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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”.

Itis 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- C22H30N60Os

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-

Average weight test
Uniformity of weight
Thickness
Dimensions
Hardness

WP

Chemical Tests-

1. Dissolution Test

2. Separation Technique { HPLC)
3. Absorbance

Structure of Teneligliptin-

& S
N—-N

MR

@ Scanned with OKEN Scanner




———

2\

ARN ANALYTICAL

FINISHED PRODUCT SPECIFICATION AND TEST METHOD

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

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 [dentification The retention time of the major peak in the chromatogram of assay

preparation should correspond to that in the chromatogram of the |

Average weight of Tablet | 283 mg + 7.5%

standard preparation, as obtained in the “Assay”.

Uniformity of weight

283 mg + 7.5% (Between 261.8 mg and 304.2 mg)

Dissolution

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

| ] & w

Assay

Not less than 90.00% and Not more than 110.00% of Label Claim

1
(Between 18.00 mg and 22.00 mg per tablet) t !

L

e am— T )
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FINISHED PRODUCT SPECIFICATION AND TEST METHOD
NAME OF PRODUCT : TENELIGLIPTIN TABLETS 20 MG PAGE NO.:- Page2of 5

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

m of sample preparation should correspond to

!

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

Calculation:
w

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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ARNI ANALYTICAL

FINISHED PRODUCT SPECIFICATION AND TEST METHOD

NAME OF PRODUCT : TENELIGLIPTIN TABLETS 20 MG

PAGE NO.:- Page 3 of 5

5) Dissolution (By HPLC):

Dissolution Parameters ; |
Medium : | Water Rotatory Speed 75 rpm ,‘
Volume 900 mL Temperature 3?”(3.3: 0.5°C
Apparatus USP Type Il (Paddle) | Time 45 Minutes

11.1 Preparation of Solutions :
» Standard preparation : J
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.

= Sample preparation:
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 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 + 2mm |
between the bottom of the paddle and inside bottom of the vessel. Start the apparatus.

At the end of specified time intervals (afiter 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. [nject directly.

11.2 Procedure:

Measure the absorbance of the resulting solution at 210nm.

Calculations:

Teneligliptin

(% Drug Release)

Where,

A]’ =
As
Wg =

P =

LC =
426.57

628.86 =

At Ws 900

P 426.57

As 100 LC

100 628.B6

Absorbance due to Teneligliptin in the sample preparation.

Absorbance due to Teneligliptin in the standard preparation.

Weight of Teneligliptin hydrobromide hydatre working standard taken for standard
preparation, in mg.
Purity of Teneligliptin hydrobromide hydatre working standard used for standard
Label claim of a tablet, in mg.
Molecular weight of Teneligliptin

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
NAME OF PRODUCT : TENELIGLIPTIN TABLETS 20 MG PAGE NO.:- Page4 of 5

13)  Assay (By HPLC):
* Reagents Required:

Sr.No. | Name of Reagent Grade !
[ Water HPLC grade |
2 Acetonitrile HPLC grade Ii
3 Octane-|-sulphonic acid sodium salt AR grade
4 O-Phosphoric acid AR grade
13.1 Chromatographic Conditions: i
Column | C18, (150 mm X 4.6 mm), Suym
Pump mode : | Isocratic |
Mobile Phase ¢ | Buffer : Acetonitrile (60:40) '
| Flow rate :| L.LOmL/min |
Injection volume 2| 20 pl
Column Temperature | :|30°C
Wavelength :| UV, 210 nm
Run time : | 1.5 times of the retention time of principle peak

13.2 Preparation of Mobile Phase: .
e  Preparation of Buffer:
Dissolved 0.1M Potassium dihydrogen orthophosphate in 1000 mL of water;
Prepare a mixture of Buffer, Acetonitrile (60:40 v/v), filter through 0.45 u filter and degas. l
13.3 Preparation of solutions: |

»  Standard preparation:
Weigh and transfer accurately about 20 mg of Teneligliptin (29.48 mg Teneligliptin Hydrobromide

