI

product 1s requlred
Gree !an

Approved.

lnlon

H3-Vacclne '(nreclnitated hepatltls B vaccine; .
'260r"'g7o.srr v1aI of EBs Aq pxotein)

["hr-\ rt '.r- , -YEoech6t. l{- Germany

4" Mlscellaneous:

t) rt Has obsewed that M/e chemlst lau 8ax1sa1 and M/s opsonln lab
,il ilil;I- ;;;-r.rr."ti"et'hvosclne Butvltromlde 1n i ec tlon ln arnpo ules
r- of 5m1 havlng strengtE as 2om8lm1.

I; ;i;;';i-;fi"'iict"tfi"t tne 6ir1v recomlnended. packsize of the
;;r;i;; ii ztirei;i r" anpoule or- 1url, and no hlsher packsize ls
il;;;i;;"a-";-;i!- pni"o,""6po "la or' re ierence booka' the commi ttee
r"cornte"aea for* tire canceifatfon of the.pexnlsalon to manufacture
;;a.na;[;i the 5n1 i-po"iEtpu"rt"r ze of tte drug as such hish amount

i'i-J"iiiir"'doui ,.v iiia- t5' tJ*i "ity and overdosage' However the
ii#""#i-I"iv" i"il' tiJ-"iiti"e- iini shea pro ducf ;to ck to hos pi ta1
and cl-lnics on1y.

i1) M/s Jayson Pharmaceutlcal applled for reeconslderailo n of the
rec|ce of vltafort i"l-(iiriafiin" EcI loomh+ribo flavlne 5-Phqhatoe-r-
+r:vridoxine HC1 1o0mg/2n1 anpoule)' '' I
tfi'"-a;ffii;;"; r"vrerEh thelr- prav6r and approved tbe recire as

slmIIar formulation ls aYal1able 1n the market'

e-T.,e s vac s1av1a

r11e Dlsposable sYrlnge & needle Approved.

contd.... 4

Approved.
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;. Iaran IJab. Greece.
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ftie Commlttee ?ecomm6nded for restrlctlon of lnPort of the

naterlals tioCouazol.e 
'gnd bacamplclll-ln of !1/s.?flzer,.raw

I due to thelr hlgh_ !r19e.. 1.n. 9o-DPar lson to Blnl]-ar avail-able

raw miterlals.
nlaw'b f. the - fl-lmr s- P"aYer for review of the dec l.slon statlng

t buLl{'cost of tBese - duc ts irI11 be leBe - thau that of
slmilar.-arval1abl-e

pro
tst the C6 tuolttee', leeodihendcd that

c
'tioionazo1'e' may-bd to -be ldportedr upto 1!kg Per Year

.in the Present clr0ubstances 'and bacampl c011 ln hay be a1]owed

to be lmported upto 100ltg Per Year'''

brands lande
(uHq
late and pentaethYrl

+,'!tbdra+*-rarfous
tetranltrate (PntNAs repoxted bY 'the the.IDA (usa) has

o f. CYc
to1

tb Lack o f substantlal evldence of' affectlveness. r can 1a*tlon tbd' Conmitte e recomme
In- vl e',,/ o
tlon of r

pro d.il
a1.10

f tbe Uld4)eGa
e6fSf,-ratlon o the following cland

)

f v

Manufacture
Norgine Ltd, IJK

Mal"ek, and, ?rof.

V.*- ^-)qt -t
nded.wlth a vote of thanks to

*

llocb1da, JaPan.

iwa s referred for o on to ?rof.
Lrll t', tef"*"

Fo ,yW
'd&^rl

for a
C\ )t',.

Roth ) at-
4 4o"vt-ru f; 0
bB ,tnlr"rAt;^

zafar

t Q-,1/ bi,
1

I

I
!
I

i
j
j

;

)

l

l

their

I



tcs of the 123rd roeetinof the
ittee held on l-i.3.1986,

Dru !.1 Contrcl

23rC lneetinq of the lrugootrol Corimittcc ';;a 5 held on B'3':15 '-t

ln tho cll ar0l: i:jr of the Dii:tor:, Dxug ;rcixini siroti^oo uniies hlr '

oi I.!of. i;1iu1I.h,. Llrc:i:o j-:ri,,,rn of i:iie Dxug Con':ro1 CoiNriith"'

. Ihe r'olLouring motiers atlcnrjcdhc nccting.

florr l;oI j:2i..! 
'io 5: .l1l r,

llr:9,roi cx lni s iirLe:

I'ir. lGz!:ibouI !','- -ji!,
Dr. ItrnaWn I''.i,:.r. iiYc

Ft'o c e i:, L-ii n 5,

Tnc ioilo.trng
tal,- J,-l aI! .r 5

0 p soni-q15 i'1.-s,: 1-.*

Ori sol IoIu e! on

(Dextrqn qO l' Sodiuir

Cblori rjc * !ol:i s:iut;

drlol.j. cle + Soiitln lact.i'e)

ildtg,r, sulr sti tute
(poLygeU.ne + so'-iiun

chLorlce + Iola ssi.ui'l

chl oxi cre + calciuin) '

liom:r1 9a11ne

li!pt l,(:rr:,iil.' rloi : ntirrc;ioi: r'-r'oL:

,nd lit'r:i.et ai.r9 of o!''i^:l:)' 1.'1' tlu':'':'

J..:ci :li on

fDe airtLltca of 'Jle i22n.i Ii,c.iiog tcle con!i::l'ecl"

irioti:crs arisins out or .he "ry'4i1*fuil-t!4*."i',^,,^,, uir,cr.r !!orl
ili. r,r,\.-..,Lout .r1.J:--ion"o{ .1\vL:tJ U.l-i.., -'.:L

;;;".;:; ;"-,',r. tv,zi .ir'cul :a!al' ror'opi.i on *rae iiscussc'i' 1o tlllr

coooection a reprcssotatioo oi 3anr,l;:icsil liushoc s)1i19'r 'j';i'lity 'r-- ''iso

di scr.isrr:C. 1t lt':r elecir.isd that ofrioio of Lhc Direc''o:' Di '-c-'c].' -'c o:

Livcstocl(s Scx'.':cce sllculC blso bc oir'oinecl :boul '"i"- :r'!o'tic:s liirlvrLsc)

for confimution os to riletlrei such cugs a:o re'jI1'/ ouc'lli lr\' llrui! r-lirccr:c: l''

Decision about t'ics" cxuis vicle dcfeucd tl11 sucir opinion trrs :"''c:ivcl ;nc

chccl(ing of ;,1I paper:s colnpletcJL bl he coocorrlcd m:111t'Jr'

3 tecipes oi imlloxt !ul)51'- tuic il'u!9 1/rcl'' lllaci' 'rri:l i'c' :ion:

c,e sc:'ib ei hilovLr

- ao-

Dextrose 1rl trrv.nou r i'nfir clon 5 j .1,,lrt-O! c. l',i d L 
""n:,;:'"ino'i co ;'- orr J 9 1l-: !' 'r' !

inj cctirbLc gr;c1e'

..iOirxov Ei 'ritl' con-l-'iori
ci-,Iori,lc ini..t ':r1i' r !

-r-r_Iovu' !,:.L conu '.-oo !c ulJ t'lc
'];ii""-lr,r..-i"n'": ol inl-cr'r;'11 I r 'j'.iu-,,ir. intj.c,iion :s | ':;:':"

,- L! c
- ,!)(':-i'o 5i

to use so',iun

Sodium Chlori de rnd

(intiurunour'i nfusic'n)' 9;j + 5,j'

Coni.-]..... ". P/2.

l\t,
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citlin)

Ilowing otiret recipes !,/ere p1 aced and deci sion talcen a:e as ciescribed

Rej ected for 13cl< of fccilitics.

Rejected ior lack of fi,cili L!es.

ilejected for lack of facilitiss.

Appxov ed.

the recipe nay be xesubrj. l,;ed as filn
coated tablet after Creatinq filnr
coating faci 1i ti es.

The recipes may bE !esubmi!ied 6fter
creatiog prof,er {acilities fox quality
control, and Production.

