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TENELIGLIPTIN

Introduction-

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

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

It is used along or in combination with other drugs to lower blood sugar levels.

Teneligliptin tablet contains the teneligliptin which belongs to class of dipeptidyl peptidase-4
inhibitors.

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- C22H30N605

Molar Mass- 426.58 gm/mol

Teneligliptin significantly controls glycemic parameters with safety. No dose adjustment is
required.

As we all know that teneligliptin tablet contains only 20 mg active ingredient i.e. teneligliptin.
Other layers or coatings are excepients.

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-

o M

Average weight test
Uniformity of weight
Thickness
Dimensions
Hardness

Chemical Tests-

1
2.
3

Dissolution Test
Separation Technique ( HPLC)
Absorbance

structure of Teneligliptin-

oo

N-N  ,—/\
Mu{# o
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/N ARN ANALYTICAL

FINISHED PRODUCT SPECIFICATION AND TEST METHOD
PAGE NO.:- Page 1 of 4

NAME OF PRODUCT : TENELIGLIPTIN TABLETS 20 MG

SPECIFICATION AND TESTS OF TENELIGLIPTIN TABLETS 20 MG

S.

Specification
nd shaped, film coated tablets, plain on both side
==

Sr. No. | Tests
1 Description

Yellow coloured, rou
The retention time of the major peak in the chromatogram of assay

preparation should correspond to that in the chromatogram of the

2 Identification

\
standard preparation, as obtained in the “Assay”.

3 Average weight of Tablet | 283 mg = 7.5%
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 1 10.00% of Label Claim
(Between 18.00 mg and 22.00 mg per tablet)
!
J
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NAME OF PRODUCT : TENELIGLIPTIN TABLETS 20 MG

ARN ANALYTICAL

FINISHED PRODUCT SPECIF

ICATION AND TEST METHOD

PAGE NO.:- Page 2 of 4

2) Identification:
The retention time of the principal peak in the chromatogram o

TEST METHOD

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

3) Average weight:

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

f sample preparation should correspond to

TABLETS-1 235 m9 TABLETS-6 28¢
TABLETS-2 28% TABLETS-7 g0
TABLETS-3 GNEYA TABLETS-8 ng T
TABLETS4 NRn TABLETS-9 280
TABLETS-5 249 TABLETS-10 2gc—

AVERAGE WEIGHT:- 286-8 o 2

4) Uniformity of Weight:

LIMIT: 283 MG +7.5%

| ’j Select randomly 10 tablets and weigh individual tablet. Calculate average, the minimum and maximum
value.
TABLETS-1 ngT 9 TABLETS-6 DRSS mMmG
TABLETS-2 2 85 mq TABLETS-7 242. g
TABLETS-3 nRE m 19 TABLETS-8 8T mq/
TABLETS-4 222 M9 TABLETS-9 D RO n'}CL‘
TABLETS-5 279 mqg TABLETS-10 2 qQC mcL_

MINIMUM WEIGHT :-
MAXIMUM WEIGHT :-

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

(¥ Scanned with OKEN Scanner



ARN ANALYTICAL

FINISHED PRODUCT SPECIFICATION AND TEST METHOD
| NAME OF PRODUCT : TENELIGLIPTIN TABLETS 20 MG PAGE NO.:- Page 3 of 4

S) Dissolution (By HPLC):

Dissolution Parameters :
Medium 3 a Y Rotatory Speed | : g5 RPI9
Volume : 400 | Temperature 2| ®»A°C T O §°C
Apparatus 2 | p_P Type ar (thd]g) Time : L< ™ )
Standard Weight :-
Potency:-

At Ws 900 P 426.57

Calculations: Teneligliptin (% Drug Release) =-—= X T=o X = X s X — x 100

D CO0AS, 82 1!3)([, 9200 9‘3"8}‘)( 42657 100= 283 .3T #
0O 66 QQ_ 100 2.0 100 628.86

Tablet 1=

0S89y R 900 99 RS _ 426.57 _ 2q49 7
Tab'e”:mx% 50 100 % Zme = L0 83

Tablet3ﬂ0'62?’q_ R L’BXSDX 00 I8 42657 100= 3-8l ¥

o 6640 100 20 100 628.86
prae - S AL A S T X < 00 BT
rae - S X SN X o e x 100 847
Tablet 6= %%%ii x DL ;L('Jz Y e g_,;% X E\lE(\](;SSx :z;:z x 100= 30:33 .
29°3C+89°19 19281 4+8%-5% + 86 43+90:v3 = 89-5% 7
€