Hydrate) working standard to a 100 mL volumetric flask add 70 mL of water and senicate to dissolve |
and make up the volume with water. )
e 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 mL dry volumetric flask. Add 70 mL of water, |
sonicate for not less than 20 minutes with intermittent shaking, Make up the volume with water. Filter
through 0.45 p Nylon filter discarding first few mL of the filtrate,
13.4 Evaluation of System Suitability:
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. [t should comply with the system suitability criteria as mentioned. i
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FINISHED PRODUCT SPECIFICATION AND TEST METHOD
NAME OF PRODUCT : TENELIGLIPTIN TABLETS 20 MG PAGE NO.:- Page 5 of 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.
e Calculations:

mg/tab ochncliinptin% X % X %’ X 1’{:;0 X Aw X :z::; X % |
4] Where, _ ‘
' At = Area of the peak due to Teneligliptin obtained in the chromatogram of sample preparatior i
As = Mean area of the peak due to Teneligliptin obtained in the chromatogram of standard
preparation. '
Ws = Weight of Teneligliptin hydrobromide hydatre working standard taken for standard |
preparation, in mg.
P = Purity of Teneligliptin hydrobromide hydatre working standard, on as is basis. !
LC = Label claim in mg. -
Aw = Average weight in mg.
Wt = Weight of sample taken for sample preparation, in mg.
426571 =
628.86 = Molecular weight of Teneligliptin Hydrobromide Hydrate

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

1
|
|

T !

Molecular weight of Teneligliptin. L

|'

Ll
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ARN ANALYTICAL

FINISHED PRODUCT SPECIFICATION AND TEST METHOD

NAME OF PRODUCT : TENELIGLIPTIN TABLETS 20 MG

e —

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 : 290 TABLETS-6 ORE
TABLETS-2 nQc TABLETS-7 Q6
TABLETS-3 1R Y TABLETS-8 Y
TABLETS4 N6 TABLETS-9 279
TABLETS-5 1 Q) TABLETS-10 2Q7
AVERAGE WEIGHT:- 266 - 06 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 0q0 TABLETS-6 ag g
TABLLTS-2 |: NRC TABLETS-7 % &
" TABLETS-3 NR Y TABLETS-8 QR
TABLETS4 2 Q6 TABLETS-9 |: 499
TABLETS-S  |: 24| TABLETS-10 24~

MINIMUM WEIGHT:- 2.8\
MAXIMUM WEIGHT :- 0 Q%5

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

e —— =
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ARN ANALYTICAL

FINISHED PRODUCT SPECIFICATION AND TEST METHOD
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| NAME OF PRODUCT : TENELIGLIPTIN TABLETS 20 MG "’Tf’?;(ﬁ-: NO.- Page Jof4

5) Dissolution (By HPLC):

Dissolution Paramecters :

Medium

walok

Rotatory Speed |: | "7 ¢,

Volume

gqoomiL

Temperature : L

Apparatus

USP-IL(padd (@) | Time lAS D -

R

Standard Weight :-
Potency:-

57
Ws _ 900 r 426.5 x 100

. g At X
Calculations: Teneligliptin (% Drug Releasc) “‘A_s'x 100 LC X 100~ 628.86

0720

Tablet 1=
T 0.6774

2243 5,900 99.85 42657 ., 100 105- 07

100

so 2.6 100 628.86

Tablet 2=
0- 6774

100

0. 749l , 32493  s900 . _99-85 | 42657 144 10921

T0 2.0 100 628.86

Tablet 3=

06778 3293 Joo 9985 , 42657 . 100= 9890
0.6774 100

S0 L0 100 628.86

blet 4=
Tablet 0-6779

100

6.739% R2:43 5900 99-93"x425.57x100= 1 07.9]

S:D 20 100 628.86

Tablet 5=
T 0.677¢

100

0.7459 , 3243 900  JIRG 42657, 100= 10R 83

50 2.0 100 628.86

Tablet 6=

Average:-

100

0:760) , 3243 S900 . 39RY , 42657 100= 1) 6.90

D 20 100 628.86

165:07+/09.41+9%.90 + (6791 +102.23+110.30 64038

6

Limits: Not less than 80.00 % of labeled amount is dissolved in 45 minutes
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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 HC1e ClsommY4-6mm), 5-Um
Pump mode - IS'D('TCL‘H.C
Mobile Phase Ruffer  ncetonitrile (60.40)
Flow cete .o ML Imin

1 Injection volume 0\
Column Temperature | : 306°¢
Wavelength Hluv, .50 M

Preparation of solutions: '

e  Standard preparation:

wt and tvansfer gecuzectely obowt 2.0m9. of Teneliqlipin
| (29.43mg Teneliglielin Hycvobyomide HYdrate) wovking sid-to a |
[ loomL volumetric FIOSKk & 7omt of watlE & son) ot +odiggo)v e g |
_ e  Sample preparation: maokQ wp “\'h'@, vOoilume. |
Wi 1o +ablet & deroemine %ve,tage w4 - crush 1hetabled
to a fine Powder. wi-&+ranstet powdek equivalent 4o2omg

' etin, o noml :

St;rnga%%vleiha‘:-] gg.‘u%’ s vy wvel f)eck-
Sample Weight :- o Q7]
Average Weight - 2L3¢.

