mmd nes ui(]

“Minutes of the 14151: meeting of - the Drug Control Committee held on 24,9,86.

‘Menbers present::

Prof. A. Jabbar, Prof. A.T. Slddique, Prof, Mofazzsl Hossain, Prof. MeQs Ko Talukder,
Brig. anis Waiz, Dr. Md. Jahangir, Dr. Kazi Abdul¥ Fattsh, & Dr. Humayun KoM

Chai:mgn :

oA -Hye.

The meeting was prc 1ded over by Prof, Waliullgh,
Agenda No. 1:
The minutes of the 140th meeting were confimed,

Agenda No,2: -
Matters arising out of the minutes of the 140th meeting held on 17.9.86.

nil
b. gmda NQ.3: .
Gongideration of the following recipes of essentil drugs,

The recipes of the following essentizl drugs were placed and decision tgken.
Fim/Brand . , . Decision.
_Ibn Sing,Dhaks.

nazsol tab Approved with condition to celete overzge.
?‘sglbutamol sulphate 2mg) = ) }

" Modern Research.Jessore. |

Tabe Levax,50mg The recipes were kept pending for upto date
(levamisole) inspection report.

Tabe Medanol 10mg/40mg =do= )
{propranoloel)

Ferrum-M syrup . =-do-
{ferrous sulfate 4%)

“Tabe Criferin =do=
(criseofulvin 12%mg)

Pfizer,Dheka.

Allemine 4mg tab. approved with condition to delete overage.
(chlorghe'u*amine naleate) :

'sta ndard Cheniczl,Dhaka.

Pethidine Inj;lOOmg/an.aIDP- Rejectec as the fim donot hyve iigrcotic
licence.

Mo{ghine inj. =do~
Oe25mg/Inl gup.

City Phamgceutics,Cta,

Levanisol syrup 944mg/100m1 The recipe was kept pending till shifting of
. the factory to a suitable place.

Sefton lotion:

(cetrimide 3% + =do=
chlothexidine glucongte <
solution 20", 1.5ml/100ml)

‘ Contde....P/2,
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o) Samivton hold en 1la10e20¢

B e S bt

’ Kgysons, Dh:«ké.

3-Complex tsslst o - 7
(thignine Hel Smg approved with conditio o to change name,  ——rF
~

1 + ribofl.vi

1 + riboflavin mg S~ T
* pyridoxine Hel.Zne

+ nicctinanice mrw‘

1 . Conoshasthyva,Dhska,
=

! G-Froprgnolol -20mg .k, approved,
=

| C-Propranelol 160ma tab, ~oproved,
= Cpsonin,Barissl.

€ <, tale o
=" . s g 5

(nicotingnige Dmg aporoved,
- + rifbflavin 2ng

¥ pyridoxine Hel omg 5
B +Thizmine Hel mg).
- ffervescent tzb, 2%0mg

UCFL,Chittccong

Clibenclabice *zl. Smg The zecipe wes kept pencding 11l giifting of the —
- fzctory to » euitasble nlzec,
- Sanbath,3.gorhgt, o
o ' ] A s : o

‘ fistzlin l}q. ) aPproYed with conditio n to chance nzne 3nd delete

(promethazine Hel 0.1%) ovargce, -
- R Felacdel liquid. ibproved with conditicn to ads 2z stu=bilicer,

(ferrous gluconate 6:3)
5 ’

Nend o s i .

[/.chl:t fjg‘sp The ;cczl__-:'—: was kept pending for ingpecticn o

e : Lantacid) check facilities production & tdsting {microbisl
count,)

Fungzein oint, .
(salicylic scid 3.4 RepIcted,
+ benzoic scid 63)

'\lr?f‘?cnc 1 Refocted hecguse strencth not scceptgdle
o

l~d adel liq, APproved with condition to delete ov

CRTauE) oy
wwdcm—”cl 2,4 ,} EI/\.\W{;L SN

5 R ¥
s
Aradel lic,
(benzoyl metronicsoola
asCacel hq. approved vith condition to chunce name
(benzoyl benzoate 255 i

shondy No,4s
Sgid v0ws

Considerstion of “he recines of *he followdmg new Fimm on

- A% gt 3
QTIOriTyilgel s,

¢ on priority hasie snd docs sion




(doxycycnne Hel 100mg)

Cravit cape

(thignine Hel Smg +
rifoflavin 2ng :
+ pyricdoxin Hcl 2mg
+ nicotinanide 20mg).

Feronex CgPe ..

(ferrous fumarate SOOnr‘
+folic zcid 300meg.)