-do-

Approved !"d th condition to cosurc
pyrogen tes llnE before licensing.

ili th^held peo.ling inpl sn..i'r r:a ti ono of
thc f'ecorDeo:a:icn of thc inspcction

1cap.

eni cal coP.
(chlor6nrpheni co1)

Sex

B;Pof1avin tab. 5n9

Oasidine tab.
(cineti d!ne)

Ahoxci s cap"
(anoxycil]in 250m9)

OlLoranaci s cap.
( chloramph eni col I50mg)

rd Or gni c

Inj. Calcium Gtuconate 10j(

N,i_ti oo al, Dh a &.
&srpazid-3oomg Cap.
6ef aropi cio 3oomg
+ i sonj- ezi d 150m!)

B,rca,npicil.Lin t:b. 400m9

5. Pxayer for irnport rc-istr.r-ion of the follov.,in rccipe vras Plarleil trnJ

rii scu ssecl. Dccision tai<en are as bclow:-

ciba - Gei qy, Srri t 7 ea1..r o d.

Sicorten Plu s CrLan .ipplov eci.
(haloneta son
+ triclos6n)

6. Ili scellanoou s.

a) The Conrnitte'r ,glireed tc tile suigcstion tirat .": on 
^o\t') 

o^ * infor'lation

IikcuCa:c of liliinufirctilr.ri sni'!;ic of cxpir),' io lle sirccifilii on 'ilc
packinq oateai,ls of all rcliste1.d ,iological i'rociucts. 1-ilc 'i)ipiry (ll;c

for eacir pro.luci rrldy )le .i!r.;nlioc on l:il; i:15q1 oi tlr. st.ir:1i:)' ! 'rlrc'y

perforir'tca j:)r r.ii.r t,r,rir;f.-ctrir.r ifl .lr.ir ovro qLl3Liii'control I::bor':'.ol)'.

Ihc firms nill.'ol r11o'.':cd one yca. tiiiic (ujrto i',-:rch 1907) :o i''r-Lr tiI:.
teqrir.n"nt iox 111 tiicir cxisting bloloqic"I pro'iuctt'

aiont.....l-l:1"

I

:1

,\ds'
bxr,
I r.J /,/

caP 
"

I

I
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6. (b) Recl prs of l.ririr,in tib. (1 cv,:rni sol c), G,l stloir ex t :b^(L'..:rr cc

of Grocnlandrur.rll; r:ete apl:tcv erl b)' Lhc col iitLc! on 19.:-

tion to chrngc nalic" In vi.lJ of thc f. ci; '.l1at tlro '"ixiri i5

the IiciuiC fo;rn oi tl,csl, proiirrcts unr,cz: i;itc br;nC n,,rnus,r

,v
GJAil)k /'*'tt7'"hL d

r)
r.i i:h concii-

"r..],rliIl.cli.ngt:o ccJ
L corir;ri i'-i c

tr:t;o

.86

,tlr.

Ji8
r(jvic!,/ed t:tcir edrlier decision and ;11ot';.:rd the 5irne d')mes for^ tirr:ir

simil;r t.:bIct l)lociucis to kijcp uniforniqr.

The necting endei vii th vo'+.e of thrnks to tirc ch':rir.

W/
ek
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I
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I
I
I
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{ ,no t24th r,lc.ting of th.i,rug Cootro} Cor'nll:t ! r' ';;'s irrlil oo 12'3'1916

'at L1.30 a.m. Ln lirc ch;nl;',: o:" ';i)c Dirccto'tDlu'r 'i(Jn:'ni 
e'ir'r::on' ''': i'rc j'

thq 124th mectio of thc

il;1i.u1i,'h, thc ch,-ri:l'ren il ;ilo coiriitl;'u iiJs l)Lr'i r.'i:ii :cr"'" L

,1'.:, ;i. J.rllii-r: --,i -.:i.-- or'.1- --l' - l':-'.:'r'J'

-csd-@*I!]--es!e:-!:11.'

'r :n CI o
r rl :nr.,,9i 'l ii,i.

I.

dl:PIov L.rr'

Gcnabiol dr,Ll I si0i'

(b r-nzll berlzo.Ic 35

lrofol c.Ps,ule

\lf'uxror'i s,ur,1,r. - - :tjlm!
+ folic,Jc:.i 200r'1c!;

i,i otrion 1i crui d

(b cnzoYl metroni d,,z01'
6.4s/Ic0,,r1)

Ori oo. f,,h ji: d.

'.id l:cr -iox 1r.j. :1.,'-'n]'

_c-^, 9!, !,. il::rl-!..ll .

^ ! .- a l.r ,
u ra-l,,r'r -.'"- _ "

(.i;zJ:'ir:'i'1J)

..l,irrov !i lri".;ir

IllC , s- ir-i
("i"u-

.li l- .. i
:tt'!')

.Y6,..^oioi

a!:rti

llci IO,rr!)

ocLc,l

I
(

1,-,q*"1s ei 5 iri: '
(trr,.:ticn i':i.; zof i' .()0rrr r)

fNX^tt

of

Tir,J follcr,:r! oiiill mcj:nllers at+-cnd':ci the n::ting'

.I:oi. i.-oi -zz;rI lo s:,,i.n

Bri rJ.tr:i.r ,ir,:'. :: i;-Lr.:

ij. ir,riJ)'un l-:.i..r'. i.Y.'

L-..... i;nr . n, Lici ji.on:.
--:-- 

_-_-: :i:-i:-.-:--

Tir! tni,,ci-:r of iir. l:3!' i;lrJ::n'J l;lc confir:i'i'

Tliu !o11ol'lin1 :-ci;-'-9 oi' "r:"n'i:l;1 '-:'u95 lllr!cil r'-:ri l':'Pi l--n:Lr'"' '-':ij- -:'

'iol iosp;ction r'-jrol-: urrt irl:c'" 'o'-l 'ilci!icn i:k-n -:'- "9 
.:oll' '::-

ii.:':rr:/B:.n'.1r. 2:c-.?-o-'-t'.-

I

.ri:i:Iov rc.

, rlrovcil \.i:ll con j: l,ion l-o --I - 
"- 

--: -: :l'' -

iJi""r'.,.,.:".":'i. on v ur': '-:"'- " ;r' ii11'' L )

;;';:;.;; l',r,'. ll"'ro"'' corouir 1r-'v lre

Li,l-,\or -", b'.i ):'),",'

.il-rp]o!ua r.ith conii i:ion to p|ocL::. I r'rilli-frofdr
fi1r"., -nr,.,.,. l)r-rDLl' pY: oilrl L'''rj'o1 Ircj I:t'B '1r

."""n1i1." 1'h- -r,:ir. I 'c:l: lf' i-,' r'''1" -i
:,r..r-:':'.o:. L:fc, - 1'.c.t':-tt '

I

1

I

.r,r.'l:vrii: ',i'-lr coi"'-lior :o '-iv- :

:.: 1-'f:;ri:.

.1. : -v -. 1 -'," (''- - c' 'i

,: ;,IJ-; -.- . "
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-$ry/o-r.r3:,

9xisrShai';o3q'-
0i: striro tabl ct.
( cotrimoxrzol e 00ng&r'Oom9)

Parasis tabl ut

(P.lra cet.3r,ol 5O0ro9)

Di: si s tclrl"t
( gIii: cncl i,iri Ll'-' 5m g)

crlosi s trb l ct
(gri ceofulvi.n t25ng)

0,, si Pan bubI. t
(hyoscine',iu'iyL brcri:.di I0r,tg)

Ducr 5i s t;.lb 
"

(dexareurasonc 0.1\ng).

.i1u sl s tab.
(lnt.rcid)

ni c .1 .D ..rl:::

Dcci si on s.

.ipljl.ov ccl.

Ai)l:3orr.(i L'ritir cooJi ij-on i:o clr.nli. n;rirL to
! Ftl:a cet.iliol talrl i,t'

Al)r iov jil.

l(.i)t ir.n.iing iil.1 ir-.r:..:ing of L'ir ! o'|'r

ei,1i)iovcd t;.r11 :t ao'l c i'sul.c llo:'uc":.'.

.ilplr:-ov l(i.

i''-:Pt f;cn.-linq ti11 m.,.1:.tinl o: tlic o:ir' r
ciPro\.jLl ;rbl-t L c.'.jiuIL .t'o' 1c " "

lli).ro./cii irith coniiltion i:o cir:r, r :':l"r-ilh rs
plunini.um h),dioiill0 ,liiui.r '..'.;1 5oirlli I I;r r!o,:;ilrn
ht.:.o::i, u : jOnr.J 9-r :.i-i. , nu co.) "o::.: i; .ir . I -l
:r-cliic..r .ion in '-.':'.c'. of ric:''' .: '' -'

lrr)roJc.-1.

