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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 “antl-dlabetic”.

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- 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-

Average weight test
Uniformity of weight
Thickness
Dimensions
Hardness

mhWwWwNR

Chemical Tests-

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

Structure of Teneligliptin-

0]
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ARNI ANALYTICAL

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 chromatogram of sample preparation should correspond to
that of the standard preparation as obtained in the “Assay”.

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%

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)

Fz Uniformity of Weight:



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

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 37°C +0.5°C
Apparatus | : | USP Typell (Paddle) | Time 45 Minutes

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
My L= SO N |

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 + 2mm
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 0.45p

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

s Measure the absorbance of the resulting solution at 2+0nm.
Calculations: 30 hin

Teneligliptin

At _Ws 900 , P _ 42657
— X —X—X X 100

(% Drug Release) =-= 2 7057 77" " 150 ” 628.86

Where,
Ar = 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
LC = Label claim of a tablet, in mg, 2 ™
426.57 —  Molecular weight of Teneligliptin

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
"NAME OF PRODUCT : TENELIGLIPTIN TABLETS 20 MG PAGE NO.:- Page 4 of 5

]N- ARNI ANALYTICAL
/b :

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

| Sr.No. |Name of Reagent ; Grade
1 Water HPLC grade
2 Acetonitrile HPLC grade
3 Octane-1-sulphonic acid sodium salt AR grade
5 4 O-Phosphoric acid AR grade’
13.1 Chromatographic Conditions:

Column :| C18, (150 mm X 4.6 mm), Spm

Pump mode : | Isocratic

Mobile Phase : | Buffer : Acetonitrile (60:40)

Flow rate : | 1.0 mL/min

Injection volume :| 20 pl

Column Temperature | :|30°C

Wavelength :| UV, 230 nm

Run time . | 1.5 times of the retention time of principle peak

13.2 Preparation of Mobile Phase: W&
e  Preparation of Buffer:
Dissolved 0.1M Potassium dihydrogen orthophosphate in 1000 mL of water;
% Prepare a mixture of Buffer, Acetonitrile (gem v/v), filter through 0.45 p filter and degas.

13.3 Preparation of solutions: 89260

e 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 sonicate 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 § 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. It should comply with the system suitability criteria as mentioned.
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A| ARNIANALYTICAL

| | T METHOD
NAME OF PRODUCT & TENELIGLIPTIN TABLETS 20 MG o

FINISHED PRODUCT SPECIFICATION AND TES

' PAGENO,:= Page 5 0f 5
» ‘Theoretical plate for Tenellgliptin peak should not be less than 2000

» ‘The relative standard devlation for area of Tenellgliptin 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,

Caleulations:
— At W8 100 P 426,57 ., 100
mg/tab of Teneligliptin P bl 00 X We X 00 X AW % 520.86 " LC |
Where, -.
Ay = Arca of the peak due to Teneligliptin obtained in the chromatogram of sample preparatior
Ag = Mecan arca of the peak due to Teneligliptin obtained in the chromatogram of standard
preparation, -
Wy = Welght of "Teneligliptin hydrobromide hydatre working standard taken for standard |
preparation, in mg, l
p = Purity of Teneligliptin hydrobromide hydatre working standard, on as i basis,
LC = Label claim in mg.
Aw = Average weight in mg.
Wi =

Weight of sample taken for sample preparation, in mg,
426,57 = Molecular weight of Teneligliptin,
628,86 =

Molecular weight of “I'eneligliptin Hydrobromide Hydrate

Limit: Not less than 90,00 Zo und not more than 110,00 % of the label claim
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ARN ANALYTICAL

FINISHED PRODUCT SPECIFICATION AND TEST METHOD

NAME OF PRODUCT : TENELIGLIPTIN TABLETS 20 MG

SPECIFICATION AND TESTS OF TENELIGLIPTIN TABLETS 20 MG

PAGE NO.:- Page | of 4 J
|
|

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 chrom atogram of the
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 110.00% of Label Claim

(Between 18.00 mg and 22.00 mg per tablet)

ey
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lN\-\k\ue OF PRODUCT? TENELIGUIPTIN TARLETS 20 MG

