
lllnutos . oi" thc--107th :rirec of thc ' lrug Coatrole'' .a

Ihc 1o?th ncetlag of thc Control Counltta c r+as held ontbhSa tchb'il ' '1985 at' 'chenbcr of Dlrcctor,atloL''undlr tha 'chaLrnaushlp of Prof"' Ve1lh1la h, thcCh'altiuan: bf; the' .Plq coltrol 'Cobnl ttce 
"

ucebc?s attcmded .tho neetlEgo
fi l. Jalbar

7 Brlgl
r'. t i' SldtEquc

s - I{aiz
Eeof. M.Q.E.' tatukalc r

lEuEalruD f,oilJ. Eyc

ncetlng, aB 'i at1 . obsc
r,-Dl. Dlrector, lrug ldrlnlstxatlon attcnded.rrGro

'ceed d cis

D!.. Itld.

.,Ihc nluutcs of thc 106th mcetlng ware conflrmcd.
, Matte,rs arislng out of tbe 1a6t Eectlng-. 

^a) rt'lal olserved that-codclnc, ;-ffilyit;ir.J, was bernpuEcd for oulta sone trmc ii-i "rilii-iiEiiaicni.coi!5'.1r.;","srt '1s llab,c to ba mlsusc. r""-"rEiitilil'i" 
"ltoro"tiyc s1np1elngredlcnt coueh svlqps- arc telng ;ii;;;;'-tnc"c -r"-"i' 

;;;i?i:_catlon to at"loi a irru!, f;; ;;a;i";;;;;-so nuch abuse potentral.

lid;W:rli*i ;l:i5ll}iai,]iiirrliliil:#*firii'irii ffircvoked.. 
. 
s1m11arl, aLl approiei ,J"rpli"-" r'""d(trne phosphatesyru? whlch has not yct bicn rrcins]i-Buiir iiil"i.'".i5iilj"lnnedlatcly. Eowevarl tn pfaoe-or-I;;"i;;:r""p the manufac_trrrcr nay eubnlt recipcs ior sru!r.-iiil.ai"."t."4elJ;;i"-eoatatnlns aoB caDlae, - phorc-afnel-aei;iiiltrro"po"r, or slmllarotber approyed rigra&r.iats,. ;J: -;;;"";: i' _--*, 

,

I) tIhllc conslderlng the prayer.datcd ?.3.85 of M/s Jaysons for
T_cvlcy of the de;lslon- relardlng fscjsJn-s!"up, lt was decldedtbat- thrr nalr bc ar,r.owea i.-.on?r."uJ-iiiai[iio" of Ascosoa gvruoln t'ctr orl*lnal rcack. slze "f ir6i ".i;-il"-irr"irr""-i;;;;";r,*,t_hat slnllar-sinsli vltami" c-o;;i-iiq;ia'iieparatrons whlchwerc coaverted to a rcducce pact slze'Ji-riri'rii -"i"'6 ii'Iiro*nato be Eanufac ture d ln trrerr 5rilriii-riig"i' p""L sizeor Necessarvlnstructlon may be conmunlcated."to tfr"-"3""."ned manufacturer, .. ,accordlnsr.y" - "-""^"i'W "^
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"r.clpes of the foLlohr

saucyLlc acld)

M/s Na onal . nhaka

. M/s Albert Davld. Dhaka

M/s elsons. Dhaka

lng flrniiB:Tqe pl-aced and
oned lnthi'Iaet column^

dlscus

I

il

li
il

a) Qermalcx olnt. (vct
(bcnzolc acld +

) Kept_pendtlg for the oplnlon ofMr. f,. A. trattah.

Declsi

Re Jectcd bec
foroo

{l41ov9q h,1th condttlon to changelndicatlon as: [o be used 1n vliamln ndeflclency states; and reconmended
dosagc as: As advlsed by the physlclan"

a) 9g!1g1n..p?ed" inj. . Xept pendl(gentanJ.cin su1phate ) rclort con!'i manufactur
!g for upto date lnspectlon
r1rmlng a\Iailabl11tv ofing and testlng facilltles.

b) Genlcln 1nJ.
(getrtamlclu sulphate )

-do -

a)' Reprosrnln tab. ,symp and lnJ .(rcproterol ) 
-

b) xlpanexan tab.
(xipanlde )

Kept pendlng for orielna
and pharmacological ;tud

_do_

1c
VI

'/,aJected beca) Narlot nasal droD
(rylometazollne )'

l) Coaeinc phosphate
''isyrup

c) h.lrox 11o.
( furazolidona
500ms/1oon1 )

11nlca1
eport.

