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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 Itis used 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. .

o 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 required and reduces the liver’s blood
sugar level when not needed.

Chemical Formula- C22H30NeO5
Molar Mass- 426.58 gm/mol

 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-

Average weight test
Uniformity of weight
Thickness
Dimensions
Hardness

oo e

Chemical Tests-

1. Dissolution Test
2. Separation Technique ( HPLC)
3. Absorbance

Structure of Teneligliptin-

O

N—N
M NCN NH hll:?
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N ARN ANALYTICAL

FINISHED PRODUCT SPECIFICATION AND TEST METHOD
'‘NAME OF PRODUCT : TENELIGLIPTIN TABLETS 20 MG PAGE NO.:- Page2of4 ||

TEST METHOD

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

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:

TABLETS-1  |: 285 Mg TABLETS-6 |: 285 mq
TABLETS-2 |: 185 mg TABLETS-7  |: 292 mg
TABLETS-3 | : 286 mg TABLETS-8 |: 285 mq )
TABLETS4  |: 282 mg TABLETS-9 |: 280 mgq
TABLETS-5  |: 279 mg TABLETS-10 |: 295 mg !
AVERAGE WEIGHT::  2.85.4 mgq LIMIT: 283 MG + 7.5% [

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

aluc,
':;:EI,E'I'S-! : 285 MY TABLETS-6  |: 285 mg
TABLETS-2  |: 285 ™G TABLETS-7 | : 292 mg
TABLETS-3 | 2LRE Mg TABLETS-8 | : 205 mg
TABLETS-4 | : 222 mq TABLETS-9  |: 280 mg
TABLETS-5  |: 219 ™Y TABLETS-10 |: 295 mq

MINIMUM WEIGHT :- 299 m¢
MAXIMUM WEIGHT = g ) g

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

FINISHED PRODUCT SPECIFICATION AND TEST METHOD

NAME OF PRODUCT : TENELIGLIPTIN TABLETS 20 MG

PAGE NO.:- Page 3 of 4

5) Dissolution (By HPLC):

Dissolution Parameters :

Medium IN ey Rotatory Speed EAS D

Volume goo mL Temperature 5

Apparatus | : /| ;9P Type I Time Ls minutesy
Standard Weight :- 22.43 mg
Potency:- Q9Q.85

) '
At Ws 900 P 426.57
Calculations: Teneligliptin (% Drug Rel =—X X X
Bhpein (e Drug Relesse) =2 K os *~ 1p > 106 ™ sza.ag = 100

06682, 82.4} q.Q5
. 5 900 " 99.Q 426.57
-O-29} & . 100 20 100 628.86
0-664L2 222
0.5994 . - 99,
e 99 32.43%5 5 200 " 85 426.57
0664 100 X$o 20 100 628.86
0'623? ')-'L\B \
i 2 XS . 900 5 3985 426.57
066l 100 %S0 20 100 628.86
5§95 | 43 % ;
Tablet 4= 0 32.43x & 900 i 99.8% 426.57
0 664 100 %50 20 100 628.86
d 0 - .
——— 05808 3243 %S 900 Jda.8s 426.57
o 66l 2 100%50 20 100 628.86
C-608 9. 5 L b
e e Y 3243 % S 900 99.85 426.57
0664 100XS0O 20 100 628.86
89.95 4

Average:- 9).15 7/

Limits: Not less than 80.00 % of labeled amount is dissolved in 45 minutes

%

X 100#% = 99.43),
X 100= 89197,
x 100= 92-8) 7.
X 100= 88 5s%
X 100= 86-u37.

X 100= 90-537Y.
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N . ARN ANALYTICAL

FINISHED PRODUCT SPECIFICATION AND TEST METHOD

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

6) Assay (By HPLC):
Chromatographic Conditions:

Column ] ClR, (1ISoOMm X 4.6 mm) , 5Jum
Pump mode :| JIsocraXic _
Mobile Phase ;| Ruffey ! Acelonittile 6o (65:35) 1g;lll?-1—
Flow rate :f o mLjmin
Injection volume | 20 A

4 Column Temperature |:| 20°C

G Wavelength il UV, 2l M

Preparation of solutions:

e  Standard preparation:
20 Mg of Tenealigliphn (249.4& M3 Tendll9
hydrare) dissolve an 100 ml volumetric Flask.