) ldentifteations
The retention thne of'the peinotpal peak in the chromatogram of sample preparation should correspond to

that of' the standand preparation as obtatned in the “Assay™,

R\ Average welghts

ARN ANALYTICAL

KINISUED PRODUCT SPRCIFCATION AND TES T METHOD |
o ] PAGENO.= Pago 2 of 4

1) Deseription: White coloured, tound shaped, fm coated tablets, plain on both sldes,

value,

4) Uniformity of Welght:
Select randomly 10 tablots and weigh individual tablet, Caleulate average, the minimum and maximum

\ o

)‘.-\'\i'l?tftﬁ [ Y9 g6 TADLITS-6 |3 287
TARLETSa Y S ) TADLETST [t "'?:-SL\
TABLRTSQ |3 eI~ TADLETSE |t 23 &
TABLETSA e g - TABLETS-9 % =g\
CABLETSS [+ |7 9y TABLETS-10 |3 2.3 &
\VERAGE WEIGHT;: 292¢ = 2896 3\ . L

FABLETS: : LA N TABLETS-6 | ARG
TADLETS2  [3] o o .- 288 TABLETS7 | 299
FTABLETSSY ¢ 0 4 289 TABLETSSS |3 9_&_3
TABLETSA |3 = 10 2.8% TABLETSS |3 a Q2
FABLETS-S |+ 29N TABLETS-T0 |7 23R
MINIMUM WEIGHT = 2. 87 3 - \
MANIMUM WEIGHT 3= 2-% a 4
* W
LIMIT; 283 MG 17,8% (BETWEEN 261,8 MG AND 3042 MG)
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| N 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 |l L\dwr Rotatory Speed |: [ 757
Volume : | 00 Temperature | By
| Apparatus | : | puddbe OSP-TL | Time 2| AL A n

Standard Weight :-

Potency:-

al ! o\
Ws _ 900 P 426.57
— >< X X X X 100
As "~ 100 Lcﬁ) 100 628.86
s L=

Calculations: Teneligliptin (% Drug Release) 2

Table tl—-%— M 00 o AT ATEST 100= \\3.72y

0-883yy , 100 & 20 100 628.86

©.¢ ¢l 4y, S ., 900 aq -3'-!— 426.57
X = W848 e

Tablet 2=

0.5l . @xls g, g0 ., G58r 22657 o 100= q(C.827,

Y &

Tablet 3=
100 50 PIq) 100 628.86

(254 =
O 5’*'@;5\, %00 4585 x426.57x100= Uy 730/.

0-Ss %y 100 1o 2-Q 100 628.86

Tablet 4=

0.CA U 3143 g 900 9985~ _ 42657 _ WA €2y
Tablet 3= 55 o0 100 S0 50 X 100~ s2ese 100 f:

0. S4¢Q 51.-‘\352 900 EARS 426.57 _ [ <
0-5551 X "o 56 20 X100 % szeme * 100= 17

GAGA o W7.1s v,

Average:- ¢

Tablet 6=

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

L
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ARN ANALYTICAL

N

FINISHED PRODUCT SPECIFICATION AND TEST METHOD

LNAME OF PRODUCT : TENELIGLIPTIN TABLETS 20 MG

PAGE NO.:- Page 4 of 4

6)

Assay (By HPLC):
Chromatographic Conditions:

Column :1Q|g -C.'km nMm K‘[‘G“m.) S ar‘\
Pump mode :| TSocrel C

| Mobile Phase H budfer T ACatonihi (ko s )
Flow rate o™l [wmin

Injection volume o ul

Column Temperature | : ag” C

Wavelength HE= o ALY

‘7 Preparation of solutions:

-

Standard Preparation:

WAL uthvcm{_la Dy '\‘t‘v-e.\\“h»\i(b’f\"\ -GS T n

o\ e

Sample preparation:

& c\l: Ve ® avd  ddrmive av-tica
8 2 Ot e ok T tpa
il 10wy NOMtpRy |

Standard Weight :- n_q ““&

Sample Weight - 282
Average Weight :- 2§23 D
Potency - AQ &
Calculations:
At  Ws _ 100
% of Teneligliptin =— X — X —
% of Teneligliptin FECaPTT R

A6 29 43§

P
100

100

Y s €175 ST

= 45 . 9w
12706034 £g48

230

100

X
hakirsy 100

= &8 4L %,
Average:- ¢4 |.Q 1%

-8 2o

426.57

X — x Aw x 22657 , 100

628.86 LC

P
xmxlghgsxﬂ 100

X

e ——
628.86 2.7

P
X o= x 18223 42657 . _ 100

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

e S

e OY « - SranalXy
diss e 108 yolyndrc

e —
628.86 2.9

RN
ws\e  wedke L W vl e T Lo
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ARNI ANALYTICALS |
TITLE HPLC DATA SHEET