Potency - 99 K7
e Calculations:

9% of Teneligliptin = X = X T ¢ P x Aw x 22857, 100
% of Teneligliptin As~ 100 Wt 100 62886 LC

(9985
12726385 _ 2948 100 P 426.57 100
D 740G0gg 6.6 X 10 X 287 X100 % 28% XX Tag
- 9‘{'%0;' duie 9985
[1sy698 5% 4. 5 100 P 426.57 100
2)|qug0%f_{.6“5' 100 289 xlﬂﬁxagg XBZB.BBX 2D
= ?g‘ 9—7 ‘/'
Average :-

Limit: Not less than 90.00 % and not more than 110.00 % of the label claim
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| _I______ TITLE HI'LC DATA SHEET
ns
___:::u_mem Name :- HiQ"\ PQ);.I’O'I mance l‘ iq U'I(l (-}ﬂfu majo- Page No
Instrument Make :- SHIMAD2Z Y
| Instrument Model No. :- -
|| Instrument 1D : - LL 2010 LT hots
e — ARNI [INS-00]
B e Of Student ;- chavan :T\{O"‘l Ganesh .

the line.

HPLC DATA SHEET

HPLC Parameter settings:

e Create a new method by using below parameter.

e Save the Method Parameters with a file name.

= Download the method to the instruments.

e CHROMATOGRAPHIC PARAMETERS-1

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

INSTRUMENT PARAMETERS Set Parameters
Data Aquisitation Time 1% min-
gl b. %0y /Mmin
r. Port o

Detector (Wavelength) ) 020D M

Column Oven Temperature : 4 Oa(‘.

Degasser : 0 r _r
Autosampler Temperature : 7 0%

ANALYSED BY

H

CHECKED BY

@ Scanned with OKEN Scanner
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ARNI ANALYTICALS

TITLE
| h“__

HPLC DATA SHEET

Instrument Name :-

@ Scanned with OKEN Scanner

._l_ H PLC Page No
nstru A - ..
Tnst s — SHIMADIV
s [ N, -
. l"lll'm'ni Model No I Qo0 1 O C T -
stru iD:- :
— NN [ING- 00l
am S - t
S chavan gyoil Ganesh
CHROMATOGRAPHIC PARAMETERS-2
INSTRUMENT PARAMETERS Set Parameters =
o Data Aquisitation Time 6 Min.
Pump Looml/Min
Port ﬂ
Detector (Wavelength) alonm
Column Oven Temperature 20 0 C
Degasser on
Autosampler Temperature 10 OC,
CHROMATOGRAPHIC PARAMETERS-3
INSTRUMENT PARAMETERS Set Parameters
[ 4 e : .
Data Aquisitation Time N9 Mmin.
Pump .Aomi/min
Port H
Detector (Wavelength) 260 NMm
Column Oven Temperature Q)OOC
Degasser 0 {‘l‘
Autosampler Temperature , J’Qﬂ =
ANALYSED BY CHECKED BY
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ARNI ANALYTICALS | |

TITLE HUPLC DATA SHEET
[ Tnstrument N
ment N s
et ] HPIC Page No
| 'nstrument Make :-
e SH1MAD2U
' stru t Model No. :-
. ment Model No I_C no6]0 CHT =
Stru :-
| NPN1 /TNg-—0o0|
Name Of S - '
¢ Of Student chayan Tiotl Ganesh
e CHROMATOGRAPHIC PARAMETERS-4
INSTRUMENT PARAMETERS Set Parameters
_ Data Aquisitation Time nomln
" .
Pump (.soml Imin.
Port B
Detector (Wavelength) 9‘6* A N
Column Oven Temperature 20 0('
Degasser : off
Autosampler Temperature ' 5—0 c.
e« CHROMATOGRAPHIC PARAMETERS-5
INSTRUMENT PARAMETERS Set Parameters
Data Aquisitation Time H 0o mip .
g | fomp 0.0omi/mipn
Port H
Detector (Wavelength) : o _r Jj
Column Oven Temperature n F ][‘
Degasser of ](‘
Autosampler Temperature 0 )(r
ANALYSED BY CHECKED BY
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ARNI ?—\NALYTICALS“

