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Application Form for the Registration of Y
Drugs (which are included as monsgranh in o i
BP/BPC/USP-NF/International Pharmacopoeia 5
or already intreduced in Bangladesh) é.f"t 4,

Name and address af the Applicant
Hame and address af the Hanufacturer of the Drus

Manufacturing Licence Humber:z ag Binlagical
b) Bon=bhiological

Hame of the Drug:

a) Generic Hame {uge INY name £ included in INX)
b} WName under which the Drur {3 sraposed ta be sald

Froducet DIata Sheet

(including Presentation, Uses, Dosage & Administration,
Contra-indication, Side-effects, Precautien, Warnine,
Drug Interaction, Package Quantitie=m, etc.)

Technical Data

Composition/Forsula

Manufacturing Instrustion

Control Data for the Active Constituents

Fharmacopoeial refersnces or Control Data for other

con&ti tuents

e) Cantral Data far Tinished product

£} Stabiiity Data ({if not done, then to be submitted at

the time of inclusiomn)

g) Fravosed shelf 1ife (must be expressed on finished product)

Note: 1. Excipients should always be mentioned in generic/
cherical name; but may be followed by brand name, 1f deaired
2. Overage to be shown separately in Commosition/Farmula,
., 7.5% for antibiotics capauleStablet, 5% for antibiotics
dry syrup/iniection, 10% for vitamins, atec.
%, Cavaule sige to be mentioned By number:; Tablet aige ts he
mentlioned in mm: Wame/ Monogram should be priated om
capasule or engraved in tablet
4, Coatine material should be shown separately

7. Proposed Mazimum Retail Price (NMEF)

pdditianal information (1if any)

Guality Contral Manager: Pactory/Froduction Manager:
Hane lame

Qualification Qualifisation

Date of joining Jate of Jloining

Signature Signatursa

9. Date of submission




1c

1

s

r o

aeristration of lew .}‘ruﬁs‘ﬂ" e
=

Hame ond midrege of the Avolicant
dame pnd addpesg of the lNanufacturer of the Drgm

dhether the drug is he manufactured
in ggh or to De 1mnoy

Name of the Drus

a) Generic Veme (use INN name if included in IEN)
b} Proprietory Hame

Hame under which the Drug is proposed to %e sald
Checicsl nsturs of the substance
(give chemical BLIUCTUTE 17 KoowWwn)

hegistrati

2 in the country of origin
e/aepistration Certificate)

Begistration status in other countries
(include E%u EIIE}'E&_E;IStru‘I:Iuh Certiticate from

at least two other developed countries)

Product Data Sheet

(Imciuding Fresentation, Uses, Josage & Administrationm,
wontra-indication, Side-effects, Frecsution, YWarning,
orug interaction, Fackage quantities, eto.)

Teghnicel Deta

a) Composition/Fermula

b) Manufaeturing Instruction

&) Control Data for the hkotive Constituents

4) Fharmscopoeal references or Control
“ata for pther comstitusents

e) Control Data for finished product

£} Stability Dats

gJ) Froposed shelf life

ek

-

“nngs ik AE bt cesludid O IWjTW

A Do) APC) WPNF [ Sut Fhanmmacopenia o

et e ratheagd e B eawtdeadit,
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cologpical Jata

nan phermacokinetics and metabolism
| udies ralated to intended therapeuties petivity
fudies related to secondary pharmacological activity
! rug ioteracstion studies

slcolopical Jatm

aepte, Sub=acite and chronie Hoxiclity studies in animalsg
i Futazenicity studies
A

J Studies on reproduction and teratopenicity
[) Sther studies

i.':l

lipical Jate

o) Zeﬁiru and result of ngsu i and phase Il clinica%
trials (mention name and address«of investicpators)
-l"-ﬂ-ﬁl‘ﬁ-i-m

s R
b} Studies on side=effects/sdverse rasctionE in humaen

subjects

g) “eprints of publications on elinical nnd phermecological
studias

Environmental Impect Anglveis Jeport (i aponlicable)

Pricin 4

¢

a) I'roposed HEF (for local manufastured drugs)

o) GOF price of the product by sea and air
(for imnorted drugs)

Add i tinng - {(if any)

Eamples : To be submitted plfter svaluation »f the
application by the repulatory authority is comnlete
ard apnlication ascepted.
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12