Instrument Name :- Wl e (\-r\c‘)r'f"\;;_\h( < \igw d chyo i

Instrument Make :- Sh\imad =z (\—) » Rigen
Instrument ModelNo.:-| |\ ¢ 20\ 0 C\n 1of I
Instrument ID : - 'ANSH l-; Y - Go|

DATA SHEET
NAME OF TEST :- SYSTEM SUITABILITY

SYSTEM SUITIBILITY CHECK BY INJECTING 3 REPLICATE INJECTIONS OF CAFFEINCE

¢ Chromatographic Conditions:

A stainless steel column

Dimentions :-
Column Length :- 15 cm x Diameter:- 4.6 mm ; Particle size --5pm

Length :- 150 mm x Diameter:- 4.6 mm ; Particle size :-5pm

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

Data Aquisitation Time #Minutes 1D win

Pump (Flow Rate) 1loomlV/min |- 50O “’\Um'ﬂ’\
Port A

Detector (Wavelength) 273nm )
Column Oven Temperature 30°C '
Degasser Off

Autosampler Temperature Off

« MOBILE PHASE PREPARATION :-

1° ’);)C)
Prepare a Mixture of‘,%/volumcs of Water and 28 volumes of Methanol. Mix well.

STANDARD PREPARATION :-
Weigh accurately 20mg of Calfeine 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.
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FA\Y ARNI ANALYTICALS

TITLE HPLC DATA SHEET

Instrument Name :- AN) %\\ EJ €Y QQ‘ wac e \laug d ¢k W*h rapH Page No
Instrument Make :- 6\\{“\&&% 3 '

Instrument Model No. :-
I L0\ twut 1ofl
| nstrument ID : - h?_\;‘x l TS 0Q)
NAME OF STUDENT :-
DATA SHEET

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

. Chmfnntographic Conditions:

Fovmies SR O e cam
= i Lasovgm yy ~A6mm 20§, SH
Data Aquisitation Time \D  ™in
Pump (Flow Rate) WSO ™| | min
Port A
Detector (Wavelength) 273 ™M
Column Oven Temperature *6° €.
Degasser 0{‘ { 3
Autosampler Temperature o) -l;‘.(\
e MOBILE PHASE PREPARATION :-

|\
Precbare a. T\d&UW-e. 20 \[o\m o'\ﬁ Woke ard 2am™) vou of

e STANDARD PREPARATION :- \oom)
ol actereddy 2o vy ekl ee Stardord 40 Usluradne  flugk |
dissolt tompladly ¢ e <@ Vol (VS M mare . g el

faxdvr dilde oy 50N N S0 my o\ ‘?\us. '

\« e wp i
e SEQUENCE OF INJECTION :- NP, |
Name of Solution No. Of Injection }
Blank |
Standard
e . '
ANmSED BY CHECKLD BY

———
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TITLE HPLC DATA SHEET

Instrument Name :- ‘ G e
| ent Name Ha %,\\ P (_\-{Orn\c\r\q_ \\ (L‘-Ud Chvo F\Rkoa_tgl . Page No
| Instrument Make :- S hiptrad—zc d

Instrument Model No. :- L 2s\0 C‘“T

Instrument ID : - ARNT [ITS — 0ol s

Name Of Student :- Thored Asho n LaoSel<b

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

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.

CIIROMATOGRAPHIC PARAMETERS-1

I
INSTRUMENT PARAMETERS Set Parameters

Data Aquisitation Time : \Q ORI F

Pump : |00 ™) |min
Voo =5 =T |

Port oA SR
/—:—_’

Detector (Wavelength) : | 2\0-0nMe

ESl q T °

Column Oven Temperature = ] <0 ¢
D HIKes————
s Temperere |1 L8

-

CHECKED BY
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ARNI ANALYTICALS

'I'I'I" I"
L)