Feronex syIup.
(ferrous sulphate 4%)

Parasol syrup
(paracctgnol 2.43)

Derux liquid
(dextromethorphan Hir. 20)

Histin syrup.
{chlorpheniraznine ma alea te
20mg/ 100mie)

Benzol leiion-
(bmz\jl benzoate 45,&)

Parasule ca pe
(pamacetamol)

Milozide cape

Atenda Noes 7:Miscellgnecus:

a) Considerstion of cancelgtion of scme products of import orizin

3% m\ o
ke e
—y 2 B 5
: f Taad e B4 ﬂimﬂ‘.e. of the 14?nd mc«.ting of the Crug Contrcl Comittee held en 1.'10.’§.
-——I.’:cai lgbaDﬁfké: I T T
Cap. 4nicin The recipe was kept pending for cresting -y[
mrd A2 1130 DS \ i
(anpicillin 250mg) segregated ond microbioloclical fe cilities.
Medigel susp. -do-
{antacid) :
Erycin Dry syrup. -de=
(erythromycin 2,5%)
anicin Dry syrup. =do=
{ampicillin 2. 5,5)
Al

C-pen dry sryp =de=
(penicillin VK 2.5%)
Seovil susp,”
(griseofulvin 2.5%) -do-
Cxytet cape
(exytetracycline 250mg) -do=
Medoxin cape o=

HTOVeds

g

ipproved with condition to delete overage for

ferrous fumatate and add 3% overage for folic
acid snd chghge Ngne.

ipproved with condition to change name and a
etabiliser .nd reduce qusntity of sodium benzo
to 300mg.

dd a

.L
z0gte
spproveds

,,poroved vith conditiop to market in generic name
{not in brend ngne) and add warning as "Not for
children" on lgbel and carton,

approved with conditien to change naies
APPTOVede

Rejected because not required in this dosgte
fom (capsule).

-do=

(anilori deRihydrochlorothiazidef

Q‘l’hc Committee

}7 retzined an

roviewed the registration the medicingl pre

d rest of the source(s)

ng‘l vhich are registercd from more than one source. The registrgiion of one source

was/werc cencelled as stated belows

Condc,...P/4,
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0. Brand Recistration Recistration(s) csncelleds e

retalhed
Sinanct tabs MSD, U.S.8. MED,Holland sinamet 10mg + Tme tab.
(carbidops + (64-792=T7 & 64=T99=T7).,
levodopa) . e
Moduretic tabk. MSD, UL K B <‘DF kistan Moduretic tal
(a’hiloridc-r Noldg Ve Se e SeDeyFaklstan MOCUTETLC TaWde
hycrochlorothiazide) : L 2 {21-1997-84)
Tryptonol tab. "5 i : s
(o imyplyline - MeDsUSé. MCD, Pakistan
10mg é 5m) - iyl ~Tryptonol tzb. 10mg.
“ . (21-1974-83)
‘ Tryptonol tak. 25mg
{21-1975-83)
_Tryptonol tab. 7Zmg.
(21~1976-23)
Penicur Ls inj.  tyeth,Holland tyeth,USa.
ey T @icilling P Ling, § 156(42-108-T6
HCpas, RaGTer &% S 12 1gc (42711 4-76} ’
‘ 24 lac (42-11 0-76)
Modeca=-te inj. Squikb,U, K. ‘ . scuibb, Egvpt Modecate inje

(fluphenazine P (96-204-85)
decgnoate)

Kengllg inj. i sauinb,Egypt

(trigmcinolone e ng
(96-2046-85)
Velosef inj. e I )
(cephradine) : G b - gcuibb, Egypt
m SEome & S0Cmg - Velosef inj. 200mg
(96-2103~85)

p X 5 ., Scuibb,CGree ce
Cerphrntant 250i%) %' ’ W,{ Velosef inje 250mg(96-1401-78)

Negran tab. vinthrop, U,k vinthrop, UsSese
(nalidixic scid) : Negran tab.(2.654-76)
Negrazn Paed susp. =do= Negrg m Pged susp.
0=643-76)
.10~ Heo-synephrine £ ~do= New-synephrine % Drop & spray
drops.
(2-652-76)
Heo-synephrine £ ~do~ Neo-synephrine ¢ drep & spray
éreps. . s - 5
; (2-651-76)
Fhisohex enulsion -do- viinthrzop, UeSeie
Koy hloxr - . .
(hoxachlozphene) Fhysclex aulsion ( 2-660-76)
lo Furgcin oint. SK & F,UsKe fskayef,Indis

