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SAMABUTALINE ( Terbutaline Sulphate ) 2.3
Formula for 1 melion Tablets
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Stainless steel Containers

Diosna Kneader
Selves

Rotargran granulater
Double Cone Mixer
~Ovens

Stainless steel Oven Trays

Compressing Machine
Plistering Machine
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Procedure

[- a- Sieve the following material at 500 um .

Terbutaline Sulphate ---------- 2.5kg
Lactose anhydrous ------------- )3 kg

b- Sieve at 250 ym

\Y ETV A (o | R ———— 50 kg

C- Mix at Diosna Mixer the above items for 5 min

2-  Prepare the granulating Agent as follows

\Y EYVANTF:1 (v | R —— 5 kg
Detonozed Water --------------- 35 kg
00 (0101 1Y | A ——— 25 ¢

3- Add portion (2 ) to portion ( 1) in Diosna , Knead for 10 min . Spread

the wet granules in Oven Staintess trays. Dry in Oven , at 45 C° for 16
hrs .

4-  Sieve the dry material obtained from step 3 at Sieve 1250 um .
Granulate the remain gross granules at Rotargran with sieve 1250 pm.

J-  a- Add the obtained granules from step (4 ) to double cone Mixer .

b- Sieve the following material at sieve 500 um and add to the above

granules
\Y ETVAN F:) (o] | R ——— 6 kg
Talc Purified ------e--eeeeemeeeo. - 3kg
Mg Stearate  ~----m-memcmceemeee o I kg

C- Mix for 5 min .

6-  Compress at Compressing Machine with the following Specifications :

Tablet Weight : 130 mg + 7.5

Punch - 1.5 mm tlat with break line
Hardness :4-5 kp
Friability : Not more than 1.5 %




TABLET SPECIFICATIONS

Tablet Shape - discoid , flat , with break line
Tablet Colour . Faint Green

Tablet Weight : 120 mg + 7.5

Tablet Diameter  : 7.5 mm

Tablet Hardness  : 4-5 kp

Tablet Friability  : Not more than 1.5 %

Dissntegration time : Not more than 15 min

Dissolutionrate  : Not less than 75% of the labelled
1s dissolved in 45 mm

Assay - (90 - 110)% of the labelled amound
( USP 23)

Labelling and Packaging Specifications :

Name - SAMABUTALINE O3l salal
Packaging

Pack . P.V.C - aluminium plister

Validity . 10 Tablets

Storage . 3 years from manufacturing date

> otore at 15 - 30 C° | in well-closed
Container , Protect from light




Tagadin ( cimetidine ) is a histamine H, receptor
antagonist .

~ The emprical formula for cimetidine is C10H16N68 and
for crmetrdme HCL C10H16N68 HCL . |
These represent molecular Wt. of 252.34 and 288 30
Cimetidine competitively inhibits the action of histamine
at the histamine H, receptor of the partial cells and thus
is a histamine H, receptor antagonist , also inhibits *
- gastric acid secretion stimulated by food , histamine

pentagastrin , caffeine and insulin and for deudenal ulcer
healing .

- Cimetidine indications and usage ;- .

'1- Short term treatment of acute deudenal ulcer .
2- Short term treatment of acute benign gastric ulcer
3- Erosine gastroesphageal reflex disease .

4- Prevention of upper gastrointestinal bleeding in .
critically sick patients .

5- The treatment of patholo grcal hyper secretory
~conditions .

Tagadin amp. for LM, I.V adminstration each 2 ml
contains cimetidine HCL equivalent to cimetidine 200

- mg, in sterile ageous solution ( PH rang 3.6-6 )

1t 1s pyrogen free and sod. hydroxrde N.F. 1s used as an
- ingredient to adjust the PH .

Cimetidine has a bitter taste and charactristic odour .
Package in 2 ml colourless amp.