M/s Jalpha. S the t
ause the pa"par.ltl orl-i " 

i{h
kV h-a co*.. GcA bj h'"h',c;

ause not needed in syrup

{fProved wlth condltlon to change
l-ndlcatioD as: Glardlasle and vibrlochol-era; anat dclction of tatrazine--
yelJ-ow. colour wbLch may provokJ tryper_sensltlylty reaotlons.t' 

?U:;.11$in zoomelroonilproYetl 
ulth condltlon to chanse nare'

e) ttylttn :.1q. {pproved wlth change in dosage as:' (theophylLlne !-to 1 tcaspoonfui'i. [. u. for chlldren"sodlum glyclnate )

[hc mcetlng eaded wlth e votc of thlnks to the chalr.

;J
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I\41nutes of the 108th meetln.l of t-he Drug Control
Commlttee held on '1 1.o"85 at !1-io a-m--

108th meetlng of the Drug Contro1 CommLttee was held on 11th
ember 1985 at 11.5A a.m. in the chanber of the Dlrector, lrugnlstratlon under the chalrmanship of Prof" Wa11u1lah, the
rman of the Drug Control Courmi-ttee.

fol-lowlng members attended the meetlng:

Furaben llould
(rurazo1ld6ne 0.5%)

Approved wlth condltion to change
name and lndlcatlon as: tr'or
Blardlasls and vibrj.o choleriae "

. ?rof. -{.. Jabbar
hof " L.[. Siddlque
Brlg. Anls 'rlalzDr, Eumayun K.M.A. Hye

ahanglr, Dy. Dlrector, Drrrg Admlnlstratlon attended theM

t1ng as an observe?.

ceedi 6 and declsions
Ehe minutes of the lo?th neetlng were confirmed.

Matters arlslng out of the nLnutes of the last meetlng:

lihlIe. dj-scussing the Na"ist nasal dro!s ( xylome tazollne ) of
Jalpha, Sylhet lt yras obsefled that USP and B? does not requlrethls product to be ster1le. Howevel , such nasal drops should be
bacterla-free and bacterlologlcal 1 lnlt tests should be routlnelv
performed during the manufac ture and quality control of suchtlons. Such products shoul-d also be rnarketed in a seal,eder ln senl-ster1Ie condltlon.

tlrms /3rands

1 31sben Dhaka

1.

7

4.
d. J

Ihe_reclpes of the fouowlng firms were placed for discusslon;
declslons taken are rrentioned in the 1ast colu$n. ,i,

rr'. #

1v

a)

Azad ?harma lhaka
Ootroolne eve d?oDs(itroirne r%)

Rejected because the formula is
defectlve.

Kept lending for lnspectlon report
conflTn1ug exLstence of facill tj_ esfor preparing sterlle preparations 

"
_do_

contd....2
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b) Optamlne eye drops
(su1lhacetamide 10%)

*#"-.-"'[' /tr"r.

1i Edruc. ?abna

Dialtozvme carsule
(paircreltrn) -

iii Square. Pabna
Syrup Codeine Phosphate

Declslons

To resubmit the fornula with altex.-
nate approved actlve lngredi ent,
such as, noscaplne, pholcodlne,
dextromethorphan HBr, potasslum
gualcol sulphonate and l soaminile ,It was al-so deci-ded that slmllar
declslon v,,111 be applicable to a1f
pending codeine syrup recipes. !

/p',



) Cemon syrup
(ascorblc actd Z9l)

b) Hemgel-lvl susp.
(magaldrate)

c) Hemqel-M tablet
(maEaldrate )

d) Dextromethorphan syrup 2%

National l,ab. , Dhaka

v1 Rel-iance Lab ..Ra shahi
Cream of lliagnesla
?ioneer Dhaka
I\:razolldone susp. O. 596

Chloramphenlcol cap. 25omg

i1 Bio-Pharma Dhaka

.:'"
J,.

Approved vrl th condltlon to chan6$
name; deletlon of exciplents vli.glycerlne, Dronylene g1ycol andtartrazlne; and lndlcatlon to be:Ior vltamln C deflclency dlsease"
leJected because formula is defective.It was also observed by the commltteethat such ltem has no idvantage over
common antacldp.

-do-

Approved wittr condition to delete
overa€te .

Approved.
vil

a)
b)

Approved.
.tlpproved wlth c
of slde-effects
may cause blood
appear ln lnser

a) tr\:rox tablet
( furazolldone 1O0mg)

b) F\.rro x susr.
(furazolitone 0. 5X)

c) Biovlt capsule(vltanin il-complex)

d) Siozyme capsule

Acrne. Dhaka

Furazy,l- eus o.(furazolldone 0.5%)

ondltion that detalls
including that 1t
dyscrasias shoufd

t/llterature, etc.

{pnroved wlth condition to changelndication as: For glardiasis andvibrlo cho:[eri.ae.
Ap.groved with condltion to changelndication as above and deletioi of
overage and exclplents viz. sodiunsaccharln, avicel, glvcerille anri
polysorbate ,90. l r
Approved vrlth condition to chansi
fornula and dosage as 1er the 6ian-dard formulatlon approve.l bv DCG?.