(nitrofurazone) Furscin oint (62-1101-27).
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4. anglsed tgb, W=ellcome ':f.’ellccme Foundation,Puiict.un
s s \ » < s T dhihd Ty \,\
(glyceryl trinitratc) Foundgtio-n icairin Fowder D s
(75—1092—77)
1 5. Cicatrin Fowder ] .
(ncr.mycin + =do= ellcome Foundation,Fakistun -
bsu’cracinzinc, Cicatrin powdcer
CVS cine = j
threonmu, glycine) (73-1_092 77) '
16. Lsnoxin tak, =do= Wellcome Foundation,Pgkistan
Ié 3
digoxin ) .
Yol Gox ) Lanoxin tab. (75-1091-77)
17. Kix-Qvigl solu Upjohn,Belgium  Upjchn,Usy, jd
cortef inj, ~ Mix=C-vigl solu cortef inj,100mo/2nl. £
(hyc“roco*ti sone . (90-400-76) o
socium succingte)
lO”IJ/anl

. £
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b) Consideration of prsyer of Healing phama dated 7.9.86 and other similar csse

The Committoe considered the sbove prayer snd advised to br;mg recipes of the J
fim along wi th the 1n spection report for further considccrationg

i

¢) Consicerztion of the report zbout Hepavax vsccine of Kores Green Gross, Korea, |

The Committee considered the investigstion report sbout the import of the Py
unr\:gis‘cerea drug, Hepavax veccine (heo—tltls Dvaccineg) off Korea Creeh Cross, ;
Korea, It wgs mentioned in the reoort that the locsl agenk, Internziionsl 42 umx:es

4
vias zllowed to-import 20 vigls of the drug for *&‘C‘"rﬁ%?q-vkeﬂ purposa, out of
Rl Rnbidely st

which 10 visls was =uLm1tec to the Drug adninistration for test snd anslysis, one A
vigl wss shert received snd rest 39 vigls were dlstrn;utec free of cost to |
ceffi mg&aﬁ/doc»or 5s clgimed by the party. It wes noted by the
Committee that the vhole stock which gs imported fcz/ reglstratidbn purpcse wgs
supposed to be submited to the Drug sdninistrstion/:s per condition ¢iven

during allowing NCC for import and none of this stock i% allowec for free or !
/
commerc-ial distribution. gny from of cdistributign is vilgtion of the condition | /
/ N i ‘
4 N
/
/
d

£

of NCC pcmissien, !

In view of zbove, the committee decided to kco‘\ the issugnce of registra=-tion

a
of Yepavax vaceine (Hepstitis. B vaccine) of Vr;a ca Creon Cross,loreg panding, un

1]
vern the locgl zoent for the offence, f';

/
The meeting endecd with vote of thanks to thé chaire |
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- Minutes of the 142nd mewsting of the Crug Contrel Cormittee held on 1s 1056
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ivofs Melszzal Hossaing Lrigudier anls siniz, 17T, ari abdul bgplinh

Hadniers prosents

Lre ide Janangir.
Caziman
saaiman,

The moeting vas presived over by Frof, ,liull:h,

Senfionstion 6f the minites of the 141st meeting held on | a

the minutes of the 141st mecting were confinncc.
Hatiore grising out of the minutes ¢ nil.
A enun=l,

rgonsicerition of the following recipes of cs-entisl dru -

ve

fln s e
The rocives of the following essentizl drugs vere plzcud snd ,\-_s»-.ci sions = 3

"\

irand Pecision.

Geana,inak, approved with ceonvition to put'e' in

. nan
Profen-¢ tab, Ance
(iruprofun 0Cmg) /

Savikck.lthaka,
P ettt e M . 0 bt

ADRDIOV ed,
sutyl bresice 10mg)

3ePul, Lide,Thoka,

¢

Rimsbact sfc sk, The rocipe muy Be rusubalthed shoning
(ritsnpicin 4%0me) for core wablet snd coating material

-

Salton,Ch k.

Syapicillin cap. kKept pending for inspection roport stout N
(snmicillin 250my) facilitivs for antibietic manufaciurc.

Tetr cycline <ap.250ng -dig=

1. 4
wdongsul

ke
ottt & The recipe may, r=;-§ukxni‘tted with sisndurd formmula
thisnlne Hel . Gng, riboflavin Zng, pyridexine

dne snd nidotinamice Wme, per cape. snd cbonod

Heawoe ,p cap.
(Terrous fumsrate 200me)
+ folic sei¢ ag)

ta;
27

felic goic (200men per cap) .ndindic. tiopn
v 1%

LA
[

ie recipe may be resubmilted recucing ouoan

se woer ENF, v "
AsP.Colhemicsl, Mhulng,
T + is "
75;21;{?}23‘ 1 el Kept pending for upto.o,tu inescctlon +.opors
Brenr, 04 I } i s s ey ; )
9 L HG] shout fuciliitices for manufscivra,

GC-«@...‘-;./.-- \
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-2 - 3\)

apetryl=230 tab ¥ept pending for epto-cate inesed? ie

(nctronidszode 290m4) soout facilitievs for m nufaereT

apetTy 1=400 tok. =do- .