13

14

13

16

17

18

Pharmecological Data
8) fuman pharmacokinetics and metaboliem
b) Studies related to intended therapsutic sstivity

e) Etudies related to secondary pharmacological sctivity
d) Drug intersction studies

Toxicoloeical O
a) Asute, sub-asute mnd chromie toxicfity studies in animals
b) Hutegenicity studies

c) Studies oo reproduction and teratsgenicity
d) Cther studies

Clinical Jata

a) Design and result of phase I and phase II clinieal
trials (meotion name and addresseof ipv:gt gators)
l-.-hil_.._p'

b) Btudies on side-effects/mdverse reastions in human
subjects

¢) “eprints of publications on clinical and phar-acological
gtudien . i

Environmental Impect Analveis Heport (if apnlisable)

Eriging -q.f
a) Proposed MAF (for local mamufactured drugs)

b) CEF price of the product by sea and air
(for imported drugs)

Additions]l information (if any)

Gamples : To be submitted after evaluation of “o

application by the regulatory mutherity is comrlets
and application accepted.
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FOEM DA-1,/ER

Application Form for the Registration of DPwga{which are included as
= - ponograch inm BP/RPCASP.HF/Int.Ph, or gmmiintﬂucm in Baneladesh)

1. ¥Wame znd addresm of the Manufactureg of the Drug.

2« Manufarturing Licence Number [ fop l.-':fall;t'i-nu.nu!'._-_ct.ure-d drugs) :
(a) Biclegieal; (b) Hen-biologicasl

L. Bmme of the Drug 3

tal Oemeric Name (use IRF name if included in IhK)
(b} Mame under which the Drug is proposed ta Be ssld.

k, Product Data Sheet .
{including Presentation, Uses, Domage & Adninistratien, Contra-indication,
Use in pregnancy snd lactation, Side-effests, Precautian, Wariing, Drug
Interaction; Fackage usnkities, ete.)

-

5. Technical Datm :
(a) Composition/Formula
(bl Mamufacturing Instruction
(e) Control Data for the Active Congtitusmts
(d) Tharmaccpoeiol References or Control Data far Atkar oonati tHente
Le) Control datn for Finished Product J
Lf) Stability data [4f not done, then to be submittod at the tinme of ineclusien)
{g) Froposed shelf 1ife (must b sxpresged on Finisked Product in the forn af

Manufacturing Dake and Expiry Datel.

should slways be sentioned in seneric/chenionl name:
but may be followsd by brand name, if desired.

Zs Cverage to be shown separately in Compositi or/Farmuln, ag., 2.9
for antibiotics cepsilestpblet, M for antibictics dry syrups
injection, 0% for vitsmins, ste.

%« Coapsule size %o Lo mentioned by number; NameMonagra= should he
printed of copmale or engroved in tablet,

bs Coating material should be shown seporataly.

Mote : 7. Excipients

jJ'

By (al Yusber of manufacturers already manufacturing whe preduct inm Bangladeshy
and (b} Estimated narket of this productsprodust proup in Danpladess.
7. {a]l Fropossd Maximum Hetail Price (MPP); and (b) Sstimabed Frige = per doge

per day treatment; cost for the recommended courss of treatmant,
For locally manafactured drugs ¢
Particilars of Quality Comtrol Menager and Factory/Produstion Manaper.

Full Hesie; Gualification: Date of Joining in the pmelissnt'y COmpANT;
Total experience in the pharsaceutioal industries: Raplstration Mimbar and
dignature ¢

9. Ir case of ieported drugs, the following additionsl inforsatioca ars to Se previi
in) Home and address of tha Indentorfor Hanulactures's sutherised agent,
{b) Registration status in the counbry of srigin(ineloding Fres Sals Certificnts

Le) Registraticn status in other countries (include Free Sale Certificate from

atlesst 2 ather developed countriss),
{4} Signature of the Indentor/or Msmufacturer's muthoriged agent,
18,

1Ma

Date of miboissicn

Addd tional information (4f any).