HIPLC DATA SHEET

A,

lmlrnmrnl Name :-

Miah Perfoymance tiau)d ¢ homatog.
SHIMOD7ZY
LC 200 CuT

ARNT | INS-00|
DATA SHEET

l““l'“
Mrument Make s
Make : Page No

1 )
DStrumeny Model No, :-

lofl

lnslrunwnl 1:.
-""-h-_.____

NAME OF TEST :- SYSTEM SUITABILITY
SYSTEM

1 SUITIBILITY CHECK BY INJECTING 3 REPLICATE INJECTIONS OF CAFFEINCE
Chromatographic Conditions:

A stainless steel column
Dimcntions :-
Column Length :- 15 cm x Diameter:- 4.6 mm ; Particle size :-5um
Length :- 150 mm x Diameter:- 4.6 mm ; Particle size :-Spm

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

Data Aquisitation Time

7 Minutes

Pump (Flow Ratc)

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.

" STANDARD PREPARATION :-

Weigh accurately 20mg of Caffeine standard to a 100ml volumetric flask. Add 60ml of HPLC grade 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.

@ Scanned with OKEN Scanner
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) ~ ARNI ANALYTICALS

TITLE HPLC DATA SHEET
Instrument Name :- high D exfoymance liquid ¢ ho mald Page No
Instrument Make :- SH1rMADZU
Instrument Model No. :- 1 C 1610 CHTY tof!
Instrument ID ; - Apng [ TNg-00]

NAME OF STUDENT :- ¢ havah TYoi | Ganesh.
DATA SHEET

| NAME OF TEST :- SYSTEM SUITABILITY

SYSTEM SUITIBILITY CHECK BY INJECTING 3 REPLICATE INJECTIONS OF CAFFEINCE
e Chromatographic Conditions: S
m Column
' Data Aquisitation Time lomin
Pump (Flow Rate) 4.00mM) }mih
Port A
! Detector (Wavelength) 277 DM
Column Oven Temperature o DOC,
Degasser of 1 ,
Autosampler Tempcrature of { 4_}

Gf\"ﬂﬁﬂ-

. MOBILE PHASE PREPARATION :- @0 nityiie

MY, of wallk and erhepst PrepPATE

il '+ STANDARD PREPARATION :-
| wt. g ccuyately aomg-of
l Add 6o ml.of HPLc gradO

ewpP the volum
stowl s he Obove ¢o6lf Fo SOmMI.

dylure sml of t
e SEQUENCE OF INJECTION :-

Name of Solution No. Of Injection
Blank

Standard

-—

8

ANALYSED BY

caffeine standaed 4o a 1oomi vol- flash
wadek and shake to disselve complere
o wpto the mark. mixwell. Fuxthek
voluMetyic flask,
dijwre with watee to Makewp

|

in ratio of 7:2

r
b

volumoe .

CHECKED BY

=

. e —— e

E——

= e

—
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ARNI ANALYTICALS

TITLE MONTIILY CALIBRATION RECORD OF ANALYTICAL BALANCE

:::::::::: :;:: : ANQ \\II | .'u Q1 l BLL\ anco . Page No.
|| Instrument Model No, :- i L R
| Instrument ID : - N . VoL
i PRNT [ TNC=004

| NAME OF STUDENT:- chaqvan JYo1) Gon osh.