(setronidszele MOOME) 5
) To

Apetrax tab. “do=

(nabendazole 100mC)

-do= R ‘;

TetTaCBP Cafe -de- ot

(tetracycline Hel, 29%0mg) B
- . o § i

ApecloX Cade dce Z,

(clowacillin s 250mg) _1{/_,.

pecillin car, - o= ~ g

(anpicillin trihyd g

Dector'z Ch. torks Soprys

Procsine nsbe croves with condition to w SAUT e <

(proprenclol Hels 40mg) 51‘;9 .ne coléur from that of 1wg

druc snd ¢ive indication gs DBer

rug and ¢ i¢a y
\/ l'
H B 1 *..Jb. :

Hagnodin

anproved with' cenditionto cive indic cnion oo 2 g

(ferrous fumarate 200me :rur ~--m:1 C 1 -
lic «cid 250mc.) as “RU. ;
D=lutasaol ;l’h i acproved with condition to give ind on

(sslbutanol 4Cmc/10Cmle PNF.

Ciply Ltds,il0urs.

‘o erromet can 4 o ¢ . ; ; \
o s . roved vith condition to cive indicaticn -5
(feroue fum,rate 300G g \
L Ea18 2o B Le ONE. L
+folic seid C.Gmg) gt
f'ﬁ"k’ 'ﬁhq",.z‘;.bn;:«.
Cyno~micozel vaginal cresm YOPTOV e

‘miconaezole nitrete 29)

The scng !.:zb! L':d.Dh ’lk Sq

srg=plex cuie § The recipe to be reosulmdtted with condition <&
teirscycline Faoephate ehipr ) SLEILEN pL L COns

Eorniphies) chanuye nane snd justlfy the advantageof usirt
’ "phosphate caaplex" of tetr-cyclinc,

Accco.bhaka.

aspron soluble sspirin tab. sroved with condition tec chian' ¢ nanc nd ¢
{scetyl selicylic geid 3o0mg) wsTning as not lo use in ehilovin helow 12 4
of sce witheut g phy S‘C’“}”s SUpeIVi eion,

. ; -
AN Ua=Se

- Gonciderstion of the follgeing Tesubmifte: Tecines,

. ATR [wufw\ PREYSY g
The following resubnilcd recipes were plsced pnd duclgiong taken,
o\

i

'-_,‘/.

kw,g



Standard Chl.ind. Jlhizkaa

Inj. Calcium Cluconate 10%

4shatic,Dhakas

Tenpol Elixir
(paracetanol 244%)

utrovita c—m.
thisnine Hele Smg
+ribeflavin 2ng
+pyridoxine Hel 2ng.
4nicotinzmide 20mg)

Hodicon,Phaka,

Ironin syTup

(ferrous glucenate 4%)
Casis,Sirajcen
Ferasls cape
(ferrous fumarate 200mg
+ folic acid O.img)

Zymosls cals
{pancrestin enteric coated
grzgules 32mg)

Vita=8 cape
{thigsine Smg

+ riboflavin 2ng

+ gyridoxine ang

+ nicotingmide 20mg)

Phamtaco,Chaka. &x3piex

Orazplex cams
(thigaine Sag

+ riboflsavin ng

+ pyridoxine dng
+nicotingmide 20mg)

Ponular,Borisal,

antzcid sueps

Multiferron syrup.
(ferrous sulfate 4%)

Fhammachanie,Dhakae

Solu=Aspirin tak.
(aspirin 3ooug)

Bio=chan,Chaka,

Bledex oint.
(1odine 45 + methyl
palicylate B4

Appreved,

Approveds

aporoved.

Approveds

Approveds

Approveds

Aporoveds

The recipe was kept pending

for

The reclpe was kept pencing for inspection
report confiming avallsbility of facilities of
manufsctures

ingpection

report about facilities for manufscture ond

checking microbisl counts

Appreves with condition to chance

Ap:. Tovedy wilk AN gwc wWww? a
chddrm  Audow > s 015
a P/\yszuaw\s

net to e b

e gl

Approved,

Nl s

50\/04/1/1/:51011 .
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g g e

“% 4 3= Z\J

Azz8 Phamml‘:h,;ka.

Vixorub oint Approveda
(menthol 4% + cguphor 63
+thymol 1% eucalféyptus,z?j)

vorl

noctor's Che Dogra.

i

i

D-Cee syrup Aprroveds ¢
(ascorbic acid 2¥) ’
L

Chanico,Rgj ghaht i

Tetracycline cspe250mg The recipe was kept pending for inspection
report confiming avellability of faciliticse

Geximeo,Dhakae

sscobuex dropse - Approveds
(sscorbic scid 10%)

/
Meclonid tab. ApproVveds P
(metoclopranide Hel 10mg) o

yirgaoy,Uhaka. Q .’