Average:- 294:CH

Limits: Not less than 80.00 % of labeled amount is dissolved in 45 minutes
--""""-—-—.__

‘H_Hﬂ________——-——-—-—-_——_—_—-—____._____“___—___——————_'—_ T
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FINISHED PRODUCT SPECIFICATION AND TEST METHOD
NAME OF PRODUCT : TENELIGLIPTIN TABLETS 20 MG PAGE NO.:- Page 4 of 4 J

6) Assay (By HPLC):
Chromatographic Conditions:

Column ANET ,(\v;omqu'6mm) T I |

Pump mode : ':rgc)m‘(t}fc‘_

Mobile Phase 1 mufpor |- Peetonitple (65 :35)

Flow rate - 1o ML [min

Injection volume 3 00 L

Column Temperature | : _ 500 C

Wavelength :| Vv Hmey of etention Hme of p’ﬁﬂ(iPF PE‘O_k
Preparation of solutions: (oS min ) ( T rm‘r))

e Standard preparation:

Aiasolved 011 potassiwrg  dihydrogen orthophophate in ano ) of

Prepare 0 mIX. of Bubber, Aeetonine (65 130v/v) il Hyough oUW
e Sample preparation: Ly | e & deg@-\ )

Standard Weight - 20mM3-
Sample Weight - 236 2 ™mq
Average Weight :- 2868 ™
Potency - (_3(3 SYwd

e Calculations:

At Ws 100 P 426.57 100
Aw X X

0 ligliptin =— X X X &AW
% of Teneligliptin as 100wt T 100 62886 LC

NGeoROO 2343 100 P o ron.o 42657 100  _
13cqed . 10  D8ER X o= X 2868 X ot X —— = 10

=

11349812 29 Y3 100 P 42657 100 _ |6
2) 1113538 6 X oo xD&G'S xwoxrlg6 gxezs.ssx 2.9

—_—

Average:- 105 940 /.
Limit: Not less than 90.00 % and not more than 110.00 % of the label claim

#
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" “ARNI ANALYTICALS

Inslrumcnl Name :-

N3 GH PURUORIANCE

LT3 0 CHROMATOR Yy

Page No

hlsh‘mnenl Make :-

ANTPAADZL

Instrument Model No. :-

e o010 Gy

| ofl

Instrument 1D : -

AR [112 ~O0)

NAME OF TEST :- SYSTEM SUITABILITY

DATA SHEICE

PLICATE INJECTIONS OF CAFFEINCE

SYSTEM SUITIBILITY CHECK BY INJECTING 3 RY

e Chromatographic Conditions:

Column

T A stainless steel column

Dimentions -

Length :- 15 cm % Dinmeter:- 4,6 mm

Length - 150 mm # Diameter:- 4.6 mm Particle

Stationary I’

hase :- Packed with octadeeylsily! (C18) silica gel

Particle size :-5pum

size :-5pm

Data Aquisitation Time

7 Minu‘zs

Pump (Flow Ratc)

1.00 ml/min

Autosampler Temperature

Port A
Detector (Wavelength) 273nm _ B
Column Oven Temperature 30°C
Degasser Off
Off

s MOBILE PHASE PREPARATION :-

{
%

-

Prepare a Mixture of i{} volumes of Water and 20 volumes of Mcfhanol. Mix well.

R0 A telonlbn e

e STANDARD PREPARATION :-

Weigh accurately 20mg of Calfeine standard to a 100ml volumetric (lask. Add 60ml ol'| IPLC grade wate

and shake to dissolve completely. Slowly makeup the volume upto the mark. Mix well. Further dilute Sm!

of the above solution to 50ml volumetric flask, dilute with water to makeup volume.

(¥ Scanned with OKEN Scanner
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L = ARNI ANALYTICALS !