oiglipHn Hydrobwyemide

e Sample preparation: UDQJQH 10 Tablers % dererm'ne average wQ.f%hf- .
csush the tablels to a Ane powder . weigh ¥ transfer powder
eaq. Yo 2comg of +endligliphin 1o oo m] \{olum&l-rrc Flasle. Hiter
+hioufah o-us u Nylon Fiter discarding Frer feo mi ok filtrake,

Standard Weight - 29.04 %

Sample Weight :- 928 €
Average Weight - o ¢¢. g
Potency > 949,96 7.
e Calculations:
At _ Ws 100 P 426.57 _ 100
9 igliptin =— X — X X X X
%6 of Teneligliptin =22 X To0 * we * 100 AW X e ™ 16
Nus2si2 2948 100 99.B6 426.57
1) X X X X 2.86.9 X - 5 — 08
14939435 100 286 100 628.86 26
= FoILY,
201 422 29.4 8 100 99.8¢ :
2 124140 5 9 X v 6X285~3X42657X 100
4 9394u8s 100 206 100 628.86 20
= 83.21 7,

Average :- "1q.99 7,
Limit: Not less than 90.00 % and not more than 110.00 % of the label claim
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ARNI ANALYTICALS
TITLE HPLC DATA SHEET
P.'[_nstrument Name :- HPLC Page No
Instrument Make :- SHIMADZV
FInstrument Model No. :- ~
k Lc 20lo Cyg 1ofl
Instrument ID : - ARNTL [sINs-00L
NAME OF STUDENT :- Daware TJejaswinl Eknath

DATA SHEET
NAME OF TEST :- SYSTEM SUITABILITY

SYSTEM SUITIBILITY CHECK BY INJECTING 3 REPLICATE INJECTIONS OF CAFFEINCE

. Chrofnatographic Conditions:

K‘ Column
Data Aquisitation Time Ay NN
Pump (Flow Rate) 1.00 m)min
Port A
Detector (Wavelength) 273 nm
Column Oven Temperature 30’ c
Degasser oFF ’
Autosampler Temperature ofFfF |

« MOBILE PHASE PREPARATION :- L ‘
mixture ok waler and acgonifrile prepare 4n

pProposHan of F:83 |

e -
e STANDARD PREPARATION :-
weigh Accurately 20 myg ok caffeine standard to a 100 m)
volumetric Flask. Add 6o ml o HPLC 9rade water and shake to
dissolve complerely . siowly makeup the volume uUpre the mark . mix
wdl Further dilute 5 m) o) the above sal” to SO M) volumersic Fiqsk.
e SEQUENCE OF INJECTION:- /lWe with water to makewp volume

Name of Solution No. Of Injection

Blank -

Standard 3z

_ERuOAU =
ANALYSED BY CHECKED BY
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mARNI ANALYTICALS

TITLE

HPLC DATA SHEET
Instrument Name :- HPLC
Instrument Make :- SHIMADZ20 Page No
Instrument Model No.:-| |.¢ 2010 CyT1 | of 1
Instrument ID : - ARN1 JaNs-0O0L

DATA SHEET

NAME OF TEST :- SYSTEM SUITABILITY

SYSTEM SUITIBILITY CHECK BY INJECTING 3 REPLICATE INJECTIONS OF CAFFEINCE

e Chromatographic Conditions:

q Column

A stainless steel column

Dimentions :-

Length :- 15 cm x Diameter:- 4.6 mm ; Particle size :-Spm
Length :- 150 mm x Diameter:- 4.6 mm ; Particle size :-5um

Stationary Phase :- Packed with octadecylsilyl (C18) silica gel

Data Aquisitation Time 7 Minutes
Pump (Flow Rate) 1.00 ml/min
Port A
Detector (Wavelength) 273nm
Column Oven Temperature 30°C
Degasser Off
Autosampler Temperature Off

¢ ¢ MOBILE PHASE PREPARATION :-

Prepare a Mixture of 80 volumes of Water and 20 volumes of Methanol. Mix well.