Pcthidine Hcl inj.100mg/2ml <
InPe

The recipe was kept pencing for uptodate
Narcotic Licencas

Gy AsCothakas

nitac f/c tals Approvede
raniticdine Hele 150mg

s EnCamDe

Consideration of

-0 on

the recipes of the following Gbw fimn on oriority baslis.

- - > % e 0 v

The recipes of the following now firm were palced snd ciscussade

P ea 11nGth ,}k 2e

antacic=-HP susps The recipe was kept pending for next Zectinge
Heligan syrup ~de-
(pranethazine)

Supermycctin susps

(chlorsaphenicol) ‘ pdo=
manat susge -do-
(benzoyl metroniziazole)
ritrim susp. -
corimoxazcle)

Fersolin syrup. -do-
(ferrous gluconste)

Taupacit lige -do=
(paracetancl)

Heanapar syIub -
{levamisole)

Scak enulsion =-do=

(benzyl benzoate)

Contiaee oP/f}&




T Antacld=HP tab. ' The recipe was kept

pending fer next mecting,

(tetra=iiP cyp.

(tetracycline) -co=
Helzyne copa =do-
{pancreatin)

-C;O-

whitfiedd's oint,

Agendg=6:

Considerztion of prayers 9fmimport registration.
il ool - s

L3

Johnsen & John son, India

" Velroc brsnd plaster Approved as recommended oy Prof.anieuodin Amed
of Faris Eandage of Sir Sslimullah Medical College. S >

Esrma Itﬂligiitaly;

Pharmarubicin inj. ApETOvVed as recommended by Dr, ety of
(epirubicin Hel 10mg & Phaka Medical College, as WM .
Omg per viazl)

4 Hoechst,West Gemmany

QI@M Claforsn inj. Approved as recemmended by Prof. T.

AsChowciiury
; (cefotaxime,0.25¢, 0¢5¢; 1.0g  of IFG4R and Prof, Mofazzal Hessain of Dh.ka
QQJ and 2,0¢ vizls) Medlcal College and Prof, Motiur Rahman of IF(HR,
Tsingtao Fish Liver 01l G- %(K !
(ﬁ' Fictory,China,
S \;\ "Oouble vhalen braﬁd I‘xsh Extention of the provisienal recistrytion for
“ Ldvar €11 cspsule one yeal %ss Tecomnendeds
NSK \‘“\/ (vite 4 & 1)

,)t{./ (196- 2145-3é) B ' :

Agenda=8 sMiscellsneoy s

a) Review of recistration of some nen-importable drug

The following drugs of foreicn origin, the validity of registration of which
4@ oVer snd are being .consj.dm:ed for»rmowal of the registrstien, but the
drugsgminot importasle, were Ela'ced before the committee for decision s to

vhether the registrations" 1 be renewed and be processed for inclusien in

the importzble l‘ist. The dec”isiens taken are as follows:

Eim{Enznd Decision

Cy_g;mide: &
ks ?i:;g:'(;gg;\fgygl Hel op The registration msy be rencweds
Senzhexol Hel)
(75-1789-81 ;
; T
2¢ ATtzne tabe ang m >
- (79=17%0-8)) T E—— =

Contd..-.F/ﬁo




be remewed.

The registration may

3, Cogentin inj,
(benztropine)

(64=279-76)
Upjohn.Belciun
4.  Lincocin cspsule >< : ~do~
(lincamycin)
0=-313-76

5. Lincecin inj. -
(lincemycin)

{20-312-76)
Roche, Swi tzerland : . QW
=do= %\{«\ @ k?ﬁﬂ' g

s | 6. Rivotril 0.fmg tab.
’ (clonazepan)
(54-1601-20) - _
7. (Riveotril 2ng tasb, ~do=~ )
\Téglqnazepa*n) : ' ' ,
v(54-1612“-80) m ~
Rivotril Img/ml amp. o /] ]
(clenszepam) . =do= \5W t/@/m
(54~16 23-80)

" | Cooge;,U!fA./ _
b..//Tearsol ophth,seln, . - Sj(wu/&,/vz )0{?*&5 '
| Opeabriiorrm

(boric acid 4methykellulose)
(150~-§7%6-81)

ISVT Sclayoilta ly
0.CQupev 4 ; wdne
L x‘:ug’élxgccéggcine) do

(57"1675"30)
rst W o 3 -

8.

-G0-

14/ Henvan inj;
(tetra sodium fo sfestrol)

(89-13%0~78) .
k 12/'” Honv an tab‘ . ) v =do=
T 89-1349-78

Ciba,Switzerland -
, The registration may not be renewed,

anturan 100mg tab.