HPLC DATA SHEET

Instrument Name -

gk Peviormante, iguig Chyotrado

Instrument Make &=

Shi ™ Ao

AY U{’a JPage No

Instroment Model No. ¢-

Lc< 20\ 0 Uy

Instrument 1D ¢ =

MY | IS

,.oo\

Name Of Student ¢-

Thorad  Nshoin

P-avscdth

203

e  CHROMATOGRAPHIC PARAMETERS-2

INSTRUMENT PARAMETERS Set Parameters
Data Aquisitation Time \3
: Pump 08 0 '™\ ‘llh; AR
ol Port (o

Detector (Wavelength) 22220
Column Oven Temperature T o
Degasser of
Autosampler Temperature n 9%

e CHROMATOGRAPHIC PARAMETERS-3

INSTRUMENT PARAMETERS Set Parameters
Data Aquisitation Time N2~ \'r\"'\.t\

g Pump REYVE LAY
Port A
Deteetor (Wavelength) 260 WM
Column Oven Temperature [ C
Degasser 0&?\‘?
Autosampler Temperature 'l

g

ANALYSED BY

o

CHECKED BY
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N ARNI ANALYTICALS

TITLE HIPLC DATA SHEET

Instrument Name t- wﬁ\\ (’('\ V‘M race Woid chrom '-JtUA ( (q’){J Page No
Inatrument Make &= Shi e Y A, ’
Invtrument Model No. i L e 2.0l ¢ "

Inatrument 1D ¢ - A 'P“] '3 NS o 0| Jof3
Name Of Student ;- F\\"QT‘ d‘ AG hb’)'\h‘l P “0‘3&\'-(.‘()

*  CHROMATOGRAPHIC PARAMETERS-4

INSTRUMENT PARAMETERS Set Parameters

Data Aquisktation Time N b () m:\r.\

Pump FlvSo [ mim
;,m Port I N

Detector (Wavelength) ‘| €0 NI

Column Oven Temperature ! 1 RoVC

Degasser : 0'? ¢

Autosampler Temperature ¢ AP

* CHROMATOGRAPHIC PARAMETERS-5

INSTRUMENT PARAMETERS Set Parameters

Data Aquisitation Time Pl 2-0 i
Pump P 0 00 ™) mim
W' Port : A
’ Detector (Wavelength) : g?c
Column Oven Temperature 10 ?F
Degasser : O‘RT
Autosampler Temperature : OIH'E b

ppact-

ANALYSED BY
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ARNI ANALYTICALS

TITLE MONTHLY CALIBRATION RECORD OF ANALYTICAL BALANCE
Instrument Name :- h-\\\h\_\; A.‘T]‘(_A.“_ &A,LA_N C\= Page N
Instrument Make :- WNEN 5]?_ =
Instrument ID : - ,[\p_-b“: { INS -~ OGL‘ 10f3
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 \q5999 199.8000 to 200.2000
L 2 100.0000 %16 .'738(5 99.9000 to 100.1000
3 50.0000 3-0 620, 49,9500 to 50.0500
4 20.0000 gaﬂ-‘io-‘l\.j 19.9800 to 20.0200
5 10.0000 g\gﬁ jl". I 9.9900 to 10.0100
6 5.0000 S$.0d3 4.9950 to 5.0050
7 2.0000 ‘ . 3,0_3‘; 1.9980 to 2.0020
8 1.0000 @9 > 6 0.9990 to 1.0010
9 O.SOOOJQQ e o R ©) 0.4995 to 0.5005
! 10 02000 Y | gul 03 0.1998 to 0.2002
........... !w 11 0.1000 0.0 S? 0.0999 to 0.1001
"""""""" 12 0.0500 0.0 BT 0.0499 to 0.0501
3 0.0200 O)w'0 |? ? 0.0199 to 0.0200
14 0.0100 o ol 0.0099 to 0.0100
15 0.0050 G .ol 0.0049 to 0.0051
Conclusion: The observed weights are within limit/ out of limit,
ooy
- CHECKED BY

ANALYSED BY


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

ARNI ANALYTICALS

MONTHLY CALIBRATION RECORD OF ANALYTICAL BALANCE

[ stromentName = ) AMKVNITIRAL  SAVAN CE Page No
Instrument Make :- 1=t ENSAR-
Instrument ID : - A ENT {—L H 5 Q0 L\ 2 of 3

2. Test for Linearity:

Sr. No.