,!pf,ro.,ed \r,i th condition to change
formula ?q per: the standar(l approved
by the DCC.

Appxo
lndic
vibri
exclp
It wa
on a1
kept
ting
flgur
addit

Rejected, may resubmit wi-th approvedalternate active ingredients. ' -

Approved.

.rlpproved with condition to delete
calclum phosphate, tartaric acid,
complexone IfI & sodium l-auryI sulfate"

ved wlth condition to changeatlon as: .or giarCiasis ando choleriael anC deletjon oflents vlz. ,sl.ycet lne ,o<r tween BO.s further declded t'-at frorn now
1 furazolldone recines rvi.l_1 be
pendlng for statlstics ind i ca-
lmport, production and sale s
e to evaluate the necessity of
1ona1 slnilar products.

x DruA DhakaInt..
a) Codelne s-1rrup

b) Potassium gualcol
sul,phonate syrup 2. !rt

xl orion Dhaka

Rlboflavlne tabLet 5mg

9.

- 1."
,L
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contd... "3ft,,



Jams Dhaka

i. Gnco Dhaka

Pancristal capsule
i tee Pha"ma. Dhaka

Capsule ?antra

connection lt was aI
deslred by the DCC n

,eil

To resubmlt with 15n1 pacl< s12ij and
proper spdclfication of flavours 

"

Rejected,. may lesubnit wj- th alternate
approved actlve ingredi ent .

Approved with del-etion of chlorolorm
from exclpients 

"

Hoechst. phaka

Anblosln droDs
( amplc1111n) 

-

Codelne syrup

) Dextronethorphan HBr
0. 2% syr:up

ther the following pending reclpes of ?ancreatin rrere placed
di s cus sed.

opsonin, Bari saI
0psozyrne capsule Approved wlth conditlon to ch

formula, indicatlon and do sag
per the standard fornulatlon
by the DCC.

Al--amin, l4ymensi ngh
Tricozyme caDsule

anf
ea
app

e

roved

-do-

-do-

-do-
i ?uba1l lhaka

?zyme capsule
National Lab".Dhaka
Enzypan capsule Approved with condition as abov

and change of narne.

her the following pending reclpes of Codeine lhosphate s
placed and dlscussed.

Al-bert }avid, Dhaka Alcodlne syrup
9uba11, Dhaka Codeine phosphate syrup
PaclficlDhaka -do-
9den Re s earch, Barlsal -do-

Itrrt
were

xx

It was observed that slnce codelne phosphate syru
the firms nay resubmit alternative single ingr:edi
apDroved actlve ingredlent" Thls deciaion will a1
all pendlng or new recipes received for codeine s

e_1 .

#^#

yrR; ;

"&.{;Y

so d
ayb
lbe

ecided t\at cuch reci pes
e accepted without furthe
placed ln their earl i er/

p 1s not a1]-owed,
ent coueh syrup vrith
so be applicable foi
yru!. In this
r'rhen resubrnitted as
r fees and such
orlginal ser1al"

MlsceLlaneous.

) It was observed that ?ancreatin ln capsul.e and tablet form are
available in various strengths. In order to bring unlfonmity in 1,he
strength and dosage of pancreatin, the following decislon was t3ken:
lancreatin will be a}lo\red in the strength of. 725n9 per capsul
tablet expressed in the potency of BP 1980 which speclfles tha
will contain not Less than 455 units of protease, 5500 units o
and 7800 units of amylase acttvities. The dosage forrns should

eontd. . . "4tt.

eo
ti
f1
con

'f

L

ipase
ta 1rI

pancreatin in the form of enterlc coated granules ox enteric coated
tablets. Iudlcation a.nd d.ose should be as specified as in the B? 1980
or latest 31{I'. It uas further declded that thls decision will be
appllcable to all reclpes kept pending or new xecipes, as well as'a11
existlng pancreatin preDaratione includlng those under registration"

/t;,
[.t

liti
t,, ' i: l'". t I,

-do-

:



-4-

',$!."
:,:i ^the dosage and fornuLatlon of B-vf+;itln tablets and capsules ue:re.l 'dlscussed. In order to brlng unlformlty to aL1 availaUie vftamin-

B-complex 
^tab)-ets/capsules, 

-it wao decided tiiat tne foiiorl;A--"
standard formul-atlons and dosage forns as ?econmend.ed ln dj-flerentofflclal reference books Ir11l- only be acceptable:

i Compourd V1 tamin B (complex) Tablets llrc rozo)

11 Strons C mDo und Vltaml n B Tablets (B?c 1979)

Nlcotlnamlde 15mg
Rlboflavlne 1mg
Thiamlne IIC1 lmg

Dose: Prophylactlc, 1 or 2 tablets dall-y.(A1so listed ln BII!)