Ie
(stllphinpyrp\zone)
(87-322-76)"

2. antursn 200mg tab. "o
(87~325-76)

- Grauppo, Italy
~de=

3. Rifocin 250me inj, |

(Hifaycin sV)
: (89-1735-80) j
/

) :
I MgD, Usa,
—_——tile ]
4. Cogentin 2ng tab. ‘ -do-
(benztropine)
{

(64-278-76)
\ COntCo.oup/—]-
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N
Medimpex, HunoZry

,
~
.
1]
) I
e .»,-a,.,,.‘;:&‘"ﬁanﬂ’:’“"":m—!f:}: .

? 5, Plastubol epray The registration may not be reneued.
(neemycin) .
(63-409-76)
Sk & F, UK
“ 6o Dytide CzPoe =on. )
5 (trigngterene +
8 benzthiszld)
1 (62-242=76) |
Te Dytac cape. : - /
- R (trisnpgteréne) ) s
(62-243-76) ' /
{ Bayer, “est Cemany _ }
f
? 8. Comital=L tab,. R ~do-} )
7 (diphinyl hydantoin . I
+ promingl +»1umina1_)__ - |
(61-1048=77) =+ IR
9. Mitigal eint. . .. : EORS
(mesulchen + ‘ i
precipiiated -sulphur) R |
61~431-76 ‘r'
. ‘ . |
[ Kraner-Urban, USA. |
!
10, Nitrol 2% oint g
(nitroglycerine) ~ : |
(53-1837-91)
. ‘ &
Leo,Denmgrk |
11, Vagilia cresm = ' ~do=
(sulfisoxazole) , N
(93-1809-81) . ;
Modinpex, }thG;r‘[ . -
12. Hydrocertisone oint ,;"'-co-
X . (63-1368-78) i
I Upjehn,Uca /
i : /
: 13. Cortef acetate 1% oint, - i’ -do-
(hydrocortisone) I
(0-300-76) - .
14, Cortef aAcetate 2.5% oint / -do-
(%0-301-76) .
15, MNeomedrol Acne lotion -dg=

& methyl precnisolene

+ sulfur + neemycin

+ aluminium chlorhydroxide)
(90-309-76)

Contd....P/S.
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16, Holoxan 2 ¢ inj.
(Bfosfsmicc)
(89~1338-78)

17. Heloxzn 1 ¢ inje
5Y~1339-7¢)

18. Helexyn inj, S00mg
(89-1340-78)

19, Heloxan inje 200mg
(89-1341-78)

2, Ixoiton tabe

{(trofosfynide)
- (89-1342-78)

2l. Favigian tzb,

( methy mercspto imldazole) -

(89-1351~78)

The reglstratien/may not be reqoyoed,

==

-do=

The fellowing other declsiens were taken sbout odrugs of forsin oriuin

ae~badew :

ik
wyethy d ustralis

le 7 Gerabzx limg tab,
(oxazenan)
(42-139-76)

e sercpax 1omo tsb,

{oxszepan )
(42-140-76)

Shanchof.Chinz.

3¢ Ingulin inj,
(147=1665-79)

b Protgnin zinc
Insulin inj,

(147=18064-79)

The registz%tim L3¢ czncelley, os, the sane
brs:nds of Uk orfgineere slso regletercds
/

/
/

/
/

8] .
Provisionsl rhdlsirstion of che vrue wps
/VJ » e Iy 5
vplid ti llj“&. 1220, The poriy hys soplied for

tme\-f-,al oR the racietration. The Comi itee

R

rejectec\ths rroyer for runer 1.7k

m¥—he—errseld o,

=i

\ G ....K-/\?.
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d)

f)

o
To tgke decision vhether combinstion antia

sthmatic drug will be pemissible.

- 20 2.

Seme locally manufactured combinstion antissthmatic preducts (e,c, combing-
tion of ephcdrine + promethazide + theophylline/aminophylliin or hydroxyzine)
vere placed before the Cammittee for decision as to vhether mch
tions will be permiseible in light of the National Drug Policy,

conbin =

The mabter was kept pending.

Consideration ef prayer of Bulgsrian fmbassy about recistration of eame
Bulgsrian drugs to be imported throuch barter trade, which were earlier
rzjected by the Committee, The Committee rejected the prayer bucauce the
drugs under referenceigye not acceptable becsuse of aVellagbility of enouch
substitutes, either loczlly manufsctured or imported,

Prayer of alco Phoma to replace registrations of <D producte of Uy
oricin by kheose of Paki stani ericin,

The prayer was rejected becguze the Quality of the USA source sre ><
more gcceptable.

To tuke decisien asbout Elastocrep bandage of Snith & Nechew, Kores
manufictured by sun IL Textile, Kores. : '

The matter was kept pending. /

-
Test report of Ultraproct Cresn of Schering,

The Committee was infomned about the test report of the ghove mentioned

crug¢ vhich wzs found not tc confom %o the claim is reported by the Covt,
analyst,

The meeting ended with vote of thanks to the chair.