e STANDARD PREPARATION :-

;;_______._-—ﬂ_—-——_*‘———_'——_—”—_-—________._—___ e

Weigh accurately 20mg of Caffeine standard to a 100ml volumetric flask. Add 60ml of HPLC erade water
and shake to dissolve completely. Slowly makeup the volume upto the mark. Mix well. Further dilute 5ml

of the above solution to 50ml volumetric flask, dilute with water to makeup volume,
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;lﬁ\’ ARNI ANALYTICALS
i TITLE HPLC DATA SHEET
Tnst tN - ‘ gui
L strument Name Righ Performance Liquid Uvmmarograpf%ﬁ. Page No
Instrument Make :- SHIMADZU
“Instrument Model No.:-l ¢ 9200 C Bre
“Instrument ID : - ARNI[ ans 001 1of3
Name Of Student :- PNauwase Tejaswint Eknath
HPLC DATA SHEET

e  HPLC Parameter settings:

e Make a purging of the mobile phase of all ports & injection port to remove the air bubble from
Al the line.

e Create a new method by using below parameter.
e Save the Method Parameters with a file name.

e Download the method to the instruments.

e CHROMATOGRAPHIC PARAMETERS-1

INSTRUMENT PARAMETERS Set Parameters
Data Aquisitation Time : 10 min
tap : 1.00 mL]min
(‘; Port : A
Detector (Wavelength) 3 20 NM
Column Oven Temperature g 20°c
Degasser - on
Autosampler Temperature : 10°%C

o '

ANALYSED BY CHECKED BY
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f!\\l ARNI ANALYTICALS
TITLE HPLC DATA SHEET
Instrument Name :- HPLC Page No
Instrument Make :- SHTMAD2U
Instrument Model No. :-| | ~ 2010 CpT
Instrument ID : - AR NI JINS - ©ol 20f3
Name Of Student :- fDClche TE:‘Q SwiN ] Ekncud I")
e CHROMATOGRAPHIC PARAMETERS-2
INSTRUMENT PARAMETERS Set Parameters
(% Data Aquisitation Time : 13 min
Pump | 080 m[min
Port 3 C !
Detector (Wavelength) : 299 nmM ’
Column Oven Temperature - 4o ¢
Degasser : OFF
Autosampler Temperature : F%¢
e CHROMATOGRAPHIC PARAMETERS-3
INSTRUMENT PARAMETERS Set Parameters |
“ Data Aquisitation Time : 29 MiN
Pump : <20 m) [min
Port . n
Detector (Wavelength) : 260 nNM
Column Oven Temperature : 30°c
Degasser 3 OFF
" Autosampler Temperature : 159 ¢
ANALYSED BY CHECKED BY
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ARNI ANALYTICALS

TITLE HPLC DATA SHEET
Instrument Name :- HPLC Page No
Instrument Make :- SHIMAD2V
Instrument Model No.:-| | C 20)p Cpy
Instrument ID : - 3of3

ARNZJINS -00L

Name Of Student :-

Oawoare Tejdswini  Eknad h

CHROMATOGRAPHIC PARAMETERS-4

INSTRUMENT PARAMETERS Set Parameters
Data Aquisitation Time 20 Mmin
Pump 'S0 mlmin
Port R

Detector (Wavelength) 260 NM
Column Oven Temperature 30°%
Degasser of F
Autosampler Temperature 159¢

CHROMATOGRAPHIC PARAMETERS-5

|

INSTRUMENT PARAMETERS Set Parameters

Data Aquisitation Time 20 min

Pump 0:00 m| [min
Port P

Detector (Wavelength) OFF

Column Oven Temperature OFF

Degasser ofF
Autosampler Temperature ofip

2R

ANALYSED BY

1hY l-”
CHECKED BY
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AN ARNI ANALYTICALS
TITLE MONTHLY CALIBRATION RECORD OF ANALYTICAL BALANCE
Instrument Name :- Analyhcal Raclance
Page No.
Instrument Make :- WENSAR.
Instrument Model No.:-| Dg Qo000 1 of 3
0
Instrument ID : - ApNJ}jNS.OQL'
NAME OF STUDENT:-

MONTHLY CALIBRATION RECORD

1 Calibration by using Standard certified weights:
“ Observation Table:
| Sr. No. | Reference Weight in g Observed Weight in g Weight in g (Limit: £ 0.1%)
1 200.0000 200 6| 199.8000 to 200.2000
2 100.0000 9Q.97 0 99.9000 to 100.1000
3 50.0000 50.30% 49,9500 to 50.0500
4 20.0000 )9.05% 19.9800 to 20.0200
[ 5 10.0000 loooO L 9.9900 to 10.0100
6 5.0000 5.08%5 4.9950 to 5.0050
7 2.0000 1-823 ¢ 1.9980 to 2.0020
8 1.0000 0-995¢8 0.9990 to 1.0010
9 0.5000 0:15) 0.4995 to 0.5005
10 0.2000 0:10S 0.1998 to 0.2002
11 0.1000 0 056 0.0999 to 0.1001
N 12 0.0500 0026 0.0499 to 0.0501
e 0.0200 60l 0.0199 to 0.0200
14 0.0100 0:0l6 0.0099 to 0.0100
15 0.0050 00006 0.0049 to 0.0051

Conclusion: The observed weights are within limit/ out of limit.

