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TENELIGLIPTIN |

Introduction-

e Teneligliptin is a pharmaceutical drug for the treatment of type-2 diabetes mellidus.

e Teneligliptin belongs to the category of medicines called “anti-diabetic”.

e Itisused along or in combination with other drugs to lower blood sugar levels.

e Teneligliptin tablet contains the teneligliptin which belongs to class of dipeptidyl peptidase-4
inhibitors. . B - | ',

e It works by blocking the action of DPP-4 (an enzyme that destroys the harmone ‘Incretin’). The
enzyme ‘Incretins’ helps to produce more insulin only when requii'ed and reduces the liver’s blood
sugar level when not needed.:

Chemical Formula- C22H30Ne0s

Molar Mass- 426.58 gm/mol

e Teneligliptin significantly controls glycemic parameters with safety. No dose adjustment is
required. _
e As we all know that teneligliptin tablet contains only 20 mg active ingredient i.e. teneligliptin.

Other layers or coatings are excepients.
e Once a tablet is formulated then directly it doesn’t comes to market. First of all some of the

random tablets are collected and forwarded for testing.

Testing have 2 types-

1. Physical
2. Chemical

Physical Testing-

1. Average weight test
2 Uniformity of weight
3. Thickness
4. Dimensions
5. Hardness
Chemical Tests- L

1. Dissolution Test
2. Separation Technique ( HPLC)

| 3. Absorbance

structure of Teneligliptin-
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"FINISHED PRODUCT SPECIFICATION AND TEST anon

\ AME OP PRODUCT TENFLIGLIPTIN TABLETS 20 MG

PAGE NO Pége 1 nr4

e —

SPECIFICATION AND TESTS OF TENELIGLIPTIN TABLETS 20 MG

.

Sr. No.  Tests Specification
‘ 1 Description Yellow coloured, round shaped, film coated tablets, plain on both sides. |

2 Identification The retention time of the major peak in the chromatogram of assay |
preparation should correspond to that in the chromatogram of the
standard preparation, as obtained in the “Assay”.

3 Average J:Tghi of Tablet | 283 mg £ 7.5% : b |

4 | Uniformity of weight 283 mg £+ 7.5% (Between 261.8 mg and 304.2 mg)

5 | Dissolution Not less than 80.00 % of labeled amount is dissolved in 45 minutes

6 | Assay Not less than 90.00% and Not more than 110.00% of Label Claim

(Between 18.00 mg and 22.00 mg per tablet)
—— -
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SN { " FINISHED PRODUCT SPECIFICATION AND TEST METHOD
_. 1 NAME OF PRODUCT : TENELIGLIPTIN TABLETS 20 MG - | PAGENO.:- Page2of5
" % . TEST METHOD

1) Description: White coloured, mu:pd shaped, film coated tablets, plain on both sides.

2) Identification: |
3 The retention time of the principal peak in the chromatogram of sample preparation should correspond to

that of the standard preparation as obtained in the “Assay”.

3) Average weightﬁ
Weigh together 10 tablets selected at random and calculate the average weight.

Calculati.un:
L%

Average weight (mg) = ------
10

Where, W= Weight of 10 tablets in mg

Limit: 283 mg + 7.5%

4) Uniformity of Weight:
Select randomly 10 tablets and weigh individual tablet. Calculate average, the minimum and maximum

value.

Limit: 283 mg +7.5% (Between 261.8 mg and 304.2 mg)
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FINISHED PRODUCT SPECIFICATION AND TEST METHOD
'NAME OF PRODUCT : TENELIGLIPTIN TABLETS 20 MG {PAGE NO.:- Page 3 of 5

S S B S NESS RS i

e —

S) Dissolution (By HPLC):
' Dissolution Parameters :

" Medium : | Water Rotatory Speed |: | 75rpm _ |
_ Volume : | 900 mL | Temperature : | 37°C+ 0.5°C |
~ Apparatus | : | USP Type Il (Paddle) | Time ~|: | 45Minutes | '

11.1 Preparation of Solutions :

e Standard preparation :
Weigh and transfer accurately about 22 mg of Teneligliptin (Equivalent to 32.43 mg Teneligliptin

Hydrobromide Hydrate) working standard to a 100 mL volumetric flask add 70 mL of water and sonicate

to dissolve and make up the volume with water.

e Sample preparation:
Pour 900 mL of dissolution medium in each vessel. Allow sufficient time for the dissolution medium to

equilibrate at 37°C = 0.5°C. Adjust stirring element speed to 75 rpm. Place one tablet in each of the six
vessels and immerse the paddles in the dissolution medium so that there is a distance of 25mm = 2Zmm
between the bottom of the paddle and inside bottom of the vessel. Start the apparatus.