Nlcotlnamide 20mg
Pyridoxlne HC1 ZngRlboflavine Zmg
Ihlanlne HCl 5mg

Dose: Therapeutlc, 1 or 2 tablets thrlce dally.(A1so 11sted ln BNI')

2mg
3ng

20mg

It was further decided that the above formulatlons and d.osage
y11+^l:,?p!1_19?!1" for 3]1 exlstlng reslstered vttanln l_cofipter
ta D1ets/ eapsules, as well as, all pendlng or new reclpes. It'wasaLso declded to clrculate this lnf6rmatiSn to the ,"ni.f"ctu".ru-andi'to ensure the change over wlth1n the nexi slx months.

) A publlcatlon ln The Pharnaceutlcal Journal lndlcating the
hypers ensltlvlty of azo dyes colourlng "gentl namelyr'- tarirazlne,amaranth, sunset- yel-Iow, and ponceau 4H,-were placei'and dlscussed.It was declded that these colourlng agents be lradua11y withdrawnfrom all exJ.otlng and new productsl

) It was allscussed. and decided that a surunarlzed actlvLtv reDort .,of the Drug Control Commlttee from January 19e5 t11I alte i,ifibe plepaled and subrnltted to the Minlstry-of Hlalth & topufitlonControl for lnfornatlon.

Aneurine HC1
Rlboflavlne
Nlcotinamide

lhe meetlng ended with avote of thanks to the cha1r.

F\'\"*o 
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ij.l Compound Vitamln B tablets (US? XIV)

/ t ,.r,

k*



tes of the 'l09th ineeting of the Drug Control
mnlttee hefd on 2

e 109th m€etlng of the Drug ControL Commlttee v,,a s held on

tember 1985 at 11.10 a.m" ln the chanbel oi the llrector, nltug

tratloD.. Prof" r,'larli uI1ah, the Chalrman of the Drug Control
e, jolned the meetlag after sooe tine and thereafter preslded.

his absence the meebing was presided ovex by 3119. .ltnis l,raiz"
the fo11o!r'1n9 othex members attended the meetj-ng3

Prof. -!..f . Siddique
Prof. 11. Q.K. Talukder
Iqr. Kazl Abdul lrattah
Dr. Ilunayun K.i"1.4. Hye

s and Declsions
ninutes of the 1o8th meeting of the DCC were confj-rmed.

ters arislng out of the last meeting:
e discussing about standardization of the formul-ations of

tanin B-complex tablets/capsule s, it was decj-ded that such
dnents as required for the existlng products viII be disposed
by the Ilrector, Drug Admlnistration (DDA) as per guldel-ines .

pted. tr\uther, lt was decided that all new appllcations for the
val of recipes of vitanln B-complex tablets as well as

es wilf be slmllarIy disposed off by the DDA.

foLl,owlng reclpes wblch were resubmltted as per directlon of
DCC were consldered and declslons taken as descxi-bed beIow,

tr'lrns/Brands Declslqns
uare ?abna

,'rfl,
"'r4,

Approved wlth conditlon to,declare active
lngxedient as equlvalent to 1omg isoBorbide
dlnitrate.
Approved with condltlon to change indlcatloil
as: tr'o! amoeblasis, glardlasls, trlchomoniasis
and anaexoblc bacterlal lnfections.
Approved"

sordine tab
(isosorbide dlnitrate)

r1nazol tab
(tlnldazo].e 5oorng)

Atro sr1 eve dron
( atrop\e- 1%)

l\trosul\e d.roo
(atropine\ 5%)'

Ap vcd with conditlon to mention indlcatio[
ntltussivet onLy & delete rEBrrfron nane.

H. l,ab.
?holcodlne o .1% ved condltion to nentlon lndlca'alon

ver and deLetion of chloroform
th colour and overage. Alternate
and colour may be allowed by DD.t "

'ervatlve

con+d"""./2

amaran

nl,,

c)

d) ReJected because such strength ls not lneluded
in offlcial pharmacopoeas and considered
ulurecessaly.

'd) Dextromethorphan
syrup 0"2f,

tfir:
LG',-.--

(



n syrup 2"5N
tasslum sualcol
phonate ) 

-

1ta !1na

exlnco lhaka

Approved ft.th conditlon to chang
gegLerlc; delete overage; change
fg rantitusslver; reduee sucrose
5Og & sodlun saccharin to 100mg;
warnir1g I not for chl1drenlegse I

and carton, etc.

e name to
l-ndlcatlon
content to
and mentlon
on label-

otassiu.n gualcol
ulphonate sylup 2.5%

Approved wlth condltlon to nention the
warnlng lnot for childrenr e=r6 r on label
and carton, etc.