M

, Chaiman.
o B i

b
Wi

Y



Minutes of the léird meeting of the Drug Control Committee neld on 23.10.76.

b

1

The 143rd meetinge of the Lrug Control Commitice RuXd was hela on 23.10.36 3% 10.70
4eMe in the office chmber of the Secrebary, Miniestry of liealth & Fanily Planning
g

undcr the chglmanehln of Mre Manztsmul Karim, Secretzry,Ministry of Heylth & Fauily
3

Pl:uning,

The dollowing mambers gtzended the meeting,

3

h
H
3
5 s
¢
§

8.

v

i asa b

the
;

i The
Y
o

o

Pref, Puzel Islan

3rice Anis Vsiz

Prof. abcul Masnnan

UT. Mobiarak all

Frof, Meie¥e Tzlukder
Ure Humayun KeM... Hye
Ur. Zafrullgh Cnovichury
Mr. Mde anisul Islan
DT Adoits ¥han

ore Mde Nurul aAnwar.

start of the meeting, the chalman congratulated the mdvbers of the new

ittes, p preliminery discussien was held witheut teuchino acenca. The Committe:

excressed their concern about the proliferation of adulterated/substindard crucs in

market snd felt the necessity for z Nationzl Quality @antrel Lsboraiorye
follovdng decdssions were taken:

The Commitiee dacided to held the meeting on every forinicht.
The Coamittee deciced to distribute the working papers to manbors so that

they could study thenJhoa-.e before zitending the meeting,

The Comlitee decicded to exanine vhether D.C.C.'s functions conflicted with
those cf any othar Committec,

The Comitiee decided to circulste rules of enszlustion to indivigusl menbers,

The meeting ended vith vote of thanks to the chair.
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Minutes of the 144th meeting of the Druc Control Committee a

The 144th meeting of the Drug Control Committee was held on 20,11.86 st 12.30
FP.M. under the Chzimgsnchip of Mr. Manzoor-ul-Karim, Secretsry, Mini stry of Health
& Family Planning in his office chamber.

The following members attended the meeting,
1. Prof, Nurul Islzm

2. Brig. Aniz Waiz

3. Or. Mobarak ali

4. Prof. M.Q.K. Talukder

5. Dr. Humayun K.M.A. Hye

6. Dr. 4zizur Rghman

7. Dr. Zsfrullzh Chowchury X
€. Mr.  anisul Islam ’ '
8. Dr. A.MM. Khan

10. Cr. Md. Nurul anwsr.

The following member could not sttend the meeting.

1. Prof. 4. Manngan.
The following decisions were tgken:
l. Presence of fifty percent of the members (i.e. 6 members) will mgke the “
quorum, ' o
2. The meeting will be held on avery 2nd & 4th Yiednesday of the month 3t 9.00 zem
" in the office chamber of Director, Drug A&nini stration, 80,Motijheel C.a.,
Dhgka. No sepwte notice will ke issued for the meeting from nov‘v‘.on. Prior
informgtion will be given to mehber if no meeting can be held in particular
week, e

v
1o~

3. In the abcence of Chzirmman, Prof., Nurul Islam & his absence any of one of the-
4 3

mépbe_rs as decided by consensus will precice over the meeting.

4. The Committee decided that recipe's of essentigl druge from now on would
be processed by the Drug Administration s per guidelines laid4dom by the
Committlee and appprovel would be tsken from Drug Control Committee. Cr.M4d,
Nurul Anwsr would scrutinize the recipec before plscing the cyme to D.C.C.
for spproval.

5. The Committee confirmed minutes of the 142nd & 143rd meeting with the
fellowing amencment in the minutes of 142nd meeting.

A.  _Agenda-4:

a) Considergtion of resubmitted recipe:

Miramoy,Dhsks. Pethidine HCl.inj.100mg/ml.  Rejected.
N

Reason: sllocation of pethigin
from Internationsl Narcotic
contrcl is fixed andThore

fresh recice would be zpproved

S

Considerztion for import regictrstion

Hoechst,Rest Gemgsny, Claforran inj.

(cefotaxime 0.25¢,0.5¢, 1.0 .
& 2.9 vail) Prlas,

To be re- exzmin



Tsingtae Fich Liver ofl —— Fzctory Ching
#Doukle whylBY brand Fich X
Hdver oll cgpsule.

(Reg.Noy 196-2145-36)

Heview of registraticn of

Innort net to exceed Tk, 10

sON.e.NoN, INMPOTY Tal ruce.
N 2o o~ ! 5 A % ” ~ : . .
Cynanide,Usy - artane tzb,omg Zevistration msy pot be renewed,

Upjon,Beloium

Lincocin cag. (lincanycin}

Roche, Swifzerlynd

Rivotr il‘Or."‘qng tabk.
Rivotril-Qng tab,

Rivotril lmg/nl :mp.