Pleasme note i

Information supplied 41 found wrong will lead ks immedipts
careellation of regigtration of %the produck,
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kpplication Fgrm for the Beglstration of Broge{ which are not frcluded
ramn in Be/BFGUSP-NE, t.Fh. or net duced im Sangladegh]

e g

Kame and address of the Honufpcturer of the DTUE.
Mpaufacturing Licence Humberl for locally aapufactured drugs) ©
{a) Biologicali () Hon-biological

Hame of the Trag:

() Genoric Hame (upe IHH nsme i ineluded in IHHD, s
(b} Mpme under which the Prug im proposed to bo selds

product Data Sheet

(4nciuding Fresentption, Usss, Dosage & pdminiatration, Contro-indicaticfi, i
Use in pregeoncy and 1actation, Gide-elfects, Frecaation, Warming, Drug
Tptaraction, Foaskage fuentities, otd.

Tacknical Date 1

ia) I:-nvus'pnuhti:m.-"Fgrmu‘u.;ib'ﬁ Manufactaring Instrustion:{c) Control Data for the
Letive Conatituente:(d) Pharmacopoeial References oF Control Data for ather I
m:liweﬂu:{ﬂ fontrol data for Finished Produgkts (£} Btability datalif mot doni,

then to be submitted at the time of inclusion};ig) Froposed shell 1ife {must be }
grprossed of Findphed Prodoct in toe rearn of Homufpsturing Date and Bepliry Dakel.

Note ¢ 1. Excipients sheuld wlways be mentioned in peneric/chemical name; |
buk may be rallowsd by brand nome, if desired.
2. Overage to be shown geparahely in "u-:lmpaﬁi'ttqm"!"nrm'-lln.. e 2.5 for
antitdutics capmale/tatlat, ug for sptibiotics ary myrup/ in jeckion,
2% for witaming, etd.
3, Capeule size to be memtioned by nusber; Name/Moncgras should be
printed on capsule oF engraved in tpblet.
. &k, Coating material should pe showsi sepoaratell¥s

Prarmseological Dota ¢ {a) Humph p‘hu:a.mhtmti::: and patsbolismy (bl Studies

: i
related to intended therspeutic activity;lc) Studiea related to secondary -
pharaacologlcal aotivitypidl Drug interacticn studict. L
Texicolopical Cate {s) Acuts, sub=-ncuts ad chponie toxieity atudies in i

animgle: ie) Hutagenicity gtudiesytc) Studies on reprodaction and teratogonicity;
(4] Other studies.

Clinical Data :-(a) Design pod result of phase 1 ppd ghape II clinical trigle
(mention name and nddress of in-rtatign!.nrn]:'lh? Studies en gide—cf fecta/ndverse
reacticns in huoman subjects;lc} Reprints of publications of ¢liniesl and
]:auru.;m‘.l.ngiu:l. gtudiess

Environmental Impact nalyeis Report {if uppii.l:nhli'.l.

{ o) Rumber of mamafacturers slresdy manuiscturing the praduct in Banglodesh; wd
(%) Estimated market of this product/product proup im Bangladeshs

{3} Proposed Maximus Betadl price (NP} : ond (B) Eatimated Price - per dose;
per day treatments cost for the recompended course of trontments

For locally samufpctured drugs :

Partdculars of GQualily Captrel HManager and FTpetory/Froduction Mol AgET.
Pull Hemej Saalifications Date of joining in the spplicant’s companys To tol
gxperience in tne phu-n.-:w.ti-_-al jmdustriea; Registration Husbar b Bignaturtss

In case of imported drugs, the Following additional {nformation are to be provided

{a) Hame agd address af the Indentorfor Manufacturer's muthorised agenlts

{b) Registration status inm the country of erigintincloding free Sale Certificotel.

(¢] Registration status in other countries{include Free Sale Certd ficate from
atlaast 2 okher developed coantrios) .

(4] Signaturs of the tpdentor/er Hanafacturer's aathorised agent.

Bate of mubalssion. "
Riditiensl informphion (if snvl.

Pleage mote : Informaticn mpplied 1T found WIONE w1l lepd to immediate
eancellation of regiatration of the product. o

-
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Ampiedlilin Dry Byrup

4:!ngrtdlunt: ' Speoificakion LCuantity per 100 ml.
1o Aepledillin Trihydrate B.P.,

.08 gr.{inc] nding %

Micronized ) overage |

« Sucrose n.P.