A;,!,rov!.i:n ',,iih conclj" ti on to prroc'r'i ' -n"l1i'i'o$rIli':rr, ,.n.u:. r ' :. - ,-L. -'i .':;', ; 'd':l:';l^)
,ni-r"lon"'it--,ti on of :ii'. -til't- i"d'l)''':1t4 '13

,jnf io r,Ircc:1. on l;.icrc jic-n:ln':.

Inj.:c iion,i'i}'opinc Culi)[,.];.
u, L,, ljn t .
lidtr: ;or ir:j .c .i':n ;. ;' , -.r1.

-9lul-rror.Qrni-Ll.-,.

i,i.rttry1 Erqo'.rl:itiioe li r1 i,, ie
Su.-t,1r Cor-LeC t3l:1tt,0. 4r9.

I.rru k ii , Dh-,li r "

Di az"irar-li tab l.i
(cllazeprrn '-nrE)

Ribo.ilavin-il tab.
(ribofl rvin h9)

it stcnin tablst
(chlorpilen:rdmine mol oa ie 4mq)

Frro-F tab.
( fo::rou s furn;! -r :', 2CrCn E

; foli c jjcicl :C0mcg.)

Stirn.r.r.l Cr.

Vi taiiio El riir.1oofllel

:'L c,. r-i c il ;Y bc r.:-,'.t';lli:.-li ,,! t,,
coe t!d . 

j;aiJl it ,r f 1: 11. cr.
.Jo,, ar forlt'Jlat
:i{'rE SLl: i r-for

.:,-.!taJ -,; !,ith cooi:jr.li'n +-L G,'. ' I c'-' 'ncr

,,^l u:. ti\rrrr!rL, ur 5!rru,.

-ilJ:..l'ov Jd v,ith coni'j t.on -.o -.1'-' :,cii:,' rod

.:ii - st qu;ntitY c'.' s rich.

,i'-.;lovcrl r,itlr con.ri tior, to ocli'- I''c:r r'' 'nu

3,.!j L-r ct cP3oti.tY of etrxclr.

co,, Liog

.ll)Drov.iri.

rlilpxov;i.

facl"lLiW

Cont.i"'...ry3.

I
w,*ff'

i



L',ci si on
-Ei4lArntq.e*----

dccisions tolien ale ls follotasl-

cono sh a stlaler!.lz\tu

Gts,:nzyl Pcni cillin loj ' (5I''c)
(o.5 nillion uoj.t)

tln i cu e. Dhi,l<a.

u-CiIlin caP"
(amPi ci I1in 25or'r E)

Tetr3cline caP.
( tijt!a cYclin e 2-50m9)

cloxil lin caP.
(cloxaciIlin 25on9)

u-V Forte capsul e

The follotdng other l"clpus of esE{:oti eI drugs vrcrc also pl'cs'l jrrd

6rw.zB
Approved rdttr concii.rion * yr{)8.*-l
million unit'.fi n, '5 '

I(eot Den-ing fo: in:'recrion 'rlcll rLoL''L

s.,it"titlty-of llt+ or'jrr1""'- 'nri prol"r
il'"iiiii""'r", procluction zno qu'rlity contror"

Cqopain sYrup
(paracctaT,ol)

Efergon sylu P.
(pronethazio e)

llcon sYruP
(ferrous 9:tPhate )

EIi zoL gr eP.

(benzoYl neLronidezolc)

Ben z(,lu t Bnu1.
(h err 3YI berlzo.rt*)

Efercin syruP.
(chlorphcniraninn m3r€dre)

,,thitiicld's oint.

Pe{imqc*Dhekq.

c0.ibcncldridc tablet !m9'

C,Iibcnclaide tab ' 2'"Jirg

LL Chsn

,)Xo .chitt oQn

-do-

-do-

-clo-

Kept po'lding for in€pection xg:)ot-t of thc

ncw PrtIni 5e9'

-Co-

-co_

- !O-

-do-

-(,l0-

AFprovc,j vt!th conrjitioi' to ri-niion poviCcoc

enc avicel 1n gelerrc rort'r'

I'i so-L: i cI c7,.'."bI ui
(ir cocroflSls z1:;r ':n1) '

Airfirov lcj ';ii th conCition to ll-rrti'oo ugrctil io

0roe}ic foIID.

,:iL-.rov ijrl !J! til con'li 'ioc to "l;"r 1'cio!c i

',i"'1,,j".a-'r,.."ait1' oI c:': cir" 
,

: rI cb,l:; ri r.:l "

lrrcr.'i (1. Lori r,,)

cauiics C !,:1.

(iryoscin e bu tYI

Th. !-cil)c ix'iY l-r- r',.ulri'ri i' "
inio11ri.rtion,rljou i in'i;di'-()ri
1n corr'"c ! {"::ii '

r.r:,1 1..-/ l;

l,t:, (toa 
":?

r:1
.,nc:ii-troni.r7-ole 1ic.ui J''t;;;;i';:;;";: Jezor " 6' 1!,/roon'l)
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A piirov c,l.

.il'irxovr:i.].

;liri)i ov:-il.

Ski tex oin L.

Escabigo li.iui d

Allprovcr-l lii th con,:iition to clr;n1:q n,.rno.ncl
.tivc ir.iricJtion ,. irI LI F.l:.:i.i i::--..c':on
c;u e 'r,c Tinca spocic.).

(bcn3yl l) cnzoeic 25,:j)

1,4 erii ccn

' Ironio syrup
(Fc-Jr'ou s GIu coa a :c)

.d/ Tho redipe may be r!,.rLrlirni-i iicir .(r.l:n! an

Jniio:.i-rnt -n: I,i:-cl.l - unn ... ..'. -. . -l- -'

Fi ocnt.r BOrn't ioj .
(gint;,,ricin golf COn,-/2tt -..,;.")

Fi.- Lnti, lrr icid:ri c ioj.:-onr-r
(qcr.ir,i cin so4 ioill1.11 ir.))

Fi!.o i:tr oinir O.i,l '.:/':,
(.;"nr:.:ri cin 5o4)

I'i,,^+. :\ /.''

ii;,i,iii1"-':;;
il r.Yln CO. L,ll , ) i(i,.

!rcl-,r,r..rlcl ll) i.r:oclilbxide ir,rlr. L0trr !l

^tToil:.nolo1 il,, r:1 o chl of i.... : :b. 4Iln g'

dlfli cc.J a.r lol ! "

I,iutt:vi tirilrin ( xoir!,
in }trL irottl e
(vlt3minr d 10 lic urrit +
,2 I1 .ic uni I; -t ;1'1',crflr'- +
9- Sonq + jl. 1]ont
+:in i co ti n 

-., 'r 
I i. 1- +

;scorl:ic "cic 5! F.a 100n1")

Sk.'I.,h.Corill li

ilen?YI B!n3o.r:. o:ll\l !ion

Ilocch5t,Cir.

,,.$blo sio '-oon! tojr.
(aflIiricll.lin llomg)

B.r:iim co.Dll r I:i .

Ri f;r:ri cln cj:. zi5c:n':

l?L i-r,rt-^-l clrr c :lr" 13ai.rg

J'lrri:ii',.rni :r,: :i:jij. :aal.tlt

I :onl- , zj. il '.:ir'-:. i-oing

ilifi:'t;: ="c:rr'ci-" -fl
r4)w)\

.r1,, ,i'Otr,-;, "

jif)l-,r(rr..r:.

rPfJxov c.l.

Al)prov ecl"

,,]:prov.r{. tliij1 co,li:l ilol lo 1i-''- ior Lc,r'-on -oii, 
-(-"--u ,. r -- ::f "-n' -'' 'r- "
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ilni tfi,ilc oio.!.