Y

ANALYSED BY CHECKED BY':-

-~
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) [\\‘ ARNI ANALYTICALS
TITLE MONTHLY CALIBRATION RECORD OF ANALYTICAL BALANCE
Instrument Name :- A nr')lun icad R2olance
Page No.
Instrument Make :- WENS NP,
Instrument Model No. :- q9 8
nytrumen odel No D9 2000 2 of 3
Instrument I : - ARNIINS- 00y
2. Test for Linearity:
~ Sr. No. Selected Weights in g Observed Weight in g
! D00 .06l 2.00- 0012
2 jo0 9,773
3 3 B
( 50 50702
Conclusion: The observed weights are Cor\n@tenﬂnqt.eon'sﬁent.

ANALYSED BY CHECKED BY:-

3. Test for Eccentricity:

1 2
A
rﬁs‘ 3 4
Sr. No. | Weight Observed in g Difference in g Limit
1. At Centre-  (A) 5.08%2
2 At Corner 1 (B) 5.0 R B-A= -0:001
3. At Corner2 (C) 5.0%2_ C-A= _0001 0.1 %
4. At Corner3 (D) K, 0893 D-A= ©0.000
5. At Corner 4 (E) 5.08%9 E-A= _p.ool
Conclusion: The maximal Differential Eccentricity error is witl:ﬂmit!o_g;,of'ltmit of Std. deviation.
ANALYSED BY CHECKED BY:-
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MONTHLY CALIBRATION RECORD OF ANALYTICAL BALANCE

Instrument Name :- Pmcugﬁ (a) RBalance
Instrument Make :- WENSAR. S
Instrument Model No.:-| D& Qo000

Jof3
Instrument ID : - ARNT] INS ~000

4. Test for Repeatability :
Selected Weighting: 5 g-

Sr. No. Observed Weightin g Sr. No. Observed Weight in g Limit
1 5 039 6 5.082
' 2 5. 0R0 7 5. 02
4 3 v 3 S.085 +0.1 %
4 5.082 9 5082
5 5091 10 5.089.

Conclusion: Individual measurement deviation from average value exceeds/ does yt exceed standard deviation.

Remark: The instrument is found Saﬁﬁctory! unsatisfactory for its use.

R wnutd
Fa'2 B H.
ANALYSED BY CHECKED BY:-
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MONTHLY CALIBRATION RECORD

1. Calibration by using Weights:

Observation Table:

Sr. No. | Reference Weight in g Observed Weight in g Weight in g (Limit: + 0.1%)

1 200.0000 199.998 ¢ 199.8000 to 200.2000

® 100.0000 98.155 g 99.9000 to 100.1000
3 50.0000 5069 2 ¢ 49.9500 to 50.0500
4 20.0000 19.609 ¢ 19.9800 to 20.0200
5 10.0000 g.99¢ 9 9.9900 to 10.0100
6 5.0000 5.022 ¢ 4.9950 to 5.0050
7 2.0000 185999 1.9980 to 2.0020
8 1.0000 0-923 & 0.9990 to 1.0010
9 0.5000 0.152. % 0.4995 to 0.5005

L 10 0.2000 ©.103 g 0.1998 to 0.2002

= 11 0.1000 6059 g 0.0999 to 0.1001
12 0.0500 P Iﬁf 0.0499 to 0.0501
13 0.0200 Q.0169- 0.0199 to 0.0200
14 0.0100 0. 015 - 0.0099 to 0.0100
15 0.0050 0. 060 O,]_ - 0.0049 to 0.0051

ANALYSED BY

Conclusion: The observed weights are within limit/ outoflinfit.

W

CHECKED BY
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ARNI ANALYTICALS

Conclusion: The maximal Differential Eccentricity error is wit\WmiUuu}ul*limit of Std. deviation.

ANALYSED BY

— ..