At the end of specified time intervals (after 45 minutes), withdraw 10 mL aliquot from a zone midway
between the surface of the dissolution medium and the top of the rotating paddle and filter through 0.45u

filter paper discarding first few mL of the filtrate. Inject directly.

11.2 Procedure:
Measure the absorbance of the resulting solution at 210nm.

Calculations:

Teneligliptin > | | |
At  Ws .900 P _ 426.57
— X — X X 100

A ——

. e B A
(% Drug Release) =722 2 7002 T ™ 100~ 628.86

Where,
ATt = Absorbance due to Teneligliptin in the sample preparation.
As = Absorbance due to Teneligliptin in the standard preparation.
Ws = Weight of Teneligliptin hydrobromide hydatre working standard taken for standard
preparation, in mg.

P = Purity of Teneligliptin hydrobromide hydatre working standard used for standard
I = Label claim of a tablet, inmg.

426.57 = Molecular weight of Teneligtiﬁin

628.86 = Molecular weight of Teneligliptin hydrobromide hydatre

Limits: Not less than 80.00 % of labeled amount is dissolved in 45 minutes
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FINISHED PRODUCT SPECIFICATION AND TEST METHOD

tNAME OF PRODUCT : TENELIGLIPTIN TABLETS 20 MG

PAGE NO.:- Page 4 of 5
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b 13)

b
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__'
)

Assay (By HPLC):
Reagents Required:
Sr.No. | Name of Reagent Grade
1 Water HPLC grade
2 Acetonitrile B HPLC grade
3 Octane-1-sulphonic acid sodium salt AR grade
= O-Phosphoric acid AR grade
) 13.1 Chromatographic Conditions:
Column . C18, (150 mm X 4.6 mm), Sum
Pump mode [socratic |
Mobile Phase Buffer : Acetonitrile (60:40) i
Flow rate : | 1.0 mL/min -
[njection volume ¢ | 20 ul
Column Temperature | :| 30°C )
Wavelength UV, 210 nm
Run time 1.5 times of the retention time of principle peak ' |

L]

Preparation of Mobile Phase:

Preparation of Buffer:
Dissolved 0.1M Potassium dihydrogen orthophosphate

in 1000 mL ﬂf water:

Prepare a mixture of Buffer, Acetonitrile (60:40 v/v), filter through 0.45 p filter and degas.

Preparation of solutions:
Standard preparation:

Weigh and transfer accurately about 20 mg DFTenehglrptm (29.48 mg Tenehg]lptm Hydrobromide
Hydrate) working standard to a 100 mL volumetric flask add 70 mL of water and sonicate to dissolve

and make up the volume with water.
Sample preparation:

Weigh 10 tablets and determine average weight. Crush the tablets to a fine powder. Weigh and transfer

powder equivalent to 20 mg of Teneligliptin to a 100 m
sonicate for not less than 20 minutes with intermittent s

through 0.45 u Nylon filter discarding first few mL of't

13,4 Tvaluation of System Suitability:

_ dry volumetric flask. Add 70 mL of water,
haking. Make up the volume with water. Filter

ne filtrate.

Equilibrate the column with mobile phase with the chromatographic conditions for stable baseline.
Inject blank and record the chromatogram. Inject standard preparation in five replicates and record the
chromatograms. It should comply with the system suitability criteria as mentioned.

———————— s . .
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| FINISHED PRODUCT SPECIFICATION AND TEST METHOD '
| NAME OF PRODUCT : TENELIGLIPTIN TABLETS 20 MG PAGE NO.:- Page 5of 5

* Theoretical plate for Teneligliptin peak should not be less than 2000

* The relative standard deviation for area of Teneligliptin peak should not be more than 2.0 %
* The tailing factor for Teneligliptin should not be more than 2.0.

. 13.5 Procedure:
Inject sample preparation in duplicate and record the chromatogram.. Inhibit the integration due to blank

peak-in the chromatogram of sample preparation.