Tho inJcU.nt un.,r.j r,i li !i

Fs,)o!iclrin 1i (r.
(r'cr' ou s glucon:.:',:c e,..1)

C-An lj. g.:l;ti c c:.',.:t,i !J
( chlr:rl,cxi i,i.n,i i-1u co6,r l-: :c 1ii -ii, co)

tlydroco! ij- eon. ointo.rt 1,i

.r.'.,.jJ.'.. :i j: co:.--.-'-n l.i- _i
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lll nu of ths tt! of th

&e 16th n€oting of t}le Drug Controt O.od.tteo was held on 2.4.1986 at 1l'3O

a.0i. ln ths chatser of tie Dlrector, Dtrlg Addni shatlon undor the chatiinshlp

of Prsf. Wbuullahr tho chalroan of ths Drug @Iltrol oomtrdtteo'

Ere folloydng ie&ers attendad the n0oetlng.

prof. A. Jabbar

Prof . Mofazzal Hossalnt

Brlgadler Anls vfal z

llr. 16zl Abdul Fattah

Dr. lumahun K.l{"Ar tlYe.

Pro.cggQrnq s rnd .9?gl d-sql.- '

1.

2.
taken are as followsl-

Elrn4s-tqBs

SsogtnrBal! i*.
ocssvlt I nl.
i'tt f 

"r,f "e 
Hcl 25omg + riboflavln

loaiio onosphate n.4ng + plrldoxlne
iO lOr's +'nlcotlnad'de 50009 +
calclum -dipantcthenate 2509
per l0mL vtal).

l,tetocol lnj.
(n€teclopranlde hcl lomg
per 2nl. auP.)

-g!grt-*rb'
Sterltab tab.
( sodtum dlchlorol sc
cyarurats ITng)

K.D.H. -LC.Dhalla.

Nevlron caP.
(nalldlxlc acld 500m9)

sorblde Nltrate tab.5og' srblt ngual'

iaiiriii t 
""!r*eoe 

dlnltrate)

Sorblde nitrate tab.
10n9r oral.
,Vlometazollne nase] drops

[16 nlnutei of tI6 l24th neetlng were conflrfled'

tle ftlloring reclpes of lryort $bstltute dr'ugs vrers placed and declslon

Approved.

.6t
(r-

u

.r7

App!or,/ed.

ApPr€^, ed v[th condltl
lacto66 and dl sodlum ed fr(]m

Approred vdth condltlon to replacl
r ffinltol' bY I starcht in €xclp1ent

I'iJ,ie "opdri."' 
bYr2 c6P$rlso '

dosagE.

.{l

oxclpl ont . 9!ve lndlc ona
A deflitncy sta aod dos

Approv edr ra[th cendltlon to gtlv s

lndlcatlon as Per BNF'

s'vttar[n
agB as

t_ l"

r3-l],'-u**

Appre\red.

KeDt eendlng for further ch€sk}l9
cf' foimrys wlth other s''mras
products.

contd...P/2€

V s'l

lr

ll

l

I

i
I

)

I

Albst-! .Dtv.t d. E lEqi

Vltaq[n A capo

i;;f;i{rf i aoatate =- so'ooo 1u')

D€cI sl ons.

L/f)

per BNF.

Appto\red.

to



Fl rns/Brrnd s

Il o Intetnat .ona.Dhaka.

Arovlt $oft Caogrlo
(v1t6md.n A 5orboo 1.u. )

Gono $+g$Iava. EteLt

c-Dnprrl d@or elrj.
IV, 5nq/mt ln 2nt-atIp.

6Dd,pyildaoole tab.l5n9.

G.llpyrldomole tab. loong

S K $-F.r [heEa.

TagEnet F/C tab.
mi tl dlne

pyddamole r00os)

Approv ed udti condltlon to change narlo,
g[ve lndlcatlon as rvltamln A deflclency
states and dosags as por BNF.

f,€pt psndlng for cocnents of Blr.gadler
Ilalek of IO/D.

ReJected beccrss of lon stlength.

Apprw6d.

Approved.

Apprsved vf,th condl tlon to glve lndlcation
as per BUF.

ReJ€cted because of lon strength.

Approved.

ryrintln tab. 25m9.

Ei sorli€EFa.

t$#3:nlak*"zrde 5ons
+ adlot{de ffI srs)

I. q-L.-. Dhalg.

Keoadrin tab.
(plosyclldlne Wl 5og)

c[ ty -Sr 
aEgtctar S..c. 

grc-tqr

Metazol nasal droP
(:rylooetazole floI, loong)

Fenorlne nasal droP
(pherrylephrlne hcl. 2509/10016,
ln 15D1. bottlo).
Pfl zer tab..nDhaka.

Clo:dj ect IltYMnJ.
Gi.r""irri,i Na stirt re 5o9q/vrar)

ctqej ect ll't/fl lnr. 25oos.

Terrarrycin LW 'la;4tt Actlng lnjectable "solutlon
2OorDg/mI. vot.

ADDroved rdth condltlon tc Eanufacture
tile prodr.rct uAtlr the[r ovrn brand naoe
yd.th'out any 3rd party llcenslng agreement'

fc 'Resrbntt ldth colrect fortula.

Apprqved

Appror€d.

Approved.

Approved with oondltlon to market tn
sealed sterl lLPack.

3. !11 scellaneou st-

a) the Corntttee consldered sqrlbb 6[t. 1.4.6 about thelr reqlest tlr

oarket t{lo
to appror e

stlenqths of V
two defflrent

35mg & 5o0rog).
cetamol tab

It wa s declded uotPraYer of
atrlAol tab
stlength s t0 para lets to be manuf,ac tured

by one coIIPany to avlld confu Slgn am
spec1allY because "

q.v ffv

on$1 t}re consumerst

a" t*vle"

il

I

- a2.-

-Peg-*ell!.

:

i

rl
I

i
]I

I

I

I

I
I

I
I

I
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-: 3 r-

b)

lt 15 3n O&t OTC (over the counter) category dt.t.rg. So lf the flrm
uant9f to manufacture and market the 5OOmg tablet of Valadol. they have
to rd,thdraw tiet. 325m9 tablet.

It was declded that the chalman and some ndrbers of the @fimLttee
vdll meet the representstltdu ot tt" Bangladesh Assoclatlon of pharmace-
utlcal Industrles on 9.4.86 at I p.M. to dl scu ssr q)64 

^2tter s of
nNtual concern as per reglost cf the ft*,ociation.

:he meetlng ended wt tifits oI thanks to the chalr.
\_

\21, w
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- Ile 125th meetitrg Of the Drug Control Committee was held on
9.4.a6 at 10.rO a.m. inthe-chanber of the Dlrector, Drug Adninls-tration under the chalrnanshLp of Prof. Wa11u1l-ah,'the ohalrman
of the Dxug Control- Commj.ttee.

fhe fo1Iow1ng members attended the meetingi
Prof: A. Jabbar
Brlg. Anis Ybiz
Dr. Md. Jahangir
Dr. Humayun K.M.A. Hye

'1 . the mlnutes of the 125th neeting were conflrned.

2. Matters arising out of the minutes of the last meeting.

a) It was observed by the Commlttee that Dr. Monwara Binte
Rahnan, ?rof. A.[. Slddique and ?rof. Syeda I'ero za Begum could
not attend the neetlngs of the Drug Control Committee regularly
because of theif invoLvement in dlscharglng other inportant
official dutles. Also Prof. tr'eroza Begum has recently retired
from Govexnrnent services.

Under the clrcu0stances the Commi-ttee feLt that the Chalrman
and the Mernber-Secre tary wll1 meet the Secretary, Ministry of
Health & tr'am11y ?lannlng for his opinion and reorganisatlon of
the Commlttee for gx*hg havlng proper representation of
speciallsts like Surgeons and Gynaecologists & obrtetrlclans.

Pro c ee dtnss & Declslons

b) In vieL of the request of the Bangladesh Aushad Shilp
(BASS) to postpone the meetlng between the Chalrman,
the repBesenta.tives of BASS, scheduled to be held on
the Committee declded to f1x a date later on a mutual
convenient date.

3. The following resubmltted reclpes were placed and decision
taken are as fol-lows.
tr'irms/Srands
?harmaco, Dhaka

Aplrovedwith
as per 3N]!

Kept pendhg

Approved.
l"pproved.

?holcodine syrup 0.1%

Skylab, Cqmilla
Approved.

Rub o int.