Dextromethorphan
syrup 0.2%

B?I, Dhaka

?hdcodlne syrtp 0.1%

Bata11, ChLttagong
Dextromethorohan
syrup 0. 2% '

?otassluro gualcol
sdphonate syrup 2. 596

Gono shasthaya. Dhaka

Approvcd with conditlon to change anaranth
red colour; alternate permlssible colour
may be allowed by DDA,

Approved with conditlon to change lndlcatiolr
$- rantltusslver and delete I rliliiams Ariav;;
Amaranthr; alternate color:.r may be a]lowed
by DDA.

Ap ved.

RcJected becausc thc drug 1s not consldeled
necessary.
ReJected because the reclpe is not as per
approvcd ORS fornul-a and also bccause of
hlgher co6t"

Approved with condltlon to change lndlcatron
,@ rantltussiver and delete colour FD&C
ye1Iow no. 5; alternate colour nay be a11o.'r-c1
by DDA.
(ept pendlng slncc the firm has been alloved
another cough preparation.

i., r1: i

omg Approved. .['f ,''

Approvcd wltb condltlon to use stertle lwite:c
lnetead of purifled water.
Approved.

Isoamlnlle syrup 0.4% 4pproved h,1th condltion to change lndlcatlol
d{rantltusslver aad deLcte anaranth red

"W1our; 
alternate colour may bc allowed. by '1.'',

. The follolrlng xecipcs whlch bavc earller been rcfeEed fox oplnj.on
wcxe placed and decisions takcn are as fo11olr3,
I{oeschBt. Dha}ta

trental draEeeB
( pentoxyfylilne 4OOng)

G-3acamp1c1111n cap 40
G-Sctamethasotle &
Neonycln crearn

G-Setanethasonc &
Neonycln ointhent
Elsons, D1t4f,a

Motl1lun tab
erldone )

(oRs)

wlng reclpcs of lmport substltutcd drugs were pl-aced ancl

re as descrlbed below:

n tat Approved.

con
CI $,

A

-*'.

.l

-'(na1id c acld lOOrag)
rd..."/,

NlDa. Dhaka

Square. Pabna

a)

b)

IY
L-tL/



..Opionlu. Bartsal

a) Fnoxyl 25o tnl
tano-fcllIln 250ng)

b) Fnoxyr 5oo inj(anoryc1ll1n 500n9)
e) . rldDet 2oo tab

( clDetldlae 2OOEg)
d) Iielnet ,too tab

( clnetldlac ,lOOne)
c) Blfazid 150 caD

( rlfanptelB 156np +lsoalazld 1o0ng) -
f).Btrazta 100 ean(rlfanplcltl 5O0nc +lsoalaztd 15Ong) -

Opson1!. Barlsal
.a.devlt soft gelatlnc ca1_.lApnroved- ylth condltlon to use vlt. E astf?"n,t;3t fi'] ;n'#Hffi\ 

"Laiil#si;i:$"*j;i;*iFii"u 
, 
"'

G. rhe.ro1row,ns orfEr 
"o"rpJ" Sffi"k i#"""ffi"5*7:":

declstons taken as acscrlbcd b.Loy: -- "'--";,";"_ b".")
GAco. phrka *'11

Elukotln vet. tab appro:red. 1t', ,,1,,,1(hcxachlorophene 19) 
--rP-vrer' 

, .,.,
Souarc. ?abna

ft#lil l1t;rilifr"t BeJected bccause not consldered nccessary.

App:rovcd.

tab SoODg lpploved.

Approved.

7. the fo[owlng ophthalnotogl-ca1 preparatious of A1con, 3q1glu& !rqy-placcd for approval Ln pLace of sinllax xegistelcd preparatlons oi-l1con, USA, ln order to keep the C&F price of these lteBs stable"The committee approyed tbe rcclpes of these itcns fxoE Alco[, Belgluxand recouoended deregL8tering slE11ax ltens of 41con, USA.
Isopto Atropiac 116

opto Carpine 1%
eyc drop

eye drop (pilocarpllle E
(atropiae su1phate )cl)Iso Carpine 2% eye dropl Isopto Carpln! /+96

Isopto Catapred eye dro
eye droD

tpxcdnlsoloI1e 0. 2596+sulfac etaml d
p e 'i0?6)IBopto Cctamlde 1514 eye drop (sodiun sulfacetarolde)

follorring
and alacl

onc

llndaae) Approved.

veterlnary prepaxatlons of forelgn orlgln were placed
taken are as deacrlbrd below:

l-IlDe vet. tab Approved .athlne pen1c111in)
ffa yet.

) Raratane vet.(blthlonoi sutfoxjae)

LL'L

to hof. A. lahmao. And pr
dlr of BAU, , Myrnensingi

;+#erre d

d$P.$:r 0,"
contd".../4 '

N.Iq"

n{oy1.

,

l\n {ii,i\il ,

1One)

Ir,soas. Dbaka

Approvcd.

Approved.

Approved"

Apploved.