.0 pm ,
= Sodium Saccharin B.P. .1 4,
. 3odium Citrate B.P. Yl 4, -
{FaBodlue Benzoate D.P. 0.3 e
:El. Citric Aoid B.Fs B.09
#+urr¢ail T.5.P. g [T«
!{i Urange Flavosr pawder Pharsa prade G.10 ,,
lor pther Appropiate Caleur)
BoF. D& C Med Mo - 3 - .05 _:
Lor any fAporoved celoup) y
Anoxicillin Ury Syrup
E?nppfffinn dBantity Per 100 =1. i
.
Amoxicillin Trihydrate [ B.P. .08 pm . : l
iMioronized ) {including 55 overage ) I
Sugrase * B.P. 0.0 jm
Godius maceharin H.F. 0.4 L,
Sedium Denzoatws 8P, &iﬂ? e
Sodium Cikrate B.F, n.50 ,, |
Aeromil v [ L 2 ol 5y i
Citric hoid . §.P. O.045 : i
Uramge flavour gop any] Pharma. prade 1 i
F.Dolk ©_ Red Na =% Mares. grade O 005 |,
l:ur any other spproved l E:

Coleur)

z .‘h@
-{:sfgiﬁfqh_ét*ﬁ,hn !:!;‘f

£
{ >

W

“’ff




Cloxacillin Dey Syrup

e e e P N R

Composition Specilication Content / 100 ml
b Cloxacillin Sodium, HapQ B.Pe 2.F61 gm{including
(‘ﬂtffﬂ'%ﬁy ¥ overage)
. SUCTOEE - {1 .80 ,,
e Mo Specharin i 0TS 4a
i
. Fa ~Henzoate o Q.10 ,,
. Ha-Citrate 14 Ae0 4a
w: Citric Aoid i a5 44
« Sodlum chloride i 050
« Rorosil USSP Q.15 .,
. Opange flavour Fharsa. prads B.20 .,
{or any other flavour) 4
0, ¥F.0.,%C Bed No -3 s 0.007% ..

J {or any octher colour)

* ko Clexacillin ia so bitter more quantity of sxciplents are NECESHATY.

re

ugy

deillin V Dry syrup 100 =l

mE =

Composition opecification Content/ 100 =l

; o o e o s e e e e B e e B - o B i e B

1« Potasseium FPhenoxymethyl

penleillin B.F, 2:91% gmiincluding
2 Su:rayl e 35.0 pm. 5% average)
%, Spodium Saccharin . 0.2 44
| 4 OSodium Cltrate i .20
Es Citriec Acid - G088 4,
&. Sediua Chleride ] 090 49 -
7. Aarosll - usp .18 ., o
B. pine Apple [laveur Pharsn. grode B0 44
lor any other [lavour/ # s ﬂ
G+ FO L © Red No =20 : i1 0.00%% . ~ k. ol
{or aBy Approved colar) d iEJ

“WHLva—-—dluq:] s

N




3
CEPHALAXIN DAY SYRUP.
Einﬂu_qj.!.'i.nn Specilicution Wuantily per 100 al
1. Cephalaxin MHonohydrate B.P. 2761 gn (indluding 5%
C_‘_-M'L'E-I'C“Tﬁ 'E"JJI) arErAgE.
Sucrose B.F. 15,0 gA
Benzeio Asid BePs o™
Godium Henpomte B.Fa Q.20"
Citric Acid B.Fs o.7om
fodiume C itrate B.P. 0.16°
Sodiun Ssccharin B.F. o.02"
Aerosil (Colloidal Silicon dionide)T8.Fs 1.0 *
Any approved Flavour Pharsa grada p.og w*
10 Any I.'P-prlﬂ'l'td Calour - L N o

\ ¢ xﬂ““"‘—"“‘[




S

Ingredients Specification

1. Erythromycin Ethyl Succinate

sxcipienta "

1. Sucrase
2. heresil [(Colloidol silicon

Dioxide )

3. Citrie Acid

b, SGodium U dtrate

%. Hethye paraben sudius
s Fropye paraben sodium

Te Upnnge [lavour any
{an: other ~pproved Fl wour )
B, F,u.h SHad Mo %

lor any other aprroved Colouar)

Afifampicin

W.F .

0.5.F/NF

B.F
Bk
L

Lair®s

Fhar=a grade

Suspenaion

Wﬁulﬁlitlm Epecification

s R i o W oy

4. Bifampicin

%

Excipients

1. Bucrose

2. Spdium Carboxy ssthys Cellulose

BOGHY T P 5,
3. Hicrocrystallime Celluslose
B =591

b, Benzoic Acid
5. Citris Aaid . I
fi. Sodium Citrate
7. Gngeharin Godium
8. Pine Appla Flavour
for any ecther Flavour)(

9. FPurified ¥ater

B e =

B.P,

B.Fa .
V.E.F./NF

B.F.
B.F.
B.P.
B’

harma grade

E-I-PF

T

Suantity fer 00 al.