National Dhaka
Evinal tab 100 mg

o phero,l ace

conditlon to give lndlcatoon
and amend name as lBenamlnr.

for MB. K. A. I'attah. ri"
-.2 tsrt t/J ttl kf - *".a'"* "
' '+' ,o 24 F^ryaJ7-

aSa
DCC

1y

ty
and
m1

86,

Benanine svruD
( diphenhydiamine HCI o. 2S)

Gastrovet (vet) _powder
Cosmlc, Dhaka

Cosmic vapo rob oint.
Iodol olnt.
Glaxo, Chittegqng

Copex syrup $:- - Approved in generic name only and if
(noscaplne o',1%) no other antj-tussive 1s given earlien'
Benzyl benzoate emulsion 25% Approved.
Ci!1a. Bosra

Approved wlth conditlon to change name,
amend indicatlon deletlng I fol nasal
inhalationr, and declare Eucalyptus o11
& Terpene o11 as actlve ingredients"

1r'v'qa5 ) h
1t !

-tl
)

\ J!-to c Late

Anuoved.

.$b

,l ,
tiiilMinutes of the 125th meeting of the Drus Control Comnittee

LI

Declslons

t:t" I tl , t



fl

I

11owlng reclpes-whlsh were refdExed for oplnlon earLlex
'pl-aced wlth frhe oplnion and decl-slon taken are as follows:

G-Benoxlnats eye drops Approved wlth condition to lndlcate
0.416 for uge of Bpeclallgt onLy.

5. [he following other reclpes were placed and declsions taken
are as follows t
Azad. Dhaka.

Gernox susD.
(mebendazoie 2%)

Tixorub oint.
(vaporub)
D1thra olnt:'
(dltbranol 0.1%)
Aldxate susD.
(magal-drate)

orlon. Dhaka

Chlorarlphenicol cap,
?5otr.g

?ancreatin cap. 725n9
Medlcare, Dhaka

ICI . :Dhaka

Corsodyl Mouthwash 1%

conoshasthaya. Dhaka

Clnetldine tab. 20009

opsonin, Barlqqf

Fl sons Dhaka

Approved wlth condition to narket 1n
100n1 pack size only and glve warnlng
to lndlcate short tlne use only not
exceeding one !,eek..

Approved with conditlon to change x
nane -
To resubmlt as per staadard formula
approved..
Approved wlth condltlon of avaI1ab111ty
of facilitles supported by lnspectlon.
ReJected because not requlred.

Approved with condition to glve cautloao
contra-lndicatlon and side-effect as
pex BN3.

Approved.

Kept pending ti11 shlftlng to nev
premises.

Appxoved with condltion to market 1n
100n1 pack size only and give warnlng
to lndicate Bhort time use only not
exceedlng one week.

1 4OOrne)

Kept pend

'^P

Refanln syxuD Approved wlth condltlon to glve lndlcation
(rifanplcin 296) rf6i tuberculosls and leprosy only',

anend dosage accordlngly; and show
overage separcately.

Metocol sv:urc Aporoved wlth condition to sive lndlcatlon
(uetoctopiamiae Hcl) ai'per BN}, strength ae 1oo;g/1ooEl,

and delete overage.
Enogel sachet (I shapgula husk) Approved.
Elannadln crean Approved vrlth condltion to glYe 1n
(slLver suphadlazlne 196) liiger pack slzes as per nNF.

Moxln paed. drops Approved wlth conditlon to glve callbrat6d
(anoxy'ct tn lOOmg/m1). ai6ppers. to neasu.re 1.25m1,-1m1 & 0.65m1"
cetrin antlseltlc so1n. Aoproved.
(cetrlmlcle * ahlorhexldlne) -

Celr1n Hospital concentrate Approved.

?eDS Ir'louthvash
(cirlorhexldlne gluconate
soIn. 1%)

Acme. D@\q
Suprapen cap (bacampictUln EC

'Suprapen dry syrup 200ng/5m1

Tenoloc cap (atenoIo1 50mg)
Bentum cap (benzydanine Ecl)

I

l

i

!rl
I

l;

i

I

I
I

:

!

tt
.i

I

I

I

Approve d.. -"2

i
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-tenoDheh caD Kelec'Eed. Decauae onry orle BL.rcrrBurr \ )u\rurB,
. (acetanlnopiren 725g.8) wlll- be a11owed.

. tenophea:6ap :625r.8 ' -do-
I'luxln cap'250m9 - Approvedo
(flucLoxaclLlln sodlun)

, I'luxln.dry oyrup 125sg/1n1 . Approved.
Oxycome:ll tab Rejected becauge not required.
(magaldrate 1000me)

.. Piayer for inport -regi stiatlon of the following reclpes were

!1aied and dlscusred. Declslons taken are as follows:

44 veterinary products Kept pending for the opinion of
Diiector, llvestocks and Mr. K.A.

Alvetra qmbh. l,{est GeImanv

Scherins AG W. Gernanv

I'attah.

ndorf. W. GeImanv

ReJected because not
required.

Ultrav16t 24o; 1oo fi ,?ome?hl Referred to hof, Maksudr'r
iodine/ml 1nj. (lopromide) Rahnan of DMc for oplnlon.
Neo-Ultraproct cream APProved.
( 1mg fluocortoLone Pivalate +
iom[ liaocalne HCI i lomg chlorquinaldo] per 8)
Neo-Ultranroct suppo si lory Approved.
(1rng fluotortolona- pivalate + 4Omg lidocalne)
Chemische tr'abri c Rotte

,N.il 4--

trbrmaitalia .Ita1

As tra, l{.-4efloany S ..*dr- aY

?harma"ublcln inJ ll{'vlaI RefeEed to hof . M'N' Iluda of
("pirutf"f" Ec1 iomg, 50mg) of DIVIC for oplnlon'

Isordil tembide cap. suatainqd release--(rJosort:.al dlnifrate 4ong)

Marcalne ini (buplvacalne )
. ,< I "t o, f-l -; A^;/ D7 S h,l
uiicAine-'i.Adrenallire 1 n J

Approved.
Kept pendlng for fuxthet study.

-7
?. Miscel]aneous.
a) The Drayer oB Square dated 16.1.85 for reYlew of thelr R|faztd 225
"' ;;; i;;i# was doniraered. The commlttee upfeld thelr earller

du"f"io"'""a reiected the rbvlew prayer of the flrm"

b) [he qon0nlttee cancelled the 
. 
regis tratlon. of Serpasll qmpoules of"' cfi.:c;iEi, -Sv-rtzertano as the-drug has been wlthdrawn by tle 

-

iirr ir"fi" tu" rnaiket worla wiae. Eowevrr the use of the exlstlng
uto"f.-af tn. drug has been allowed upto June 1987'

The neetlng ended wlth a vote of thanks to the chah'

&

it
'lrl!
,l

Diclofenac tab 25mg & 5omg ReJected because not requlred,"ly
Souibb- Greece

Hbdecate lnj 25mg/m1 Rejected because same brand of other

" sources registered.
Kenacort A rM lnj 4omg/m1 ' -do-
YBI-osef ini 5O0rog -do-
A:iers t. USA

l

i

I

I

ri
I



Itrlru.rtes of the L/tth Deetlng of tjre Dlug Control CoItrd.ttee

fte lftth noetlng of the Dflg Oontlol Ooffdttes washeld on 16.4.86

at t1.30 A.M. ln the chamber of t}le DlrectorrD&g Adrtnl stlatIoo under tIe

O)alrmanshlp of hof. Hallullahl ttte chalrman of the Drug @ntrol co.qrnlttee.

&e fo11olAng meobers attended the Eeetlngt

1. Brlgadler Anl s llal z

2. Mr. Kazi abdul Fattah

3. Dr. Md. Jahanglr,
4. Dr. l,Ilrayun K.M..{. HYe.

hoceedino s and Decl sl on so

1,. lhe mlnutes of the 126ti rneetlng v/ere confimed.