.$pproved.

ffiiffilffiit
ffi,
ffi'.,

ffiI*5. I

ffi''.'ti. I[r I

i,.'I
I 

'1,. 
I

I,]

I

l

I

I
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for c e
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"i ; l; "u.
Referred. to Prof. A. Bahrnan and Prof' A'N"M"
Ita"i eu"dir of BA'o, Mlmensingh for oplnlollo

-do -
obendazole 9

r bolus for
cLobendazole 2
azlne 'ooIas ve Approved.

zolc 6OOrngl

cellaneousS
comnlttee obsercd that the US trDA and sevcral other countrles

$ lhe Dlrector, ,rug Aalminls
on of sone Products of [CHL' Otg"

sieep
5mg)

q

11

ulr€l that the bbe111ng of sul-phoEyl urea hypoglycaenlc agents

beatl a warnlng that these drugs rnay be assoclated Yrlth ltrcreased

of plperazlEe I0ay )e kept pending'
t
'") ft t"un further obsrrved by the com$lttee that even when applled-. 

o'

fuptclt:-y7 tn the ,yer chloranphenocol nay lnduce blood dysclasjPs"

there'are such re!:rta fron dlfferent couatrles'In viev of this' it '

I,as decLded that 81o11ar warnlng nay be lncluded' 1n the lnserts a-r(' '

cardlo-vasgular norta11fu. fhe sonlolttee declded tbat s1n1trar varnlug

may be included 1n the lnserts and ]'ltexatur+s of al]. local1y

avalLabLc o!a1 suljhonyl urea hlrpoglycacmlc agents'

the eonrolttee al'di otservea tt*t 7t +ae1ufnt1cs haqLa rnore

favourable benefllxisk ratlo than ?lpexazine' whi ch nay glve rlse

to aaxclnogeDl'c nlboso dexlvatlvco Netherlands and sooe other cou4-

trles have ulthdram products contalnlng plperazine' Nephrotoxlcity

of the drug has allo bqen reported by ltallan health authoritles 
"

After threadbare d:scusslor it vas declded that slnce piperazl[e is

st1II lncluded ln :he lssential Drug Llst, decislon about restrlctl-sJl

teratures of locrIIy ava1lab1e toplcal Chloxanphenicol pleparati{ir1rs '

I

tratloE
gistratl

ln view.of ng found Bub"a tanalard anal 'la? ln 'ltr sJ the

firu found se1llng the itcns Lu vlolation of the isu-6Del161on ordex''

Ihe pxoducts are:- 1) lhysolatc gyrup; ii) larasol ltquid;

iil) A1eas11 auspeDstoBi and lv) TernLpar 11qu1'I'

Ibe cQl0El-ttee retrospectlvely appxoved the actlon taken by the

DlrectoxJ nrug Adlolnlstratlotr.

Rodc{I tctard tab (beta-?yridyl carblno].) 'r'tlich ls nanufactured bv

M/s Eo !a Rochcr Swltzerlaad is presently regl-stexed for lmpo-;r'

Xar DCC a?pro thc lten for 1oca1 nanufacture by Square !1€:'m"

er a lLccnc eeBent il1tb Rochc. After dlscusslon 1t waa declded

that ug agreencnt for thls pSoduct alone 1s not Ilecessarirl

")

uDder thelr oYn Dradd nane vlthout any llcenslng &gr:eercen';"

p]coduct is nclthcr essentlal nor lncluded In approved

s. Eowever, M/s Squzre Pha]lnaceutlcals fray narlufscl;urc

fhe neetlug cnded wlth a e-.$.f
t,.;;'.

tFEks to the chalr.
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CempclJld vitamln B ( corn::Iox) tablot (Bic 1979)'

![1c o ti nami d e

Ribs fL avitro

fhl.anine ilcl,
\

Dose I Frephylactio'
( also risted j-n tsN!').

15 rng.

1mo" .

1n{.

.l or 2 tabs. riailY.

) sf,rong Compound vitdlin B Tablets (BPc 19?9)'

llicotihanide 20 l1g.

Pyridexloe ligl, 2rrg"

iiibcflavlDe 2rg.

thlFnlno llCL 5ng.

Doso I lfierapeutic I or 2 tabs' threce daily'

liuuu rr"."a in BI{F}'

comlourd v1t€rxir ! tablct (us! xlv)'

IueutiDc i{Cl, are.

Iliboflavllle 7 ne.

Nlcotin€lnldc 2ong"

tlds is also th6 aolrpositlon of Triltsyr] UlilcE!' DD iilt)'

?ho Cdtpoupd .lablet has becn deleted frdn U.S"?' XV'

,,,;i"

d
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)
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Agenda of the 109
Committe to be he

tlng of the Dxug Control
?5"9.85, .