Selected Weights in g

Observed Weight in g

L 1 Soeos

) 4y
(L

SO.£.9,55- g vy v

2 20r0Q@0 G,

95052/ gm i

3 | W0e0oso

I.."il‘-.‘

Conclusion: The observed weights are Consistent/not Consistent.

CHECKED BY

ANALYSED BY

3. Test for Eccentricity:

Sr. No. | Weight Observed in g Difference in g Limit
1. At Centre- (A) | % 9 &gygﬂ
2. [AtCorner1 (B) %200« 00| B-A= 0Qo2.
3. [AtCorner2z (C) 2OO»0O0 C-A= O.oqll 0.1 %
4, AtCorner3 @) (9949 96 v D-A= =@x.Q 03.;_
5. [AtCornerd ®) (g9 99D E-A= ~0.00L:

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

0.\8\9§ RRINCY

o h Avletee

Q“ECEF‘E& BY

Pt

ANALYSED BY

CamScanner
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- A
N ARNI ANALYTICALS
TIT:E MONTHLY CALIBRATION RECORD OF ANALYTICAL BALANCE
instrument Name = 1 Ay A | N CAY
rument Make :- % E\{‘\ She pbIneE Dk
astrument ID : - P\P'NZ— ( T OQL‘ 3 of 3

4. Test for Repeatability :

Selected Weight in g:
Sr.No. | Observed Weighting | Sr. No. Observed Weight in g i
1 ‘00000\ ARV 6 ‘MQQ\O)
—ar8ek " | 9yq84°
d Q.99 8 (Q+0q! £0.1%
! 1 Qe aof > | 969989
5 | 10 Qo) 0 | 954°
i = [or0lO r
4.0804

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

—

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

<t
et CHECKED BY

ANALYSED BY
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————

TITLE MONTHLY CALIBRATION RECORD OF ANALYTICAL BALANCE
Instrument Name :- ,A “ h\_\r\'\; C'ﬁ L QJ k‘\-ﬁ “ (-E
Page No.
Instrument Make :- \_‘ =
AL FE—oeg M=NSAR
Instrument Model No, ;- DS (EQ Q0
1 of 3
Instrument ID : - ﬁP—H"[ ( I M ~ 00 4 - \
NAME OF STUDENT:-
MONTHLY CALIBRATION RECORD
—=HLY CALIBRATION RECORD
1. Calibration by using Standard certified weights:
Observation Table:
[Sr. No. | Reference Weight in g Observed Weight in Weight in g (Limit: + 0.1%)
yeght ] ing
1 200.0000 20085 . 199.8000 to 200.2000
2 100.0000 Q‘g.‘)‘)d’ (19 99.9000 to 100.1000
3 50.0000 S07 Q& i R 49.9500 to 50.0500
4 20.0000 9108 6~ 19.9800 to 20.0200
5 10.0000 10 0Q0> 9.9900 to 10.0100
6 5.0000 Sadz~ 4.9950 to 5.0050
7 2.0000 \ ¢ L'Sj 0, ¢ 1.9980 to 2.0020
8 1.0000 QG ur 0.9990 to 1.0010
9 0.5000 0« u‘rl( 0.4995 to 0.5005
10 0.2000 & \DL[ 0.1998 to 0.2002
11 0.1000 0\038 : 0.0993 to 0.1001
12 0.0500 O\0 Sg"‘ o= 0.0499 to 0.0501
0.0199 to 0.0200
0.0200 ao\lg |
0 0 1 00 0. OlS"\ s 0-0099 to 0-010“
15 0.0050 0101 0.0049 to 0.0051
Conclusion: The observed weights are within limit/ out of limit.
' ’ CHECKED BY:-
| ANALYSED BY
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ARNI ANALYTICALS

MO
NTHLY CALIBRATION RECORD OF ANALYTICAL BALANCE

TITLE

'i;;rumcnt Name :-

B AN AL BAAN O
Instrument Make :- 1t C R < A‘IL Page No.
Instrument Model No, :- RS 9o 0
AT s ANt TTNS ooy b
2. Test for Linearity:
Sr. No. Selected Weights in g Observed Weight in P
! PG 2. 00NQNE . o

| : \BE G 9’8“7‘83“ Al R e
| 3 So,

S0.206 0.0

Conclusion: The observed weights are Consistent/not Consistent.