TITLE HPLC DATA SHEET

Instr‘ument Name :-
"'f---...__ Page No
Dstrument Make :-
e ——

Instrument Model No. :-
E 1 of 1

Instrument ID : -

NAME OF STUDENT :-
DATA SHEET

NAME OF TEST :- SYSTEM SUITABILITY
SYSTEM SUITIBILITY CHECK BY INJECTING 3 REPLICATE INJECT

JONS OF CAFFEINCE

e Chromatographic Conditions:

| Column A Stainfess gheel .
Data Aquisitation Time B minuteo
Pump (Flow Rate) 1 50 M , i
Port A
Detector (Wavelength) 233 oM
Column Oven Temperature '\300 C
Degasser OHz
Autosampler Temperature of-f

« MOBILE PHASE PREPARATION :-
{mepare-a fAixtre sF Jo ~olumes sf watex &2D \
’VO‘MQS U-f‘ Aﬁd‘@nt}'h’jlﬂ& mi'x weee .

e STANDARD PREPARATION :- !
Weigh aawentely 2.0 mg of cabfiene. sfandaed +o 160m)
volumels e Plaglc . Add 6o ml HPLC grade waler & shake it

faake wup +he volwme & Purthens il tm) o abdve <ol 40 T
SEQUENCE OF INJECTION :- vol-flog k. &dilute +o

Name of Solution No. Of Injection YN\ Wp ~o 'UJMQ

4.
Standard B

ALYSED BY CHECKED BY

ANH
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N | ARNIANALYTICALS

TIPLC DATA SHEET
L@l PHAOMAANCE LISDED CHROATOGRAPY St
TTANIADZ

e ——————————————————

lIlhlI‘llllith-.ni_l-\-;;ulpl N, i- ' (1] ”( )' nl O“_l
Wstowmeni 10 - —'Tﬁ]!\]'-"}"?an - HbA. Lofd

Nuwe G iwdent = | TONARL NITNIFA_DNTTATRAYA

f'llr'n ]
LI

'll“lmmml Munie

Pt mient Make &

HPLC DATA SHEITT

. HELC Parameter settings:

e Make s purging of the mobile phase of all ports & injection port to remove the air bubble from

thie line,

. « Crente n new method by using below parameter.
¢ Nuve the Method Parameters with a file name.
« Download the method (o (he instraments.
e  CHROMATOGRAPHIC PARAMIETTERS-1
INSTIUMENT PARAMICTERS | Set Parameters
Datu Aquisitution Time _ % | ‘0 m‘lﬁ
Pump 11 voo m;_]mmﬁ
. = e ! n e el
Detectoy (Wavelengih) $ 210 N
Colinnn Oven Yemperature ] ._ :\0"’ O
Dejraahner : 0”
Autosamipler Tempernture ' Iof*(‘m

-

ANALYEED WY CHECKED BY

—
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N | ARNIANALYTICALS

i

SN TP DATA SHEET

1 2 : ——
"Rt Nime §- Page No

-‘i‘“-“""""‘-—-u_--.-..-w
MU Ot Mok ¢

—

i S, S

bwtewment Modeol No, i

et —

of 3
Intvwment 1h ¢ - 20f3

N OF Stwdent -

s

o CHROMATOGRAPHIC PARAMIVTERS-2

INSTRUMENT PARAMETERS Set Parameters

Dutn Aguisitation Time R }!;);_[(HHF— ------ |
“ Pump . B ER 6':(;16_[‘6]_‘ ’ﬂ)[f)

= : g o = il

Detector (anulunglh)ﬂn T e 0.0.0 NM

Column Oven 'l'o‘llllwl'lllll-_l'ia- . LlOO C

Depnsser ” R P OFP

Autosnmpler 'I‘mnpcru'lil;cﬂ P :l-,oc

e CHROMATOGRAPHIC PARAMETERS-3

INSTRUMENT PARAMETERS | Set Parameters
- Datn Aquisitation Time @ on min
o S “.“LQ_PD mj’mm
e e e i A
Delector (Wuvclungill)' 1 !iﬁE)DI‘D
Column Oven Temperature R \1;3 GOC -
Degnsser o -OP_P_ |
Autosampler Temperature : ' \,\-0 C
s
ANALYSED BY - L | CHECKED BY

f
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ARNI ANALYTICALS

TITLE HPLC DATA SHEET

[nstru
m -
Mibsiigy ent Name : Page No

IﬂStrumeut Make :-

Instrument Model No. :-

Instrument ID : - 3of3

Name Of Student :-

CHROMATOGRAPHIC PARAMETERS-4

INSTRUMENT PARAMETERS Set Parameters
Data Aquisitation Time 3 15~ MIN

_‘ Pump - O':}—O ml Im‘tn
Port : R
Detector (Wavelength) : n92 S NM
Column Oven Temperature : 2 §0C
Degasser : on
Autosampler Temperature 3 ' n° C