TEETTrETETEEETETET T T AT W

?_-95 t'. — -
(equivalent to 125.0 mg.of
Erythromycin pqrrgq;1.=

+ 5% overage .

6 gm.

1.0 gm
[

1.0 ®
“'5 i
e T

.05 A

Q.me "

n +G -

<uantity Fer 900 =l .

B R

2.0 gm. +5% bverage

0.0 gm.
1.0 M

1.0 " ‘5}
0.2 * £

0.5 "

nt I Vo [P

O.2 "
0.5 ml.

f.8 to-100 ml.

sPreparation B Filling under Hitrogen ges.



antacid Suspendion

puantity Pet 100m]

fmecificatlion

" Cespesition
1f Aluminium fydroxide Wet Gel. B.Fe 20, 0gal Potency 12.5%

1ﬂrhh |L£PDt- E3r¢¥1

3, Fagnesiun Trisilicate {Light) B.M.
i %, Sodium c.H.G (W00 CPS) .5 1.0  yi
. k. Gilycerin A.Fs 2= aw
5. Barbitel 20 %  Gol. BaFa 245 ww
i, Sudius Saccharin B P 0.05 54
n_ gadius Hethyl Farabin Bala 0.13 i
f#, Godiuwm Propyl Feraben BaFe 0.82% gy
5. HMenthol B 0.00% 4
i 4, Peppermint Gil B.P. 085 44
11, Purifisd water BaPe L4 8. to 100 w2l
L]
i -
‘ _Wertonidassle Suspeniiit
Compoaition Specification ey 100 =l
Benzyl Metronidezole B.F. £.56 gn (Pot. 2.5
i &8 Hatroni-
| dazolel
| 2. Sodium G.M.C (hOO CP5) UsP 0.5 g
| %, Glycerin BP b, 4y
| s, Zuerone ; B.Fs 50 44
5 , Sodium Hathyl Faraben B.F. . 0.12 1s
£, Sodium Propyl Paraben i.F. 0.0% 4y,
? 9, Citric Adid ' n.P. 010 5a
| B. Aerosil B.F. Os 50 4s
! g. Tween &0 P . 0.2 Bl «
10 . Pine Apple Flavaur Farma .grade 0.28l1 =
+  Lor any other Flavour i "
.g'r
O.B Ers

144 Quinoline Fallow
{ ar any other Colour 1

42, Purified Waker

—rar—. i =




g

L ! ST A — ——

e e T L TSI ._:Jﬂ

" Cotrimoxanzols Euﬁ-ﬁﬁﬁ;}n .

Componition Bpecification Quantity Per 100 al .
1. Solphamethoxazols B.F. %.0 g@ .  Pobency 100 %
2. Trimsthoprim B.P, [+ . G Fotency 1008
3+ Sodium CMC{&OD. cpa ) B.Pa 0.58 .,
k. Sucross B.P. Lo.o 4,
5. lpoerinm B.F. 2«5 ml.
B. Spdium Methyl Parakesn B.P, 0.12 gm ,
7. Bodium Propyl Faraben B.P .06 .,
» 8. Sodium Cltrate B.F. 0.05 ,, . i
9. Citric.Acid B.F. 0.15 ,, |
10. Tween =80 B.F. 0.20 ml ,
11. Quineline Tellow Phares grade c.02 gn .
vy bor any othe Eﬂ:_ir H e P T i f
"Iil. Pirifmd ater By P, q«8 1o make 100 ml.
|
Eoamertfsbi '
y Compoeition Specification Quantity Fer 100 m1 .
TFerrpis Sujpphate B.P. bel gm . . ]
2s Sucrose ' B.P, 50,0 ,,
3= Liquid Glucose B.F. 4.0,
“« Borbitel 70 ¥ Selutiom B.D, - 10,0 ,,
S5a As corbic Aaid B.p. £ 0. b ,,
B. Citric acid . p.P. Bab ..
7« Methyl Paraben Sodius B.P. 010
8. Pine Apple Flavour Fh.l.rni:,!:rnd.u 0.2 ml.
e L or any other Flavour '

F« Fuluk © Hed Mo = 28 Phagsa Elade 0.015 g. G
[ or any other Colour J r.