TITLE MONTHLY CALIBRATION RECORD OF ANALYTICAL BALANCE
Instrument Name :- Analy Hecal Bajance, Page No
Instrument Make :- WENSAR
Instrument ID : - ﬂpN‘l}jNg ~-00( 20f3
1
2. Test for Linearity:
J
i
Sr. No. Selected Weights in g Observed Weight in g i
3 loo g 3gI50 9
2 5 g 5.080 ¢
. 3 ?
) 200 & 199392 ¢ i
Conclusion: The observed weights are Co:ns/me'ntfnogﬂensﬁﬁnt. 1
ANALYSED BY CHECKED BY '
|
|
3. Test for Eccentricity: :
1 2
A
3 4
= Sr. No. | Weight Observed in g Difference in g Limit !
: At Centre- (A) 50.691 - ;
2. At(ynerl(n) 50697 B-A= ©.001 |
!
3. AtCorner2 (C) 50,69 CA= 4. +0.1 % j
4. | AtCorner3 (D) 50 690 D-A= _@n.00l :
5. At Corner 4 (E) 50690 E-A=  _o0.001 |I
|
I
|

s

CHECKED BY
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ARNI ANALYTICALS

MONTHLY CALIBRATION RECORD OF ANALYTICAL BALANCE

Instrument ID : -

TITLE
Instrument Name :- )—'\ na }H H col Ralance. Page No
Instrument Make :- IWENS AR
30f3

ARNT | INS - ool

4. Test for Repeatability :
Selected Weighting: 5 8’

Sr. No. Observed Weight in g Sr. No. Observed Weightin g Limit
1 5.0820 6 5.087.
2 5.080 7 5: 081
" 3 5:0R0 8 5.020 ik
@ 4 5.082. 9 5.080
z 5 081 10 | 5.081

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

.

ANALYSED BY

F
Remark: The instrument is found Sati@toryi unsatisfactory for its use. l
;
|
F
|
|
£

Y

CHECKED BY
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f“l\\ ’ ARNI ANALYTICALS
TITLE DAILY CALIBRATION RECORD OF pH-METER
Instrument Name :- PH- METER, Page No
Instrument Make :- LABMAN
Instrument Model No. :-|  } MypH - 10 1 of 1
Instrument ID : - ARNJ)INS -00S
DAILY CALIBATION RECORD
° Procedure: Refer SOP No. : SOP/ARN/INS-005
e Preparation Of Solutions:
° pH-4.01 :-
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 4.0 +£0.05 at 25°C.

e pH-7.00 :- .
¢ 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.
o This solution will have a pH of 7.0 £0.05 at 25°C.
° pH-9.20 :-
o 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.

¢ This solution will have a pH of 9.20 £0.05 at 25°C.

(@ ¢  Observation Table:
pH
Sr. No. Date 4.00 7.00
(& 0.05) (+ 0.05)
1. [ ufiz]on b 02 6. 80
slope = 877/,
NS
CTEBut, '\4/}(
PERFORMED BY CHECKED BY
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ANN ARNI ANALYTICALS
TITLE DAILY CALIBRATION RECORD OF pH-METER
Instrument Name :- PH.. METER. Page No
Instrument Make :- LARMA N
Instrument Model No. :- LMPH - 10 1 of 1
Instrument ID : - AR JINS- 00§ \
DAILY CALIBATION RECORD
o Procedure: Refer SOP No. : SOP/ARN/INS-005
. Preparation Of Solutions:
o pH-4.01 :-
e Transfer the capsule content in a 100ml volumetric flask using a funnel.
I.,_ » 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 4.0 £0.05 at 25°C.
. pH-7.00 :- i'
o 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., 1
= 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.
¢ This solution will have a pH of 9.20 £0.05 at 25°C.
ii. e  Observation Table: = I
i ‘ pH |
, Sr. No. Date 100 700 |
( ( 0.05) (& 0.05) |
[ 1. |1sh2laenn 3.90 G-30 | |
clope = 97 % ‘
PG |
1Rur
. PERFORMED BY CHECKED BY '
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ARNI ANALYTICALS

l_ TITLE UV-SPECTROPHOTOMETER WORKSHEET

: Instrument Name :- VN - Spech Ophof omerey Page No.
Instrument ID : - ARNT JTNS ~002

Instrument Model No.:-| | MsP .. yy 100 B [ of 1
Name Of Students Hawvare _er aswini E knadh

NAME OF TEST :-

1) PHOTOMETRIC ANALYSIS
2) WAVELENGTH SCAN

PREPARATIONS:-
e
STANDARD PREPARATION :-

Weigh accurately 10mg of Caffeine standard in a 100ml volumetric flask, add 60ml of water sonicate
for 5 minutes to completely dissolve, makeup the volume with water.