Calculations:
mg/tab of Teneligliptin ==X —= X — X — X
Where,

LC
Aw
W1
426.57
628.86

Limit: Not less than 90.00 % and not more than 110.00 % of the label claim

I

|

Il

I

Il

At Ws 100 P 426.57 100
X P i

w
As 100 wt 100 628.86 LC

Area of the peak due to Teneligliptin obtained in the chromatogram of sample preparatior

Mean area of the peak due to Teneligliptin obtained in the chromatogram of standard

preparation.

Weight of Teneligliptin hydrobromide hydatre working standard taken for standard
preparation, in mg.

Purity of Teneligliptin hydrobromide hydatre working standard, on as is basis.

Label claim in mg.

Average weight in mg.

Weight of sample taken for sample preparation, in mg,

Molecular weight of Teneligliptin.

Molecular weight of Teneligliptin Hydrobromide Hydrate
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" FINISHED PRODUCT SPECIFICATION AND TEST METHOD
l ' NAME OF PRODUCT : TENEL IGLIPTIN TABLETS20MG PAGE NO.:- Page 2 of 4

e ————————— . S

TEST METHOD

1) Description: White coloured, round shaped, film coated tablets, plain on both sides.

e, o o

2) Identification:
The retention time of the principal peak in the chromatogram of sample preparation should correspond to

that of the standard preparation as obtained in the “Assay”.

3) Average weight:

e e e, e

| TABLETS-I : 2786 My TABLETS-6 - 0RG |
'TABLETS2  [:| , og TABLETS-7  |: 20

F TABLETS-3 |: 2 9k TABLETS-8 |: e

'@ | TABLETS-4  |: Q%0 TABLETS-9 | : Q8 e |

g TABLETS-5 | : 2 7y | TABLETS-10 |- 0q 4 i
AVERAGE WEIGHT:: 286 .9 Mg LIMIT: 283 MG + 7.5%

4) Uniformity of Weight:
Select randomly 10 tablets and weigh individual tablet. Calculate average, the minimum and maximum

value. . : - ' _
"TABLETS-1 | : 285 .mMq TABLETS:6 |+ | 935 mg

"TABLETS2 |: 985 mq TABLETS-Z. |: | . qqn mq

e el e e o el
—— kb
———
-
i i i = I e s i o s o s S S Bt e LR

“TABLETSS | : 279 Mg TABLETS0 |3 | 2g5 mqg

MINIMUM WEIGHT :-
MAXIMUM WEIGHT :-

LIMIT: 283 MG +7.5% (BETWEEN 261.8 MG AND 304.2 MG)

|
}’
[ _
i “TABLETS-4 | : wF0 Ma | TABLETS-9 | 236 Mg
|
I
|
[
I

'l.‘.‘

———————————E
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“FINISHED PRODUCT SPECIFICATION AND TEST METHOD

ﬁ‘/‘N "ARN ANALYTICAL

\h NAME OF PﬁOﬁUﬁ“ﬁ‘Nl«um IPT_IN_T_ABH 1S 20 MG_ TR [PA’GF NO.:- Page30f4

\h’

e ———

S) Dlssnlutinn (By HPL( ):

1 ' Dissolution Parnmeters

Medium | ok Rotatory Speed |: | 47 12PM
" Volume : 400 Temperature : ,j}"t T 0.5°%C |
H ~Apparatus | | US( Type ™ (qudlﬂf Time - : L MmN .
[ Standnrd Weight :- &
! Potency:-
At Ws 900 P 426.57
- L T g R g PN N x 100
J Calculations: Teneligliptin (% Drug Release) . X 00 X 7o S-aun S Eagpe
0. 6049 U QQ.¥5  426.57 :
Tablet 1= . X il xgﬁﬂﬂ e : % X 100= RAQ Q6 /.
o 6642 100 5020 100 ' 628.86

O, ,;CtClL{ 04,7, 900  QQ.85 | 426.57 i o \Q
Fabaes =" Ogguﬂ 100 ?Ox 70 % 100 xezs.aﬁxmo_ kit

6.672L3% gq 43 vy, 900 . _QQ.RS . 426.57 B
0.664L 100 fﬁ?f Lo ><.. 100 xﬁzaas X 100= a2.81 v,

Tablet 3=

o.5a5) v 3L, Q?xrx 900 % qq;gpﬂ X 426.57 X 100= &Y. 5% v/

e —— e e ]