1. Porified Watsr E,F,

" gas to 100 ml .

e,

e SR
it




~Earscetppol_Syrup

Composition dpecification Qty per 100 ml

- e e e —— e e —— e e

1. Paracetamol B. P €:5 ga  (Fotoency
= 100 &)
2. OSucrose H.F. 0.0 gm
2« Propylene glycal B.P. a0
5, Clycarin O.F. h.a L,
% Spdium Benzoats B.P. o2
6. Cltric Acid B.P. 002 ,,
7+ Pine Apple Flavour Fharma. grade 0.05 ml
8 Lﬁq{ S Ela v ) X -
F.D, d Ha % .01 en

) [Amy A EeJ‘ﬂEHLuﬂ ' " E

9. Purifidd Wnter B.F.

. Theophylens Syrup e .

1. Theophylene Sodium Glycinace H.F, b opm (Pot. 100

2. EBuoross n.P. EO.0 gm,
Js Liguld Olueoss B.P. 10,0 ,,
k. Sorbitel 70X Spolution B.P, 15.0 ,,
5. Sodium Citrate B.F, 0.7 ,.
6. Sedium methyl Parabems B.P, ‘ 0.12 ,,
7.Bodiunm Prapyl Paraben AP 0.0% .,
B. Fine Apple Flaveur Fharmn:grnﬂe 0.2 =1 .
[er any other Flavour }
9 FuDik.C. Bed Mo = 3 Fharms .grade .87 ga .
(er any other colour ) 3

10 Purified water B.P.

q:8 ta 100 Et}
. ~

-‘E s
‘Tﬁwm»?/
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= I — .
"
l ; g |
Antisephic Bol. %%
- --.-—-.-—--r-l—----r—u----—--r F s
1
Copposition Specification gty /100 sl
L'. Cetrimide BaFa 1,0 gm (Fot. 100 T
b. Cnlorhexidime Gluconate B.F - 1.5 ml
-E. Benzyl AnetathZ® * B.F. 0.2 =l
. 'laoprepyt Alcohol 1 5.0 ml
(6. Guineline yellow Pharom. grade 0301
{ or any other folour) 1 S
‘Ga Fubul Elue Ho -2(cr any other) 1y 0.001 Y
B, Purified Water ¥ B.F. q-5. to 100 =l
i, f
-
- L]
' ' intiseptic Sol. [ Heaspital Concentration)
i 1 --r—--n--l-—-——---.-l----r—---——----.-l-u.-.--.-..-n_--.-...-.n_- -

i ']
Cmgﬁl‘ltlnp Epiu:‘n.fi.r.h'.‘i.nn Ly, 100 g8l .
—-.--.--.- ________ ......__n--"-.-----——-u- £ i T

iy Cetrinics B.P. 45.0 ga [ Pot. 1(‘.0#
e chierhexidine Glutonate 20k BeFo 7.5 ml
3" Teopropyl Aleohol B.F. 5.0 ml ]
5. '.Tl-:rl Aoehhte B.Pe 0.2 ml
g, Quinoline Tellow Fharne. grade 0. L01 mE
A {or any cther colour)
'§. Purified Mater Bo P q-8. to 100 =l J
"
i

 TRipeny ]



1« Levamigale HOL
70O % Bal.

T+ Bodiem Citrats

e: Serbitel

L, Citric Acid

i Sodiun Bemzoate
b Benzole Aeid

i Sodivum Baceharin
B. Discdiun Bdetats
. Lemon Flavour

o, o

Levarisole Syrup

Specifiention

e [ R —

B.Fy
B.P
B.F.

B.P,

B.P,

BaF.

B.P.

B.Fa

Fharmn. grade

{ or apy other flavour)

10. Yuimaline ¥ellow oo

17 Puried Water

B~ Bonzoate lotion

apy othap) i

R e S T O e S O - T e e

Lompanition

1. Benzyl Benzoate
2., Papaffin wax

X Trizﬂhnnal_nmlna
b o Hronopol

5. Purified umter

B:P.
25 B W
Sptﬁifi:nﬁinn

B.P.

B.P,
B.F,

B:Pa

B.P.