Further dilute Smlof the above solution to 50ml with water.

UV-SPECTROPHOTOMETER WAVELENGTH :- 273nm

ot
TRl \(‘\3’@’
~ ANALYSED BY CHECKED BY:-
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TITLE UV-SPECTROPHOTOMETER WORKSHEET
Instrument Name :- UV - spectrophotomerer Page No.
Instrument ID : - ARNI| INS —00 |
Instrument Model No.:-| L Map -UV 100 1of1
Name Of Students Daware Tejaswini E¥nath
Date:-
NAME OF PRODUCT : | CaFfeine
WORKING STANDARD NO. |: =
POTENCY : -
INSTRUMENT ID : | ARN3I|INS -00L
N |
NAME OF TEST:- \Wavelength scan |
PREPARATIONS:-
| STANDARD PREPARATION :-

meigh accurarely io Mg ok caFPeJr?e Standard Jn a oo m] volumer ¢
Flosk. , add 60 M) 0% walker ,Sonicade foxy 5 Minurey Lo
complerdly dissolve, makeup the volume eith water, '
Further dilure 5 my o} the above Soluhien teo So MI with worey

|
I
[

UV-SPECTROPHOTOMETER WAVELENGTH :-
273 NM -~ Maximum

D06 nNM -~ mMin MU

|
|

OBSERVATIONS:-

| MAXIMUM ABSORPTION WAVELENGTH

293 nr

I ANALYSED BY CHECKED BY:-
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ARNI ANALYTICALS

TITLE DISSOLUTION TEST APPARATUS WORKSHEET

Instrument Name :- DITSSOLV TION TEST APPARATUS. Page No.
Instrument ID : - ARNT /TS 007D

Instrument Model No. :- DS Koo 1 of 1
Name Of Students PDawase Tejaswi Nt Eknath

NAME OF TEST :-

TRIAL FOR DISSOLUTION TEST.

DISSOLUTION CONDITIONS:-

e Dissolution Media WATER
Media Volume 900 mL
Apparatus USP TYPE 1l PADDLE
RPM 100
Temperature 37.0+0.5°C
Time 45 Minutes
PREPARATIONS:-

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 100 rpm. Place one capsule in cach of six paddle
L& 3d adjust the paddle in the dissolution medium so that there is a distance of 25 mm + 2 mm between the bottom
“of the paddle and inside bottom of the vessel. Start the apparatus. At the end of specified time interval, withdraw
10 mL aliquot from a zone midway between the surface of the dissolution medium and at top of the rotating

paddle. Further dilute 2ml of the above solution to 25ml with dissolution medium.

r}-&-.!;\:ﬁ
CHECKED BY:-

RO
ANALYSED BY
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A ARNI ANALYTICALS
TITLE DISSOLUTION TEST APPARATUS WORKSHEET
Instrument Name :- DissoluHon Test Apparaiuy Page No.
Instrument ID : - ARNI|INS -008
Instrument Model No. :- DS - 8000 1 of 1
0
Name Of Students Dawaye TQ}C{SQDIOE Exnadth
NAME OF TEST :-

TRIAL FOR DISSOLUTION TEST.

DISSOLUTiON CONDITIONS:-

. Dissolution Media Watrer
Media Volume Qoo m)
Apparatus USSP TupPe It Paddle
RPM 100
Temperature a7 G
Time us minuey
PREPARATIONS:-

POLY goo m) ol dissolwlion medium in each bowl .
Mainrain 1he temperafdre 0% warer bath ot 37.5%%

Adjust the stiring speed ar 100 RPN

\ ;

Adiusr the distonce beitween b paddle % inside b}cjrmm
oﬂgj%hg bow - Stort the appararuy - End o) the
specific Hme inresval withdraws 30 Ml aliquot fyo™

adissolurion mediwm | |
custher dilute o ml of soluia, 10 25 m) wirh

" dissolutHan mediwm .

ho-

TFRwWAR,
ANALYSED BY CHECKED BY:-
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