Store at controlled room temp. ( 15° - 30° Ch) do not
refrigerate . '

Exposure of the premrxed product to excessive heat
should be avoided .
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TAGADIN AMPOULE 200 MG/2ML
IM&LYV
Formula For 50000 ampoules ~ ( 100 Liter ) '

(*)=5%excess.- o B
(**) use conc. Hel if need to adjust the PH to (4.8 - 5.3 )
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PROCEDURE

I. Transfere about ( 25 liters ) of water for injection into
reactor,add (3.69 kg ) conc. HCL , mix. add (10.5kg )
- Cimetidine and continue mixing for 10 min. , heat to
60 C if necessary to complete solubilization .
2. Add 20 L. Propylene Glycol gradually to the
- content of the reactor with contineous mixing .
3. complete the volume to 100 L. with water for injection

4. Check the PH value (within the working limit of
(48-53)

5. send sample to Quality Control department for
chemical analysis .

0. when release pass the solution thr ough mzllzpore
filtter '
(0 22 mzcrone)for sterilization using degenerated

cellulose filter , and fill into 2 ml colourless ampoule
- according to the specifications under nitrogen gas.
/. Perform methylen blue test and polarized light

(detect any defect ampoule ), and sterility test .

8T ransfere for labelling and packagmg according to
the specification . .
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SPECIFICATIONS :- - '
COMPOSITION :-

Fach 2 ml ampoule contains Cimetidine HCL
equivalentto  Cimetidine 200 mg

Descriptions
VOLUME 2 ml (NLT. 2.15ml)
APPEARANCE dear colourless to faint yellow solution
PH VALUE -'(3.-8-6 )
STERILITY ~ Sterile by filteration

TOXICITY ~ non toxXic

PACKAGING  Glass colourless ampoule typel .

STORAGE ~ Store at controlled room {emprature
~ (15-25°), protect from light , do not

refrigerate .
FILLING  inasterile ampoule under nitrogen gas
EXPIRATION DATE Three years

CONTENTLIMIT ~ (90-110) %

ASSAY METHOD  as enclosed
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EQUIPMENTS :-
- Reactor 100 L. Quisti , ( st. st. )
- Receiver 100 L. Quisti, ( st. st. )
- Peristaltic pump .
- Millipore Filter holders
- - Line No. 2 Struck, for 2 ml ampules
-20 L. st. st. Contamer
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STABILITY STUDY OF TAGADIN
AMPOULE

Storage = Temp. °C | Cont. % Cimetidine Colour
time/month - | HCL' o | |

T

colourless
colourless .

—n-
colourless
colourless

B i
colourless

I N sl -4
colourless

clear &

colourless

very faint
ellow

_“
I I I o )
colourless
e s
colourless

] s | 9868 | 590 | faintyellow
——

103.65 clear &
colourless




Assay

Standard
Weight accurately 100 mg of 01met1dme  dissolive in
-0.01 M HCL and complet volum to 100 ml with 0.01 M

HCL , then dilute 1 ml of this solution {0 100 ml with
0.01 MHCL(OOI mg/ml)

Test |

Measure accurately 1 ml of the test and dilute to 100 ml
- with 0.01 M HCL then dilute 1 ml of solution to 100 ml

with 0.0l M HCL (0.01 mg/ ml ) Measure the

- absorbance of test and standard at 219 nm using 0.01 M .
HCL as blank . -

Calculation - ‘ T
% of cimetidine = X100

N

Limit (90-110 %)
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1. PDR 42 1988  pag. 203
2.PDR 49 1995 . pag. 20
3.USP 23 Nf181995  pag. s
4.BP wvol. 1 1993  pag. iss

5. Martindale 28 1982  pag. oo
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1-lraqi drug guide , 1st edition, published by the National Board

for the Selection of Drugs and the Central Drug information
Bureu, Baghdad, Iraq. 1990 . 192

2- The Merk index . An encyclopedia of chemicals and drugs |
11th edition 1989 item No. 8528 ..

3- The pharmaceutical codex 11th editon prepared in department
of pharmaceutical science of pharmaceutical society of Great

Britain , 1979, 513

4- British pharmacopea , London, HMSO, 1988, 847 .
- British pharmacopea, London, HMSO 1993, 753.