o

ANALYSED BY CHECKED BY:-

3. Test for Eccentricity:

1 1
A
3 4
Agk = T o.0q828
| Sr. No. | Weight Observed in g Difference in g Limit
L [AtCentre- (A) (9.0S6 :
2. AtCorner1 (B) \q .087> B-A= & 0Q.«00(
3. [AtCorner2 (C) \4,-056: CA= Q© +0.1%
4. [AtCorner3 (D) \5|.0.S]_> D-A= &0.00\
S. At Corner 4 (E)__Lﬂ__sg-iﬁ E-A= 0O

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

e

Fu
ANALVSED BY CHECKED BY:

I E N _
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ARNI ANALYTICALS

NN WONTRL L CALIARATION RECORD OF ANALYTICAL RALANCE
Yo N ™ ANV CAL DAL NS
Vet Mk I Puge Now
| & - “ \p\! &h\“k
| e NaRNAN VS - a0 2of3 !
& e R Ropeatahiliiy
Y - Q.\0vQ -
Nl Waght dn g2 a\\ -

_&‘m Qdrved Wegdtdng | Sl | Obwerved Wegdddng | Limix

I
‘ RO i & EQ\S@‘ ': ‘
P oy 7 | \aool |
) AN AR ‘ |
¢ _\osane | * | \Q.co | |
¥ __loen R Qs [ |

Crrdosinm: Tniidin) TOssrman: Sevinion S0l SIeegs el exeedy’ dues mt eueed stumdind devicom. '

RerpesSs The incrnee is Runs Sutfeny) ensatidivtny Reises
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TITLE DAILY CALIBRATION RECORD OF pH-METER
Instrnment Name :- P“ “\d O Page No
Instrument Make :- LA QN h N\
Instrument Model No, :- RN PH -\ 0 1ofl
Instrument ID : - A‘L“T T4 69 L\

DAILY CALIBATION RECORD

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

B pH-4.01 :- 5
* Transfer the capsule content in a 100m1 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 4.0 +0.05 at 25°C. :

. 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 b
e  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 9.20 £0.05 at l25"(3.

. Observation Table:

pH
8 Sr.No. | Date 400 7.00
I (& 0.05) (& 0.05)
v [wmenas | g gy

o N

PERFORMED BY CHECKED BY


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

/

- c——————— o Tne—

ARNI ANALYTICALS

TITLR T M}
DAILY CALIDRATION RECORD OI' pI-METER

Tnstrament Name ¢«

PV e

"nge No

Insteament Make 1 LA PN A N

Lnstrument Model No, :-
" el L\‘\P\T ~\Q lofl

Instrument 1D 3 - WN"( [ TWS 0o 0¢|

JAILY © T10 LCORD
Procedure: Refer SOP No. : SOI/ARN/INS-005
Preparation OF Solutions:
DH=LOT -
*  Transler the capsule content in o 100mI volumetrie Mask using a Nunnel,
*  Dissolve the contents in 10 ml of distilled water and then make it up to 100 ml with distitled water,
*  This solution will have a pHl of'4.0 40,05 at 25°C.

pll-7.00 :-
*  Transter the eapsule content in a 100ml volumetrie Nask using a Ninnel,

* 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 pll ol 7.0 :0.05 at 25°C,
p11-9.20 :- '
* Transfer the capsule content in a 100ml volumetrie flask using a funnel,
e Dissolve the contents in 10 ml ol distilled water and then make it up to 100 ml with distilled water,

e This solution will have a pl1of'9.20 0,05 at 25°C,

Observation Table:

ptl
Sr. No, Date 4,00 7.00
(£ 0.05) (& 0.05)

v e | Lol 645

a\oPe %,
.‘|1\.\' 'S .J? ' r.

e A
! CHECKED BY

PERFORMED BY
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ARNI ANALYTICALS

TITLE DISSOLUTION TEST APPARATUS WORKSIIERT

Instrument Namo t- 5501010 N TEST  APOAPATLAS Page No.
Instrument 1D ¢ « ABNT [TN4 (ool

Instrument Model No, 1= DS SO0 (@) lofl
Name Of Students j\'\l: .N._J f\\S\'\U "h i TLCLL:)SG-.\*L'O

NAME OF TEST :-
TRIAL FOR DISSOLUTION TEST.