Tabiet 8= 6. G0 100 5° 20 100 628.86

0S80 QUL %0  T1XB 42657 100= 36 3643V ‘

0.66un 100 v 0O 100 628.86

Tablet 5=

. 60K .07 900 AQ-KE - 426.57
2Lk T X . X

| = 06.5% ¥,
0 6(‘_3‘{’2 100 70O 70 100 100 q

Tablet 6=

%0 .9 £+ Q.14 + a2 .3\ 4 BSTY'P ¥6-43+ Qo873

-~ 39,5}

. —— —-m
e — B e ———— ———
= -

i
% ji!] Average:- 6 -
.

|

|

i
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FINISHED PRODUCT SPECIFICATION AND TEST METHOD

NAME OF PRODUCT : TENELIGLIPTIN TABLETS 20 MG PAGE NO.:- Page 4 of 4

—_—

! o ¥ -r‘_,ﬁ'———'-'_’/——":ﬁ

L

6) Assay (By HPLC):
Chromatographic Conditions:

Column : _Om’ C\yomm A mmﬁ S I

Pump mode : Toocrall LC
Flow rate : \ .60 ML fm? N

Injection volume : ne <LL

Column Temperature = Ui

Wavelength ‘1 \-6 Hmey ob Tetent? Hme of pﬁﬂtfh’ﬁ@ Peak

Preparation of solutions:
e Standard preparation:

e Sample prep#ratiun:

Standard Weight :- 2.0 Mg
Sample Weight - Q. ¥¢.% M9
Average Weight - QK¥g g Mg
Potency |k g0 JSE

e (Calculations: -

i At Ws 100 P 426.57 _ 100
%ﬂfTeneilgIIptln =A—S' X prs X Y X ey X Aw X —— X T
| ' 100 P 426.57 100
1860800 . _99-43 . — x L x0 965 X W T
111359386 100 286.8 10 628.86 O

94 FT|Q o s 100 P oas m o o 1658 100
HIQBSQ L6 i 100 a 256, & . 100 Al L x628.86 n O

Average:- [65.97 7/, | |
Limit: Not less than 90.00 % and not more than 110.00 % of the label claim

- ——e - [ —
e~ — -

e e
B — -

A3y,
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y / A
S T — e T < i !
\ TITLE MONTHLY CALIBRATION RECORD OF ANALYTICAT BALANCE |

sty

i]lnﬁlrunwn: Name :- ) — r
B e N
» Instrument Make :- oo { b
L - . e ———————————— |
. Instrument 1D ; - -  m—cs —
\ | of 3
J..“-l—-—-l—-—-—-—.- — - — - — = - i TS e T —
b MONTHLY CALIBRATION RECORD
\" |
o
3 1. Calibration by using Weights:
Observation Table:
#3r. No.  Reference Weighting | Observed Weight in g Weight in g (Limit: £ 0.1%)
oo 200.0000 200.0000 4 199.8000 to 200.2000
3
2 100.0000 0% 35| g 99.9000 to 100.1000
k¥ ‘ |
3 50.0000 49.9500 to 50.0500 |
- 50. 692 9 |
X |
4 20.0000 19.9800 to 20.0200 |
& 19.049 | |
1 g 10.0000 3 907 9.9900 to 10.0100 |
_ _ | |
5 6 5.0000 | 5 081 q 4.9950 to 5.0050 |
7 20000 | < | 1.99 :
5 .230 9 80 to 2.0020 |
< 8 1.0000 A 9 N0 g 0.9990 to 1.0010 l
4 . = NNs :'
3 9 0.5000 | 0.152 0.4995 to 0.5003 |
I
5 10 0.2000 S :l 0.1998 to 0.2002 |
EETH 0.1000 . 3‘8[; 0.0999 to 0.1001 | |
evey
y 12 | 0.0500 S 3; Lj 0.0499 to 0.0501
' /
| 0.0200 0ol § 0.0199 to 0.0200 ||
v 00100 | 0019 : : L 0.0099 10 0.0100 |
; 15 0.0050 B i 0_.;“1;_ il T 0.0049 10 0.0051
- N B ‘ 3 : R s
“Conclusion: The observed welghts are within limit/ out of limit.
ANALYSED BY CHECKED BY

(% CamScanner
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TITLE MONTHLY CALIBRATION RECORD OF ANALYTICAL BALANCE
]lnstrument Name :- _I—___ EE ——