CHROMATOGRAPHIC PARAMETERS-5

INSTRUMENT PARAMETERS Set Parameters
Data Aquisitation Time : 20 M
1y |Pump | 1ooml|min
_ [ Port : A
Detector (Wavelength) : 2680 NM
Column Oven Temperature - a 00 C
| Degasser : OPP
ler T :

Lﬁiltosamp er Temperature \ SO C

sr
ANALA LD I CHECKED BY

——
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ARNI ANALYTICALS

MONTHLY CALIBRATION RECORD OF ANALYTICAL BALANCE

Con

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

A
ANALYS D BY

TITLE
| ]Gl
Instrument [Da, e - IWENS AR 1 of 3
e i ARNT [xN&—004

MONTHLY CALIBRATION RECORD
L. Calibration by using Weights:
Observation Table:
Sr. No. [ Reference Weighting | Observed Weight in g Weight in g (Limit: £ 0.1%)
1 200.0000 200 06 199.8000 to 200.2000
C EB 100.0000 e 99.9000 to 100.1000
3 50.0000 208 _:fl 4 49.9500 to 50.0500
4 20.0000 19655 19.9800 to 20.0200
5 10.0000 10002 9.9900 to 10.0100
6 5.0000 €083 4.9950 to 5.0050
7 2.0000 |30 q 1.9980 to 2.0020
3 1.0000 0 Yo 0.9990 to 1.0010
9 0.5000 D' 1S 0.4995 to 0.5005
10 0.2000 5105 0.1998 to 0.2002
,‘11 0.1000 00 gg 0.0999 to 0.1001
2 0.0500 b 0B8R 0.0499 to 0.0501
] 0.0200 6 O 0.0199 to 0.0200
! L— 0.0100 D03 0.0099 to 0.0100
5 0.0050 5002 0.0049 to 0.0051
S

1™

CHECKED BY
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ARNI ANALYTICALS

TITLE MONTHLY CALIBRATION RECORD OF ANALYTICAL BALANCE
Tnstrument Name - Page No
Instrument Make -
—
Instrument ID : - 2 of3
e e
2. Test for Linearity:
Sr. No. Selected Weights in g Observed Weight in g
1 SO 50 - ¢
2 [oYe 948190
™S 3
200 2006
Conclusion: The observed weights are Consistent/not Consistent.
ANALYSED BY CHECKED BY
3. Test for Eccentricity:
2
A
4
5 Sr. No. | Weight Observed in g Difference in g Limit
1. At Centre- (A) 50 :H L'
2. At Corner1 (B -A=
® 5010, BA= —0'00Y
3. At Corner2 (C) A = o
;)\0,:,_,'0 C-A ‘O'OOi,n +0.1 %
4. At Corner3 (D A=
® 56,08 |PA= -0 008
s, At Corner4 (E - -A =
® pot03  |FAS - o005

Conclusion: The maximal Differential Eccentricity error is within limit/qut of lintit of Std. deviation

ANAQ %YSED BY
-"""’-.-—_-___—

e

Tl

CHECKED BY
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i\ ARNI ANALYTICALS

\.
Ingy "ument Name ;-

Page No

lnnlnnm-.nl Mk :-

Instcument 1 ; - Jof3
_-H__

4. Test for Repeatability

Selected Weight in p: |00 ir .

Sr.No. | Observed Weighting | Sr.No. [ Observed Weighting | fimit |
21 aefga | 7 | 48993 |

- _._3 1 98-994 . 1’{_ B ___rm“}f{/"__" + 0.1 Y |
B I S0 o S M 98- 994 |

l]t - 5_ q%qﬂ% 10 qe :[q/f’ |

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

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

£

:Agd’{{g.q »