MONTHLY CALIBRATION RECORD

L

1. Calibration by using Standard certified weights:
N Observation Table:
Sr. No. | Reference Weight in g Observed Weightin g Weight in g (Limit:  0.1%)
1 200.0000 2000159 199.8000 to 200.2000
2 100.0000 QR 1717 ((3; , 99,9000 to 100.1000
3 50.0000 50700 "?[ . 49.9500 to 50.0500
4 20.0000 19.0554- 19.9800 to 20.0200
5 10.0000 10.0009. 9.9900 to 10.0100
6 5.0000 S 08} ﬂ_ 4.9950 to 5.0050
7 2.0000 1. 23) 4. ) 1.9980 to 2.0020
8 1.0000 0-9259. 0.9990 to 1.0010
9 0.5000 0. 1514 0.4995 to 0.5005
10 0.2000 O | ol . 0.1998 to 0.2002
11 0.1000 6.067F 0.0999 to 0.1001 |
‘t} 12 0.0300 0-0R 7 0.0499 to 0.0501
13 0.0200 0016 0.0199 to 0.0200
14 0.0100 0-0!6 0.0099 to 0.0100
15 0.0050 0 000 0.0049 to 0.0051 J

Conclusion: The observed weights are wi.{y,nflimib" out of limit.

ANALYSED BY _ CHECKED B\:-
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ARNI ANALYTICALS

- TITLE

MONTIHLY CALIBRATION RECORD OF ANALYTICAL BALANCE

Instrument Name :-

Page No.

Instrument Make :-

Instrument Model No. :-

Jof3

Instrument ID ; -

4. Test for Repeatability :
Selected Weight in g: 0 DE} '

ro>

ANALYSED BY

Sr.No. | Observed Weighting | Sr. No. Observed Weight in g Limit _
1 1§.059 § - 6 19.054 4 | |
0 2 0.0559. 7 19- 053 ) |
| S 19 055 8 19- 06 +0.1%
4 19- 0599 - ? 19-052
5 | 19 0559 0 | 19.053
= MOX. -~ {0.055 X0.| = 0. 0]9 05T Q_) 1.0 S+ 0 0J30¢5¢ ; .
) E e — - 19.0740 |
Conclusion: Individual measurement deviation from average value exceeds/ does not exceed standard deviation.
3)19.05p-0.0]90r¢ | |
= 14.03249 i
Remark: The instrument is found Sati.sfa\gtgryi unsatisfactory for its use.
»

b

CHECKED BY:-
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ARNI ANALYTICALS

TITLE

MONTIILY CALIBRATION RECORD OF ANALYTICAL

BALANCE

Instrument Name :-

| ———

Page No.

| Instrument Make :-

Instrument Model No. :-

20f3

Instrument ID ; -

2. Test for Linearity: .
Sr. No. Selected Weightsin g Observed Weight in g
| 1 0%, $O-706
l 2 20 g. 9. 05
| ¢ 3 l0g. lo. 0072 .

! Conclusion: The observed weights are Co\@itentfnol Consistent.

e

| ANALYSED BY CHECKED BY:-
‘ 3. Test for Eccentricity:
|
|
| 1 2
| A
| 3 4
j ™ 20%-
! Sr. No. | Weight Observed in g Difference in g Limit
1. At Centre- (A) 19.056 -
2. At Corner 1 (B) 19.05R B-A= 0.001
3. At Corner 2 (C) |G-057 C-A= (.00] 0.1 %
4. At Corner3 (D) 1G.057 D-A= ()-00]|
5. At Corner 4 (E) 19.-065€ E-A= O

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

J
| ANALYSED BY

i

CHECKED BY:-
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AN} ARNI ANALYTICALS
o TITLE MONTHLY CALIBRATION RECORD OF ANALYTICAL BALANCE
| mtramentName - | o0 1yicod  Baioneo Page No
At Mals - WENSAR
|_l_n’trl!ment ID:- m Q Rom 1of3

MONTHLY CALIBRATION RECORD

1. Calibration by using Weights:

_______ Observation Table:

Sr. No. | Reference Weight in g Observed Weightin g Weight in g (Limit: £ 0.1%)
1 200.0000 199.491 5 . 199.8000 to 200.2000

P2 100.0000 4%.7¢c a. 99.9000 to 100.1000
3 50.0000 10. 6 . 49.9500 to 50.0500
4 20.0000 19, o gg ¢ 19.9800 to 20.0200

g.