. Instrument Make :-

\Jﬁ' Instrument 1D : - [ 7 of 3 1
1 —— AT s

Page No

L

& 2. Test for Linearity:
\;\x
&'
\t:i Sr.No. | Sclected Weightsing | - Observed Weighting

e d

il e

20 q “fghoqg q
ho 9 50.696 4

66 Y BERESTE

Conclusion: The observed weights are Consistent/not Consistent.

bbb/

= ANALYSED BY CHECKED BY

-
~l 3. Test for Eccentricity:
J
3 : 2
A
3 .
v , .
5 Sr. No.  Weight Observed in g ' Difference in g " Limit
1.  AtCentre- (A) N T e
o (§.048% 9
- 2.  AtCorner1 (B) 1%‘(”_‘%“_—_"_”3_35' O.DO\ |
? 3. AtCorper2 (C) \_é O%c:_ T oA ey | 0.1 %
» 4. |AtCormer3 ®) . _ _  Ipa=
JF | 1 19.euMq 0. 00|
- At Corner 4 (E) SRR Y
| | 7 19 +oug 0.00\
i Conclusion: The maximal Differential Eccentricity error is within limit/out of limit of Std. deviation.

|
r ANALYSED BY CHECKED BY

(% CamScanner


https://v3.camscanner.com/user/download

S — ——
e T SSSSs—— = T —

— L - o —— e — ——
e B e e e B L S e e e . o e e e e — ——— -

A /\ T
£ AN\ ~ ARNI ANALYTICALS
\%; " TITLE ~ | MONTHLY CALIBRATION RECORD OF ANALYTICAL BALANCE |
H. Jnstrum_ent Name :- | B T . ] T p N
. e = :
;rlnstrument Make :- | R

\E{lnmument ID: - - ) I 3of3
\F- - S ———— i —— - ——

4. Test for Repeatability :
Selected Weight in g: 5¢ 9

Sr. No. Observed Weighting | Sr. No. Observed Weight in g Limit
1 50.633 9 6 50.69Y4 g
: 50.693 & : 0.69( 9
3 50 , Oy g 8 ' 50-_69") q + 0.1 %
4 50.6903 | ° Go. 699 g
S 50.69% 9 10 50,693 9

Conclusion: Individual measurement deviation from average value exceeds/ does not exceed standard deviation.

Remark: The instrument is found Satisfactory/ unsatisfactory for its use.

ANALYSED BY CHECKED BY
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M, L Y

e + e e |

" TITLE DAILY CALIBRATION RECORD OF pH-METER

Instrument Name ;-
I‘age No

Instrument Make :-

o Instrument Model No. :-

— -

| of |

Instiament ID : -

DAILY CALIBATION RECORD

. Procedure: Refer SOP No. : SOP/ARN/INS-005 |
e Preparation Of Solutions: |
o pH-4.01 :-

o Transfer the capsule content in a 100ml volumetric Nask using a funnel. |

’ Diissulve the contents in 10 ml of distilled water and then make it up to 100 ml with distilled water.

e This solution will have a pH of 4.0 £0.05 at 25°C.

‘ pH-7.00 :-

e Transfer the capsule content in a 100ml volumetric flask using a funnel.

e Dissolve the contents in 10 ml of distilled water and then make it up to 100 ml with distilled water.
e This solution will have a pH of 7.0 £0.05 at 25°C.

° pH-9.20 :-

e Transfer the capsule content in a 100ml volumetric flask using a funnel.

e Dissolve the contents in 10 ml of distilled water and then make it up to 100 ml with distilled water.

e This solution will have a pH 01 9.20 £0.05 at 25°C.

B Observation Table:

: ]l“
\ : | PR S e e e e
( .""r. N“. l}lﬂtl' | J..U“ ?‘”“
- (£0.,05) (£ 0.03)
L.0% 6.1

CHECKLED BY

; . i
e e . e e N ) i
? T T e e e ——
* i

%3 CamScanner
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N ARNI ANALYTICALS
WWY S LIBRATION RECORD OF ANALYTICAL BALANCE

| DA, eseiabimii

| Instrument Name :-

B - Page No

| Instrument Make :- L  —
|| lnstrument Model No. :- . | B " 3 of 3

Instrument ID : -

I
f 4, Test fn:rr Repeatability :
f’ Selected Weight in g:
ﬂ;i Sr. No. Observed Weighting | Sr. No. Observed Weight in g Limit
|
>, : 6
2 7
) 0 “
3 8 £ 0.1 %
’ 4 9
) 5 10
)
’.
n Conclusion: Individual measurement deviation from average value exceeds/ does not exceed standard deviation.
)
r W
; Remark: The instrument is found Satisfactory/ unsatisfz ctory for its use.
b
b
'.
L
'ANALYSED BY CHECKED BY:-
d
)
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.