Nalldlxin tab 16.5.A5
Nlfedin cap- 22"5.45
NaLldixlc tab 11"5"A5
tr'lmoxyI lnj 25omg & 50omg
Slclnet 200ng & 40089 tab
Rlfazld cap 'l5O & 3O0
Adevlt cap 24 

" 
6.85

Ranltld tab ?7 "6.85Vasodj.l tab 17 "7 "45Perklmet tab rr

th nee
Id on

.. Io coaflrn the roinutes of the 108th meeting.

. Io discuss about rnatters arlslng out of the mLnutes of the ,
Last rneetlng.

To conslder the followlng reclpes which have been resubrnitted
as advlsed by the DCo:square li::*ff i3l

Atrosul eye drops
Dertromethorphan syrup

KDE PholcoalJ.ne syrup
Nlpa ?otasslun gualcol syxupDeLta -do-Sexlnco Dextromethorphan syrup3?I ?hoJ-codine syrupBataU Dertrometborphan sJrrup

Potassium guaicol syrupGoaoshasthaya c-Bacamplctllin tab
G-Betamethasone + Neomyci! olnt. /creamRlsous Isoaminile syrup

. To consider the reclpes whlch have ear1ler been ref€Ered for oplnior.:
Eoechst [rental dragees
Square Motlliuo tablet

Rehydra tab

5. 1o consj.der the foll"orlng xecipes of inport substltute drugss
?harrnad.esh
0psonl.n
Sexlmco
31sons

0psonln
Square
Peoples Iharme
S quare
Seximco
Square

Delta
Drrg Int
Sclentlflc

- Metllcon
Ambe e
BexlBco
rDu

Aslatlc

Ranitidlne tab
Dlpantltr tab

+t'1.;:

li
.85

?4.7.45
30"7 "85

t'
,l i,'

$"r.a5 --
2" 1 "45Opsovit lnf ri

I(idlcee 20. l.B5
CLoxpen drop
Enox nasal- drop 2+"1.85
Itlexacil cgp & syrup 21.6.84
Anfuron tab 19.5.85
feoprlnoslne ta} & syrup 21"5"45
Sedinol tab 22.5"a5
Caldlpan tat tr

Pholcodlne syrup ?r"5"85
?ot. gualcol sylup rr

1 5
It
n

5. To congldifr-Iu fo11ow1ng o therm reclpes:
GACO tr'].ukodln vet tab
Square Derma].ex vet olnt
Opsonln Metocol lnj

f-'\

contd....2

t

I

(,
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Skylab

Srerapeutlcs
'Iilee Pharna
3e:dnco

Albert Davld
Ilgons

flydrotalclte tab & su8p 2r"5"85
AnorycLLlln cap 26 "5 "e5Rlboflavlne tab n

Ribofl-avlne tab 26.5,A5
Furantln tab n

Agoryc11l1n dry slrrup 1 .5 
" 
85

Stopaln 1nj 4.5"85
Vltamln 3-compLex lnj rl

ALdaLia tnJ 9 "5 "85?ancreatln tab 10"5"85
?iLactazld tab n

Io couslder the lmport reglstlatlon of the
eye preparatioDa fox lmpo"t flbn alternatlv
speclal case. lv',- e-nna1

l-
A1con, Be1gfim / €i:ccrffiTn.€taffi

Isopto Atroplne 17-
Isopto Cetapred tF

t- lta*ttene
f -!aai*+=et i

Isopto llona*roptite- &-.tp.-,.t
lA+7t Lli,t""uLt lt2-.- a--ti i,-f* *,_*,-.) )t lncodoratlng a warnlag in the

hfpoglycaenlc agents ( suJ.phonyl

folLo wlng already approved
e cheape! sources as a

i7 , t). ,ti7-

ellaneous: '!
To dlscuss abou:ratures of oral

use Bay be associated. v1th lncreased cardl

inserts and 11te..
ureas that)

dlscuss about the dLscontlnuatl.on of ?iperazl
Io d1scu68 alont lncorpolat1ng a warDl.ng atout chl-oram?henlc#'.

p1cal eye prepalatlons 
"

[o dlscuaa about the sut-staJralalal saEple repott of Iinlted chemls-ls.

v llo ali8cuss about t"he prayer of erployeee of SK&F to ban lmport oJ

ovascular moqfuEtf

o" pr"pr".tl$. "l''

tlasbed protlucte by tbe flrB.
't1r 1'c tttvit,rt a4tptov?l c1 Q*-."i'u-,l
v! New ttrug lafomatloa.

f
Pm,,{\}1q',u
( DB\ tiuNevgp 6. 1.1, ,a;1y6

M.8.8,S., Ph. o. (Edr0),
Dtrtctor,

D.ug Ad.ntnisrta on_

I]$1"f C"rt,rr & roprlarton co,ri, o,_H. .r rhr rt.-t.." " _ .,, 
"r "."er"a..n

)"a

8"