Matters arising out ot the n[nutes of the last meetlng.

a) fhe Colr{nlttee referred ts ti€Ir €arller deci sloo on Vitatdn E oomplax

rnjectlon taken ln the ugth neotlns,tlf Dcc held on 1'l'86 and obselved tha"

. Vitamin B-Comptex loj. should bo att/atP16 ln lml untt dose paclgize only'

Dris will prevent niSrae and contaltnatlon 65eociafd raA tn the &fitf{{68
{aultldose vlals . In this connectlon the Comttted 6bservetl that all
dultldos€ vldIs registered or under approval 141l be converted to 2-nr

$Athin a year. ThIs 'r411 be cilculated to all conc€raed for necessary

action.

b) The cornlttee furthet obsen,ed that because of ile soplrl sticated n.ture

. and Iflpoltance of stability of vltanrtns in lnjectab]e form lt 1s lnrportant

that the sultinationals cgntlnue to manufactule Vitamins either singly

or as VltarnLn ti- Comptex excludlng vltasrLn B12 in lnj cctabLe form onLy'

IhIs can onif allow the country f

The follod.ng r€clpes of essentlal I
and decldon taken are as followsi

3

Flrns,/Brends

J av_gon. ryr +ka._

Ir{ ection Orabex
(tlianin ttCI 25omg + rlboflavlrF5-
ohosohate sodlum 20mg + Pyrldoxlne
hcf ':Orq + nicotinandde 500n9
+ +panihenot 2rnq Per IonI vIaI).

llaenodln su sP.
(ferrous fumarate 4f,)

Pressin tablet
(propranolol HCI 10mg)

ctone tab.

Aoproved vd.th conditlon to ,att ei z-'r
o oute onty, ancnd the formula for sucl'

ia[tJze nnd-give lndication as Per DNF"

Appr6,ed wl th condition to indlcati€a
ln rlron defficlency anaernlar only,give
r,raln1 ng asr 'keep out of reach of-
chtldreril delet 114 nl. packsizeF and use
parabens as sodlulr salt.

The firm may resubnit the rccipe along
vith that of 6 @$g tab.

Applovsd.
b^td..,P/2.

4 Ifie foll,cid.ng resubrn 'tsd reclpes wsre placed and dbci slon taken are as follo$'

Doc torr s, Boqra.

lactone 25mg)

,.i:

't

l

t

Deci sl ons.



-.2.-

Eeerllels:
Seemaplex glgar coated tab"
(tIi anine HCl 5mq

irifotl"Utn 2ng +pyridoxlne tlcl 2nlg'

+ nicotlnar:rice 20rag)

were as follovrsr

-qgi.LcrliEe:.-
Cetamol drops
(paracetanot 10,t

Rejected bccauce not re +i red'
'.:, , *./'. <11'' '\')

/u'[/'i'"'"' r"i

Approved.

The folloldoq other reclpes of essentiol drugs wexe placed and decisi'on taken

K.& F. Dha ka.

Fefol $an su Ie capSuIe
(dri ed terrous $IPh ate
+folic acid)

[:iio"a" r Blm:':,tFBit1"" r:o,gt

su scrDan fi llIFCoated tab.
(Lyosttne butYI brord de long)

Cosat 'jlb. /
(cotrimcxazole[400m9 +'
80ns)

Rs8SErlxrEp. 6tAIturFI',(rlBhxku'
lRefaool-8oB cap
(rifanptcln &$ 300'rg)

-gh.l!!:Er!i,
RefatarF3O0 caP
(ref3mP!cIn 3o0ng)

P.efatan sx sP

(ri farnpicln 23)

Gono ilr a th avi r-Et a kqr

Ga scirin tab.
(paediatric) 60mE di +erdbre'

G ChlorariPheni col eYe oint'

Dbh -il.na. Dha\+.

Thloslna tab.
(thiamine Hcl toong)

lmolelna dry syrup

, - t ""piii 
ri^' t;ih'Ydrale 2' 5'j)

ADprc,ved with conditlon 10 cl'ange name

aliete ov era,.er tihtitxthr

Approved.

ApProv ed.

ApProved.

Approved

,,pprov€d.

ADDroved v/i th condition !o u5e stErilc rtv'

*li"ri"f, market in sra-Ied sterllJ pnck

anC give riarginl Xs Per Elrl'
.,/ '

Approved.

Approved.

Contd... P/3.

Rejected because folic acid {crdc noL nee(icd

in time-release Product'

,qpploveci cootionally{ for onF year to be

m'.nufrctueed vd th ifiported b'Uldcd sustalnco
rlte"ie pettets/granules withln \rhlch

"i"iia-t'n" ttrm rnu st devclop technolo(JY

Li ot"o"rinq rEtEEaE sustalnec rclea'-e

".ri"i!-i"""ttv 
falling r&rh u'hich tho

lroluct vnll bL celetea from tho IIcencL'
ii-*"i "r 

t"r" "a 
that a}l apprcval of-rcclpc

"i iiAo 
""u 

basec on tl-'at thc firrr hl'Il
.r,f ii:Eq- their factory premises to an

i"ar"t.irr aiea bi trovcmbcr t9g6'



; )J.$ 8 4lA I ) P'--;m-,^,-L

3 r-

6. -Uqgrl.-
The Corulttee considered the application of It/s.Bi.chitri.ta Tradlng Co0pany

for !eg[ stra:lon of tho follcvd,ng Veterioary products manufactured by l.i/s.ilver,ro
Obh, l'rlest Ge!,rbny. In t}!ls connection the opinions of the Dilecto!,Llvcstocks
Serv.ices, Mr. Kazi Abdul Fattah, Deputy D!rector,Livestocks Sen,ices and rnember,

Dlug Contlol Cofiudtteer as well 6s, the r€presentatlons of Bangladesh Aushad

Shilpa Sanity dt.3.3.86, & 5.3.85, B6ngladedr Fharioaceutlcal Iodustry Ltd
dt. 5.3.86 I 7.4.86 Pflzer Laborator*es (BD) Ltd at 12"3.86 rvele taken intc
account.

1,. [lucoclt SoIutlon
1 ml. contalns. l00og Tolnaftate

2. Tdchlorfon 951
1E contalnss 950m9 TrichLorfon

Approt/ed

Approv ed

Approved

Approved

Apprcved

Appf,ov ed.

Approv ed

Approv ed.

Approved.

ipprov ed

3

4

5

6

Plastl san Forte
Dl sodium arseno ac€tate 5i{
sterll€ solutlon
xylapin (xyl a zl ne 2l solutioo)
ue sulphon
I mI. contalr.sr 100m9 Me$Iphen

Cv o-Gonaden 500 + E
(oily $spension of !1. c. G.
500 I.U. + Iomg vit. E)

7 Dip sol povder
I g contalns! lYletrlphonate

8. AIv ednt loi( ponder
1 g contaj.nsr 100n9 cuibendazole

IO. & te!- clr I olairph eni col, Sylinges
I sydnge contalns:
175'000 I.U.Procaln Peoiclllin c

1751000 1.U DlhyCrostreptotDycln

l'0@ og Dl aph eny I 9.r lf on e

1,000 Eg Srlfanilartdo
500 mg orlcla0ph€nlcol
200 Dg Nltrofurazone
60 mg $lfapyri dlne

lI. Penl ci 1l1n pure
I v!al, contalnsi
2,000'000 D.U. Fenlci 1Iln
G Procaloe
2roO0'000 I.U. Penici 1Iin
G sodlum

9 Llctapho:ol, * Bl2
I ml contalns! loomg Tol,Cirphos sodium
50rtr9 V!.tatr[.n Bl2

cootC.. . 
" 

P14.

,

c0
ctv

ApproveC.

Deci sions taken are $ovn beDowr

Fi !o s./_B$ir Ld_s

i,l/ s.nlvetra ffihrlest Gc-Lqaly-

-Pe9!99!s!



Approved.

Approv ecL

1o' ftI"ll*t}P# So,n Approved
oxytetracycllne hYdlochlorl de.

15. Molantel Citrate Soiuble Powder

1 I contalnsr 120mg tdorantel Cl'trate. Approved'

16. HexachLorophene
Contalnsr 1009 mg

Hexachlorophene

17. Irizlne Bolu s

l bolus contains3
SOmg frlnethoprlm
4OOmg Sulphadi azine

lE. Piperazlne Adipate tgrax Powder

Approv ed

ADProved

19. camna BHC povrder I9S
1 9 containsi l90og garnna BHC

20. Fascet lnjection I m1.

contains3 4Clrog tiiclofol an

2I. Di sulfln BoIut

l bolus contal nsr
15omg Dichlorhydroxyguinoline
3,OOO mg $ IPhan! larii de

LOOO mg Sr lph ayri dl ne

22. Arlphadtnldln Tablet
1 tablet contaLns:
35OOmg SrlPhldlmidine sodium

23. srlPhadl,nidlne 331! inj n'
I ml contalns3 330m9

$lphadltnidine soilm&

limplv et IOi{
rnl containsr 100m9

mplcl.LUn trlhydrate

Approved.