6- The theary and pratice of industrial pharmacy by Leon
Lachman, 3rd edition 1986.
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> CERTIFICATE OF ANALYSIS

 Ministry Of Health
o Baghdad
Drugs & Blologlcals Control
D%parmﬂnﬁ

Analyma C@ntml No 28§ '

IR Nme of the Preparation & 50 CLW‘ N R ‘L‘ML("AMZ/& I IL/ o
- Compomtlon of Active Ingwﬂienw Sovc i,\\-\m \s) (/V* At Lf( KL/ !Mf)/ /{

 Manufacturer : c\_/ )y ;J\ e J o Jpss
Batch, No. _! |
’Specifica{ion ODQ Q 1_

L Date of Magufacture 3 1) / J (

.' - Date of Expiry : I\J (_,\ Swivt/(,l/
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. ACTIUITY‘- het 1eas than ﬂdOO I U (standard 5300 I U, ). ' ‘1' o ..twf
_______ ; o

- LIMITS 1=(90 - 130)% U.S.P. 23

W

sl TEST ORGANISM‘- Saccharomyces cerevisiae AJCC : o uyivg
e o e e | mmmmm—mm e .;rf#fff—-- 2601 T
| - 28-31 C oo S - R,
Medlum. Media (19) U.S.P 23&FDA- 1981 . D T R
~ - +—-——==_pepton 9.4gm o ' o I
. | yeast extract 4.7gm o - I S
o - beef . extract 2.4gm ... I R
5 ) " sodium chloride 10gm .= - :
5y N dextrose .10gm o o
I | agar 23gm S B
c D.U  1000n] e 5 RO
= P 6. 1+ 0 1 S o % S A

:
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?ﬁ; : BuFFer aolutlon.- Solutlon prepard by add (5ml) of d1methy]Formam1de

Ei
S to (95ml) of solution containg: (9 56/) U/V potaalum dlhydregen and o j
o (11 5%) W/V ofiIM potaaalum hydrox1de PH 6.1 + 0. 1. _ i¢, N ;1
;P Standard preparatlon. | f?ﬂﬁ.- '*';: f'iili ;ﬁ . o ;i_ﬁ¥;371 |

] ) ! . T
. mﬁ.’ = “ L 3 \
* r
- ——————-_*—-_*“*__---— . i .
'F

~  1-(10mg) of nystatin powder was uelghted and dlseolve 1n(10m]) dlm-'3f"' y
. ethylformamide to obtain (5300 -I.U.). ST
v 2 -(4m1) from (step 1) was added’ u1th (9. 6ml) buFFer aolutlon(é 1) e*ffﬁ“*ll
e “to obtain (500 1.U).(hi gh doae) ) N . B

TEST PREPARATION‘ - , ;. é

S 1 (dgm) nystat1n vag.cream was: added to (10ml) dlmethylformamlde |

s complet volum to (100m}) buffer solution te obtain (1000 I.U.)..

e 2 (5m1) from (step 1) was added to (5ml) buFfer aolutxon to_obtaln
(500. I.Us).(high dose), - i -

éiP % 3 (Sm1) from (step 2) was added to(5ml) buFFer aolutlen te obtaln

- (250 1.Us) (low dose). | B
. » PREPARATION OF TEST ORGANISM: Yeaet s]opes grown on. medlum 19 to be _ i
et suspended with salin or (0.1%) peptone e
L water use For 1noculat1ng the same: ‘medium for p]atea u1th (1- -3%) yea . .
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PLATE PREPARATION
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Six plates for tow dose assay'was reqired.The ingrediant was mixe g
e R AR - S B
~and boiled then sterilized cooled to obout (30 C) inoculated with. |
1 - 3)% of yeéast suspension,This medium was distributed in each

] r

_plét in volum (13m]).Six holes.was mode.(43 microliter) .of

* .
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diluted in each
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