HEY 4 100 ml

9% pm
72 ml
O.24 gm
060
0.1
0. 08

T"H
007 ., -
01 4y

0:1 ml

0.0 1.

d+8. to 100 m]

Qi) 900 ml

R o o Y O i

25.0 gm [Pot.100%)
2.0 Em

0.2 ml

-
0.1 ge

te 100 m]

Ja Yo

::_TEETS#Elhﬂﬂyqﬁlauu?f | 35; L



il e — ——— —
e ——— e A — —— T il ok E_
Chlorpheniramine 3yrep _E?
F e e e e 5
o
-""}__-In];.-.gauntu ! Epecification Quantity per 100 ml
Y o i e st e L e e e 5
; Gﬁi'nrpr.rni:am.m Haleate B.P. 50.0 gm .
A s
X
1 Expipients . .
o :
1ibucrose - BsF 50 g s
2 H.q:uid Glucoss B.P. Eﬂ.l}‘ o 1
3. Cheric Aodd B.F. a.080 44
&, Sodium Citrate B.P. 0.025 54
5_Eﬂdi|,m H..tl-.b"'_' Paraben B.F. ':I+1-¢ (R 5
f. Bodiue Propyl Faraben B.P. 002 4y 3
7.Fine Epple Flavour Frarsa . graode 0.2 =l .
[ér mny other Flavour )
8. Purified Water Fharma ,Grade. gen to 100 ml .
- *. Preparation & Filling under Ritrogen gas.

Salbutamol S¥TUp .

e e S D

E. R . . ﬂ_'___'_-_" o T T -

1
i » Ingradis acification Quantity per 100 ml .
r e WD - —— ——II-"F——--'F'I'———--_F
Ve
i’ Salbutamel B p ata Bal 48 mg. .
{equivalent to 40 mg of
Balbutamcl 1
Excipients ; - 4
N e g IJ
1. Bucroae B.F. EQ gm - -E-l .
?.Liguid Glucaae B.F. F0.0mgs I'
%.Hethyl Faraben Sodius B.P. 0.194
1 L, Fropyl Farshen Sodius B.P. 005 4.4
| 5, Citric Acoid B.F, 010 44
! H ﬁ-- Sgdium Cltrats B:F. R+ T4 - L il
1 -}
| ! =, Essence of Orange Pharmss grade 0.2 ml I
i - Othek. Geles Flamr .
1 # a. hrﬂird ater AP . q-8 to 100 Bl .
1 -
'-.LL-H.J.L—-U{ o L
¥ + Proparation & Filling under Ritrogen gas.y !

. o,



Ingrodienta.

- e e [ e e e e

1.0hleppromarine M8l

Excipients ,

e i T i

1. Suorose

2, Diguid Gluoohe

3, Citrie Aocid

b.Sodive Citrate

5, Hathyl Faraben Sodiump
. Prepyl Faraben Scdiam
F.O L C Red Ho =3

. Pine Apple Flavour

Purificd Water

]

# rradients
i}

i .

1" pleroquine Fhoaphate
i Suorane

":I].;-nzrtnu

'Y Baneoie hoid

Sodium Benzoals
‘pdtede Acoid

Lodium Clitrate

M Lamen Flayouar

Lor any othep Flavour i

{ or any obther Calour )
5 b.fuririri water

Chlorpromagine Syrup

{or any other Toleur )

{or ampy other ?llTDufJ

chloroguine Syrup -

e - e e e e 5 5 e

Specification

o o

B.F.

B.P.
B.P.
B.Fa
B.P,
Ba.las

B.F.

Fhaquﬂrudt_
. .
Fh:urlnggfdula.

B.F.

comg S 50l .

Bpecification

e e e O e S

BeFs
¢ B.P.
BaF
B.Fa
B.P.

BaFa
H-IP-
Pharms =Eradf«

Pharma !rudl

BaF.

25 mg S OB Bl .

Oty per V00 ml

500 mE«
0.0 go
1520 w4

0 5 s

B &2
.2 .,
Dl 4y
¢+GE FE =
0.02 g8 =

g« & ta 100 ml .

" Proparaticn and Filling under Kitrogem gua.

Qky per 100 Al

e e S

1. 601 g =«
§0.0 44
100 s
[+ P T
0%  as

050
G20 aw

Qs ml =
0.02 g =

g. & ta

e e S g

&
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