Fe
~r

e
ote

[
[y
[N

~r N

Sorver, U.S. 4.

Tezrsel opth. Soln, Regngio, 150-1675.20
(boric scid + methyl
callulose)

Prgyer of jlee Fhismy to rénlice rech
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Minutes of the 145th meeting of the Drug Control Committee .

The- 145th meeting of the Drug Control Committee was held on 10.12.86 at 9 A M
in the office chamber of Director,Drug Adninistration under the Chaimanship of ALY
Mr, Manzoor-ul Kari®y, Secretary, Ministry of Health & Fami 1y Planning. ; Sl ooan

The following members attended the meeting. A R g FsgeE, e

1. Prof. Nurul Islam

2. Brig._Anlz Walz

3. Dri Humayun K.M.A. Hye.

4,. ’D'r..' Azizur Rzhman

5. Dr. Zafrullgh Chowdhury

6.:,Mr. Anisul Islam,

7¢ Do AM.M. Khan

8¢ Dr. Md. Nurul Anwar. : _ i, ™ Pl o

The following members could not atteed the meeting. s A
1. Prof. A. 'Mannan
2. Dr. Mobarak Ali
3. Prof. M.Q.K. Talikder.

Minutes of the 144th meéfing of the Drug Control Committee wss confimed. "

Durimg the cour"‘se of discussion gbout approval of various recipes, it”'w‘ag%' .
revealed that great confusion and controversy existed regarding richt, jurisdictivon
and responsibility of the Drug Control Committee and Drug Adninistratlon. Scme ‘
members observed that unless detail of 3 partlcular fimm was known znd their capdbi-
lity was evaluated, it would be unwise to give clearanco to their recipes. ;

Drug Adnini stration observed that the mechanign did exist for control be‘f'br"eur
issuing Drug Manufacturing Licence. It was slso argued that Drug Control Committee’ ;
: should be‘content with the report of the Drug Administraztion zbout the capabllxty of...
a particular %amaceuticd Company. While gu- brhi‘rtina 3 recipe, Drug -,dninistration'
should be satisfied that the particular compzny is capasble of manufacturmg the

partictlar drug, in certain dosage fom. : e

Finally it was agreed that a proforma should he ppepared to be filled in and
submitted by each companys Tnis will be approved by the Drug Aanimctration.

De@ision in respect of “the following recipes were tzken as mentioned: 1n : b
’che last column,

M/seIbn Sing. Decigion, /m,g,w.}x—a’/gaa < 5
l.Anpicing Drops(smpicillin) ; Init}ély it was decided to be resusﬁmités%% ;.z”

refomulation and-fing ecipe was rejected .

on~th9,-ereun\d that tﬁe product fin: paediatric drop Foem
; would be costijfr th TU aediatric antiktiotic =
| drops shzll ngt be - lowed and others will be zskad..

| to withdraw e from the¢ market within eix
\:‘months. e ’ :

- ! T

v/—')Contd.....P/g.
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-1 2 -

B 2, Sina-col cap.(chloramphenicol)
—_ 3. " Sinacol susp.{chloramphenicol)
— 1 oY)
e A V'V ‘-

e

el e
T .:Oxf",ﬂ

4. Sinaflox cap.(Flucloxacillin)

5. Sinaflox drops(Flucloxacillin)
Sinaflox dry syrup.( do)
Ribosina tab. (riboflavin)

"Pyrosina tab.(pyridoxin HCI)

M/ s.Gonoshasthaya,Dhaka,

1« G-Atenclol tab.(&%enolol)

1 @&

. “

— °nNMAWhaTMuQ4”Jeé
Menber-Secretary
Drug Control Committec.

9. Calsina(calciwm -D-Pantothenate) tab. Rejected

Approv ede

Reason: @he d?ugd‘i ¥oxic and non essential

Olo) further recip 1 be zllowed tfm now a
on_'A cfm,.,;-_,e,ﬁ.\ qu/ﬂA-I r»f',wn—-_:(zwtz(

T o b el e prhoel
Rejected.

Reason: No a@lvantage over cloxacillin znd
recipe¥s of similar drucs accorded approval
earlier would be withheld.

..do-.
"dQ"
Approved,

To be resubmitted with sdjustment of
excipients.

N fmss ao i QA vafes 3.
Reason: %Mquued. Similar it toQL_b%

ohos 64 viithdrawna

To be resubmitted after adjusting extra
excipient,

The meeting ended with vote of thanks to the chair,

proved

ChaiIﬂ’lan’ -

Drug Comttrol Committee
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