As per 1{80 Drug fnformation bulletLn r1o" ?Dt/Dr/e1"4the Board for tbe Evalua tlon o f Drugs in the Netherlandsconcluded that o ther anthelmlntlcs have a more favourablerlsk ratlo than plPerazlne, whlch rnav81ve rlse to carclnonltroso-de rivatives" According1y, noanufacturers have beento wlthdraw pro ducts coatai uing p1perazlne from the marketJanuary 1985. I

Neptrrotoxlclt of tF drug has a16o been re rted by the Italian

p" 24
has
teneflt-
genl.c
requested
by

pohealth authorl tLes, when used at higher t recommended dosa 8er
hanor in patl ents wi th known r enaL Lm alrment or wl th pre-exlstl

v

tlons are
w

bout chlo

diseas e of the central nervous sys eo. (p. 20In vl.ew of the ad
be dlsconthued

verse reactions renas safer more effeL

of the bulletln
ng
)"

orted, the drug ?lperazine maalte
ava11a
sl-ar

tlIe rnati+- ve anthelnl
-/ -,, ,t.t t)

p

ntic
ll^^i-

^r__1

bIe. -/.-.
/"--1 .^-a44,yJ;4 /n+t,/^;tu)

!enlco1 e e
/,-taratlon

As per WHO Drug fnformation bulletin
"Dt/Dr/84.4.

p.20, & e theregulato ry body of the Netherlands has remtnded. doctors twhen a
b1o od

pp1led top
scraslas

1:a11y in the eye, ch].oramphenic 01 mar/ Jndy
In view of the above infoxmatlon , similar warning may bein the lnserts and il teratures o f 10caIIy available chloramphe:iEcol topical preparati ons.

hat, evqo
ducei. .- r-

,,"rmf,^,

Ilarket sanples of druEs are.rou_tlnely cofLeeted from different oartsof the country and seit to th; Dil;-t";il;"ffi for test & analysrs.0n one occaslon the fo l.l owlng_ medi clnal prod.ucts of UCpl were fomdiii-ijits:i'.1{"1}: i?ti.^tm*i:+i"i};l.Fil, Ij"gu:Fi:_:n:i"*'
The firm was informed ahout th6g flndlng and aske6 to vithdraw urcrelevant batches from the marrtet anJ-silBr*" j,.,!J,'"" to why the abovr
ff::i:3:: products shoutd not r" .anc"ii.a'iill tnui, manu-cactu^ing

The reply to thls effect^was, not satisfactory and thereforc thepxoductlon and sale of tt*th;I-;;;: h;; ;:rJ"' 
aDove p:-oducts were suspended till

th1 s._ rt was round- ari;i. !ffi , ff};."::=tg r: :{,tt jt".ffi ?:;.i;" S;","and faom thelr sales ottrce irrai- Irr"l,-ii"ti,ri3[ seltins theproducts lusg0td of tlre suspen"ro" oi,o&]"-"-"-
_tiiey were agaln asked to sirow cause about these vlolations of the!1 censlng Authori ty ( Drugs ) 

. 
ora."-""a -ilr5 "iii Is ;nu...eo r. IneirrelLy and personaL hearing to this "if""irrI-igain foundunsatlsfactory.

sion h€ffe€tr
s because of t
s p:Laced befor

h
e

"k"d#':'J""'"'f i#t Ai,e gross diolation of tiethe commi.ttee for infor
'tu.LL ,7r* r.-.
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ts tl tld zuJ4 ,) b-L. a-
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ii/s. :,rdJrt lts a,l,'1i"1 loi 1 -'rcv3i 
''I ti'c ftll r"ini 'i1c'n'

s Icr ijjt-)rrt r'::gistriti n'

1" Isc;,to ,,!tu,''irre 1.1 'yc c1r:'1: s ( 'tr.,1lin" srrl-l i'-:':r)'

2. I5c ,tn 3"f irrc 1,.1 (Pi1cc;r''-n'' I:iL) ' '.':Yc i 
-"s'

\

,lt
3. 1s;lto ,1.::::;inc 2.,i (?i'iL'cir)tnc !€L) c"re crri';rs'

4. 7:a.,"r: r:L;..r.:i J.. - i:fc.1s ( iiil:;il::i.;c-:-.". 
r.::,; ; :cc'

5" 1":..t; t i.'li:.: i5,j (gtdiur 3'rlf"cet;r'r1"':)'

u. %+r D A"+^t^ q / '
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il-r a, I,:qJ,r:i.i
The .,.b.,ve ite.rs of UgJ ori:in rr. .rlrerili; :.tlster-'i' Ti'e,'-rty

r US.i fdctnxy tc l'r1!iuc f;ct()rY'
I ',, ;r(rr tllrat!r,j Saurco c'f Su.r

F'.::ices o! Usli lus I::ecn
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