ANALYSED BY CHECKED BY
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AN . :
B\ ARNI ANALYTICALS
= / Nl
TITLE MONTHLY CALIBRATION RECORD OF ANALYTICAL BALANCE
Instrument Name :- ) ol - (0
i AnalyTieal  Halante, I
Instrument Make :- \/(]pnlc):urr
Ins ; R i
_l:'itrmm,nt Model No. : D% <LOO0 1 of3
Instrument ID : - ,’-\RNI)INQ — OOIP
NAME OF STUDENT:-
MONTHLY CALIBRATION RECORD
1. Calibration by using Standard certified weights:
Observation Table:
“Sr. No. | Reference Weight in g Observed Weightin g Weight in g (Limit: + 0.1%)
1 200.0000 2000029 199.8000 to 200.2000
2 100.0000 g8 ':f.:H) 99.9000 to 100.1000
3 50.0000 sO: 6 99 49.9500 to 50.0500
4 20.0000 19D S-') 19.9800 to 20.0200
5 10.0000 q -9q9 :]_ 9.9900 to 10.0100
6 5.0000 e 0% O 4.9950 to 5.0050
1 2.0000 |- 28 0 / 1.9980 to 2.0020
8 1.0000 O .g9_3 0.9990 to 1.0010
9 0.5000 O 19 0.4995 to 0.5005
10 0.2000 0106 0.1998 to 0.2002
11 0.1000 0 'O (;'IJ_ 0.0999 to 0.1001
12 0.0500 O 03§ 0.0499 to 0.0501
13 0.0200 0014 0.0199 to 0.0200
14 0.0100 0008 0.0099 to 0.0100
15 0.0050 0006 - 0.0049 to 0.0051

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

B

CHECKED BY:-
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AN ARNI A
[ TmiE MONTHLY CALIBRATION RECORD OF ANALYTICAL BALANCE
Instrument Name :- Page No.
Instrument Make :-
Instrument Model No. :- 20f3
Instrument ID : -
2. Test for Linearity:
Sr. No. Selected Weights in g Observed Weighting |
1 5 <08/
2 |0 10002
¢ 3 00 | ] 3%.,-—
Conclusion: The observed weights are Consistent/rot Consistent. }3&55
ANALYSED BY CHECKED BY:-
3. Test for Eccentricity:
1 2
A
3 4
Sr. No. | Weight Observed in g Difference in g Limit
1. At Centre- (A) 10- D00
2, At Corner 1 (B) q ggq B-A= «— () Ool
3. At Corner2 (C) q 993 CA= —0O'00n_ 0.1 %
4. At Corner 3 (D) 10 ODO D-A= 0000
5. At Corner 4 (E) qujq_ E-A = -0'DOR

AN AL%SEiD BY
--"--—-—_—-_-_

Conclusion: The maximal Differential Eccentricity error is within limit/out-oflimit of Std. deviation.
‘_‘-_-‘-‘_-‘_-'——

el

CHECKED BY:-
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AN ARNI ANALYTICALS
= TITLE MONTHLY CALIBRATION RECORD OF ANALYTICAL BALANCE
| Instrument Name :-
- Page No.
Instrument Make :-

Instrument Model No. :-

Instrument ID ; -

3of3

4. Test for Repeatability :
Selected Weightin g: |O gm

Sr. No. Observed Weighting | Sr. No. Observed Weight in g Limit
: q-499- 6 9-393
N 2 9848 7 9 -996
3 ID'OOO 8 9[ 39:}_ +0.1 %
4 9-999 ? g -99%
> 3-998 10 3-99%

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

-——

Remark: The instrument is found Satisfactory/-unsatisfaetery: for its use.
_-_'__'_‘—-‘

iy sy

ANALYSED BY CHECKED BY:-
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ARNI ANALYTICALS

TITLE DAILY CALIBRATION RECORD OF pH-METER
r-___
Instrument Name :- PH mdm Page No
Instrument Make :- LAB AN |
Instrument Model No. :- L FPH A0 | of 1
Instrument ID : - \ ARNI /I NS-~-DO |

B

=iy
T
. e

i

PERFORMED BY

L —

DAILY CALIBATION RECORD

Procedure: Refer SOP No. : SOP/ARN/INS-005
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.

» 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 :-
* 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 1.00 7.00
(& 0.05) (*0.05)
4 |16la)rpos 395 6%

Slope = g¢ v

watt

CHECKED BY
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ARNI ANALYTICALS

DAILY CALIBRATION RECORD OF pH-METER

Instrument Name :-

Page_No

Instrument Make :-

Instrument Model No. :-

1 of 1

Instrument ID : -

DAILY CALIBATION RECORD

Preparation Of Solutions:

° pH-4.01 :-

Procedure: Refer SOP No. : SOP/ARN/INS-005

e Transfer the capsule content in a 100m] 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.

¢ 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 :-

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

 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.