DISSOLUTION CONDITIONS:-

&M’ Dissolution Media | WATER
Media Volume 900 ml.
Apparatus USP TYPE Il PADDLL
RPM 100
Temperature 37.0 % 0.5°C
l Time 45 Minutes
PREPARATIONS:- r

Pour 900 ml of dissolution medium in each vessel

equilibrate at 37°C + 0,5°C, Adjust stirring element speed to 100 r
"’Md adjust the paddle in the dissolution medium so th

of the paddle and inside bottom of the vessel. Start

10 mL aliquot from a zone midway between the surface of {he diss

Paddle. Further dilute 2ml of the above solution to 25ml with dissolution medjum,

ANALYSED By
——

. Allow sufficient time for the dissolution medium to

pm. Place one capsule in cach of six paddle
at there is a distance of 25 mm= 2 mm between the bottom

the apparatus. At the end of specified time interval, withdraw

olution medium and at top of the rotating

CIIIECKIQI‘) BY:.
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AN ARNI ANALYTICALS

TITLE DISSOLUTION TEST APPARATUS WORKSIEET

bottom o0f \<ssed. Shard e APPareds avd of
| Th<  Iaterred o NArRG o | Q)\:Q,luo‘«—g_

ANALYSED BY

Instrument Namo - :,bi $ SDLUTI oN '\E 1 ﬂ ()P /\ P"“Uﬁ PPage No.,
Instrument 1D 3 - AP*N'L / -L“ S Y]
Instrument Model No, 1« ‘D.S 8006 [ of |
. (4]
Name Of Students ”n\ Yo
ored AShoiny  Raosede h
NAME OF TEST =
TRIAL FOR DISSOLUTION TEST.
DISSOLUTION CONDITIONS:. f
Dissolution Media \-‘\CQ‘L\‘
Media Volume qo00 ™\
-}_\dfapnmllls LS P ..:u-
RI'M ko o
Temperature V.6 + o 2
Time - L& minades
2
PREPARATIONS:-
Pour gov ™ of ASSo\URON  pedium i ta
N Vesseh.
Assolunon  redem e ci\ibred~ & ™ C . Adyued
q $1 e
J.Il Speed BE 5im-ir\5 Aerend ok 00 YPN. Plae Ore
| MRSt In eadn Sk padde § aduust v NS e <

9T o - bAD A YoMlem of Padde. @ ‘nside e

) Pec Cl\({‘(

e
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g e

‘u\=twiwﬁmwmm1n--ummwmmr

AT A-l-%
IRt N

r T

e t Wﬁlmlvlm

\Wﬁﬂﬁw 10 ..'“[T‘ O P - l'llll:Nu.
S "i \\I 1 ! \ - |
It ey Mmit\‘ Nu. \s R ‘ l__\\':v : 1(\1 \: 0 W -
- . : | of |
o ul P\-'ﬂ\lmlﬂ [! l‘m-"l_f"i_t'b

NAME OF PRODYC

POTENCY

T TREPARATIONS

Plaske - uss 0\\..{
WAV Or - @llde

.............................................

|

WORKING NPANDARD NO, ||
11
|

INNTRUMENT I

MW 'REPARATION 1
Y . c\tuwch;l

Htn 4 Lt O Wmalae W A VA ™ aidw el .

» " MU A ny

e e\

— L TRONT TS oen |

——m o g

| NAME OFTEST I LA ene Ve W Stee

A\

WO o ealTkente &\ ay deay d i SRR

S m bl abdve SN B S Wl bW Wy |

. g ‘-\ N “‘C\'}’-\m‘ W\

MOINGT

= 274 W

al \F &l

't‘""n
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TITLE UV-SPECTROPHOTOI\[ETER WORKSHEET
Instrument Name :- OV -SPECTPWIOM FTER_ Page No.
Instrument ID ; - ]\p_\“ I "L NES -0 DQ|._
Instrument Model No. :- Lhg P ~WN \oo Q 1 of 1
Name Of Students T™rad AShAmy LaoSaleb

NAME OF TEST :-

1) PHOTOMETRIC ANALYSIS
2) WAVELENGTH SCAN

PREPARATIONS:-

ACANDARD 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
vi- accardedy o g o ofRrne BFardgrd i~ a Loo m\(\

Nolumdric Vdagdk, Q35S0 e (omp\c,g aveol ™wadee G@  Nol .
et dilde & Ml dissole S0 mi oifh Qedr

AN (P4
ANALYSED BY CHECKED BY:-
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