5 10.0000 9.-9497 _g“' 9.9900 to 10.0100
6 5.0000 5.0R0 é‘ ‘ 4.9950 to 5.0050
7 2.0000 l'290 d. 1.9980 to 2.0020
8 1.0000 0.92¢4 8 . 0.9990 to 1.0010
9 0.5000 0149 _ 0.4995 to 0.5005
10 0.2000 0.109 ; 0.1998 to 0.2002

(® 11 0.1000 0-0655 q. 0.0999 to 0.1001
12 0.0500 0.-069 q . 0.0499 to 0.0501
13 0.0200 0.015 0. 0.0199 10 0.0200
14 0.0100 0. 006 q. 0.0099 to 0.0100
15 0.0050 6.000 8 _ 0.0049 to 0.0051

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

Afg ALYSED BY

@ Scanned with OKEN Scanner



TITLE MONTHLY CALIBRATION RECORD OF ANALYTICAL BALANCE
Instrument Name :-
- Page No
Bstrument Make :-
Instrument ID ; - 20f3
2. Test for Linearity:
—
Sr. No. Selected Weights in g Observed Weight in g
1
20 19.049
2
10 i0- 0006
G 3 [y
5 079
Conclusion: The observed weights are Consistent/not Consistent.
ANALYSED BY CHECKED BY
Test for Eccentricity:

'_rga : 3 4

—

Weight Observed in g Difference in g
1. At Centre- (A) q.9 g 2 g N
2. |[AtCormerl (B)  q.QQqgQ B-A= ()
3 At Corner2 (C) gggg C-A= O-OOI + 0.1 %
4. |AtCorner3 ) §.Qgq DA= ()
5. [AtCornerd4 B) g.9gg EA= (0,00 |

Conclusion: The maximal Differential Eccentricity error is wl@jn limit/out of limit of Std. deviation.

CHECKED BY

ANALYSED BY

—
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N ARNI ANALYTICALS
TITLE MONTHLY CALIBRATION RECORD OF ANALYTICAL BALANCE
Instrument Name :- Page No
Instrument Make :-
Instrument ID : - Jof3

4. Test for Repeatability :

Selected Weight ing: 509 . |
Sr.No. | Observed Weighting | Sr.No. Observed Weight in g Limit l
1 50.69| 6 506.69] |
2 50-69] 7 506343 |
3 50.694 8 | 50-689 #0128 |

| (e 4 50.694 9 56695

3 50-€9] . 50.691
YMmax = 56.695y0.) . 00506 | 2) §0.69€ + 0.0506 |
~wo - = §0.74 56 ]
Conclusion: Individual measurement deviation from average value exceeds/ du_;c} not exceed standard deviation. !
O NN mini.=8):¢6: 89 -0.0506 |

: = §0.63%¢
Remark: The instrument is found Satisfactory/ unsatisfactory for its use. ‘
g

i

ANALYSED BY CHECKED BY
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Instrument Name :-

AN ARNI ANALYTICALS

TITLE DAILY CALIBRATION RECORD OF pH-METER

PH meter Page No |

Instrument Make :- \ ganN ;
Instrument Model No. :- | MP H —10 i

1ofl

| Instrument 1D : - ARNT ’TNS_OOq

L)

@-

DAILY CALIBATION RECORD

Procedure: Refer SOP No. : SOP/ARN/INS-005
Preparation Of Solutions:

pH-4.01 :-
 Transfer the capsule content in a 100ml1 volumetric flask using a funnel. i

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

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

pH-7.00 :- |
o 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. |

¢ 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.

o  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)
| 2-l2-99 §4.19 6.2l

Siope = 34

PESQ'I%F ORMED BY ' CHECKED BY

- 4
@ Scanned with OKEN Scanner
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TITLE DAILY CALIBRATION RECORD OF pH-METER

Instrument Nume :-

PH- Metos Page No

Instrument Make :-

LDBRMAN

Instrument Model No. :-

lofl
L MPH 10

il Instrument 1D ; -

ARNT JING-008

DAILY CALIBATION RECORD

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

Transfer the capsule content ina 100ml volumetric fask using a funnel.

o 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 pil of 4,0 £0.05 at 25°C.

] pll-7.00 :-
e Transfer the capsule content in a 100ml volumetric flask using a funnel.
o Dissolve the contents in 10 m! of distilled water and then make it up to 100 ml with distilled water.

¢ This solution will have a pHl of 7.0 £0.05 at 25°C.

. p”")-z" He
e Transfer the capsule content in a 100m! volumetric flask using a funnel.

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

e This solution will have a pH 0 9.20 £0.05 at 25°C.

G}T e  Observation Table:
pH
Sr. No. | Date 1.00 7.00
(£ 0.05) (£ 0.05)
) 1. 15-12.-22 %91 672 !

slope=§977/.