ApProv ed

Approved

Approv dd.

Approv ed

Approv ed.

24. S.S"T.
I mL. containsr 40mg

TrimcthoPt1m, IoOIlg
Srlfadoxlne sodlunr loomg

Sulfadtazine sodlun'

25. Glucophone 24,1i

looml contains3
24'oOO mg CaIc1un Gluconate

I'OOO rog Sodlum ClYcerl no'

Ph o sPh ori cun
5.OOO mq l,laqneslul-! -chlorl de
3:500 ma Boric acl d

2oorng lliaEganese chloriCe
20 mg Cobalt chlori de

4 mg Nickel chlollde
O.B mg @pper SulPhate

Z
l

Approved.

il-t4z-

12. oxycilUn - tsblets
] t6b1et contalnsr
g00mq CxytetracYcllne
hydrochlorl de

13. OxycllUn 5i6

I ml contalnsr 50mg

Oxytetracycllne hYdrochlbri de

Approved

ApProv ed.



lla sti ti s sYrlnge is0r000
I syringe csntain sr
4OO,OOO D.tl. Procaine
Peniclllin g

i6o,ooo r.u-oit,vdrostreptomycin sulphate

tlocillan forte
1 ml containst 1501000 I'tl
lrocalne Penlclllln G

isti,ooo r.u. Benz?thine peni ci llln'

oxv tocl n
1 mlc contains: 10 1.U'
oxytocln
Fredni solon I tnl contalns
Pledni solone 7.5 mg +
O"x"meiha sone trimethyl acetate
2.5 mg

SuIfapYlocin
I mI contai n s:
isorng-$irpnututhoxypanidazlne sodlum

S.T.ao 1g contain sr
sodt unr sulphachloroPYri dazlne
fuo ,q + TrlmethoPrlrn 40ng

grlfaclozins Powder

I g contalns: 300m9

SrlphadlnLdlne sodlum

Re spal r
i"^i'"ont"in", 75mg II' N '-Dinethy 

1- 2-li

lcetyI crotonaml do-bu tIT arnl de

Dlosulf PoYlder I g contalns'
mO*q a'SrfPnoni lau[ dothi azole *
6il; ;F;fi"s.rlPhanl tamldo Thiazole'

Vebenzan 2
1 m1. contains3 Forng
Hydrochloride

V eti sol
I mI contains: 50mg

!]y dr o ch 1 orthl azi d e

41. T:iP eI sulf plus bolu s

Each bol-u s contai n 5,

TOOmg SuIPh adi azlne
00mg sulPh ame!azi ne

'r-i /'"'*'il;

Apprqv ed.

ApProv ed.

App!oved.

l'.pproved.

Appr sv ed.

Approv ed

Approv ed.

Approv ed.

Approv ed.

39. Fascet tablets APProv ed

I tablet contains; Luimg

Ni clofolan

38. /ilv enEnt Boluses --^ Approved'
I holus contai'ns3 EUUIng

Oxibendazole

39. Oxyclllln tablet APProv ed'

I tablet contalns; 
- -

sorjig o, Ytetracycllne hydrochlodde

40. Alvemint ?Oi6 Rej ected'
-' "i',, 

"l"t.riis: 
zoomg Levarll sote liydrochlorice

5o0ng Piperazlne Ci t!at€'

, t"/t an' u;t'\ :L N t lz

ng sulphapyri dene

mg StrePtorrycin trase

il

Apploved.

A!.prov ed

!

ReJ ected.

Contd... P/6.



6:-

:J

i
l

l

43. Fhosol 500

I00ml contain s:
2.75 g Calclum hypophosphi te
tQr8gxBx&SlElllxgttrEEFxtExxxiqo

x6t6SxEx6luEDarxxxl{xx
10.00 9 Calcium gluconate x H20

I.60 g Boric acld
5.00 g i,iagneslum chlori ce x 6 [06.65gclucose!xH20

4& Iripel sulf bolu s
I hoLu s contain sr
11000 mq $rlphadi azine
I100O mg Sulphamerazl ne
I;O0O mg Sulphapyri dene

Norgine U. K.

i,icchl da,Japan

Rej ected

Rej ected

Cyclo bral cap
(Resn.No. ?- 1856-S2)

VenaLa cap.

44. TrichlorfoD lnj.
1mI contain s:
5o0mg Tri chlolfon
5 mg Atroplne Sulphate

liej ected.

7. Mi scellaneou s;

In vtew of the withdravral of di fferent brends of cyclandelcte by US FDA,

and oplnion of the local experts (Prof. SG,[ Chol,^dhu1Y ' Prof. Il..i. Mannan'
Brlgadle A. f,,!allk) aegistration of the follwing btands of drugs were recoflr.'nen(led
for cancellatlon of the regi strati on tue to its k#,,Ffftcacy.

' L' 'J4l
Manu facture Br:nd

l

l
l

l

I

I

l

(reen.l'lo. 36-e50-77)

Ihe rneeting ended v,,i th vote of thanl.s to the chair.

l

I

.!1



,&ort.

lto &rdttce ca$ddffied the epplt^oqtlon of q/B.lrlchltr1te Traolng OonFany

fe$6ttatlo{r qf t}6 follsdtrg VeterlnatT protuctG lronrfqqturcd.bry $/s.*lvetra
I Sest ConEanlo ln th!, s corBloctlon th6 eplnlo{rs of {.hc PlrcctorrtJv d stock s

eos, lsro t6st Ab&l f.ttrl}, DSUW DtrcctoTrllveEtocks, $ervicss and m({[bore

&ntfol &pdttesr *s rdtl oq tjrs rcpraesrtrtls{rs 6f Ean$l0ded) Au6ncd

lpe Sat{U t}tr 313.86r & 5.3.86r Eangle;e$ lhenqcsrtlc.rl xfi&otry Ltd
3.3.86 I 7.et86 Ff;l aor Lnboletor*oa (8D) Ltd st l2.3o$ g,sro t6ksr lnt$

slofl9 takefi srB *t{fiin bcliortr

*{,,,,i?.'r,.

llucoclt Eolutlon
l 81. rortalnsr 100$q lolnaftate 1:ii
Tdchlrsfoo 95,S
I e contBlni, 95tr6( rrlchlorfon

i rt! ' r-",i-r*""t )Pfartlsan Forte
Dl *dlun erronc ecgt{te 55
stelle rolutlon
X[l€pln(xylrztne 2S rolutlm)

---=i|r',j.''(
, r,t;,,-l({

fi-"V-. A . ii.,'.-,,,-..llj__
-- L' 1.. '-ttr

Pfth:. +-. -\ ^'r''r>, F.,51,"J I).,i,.

c)
APp1(Ire{:

L.)/- I rr APPEEged

n**#)
(t' '

A$jprov ed

G)
Appf$t€c

,,, ,., A oPProtre*i

npr, r.iiu ed.

ApPrst,sd.

r/ D-r . f<

v/ ..lt

(1..c 11,r,-. r-'

' l-f';l'l
I i''t /''t"'

i;i-ir ttii
.1.., _._.,e

5. karbhon
I El. 'Bmtalnsr 100rifi M$$lphon .,i1, r
Oro-eonade$ 500 + E
(tllr *p8lreton of H. C.{.r
5m irU. + Iomq vlt E)

.. r/. l- .. riF.pra,od 'i*=-#l J?. Dipsol poedo
I s centglnEr Hst iFhc&/it€

10. &tor-Chlorsflphdllcsl Syrln$s6 
;.^

I 6Ydngs qontalnal r4r

l?5r0m l.U. lrosels tuUcllltn G

lTSr@ l.U DthYdrc Etr€ptcryctr n

lvdnt 108 pow,Jg
I g contdni! I00rE! C)(lbsndszolg

Uet{phos.! + Bl2
I al contCnsr l@EO Toldlsph6e cE&urft
@ VltadLn 812

r:+-l*:
[*..r]. . 1 i' nl. rr, '-

a i, . 'F' 'i'-i '- - ':l r \ fri
- T, F.', l*l ll"f "'

L l\.-,-.4. '("'--' ''l .: .,r1Y

Ir0QO ng

LmO 6g

540 Eg

O0 0s
60 &s

Dlshsryl$lfqtE.
s,lf anlla,,dde

€hlordryliorilsol
tfl ttefusarooo
911 f apyd.dine

G)
APpra,€d

lL Puolcll-lln,pur* 
.1. "iI vlrl c(lltolnsl ; i i"

2'000!000 Bu. Psnl,Gl I lln
G ProcBloo
2r00ot000 I.U. tstlclllln
C SodE uto

Appro\rad.