“ds  Observation Table:
pH
Sr. No. | Date 4.00 7.00
@ 0.05) @ 0.05)
0d . | 1o|ia)opee]  @.qq 898

<lope - q y,

pERaf()RiMEI) BY

ﬁ_—-——. '''''' - ——————————a

——

Y

CHECKED BY

(¥ Scanned with OKEN Scanner




l[‘-":.__"“*_____ — e
ARNT ANALYTICALS
TITLE DISSOLUTION TEST APPARATUS WORKSHEET
Instrument Name :- oT2coliUT'oON TTBST APPRATULS Page No.
Instrument ID : - ARNT | <N & ~ 003
Instrument Model No. :- ps-B8600 1ofl
Name Of Students Lonare Ajinlkkya Dattatyewyq
NAME OF TEST :-

TRIAL FOR DISSOLUTION TEST.

DISSOLUTION CONDITIONS:-

) Dissolution Media WATER
Media Volume 900 mL
Apparatus USP TYPE I PADDLE
RPM 100
Temperature 3704057
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 each of six paddle
7 --_nd adjust the paddle in the dissolution medium so that there is a distance of 23 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.

v

CHECKED BY:-
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| ARNIANALYTICALS

i, g, ¥R

TITLE DISSOLUTION TEST APPARATUS WORKSHEET

——

r—

Instrument Name :- Page No.

Instrument ID : -

Instrument Model No. :-

Name Of Students \

1ofl

NAME OF TEST :-

TRIAL FOR DISSOLUTION TEST.

DISSOLUTION CONDITIONS:-

@ | Dissolution Media \hakere
Media Volume 300 )
Sppaas VRP Type I paddle
RPM 10 0
Temperature 3:’. (5 * O'TOC
e 45 M
PREPARATIONS:-

foue 300 m|  of &1‘8@@4@1% medi L
o MOW audicient Hme M dhe
equilibya)e of It + 0.5%

8Peed ot 100 spm . place omve capsule. in earh of 8%

Padal® & adjwl i+ in medium ao the dist o 2Fmm+ 2 m
bed®  betom of PAddle & ivuiole bottom of vessel SP;TI‘%
appTliy - At end of apeetfied Hime tucthdwauon 10 w1 aliquet-

Wo ™ 20D midwan . Ryt .
Ao 25 ™M1 diaseludh on hov dilided 2ml above Solubtm

0 eath vegge)
o\\‘%?oltd‘l't)h e d i o

Adjust sting element-

™Meditm
SED BY i
_f_:ri_A_I_JX_-— ] CHECKED BY:-
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7

TITLE UV-SPECTROPHOTOMETER WORKSHEET
__It_lstrument Name :- LIV = Spe CHOPhO'H) 123172 % Page No.
_IEstrumentID - PRNL ;:U\fg“ 00
Instrument Model No. :- L QP UV 100 R 1of1
Eme Of Students Lonaye. }H INk \a TDMWQ

e

NAME OF TEST :-

1) PHOTOMETRIC ANALYSIS
2) WAVELENGTH SCAN

PREPARATIONS:-
€
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 5mlof the above solution to 50ml with water.

UV-SPECTROPHCTOMETER WAVELENGTH :- 273nm ( maxﬁmq)

L~

o

D B
ANALYSED BY CHECKED BY:-
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TITLE UV-SPECTROPHOTOMETER WORKSHEET

Instrument Name :-

Instrument ID : -

Instrument Model No. :-

Name Of Students

NAME OF PRODUCT  Catene.
WORKING STANDARD NO. =
POTENCY : —

INSTRUMENT ID ;| ARNT [TNG-002

?AI\IE OF TEST ) Phetomels o ﬁmaj&g%

2) Wavelength Scan

PREPARATIONS:-

STANDARD PREPARATION :-

AM%%omm&kutomaGfmﬂ%mzemmm& in
Oluwmdme Haols , add €0ml wales & Qonicale Lo cmin

dissolve i & makeup wvolume . Ryrbhoc dilwe T ml ot gplh e
Som) of woales

UV-SPECTROPHOTOMETER WAVELENGTH:: D43 1y (Maxina )

2-46 nm (mimmm)

160 |

OBSERVATIONS:-

MAXTMUM ABSORPTION WAVELENGTH

293 nroy

P

e

ANALYSED BY CHECKED BY:-
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