I’l'.;{l"()l{?'»ll-'.ll' By

CHECKED BY
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ARNI ANALYTICALS

TITLE

DISSOLUTION TEST APPARATUS WORKSHEET

Instroment Name :-

: Instrument 1D ;-

Dissaludion 103} appakodied. Page No.

ARNT [ NS - 003

| Instrument Model No. :-

1ofl

Name Of Students

DS 8000
chavan 1Yot Ganosh.

- NAME OF TEST :-

TRIAL FOR DISSOLUTION TEST.

DISSOLUTION CONDITIONS:-

| Dissolution Media WATER

! \e Media Volume 900 mL

: ‘Apparalus USP TYPE Il PADDLE
‘ RPM 100

| hi?ﬁ]hémturc 37.0+£0.5°C

45 Minutes

H Time

I.E PREPARATIONS:-

j 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
- and adjust the paddle in the dissolution medium so that there is a distance of 25 mm £ 2 mm between the bottom
I! o1 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.

e

@ Scanned with OKEN Scanner



~A\ ARNI ANALYTICALS

TITLE DISSOLUTION TEST APPARATUS WORKSHEET
Instrument Name :- @iSSOl (. 'l on 403+ Q_Ppo_taj'(u . Page No.
Instrument ID : - APNT | TNS- 00N
Instrument Model No. :- mne 2060 1ofl
Name Of Students C\'\GUO n 3Y O‘H Goﬂ Qﬂh

NAME OF TEST :-

TRIAL FOR DISSOLUTION TEST.

DISSOLUTION CONDITIONS:-

e Dissolution Media UJCI_‘)QL
Media Volume 900 ml
= UsP +4Pe-Tr_ pPaddle
RPM 100
Temperature
Time Y5 m_i 0.

|

PREPARATIONS:-

-Powk 900 mL 0f dissolution medium in edch vesse].
Aliow syfficient time fov dissolution medium

< PdIWt stitring element spoed +o 200 Trm.

- Adiugt the Paddle in+he dissolution medium and +he
distance bet" hottom of +he Paddle and Inside hottom
of +the vesel. coed the appyatus. at +he end of |
specified time inteeval, withdyaw o mL aliquot fyom

QzoNnP.

" Fuether dil-aml. of the above solution +o asm)
with dissoludion modium .

ANALYSED BY CHECKED BY:-
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ARNI ANALYTICALS

TITLE UV-SPECTROPHOTOMETER WORKSHEET

| Instrument Name :- Uy - Q p D CJTD P h 0 1*0 m P }Q{‘ :

Instrument ID : - ARN T JInNS- Q01

Instrument Model No. - |Mcp. DV - 0D Q

|| Name Of Students havan .‘_‘_ILI'CH'] Gap @) h

NAME OF TEST :-

1) PHOTOMETRIC ANALYSIS
2) WAVELENGTH SCAN

| PREPARATIONS:-
| @
| STANDARD PREPARATION :-

@ Scanned with OKEN Scanner



N ARNI ANALYTICALS

TITLE UV-SPECTROPHOTOMETER WORKSHEET
Instrument Name :- Uy - SPG(!mphoing;j-Qk, Page No.
Instrument ID : - Apf‘llfJNS" 0aQ 9
Instrument Model No. :- | MsP-UyY 1008 1 of ]

Name Of Students

chavap moil Ganesh.

Date:-
NAME OF PRODUCT ‘| caffejpo
WORKING STANDARD NO. —
POTENCY = -
INSTRUMENT ID ‘] PRNT /IS 0072

’umorn:sr:— wavelenNqg+h scan

PREPARATIONS:-

STANDARD PREPARATION :- '

wi 0ccukately tomg- of coffeine standoed 10 a looml. V01Umr
aric flosk, add som) of wal€t sopicate for smin. o com-|
Pleiely dissolve maokeup the volume with waier.

Fuethexr dil- smi of the aboyvo sol1” Fo Som1 with ©alter|
UV-SPECTROPHOTOMETER WAVELENGTH :- 2 73 N\ 1

—

OBSERVATIONS:-

MAXIMUM ABSORPTION WAVELENGTH 959 ryy)- mdX -

a06§nm - mif.

Xrﬁ%w LYSED BY i B CHECKED BY:-
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