12. Cr.ycluto -toblet$ t:r;
I t$t€t csrttdln3r
EQiit Oorytrtt rUctlDE
htdtrodrfGdd+

l& eryduto 5t i,,:
I at .€ntilnfl mre
osytotrlcrcuno trydrochtid dc

rn'ffi'lllt&P#S,s ,'i,,'

Cbry tst*acytllno hydrechlorl do.

mo!€ntol C!,trato Boltible Fo$dda

I g co$t61nst l!$ry l,rrrsnttl Strato. tl!'Frc ed'
ti

16. tlo:techlosshane
&ntalnar 10ffi &
!t !.achlotsph€ng

Appro\red

lilo tlrlzloe Bolue

I boluo ccntelnsr
80og rtt@hsptl0
40S!€ Strlgh!&adno

t8. gtperaztrae A4ltta Sr mtxreo p]/aefroteo

19. car@a Brlu Pordoc. 19,6 ff u'ti' L'
I g cotttslnEr fg0mg 08sma DltC

Fs*6! loJostlon I sl.
contalnsr 40eo lltslofolan

{.PFrs, ed.

nr,pr,, sdG 
u- l{t A il." 'i ' r'--'z r

-I5-;'r^., ,'1,",.1
L, 1-i.{.1

Appfd'tod.

SP$IOV 6do

Afiirs\tcd

Apprev ed

ilpptsvdd.

llfl)rovod

$ppfctred.

ApprS' od.

lt

rl

:,

x,

2L Olgllfl.n BoLua.

1 bolu E cofltotngl
img D[chfcdrydro*Ygulnollne . .

r.m ry $lpharilld dc
frOOO oS SrlphByttdtno

2A Srfphadlni dln Toblot
' I tablel cootslnB!

i5dffi-sripr,aarEtun. eodun i rP

2B. sulnhsdlnjf dnE 33fir tnJn'
1 El cantalnsr 330D9 n
$r lPhadln{ dlne to&Eb. ,J

$s.T.
1 EL cantElnar QEE , '!

I*astisr:lor lootig
stlfedodnc todusr 10ot4
grlfa4rdne sedm.

Glucsphooo 24i i .

tooEl ooatalnst i '

ia.mo ng calctrtui Gluccnate
frooo q Ecdus GIYq€alnG-
phosphorlEt!t[
s.Om Eo [Ar{n6du4 -dllodde
3;500 n5 Eoilc acrd - - f

20ODq lralEano€6 drlc'l de ' '
29 og ccb&lt thloer ds
4 fi lElckGl .blsl dc

0.8 nq ooppor $lPhotG

/l
(l q' ./- .,, f,\, {:,.,1..( ll/),.,

", i.l .-- rt 'i\,1 . K,, i.' (') 
,-',lit

b.

6. onctvet 10,{
t il contalnar lo0og
rqlcl,Lun trltryGrte

fippIsv od.

Co

I

1

!



a5.
(

Aptr6, ad b, [\"llorlltl g efrtncr i,0Or00O
f efdng. cmtoln-et :'.,)
d)0r000 ErUo Procalne
RdltcllUn g
100'ffi I.U Ulhfdrogtr3ptmycln drlphdto

heclltu forte
I sd oootalnsr 15010& I.U
It"calno pctl.llun c
I50r0cO 1.U. Ecnzethlnc p€Itlcl llln.
O,rytosl n
I oL cont6lner t0 l.U.
orytocln
r}cdrl plon I Bl co(ttaln8
Prodrl6olona 7.5 Dg +
i,on"iliti"..r," trlnittrylacotato ; 

"I%5 Es

Sllf*ylodn
L Bl cont€tnst
23OBg $fphaeot loxlp8nl 66ztne sdilun

s.T.40 I 0 contslosrffiifr ;,iph;;t foropyaaarrno . ;

200 DS + Irl&sth$rl$ 40ng

(eJ i
\

n.

a-

f,)r

3!.

{Dprs!'ed.

Appac'., ed. '

iip::.ro\red

,iari)fsv

Ai,prs'J,)dr

Api. tov ed

itplf€ ,6d.

\q A

{-., i (*l lt .'i"-
-'---'(.';l',
p , ilai.yr,,."*

, \.\ ,-f .---l

'' [1' 
1.r

ltl - l,
'I

(r),
-l)

tlsl
"l r

orr"*oo:@lO

oo***.-(lilih

32-. gtlfaclodno Ib?dsr
I g contolost &0og
5llptrodnldtne scdun

30. Rteaal t
t nt ccntElnar ?!ag NrlL'El'olthyl'bN
acBty I csotond detu tyrar,it de

34t u.6ru Pollfdor I 6 contslns.-' Cdtlh;ipr,anrrasraourtazole 'r - Ifr'
mon[ a' foriosrlph ara I addo Ttrlozole'

35. V€benr$ 1.o:' iil-i*tnrnto fuee T-.?'c.U-"e'ML*
liydloc5l otl ce

w.{ fascet tSleta
I bblEt cont{lesr ISOag
ldl clofol an

/. .- i ,il,1" , i'.i' l',.t'.."'" ')--

-i.'t''e {..''-{"( [l'1"'

r' q.;" i, )

,lvct{nt Boluc.as
1 tolu s contalnar thoog
Or:hendsscle

exycl urn tablet
r tablet cotrtalng!
$O$g ca( yt€tracrycLtnc hrdrochlorldo

a. Aer,rwod(!] [{-I,'''
t:y.'-,ll,.,h

€o Alvsa(nt ?Oy'.r - - 
ReJ 6ctod'-- i i i*t"fn6r 200og Lwana €Dle ilydro€hlorlrte

E0Oog tltpsradns clttst€.
41. Irlpel*rlf Plus bolus'* 

i"ni-r"r.u 
" 

'o.ttt tng, tlejocled'
?0Aog $tlphadlednc
?trtag dr lph8as.d no
?OOo9 BrlphAYrtdene
Sbg strstdycln bes{ C,rr ltrJ. . . P/6 .

Appr$r i:d.

$. vetl eol
I 3l cont llnst iomg
llydrochlort[ ad de

-rzx.

.-(lt' - r.l\,\.,,
&plrc^,o<i. R ', 

-,,'l',.i j,,,'

,-Q'', 
-n 

t1,,.j,,,
,tppr*."c. tu-\ , ,it.,' 

'l
i i^.,.. , , 1,'i',



-r6t-

4a Hpol*rlf bolus
I lolu r cantotnsr
lrffi tng Srlph.dl orln6
lr0Q0 trg Srlph:rosadns
lr0o0 eE $lphdrydddra

4.i. Ihosol I0O

lmnl tontalnsr
!.7:! c C.lclu& hypqhoqgltc
aErD*}ttI4tI.***lIcxi#xDee{h
10.00 g cglcrtn doccutr x Hf
lrio g ldc acld
5'00 s lhrnod,l! rAlorf dc r 6 tto
6.66gOucoserrfitO

aa. rrfcfilorfon f(dl
I El contslnst
500ag Ir! chlo'rfon
5 ro9 Atroplno $rlph2ts

In vl€w of the
and sptnlm ol thc I
Erlgrdlc rr. ,{oll&)
fot cancollatt on of

iUanuficture

horS.ne U.I-

ReJ eqted

Rclected

ftc, @ctod.

Qcla bral cq,
(Aogn.No. ?-f858-82)

V€nala carr.

irogn . lto. 36-60-77)

\?

i

1

I

lil scellano<r.rer

*tr tlrdrowal of .6f fs"$t brsnda of sIclan(!3lrro by Us Fis,
ocal Cxpart8 (Prof. $U Chcvdutry, 

- frof. H..,r. ltennln.
raSI gttrtl car of tlre folhitng brands of dnrqs upro roco:,-r::ejri,:tt
?tc red strotlon dre to tts l6CF of efftc.oy.

.1,.2. Lt I... (
Brsnd

loc!{.darJapan

Tlie aueting €{osd rr. Ur voto of thanks to iJre otralrr

I

I

I

rl

I
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