Instrument Make :-

ARNI ANALYTICALS

AN
. H |
8 TITLE MONTHLY CALIBRATION RECORD OF ANALYTICAL BALANCE
H Instrument Name :- |

"

. lastrument Model No. :-

N S —

I Instrument ID : -

Page No.

| of 3

# NAME OF STUDENT:-
! MONTHLY CALIBRATION RECORD
1. Calibration by using Standard certified weights:
N Observation Table:
~~L Sr. No. Reference Weight in g Observed Weight in g Weight in g (Limit: £ 0.1%) _}
1 200.0000 100,032 9 199.8000 to 200.2000
2 100.0000 gg. 313 4 99.9000 to 100.1000
3 50.0000 56 . 1o g 49.9500 to 50.0500 :
4 20.0000 19 .053 4 19.9800 to 20.0200 |
5 10.0000 10, 0ol A 9.9900 to 10.0100
6 5.0000 5,084 9 4.9950 to 5.0050 |
7 ~2.0000 —23) 4 2.034 | - 1.9980 t0 2.0020
8 1.0000 231 4 09219 0.9990 to 1.0010
9 0.5000 0,023 a 0.4995 to 0.5005
S 10 0.2000 o. \QS 9 0.1998 to 0.2002
# 11 0.1000 _ . 0.0999 to 0.1001 |
12 | 0.0500 ‘ ) N 0.0499 to 0.0501 |
) 13 0.0200 - 0.0199 to 0.0200
) 14 0.0100 0.0099 to 0.0100
15 00050 - | T 0.0049 to 0.0051

r

Conclusion: The observed weights arc within limit/ out of limit.
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Instrument ID : -

Instrument MudeTNﬂ. -

-

NHIE’.‘ Of Students

LYTICALS

LUTION TEST APPARATUS WORKSHEET

Page No.

P—_— e
P NAME OF TEST :-

? TRIAL FOR DISSOLUTION TEST.

»

DISSOLUTION CONDITIONS:-

e

> of the paddle and inside bottom of the vessel. Start the apparatus. At the end of specified time interval, withdraw

310 mL aliquot from a zone midway between the surface of the dissolution medium and at top of the rotating

9 paddle. J-urther dilute 2ml of the above solution to 25ml with dissolution medium. .

;
P
’

; Dissolution Media WATER
% ' Media Volume 900 mL ==
S Apparatus USP TYPE II_PADD_LE
RPM 100
3 Temperature 37.0+0.5°C : -
:3 Time 45 Minutes
Z
>
; PREPARATIONS:-

| Pour 900 mL of dissolution medium in each vessel. Allow sufficient time for the dissolution medium to
. cquilibrate at 37°C % 0.5°C. Adjust stirring element speed to 100 rpm. Place one capsule in cach of six paddle

and adjust the paddle in the dissolution medium so that there is a distance of 25 mm = 2 mm between the bottom |
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ARNI ANALYTICALS

Ny
& TTLE | DISSOLUTION TEST APPARATUS WORKSHEET

\;mtrun:-m Nu;w:—h"lﬂégol_u }1;;}1"\_ Jt 9.8 t QG PPQ'TO__%‘_U E,_% ____ Page No.

& nstrument ID : - H I (*!‘NG -—003 _ I -—-—-—_—_—T|

o

JEnstrument Mnd&l No.: : @g - 80 OO0 - ]

C itk Qohtt Has e

T

*=\Name OfSIudents

5

NAME OF TEST :-
g

\{RIAL FOR DISSOLUTION TEST.

“8)ISSOLUTION CONDITIONS:- |

< Dissolution Media \,\faieﬁf | — |

3 "Media Volume 900 ML e F_*________.__m _|

3 [ Apparatus use i4pe. T Paddle I

3§ (RPM 100 - |

3 IﬁTemperaturﬁ %3.0 L O 5°c |

o [T I

9

3PREPARATIONS:-

d

J

3

3

5

s |
° |
.

.

> |
» :
) |
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