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TENELIGLIPTIN

Introduction-
ment of type-2 diabetes mellidus.

#anti-diabetic”.
od sugar levels.
lass of dipeptidyl peptidase-4

Teneligliptin is a pharmaceutical drug for the treat
Teneligliptin belongs to the category of medicines called

It is used along or in combination with other drugs to lower blo

¢ Teneligliptin tablet contains the teneligliptin which belongs to ¢

inhibitors.
e It works by blocking the action of DPP-4 (an enzyme that destroys the harmone ‘Incretin J.?‘he
enzyme ‘Incretins’ helps to produce more insulin only when required and reduces the liver’s blood

sugar level when not needed.
Chemical Formula- C22H30N6Os

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 table
Other layers or coatings are excepients.

e Once a tablet is formulated then directly it doesn’t comes
random tablets are collected and forwarded for testing.

t contains only 20 mg active ingredienti.e. teneligliptin.

to market. First of all some of the

Testing have 2 types-

1. Physical
2. Chemical

Physical Testing-

Average weight test
Uniformity of weight
Thickness
Dimensions

. Hardness

IS

Chemical Tests-

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

Structure of Teneligliptin-
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N|  ARN ANALYTICAL

FINISHED PRODUCT SPECIFICATION AND TEST METHOD
“ AME OF PRODUCT : TENELIGLIPTIN TABLETS 20 MG PAGE NO.:- Page 2 of 4

S

Trulnlie - TEST METHOD

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

2) Identification: . espond 10
The retention time of the principal peak in the chromatogram of sample preparation should correspo
that of the standard preparation as obtained in the “Assay”.

3) Average weight: — |

TABLETS-1 |: o RF TABLETS6 |: 2 9 ;
TABLETS-2 - 2¢s TABLETS-7 : 28] 1|
TABLETS-3 : 286 TABLETS-8 |: 284 i
TABLETS4 | : 235 TABLETS9 |: 287 il
TABLETS-5 |: R TABLETS-10 |: 29 ;
AVERAGE WEIGHT:- 2-_9‘_‘0‘"—% = 2R6-% LIMIT: 283 MG * 7.5%

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

value.
TABLETS-1 ' 28 F TABLETS-6 : 24|
TABLETS-2 - s § o TABLETS-7 : 2 |
TABLETS-3 g 286 TABLETS-8 : 224 l.
TABLETS4 : 2 8% TABLETS-9 : 2 F
TABLETS-5  |: 226 TABLETS-10 |: 2 4g !

MINIMUM WEIGHT :- 29%€ 2|
MAXIMUM WEIGHT :- g1 298

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

(¥ scanned with OKEN Scanner



J ARN ANALYTICAL

N
' FINISHED PRODUCT SPECIFICATION AND TEST METHOD
WAME OF PRODUCT : TENELIGLIPTIN TABLETS 20 MG PAGENO.:- Page 3 of4

' 5) Dissolution (By HPLC):

Dissolution Parameters : il

Medium ] Wakey Rotatory Speed [: | F5 RPM

Volume : 9006 mL Temperature - 23% t O-¢% ]

Apparatus |3 lysp 1y pe 1r (paddle) | Time : 4B painufes -
Standard Weight :-

i Potency:-
At Ws 900 P 426.57 100

Calculations: Teneligliptin (% Drug Release) =I; X 100 X LC X 100 X 628.86 %

0-60H 32143 %5 o 900, 9985 % 426.57 . 100= ga- a5 7+

Tablet 1= 066U 100 S0 20 100 628.86
0°$99 Y 824dy e, 900 99:85~ . 42657 . 10= 839 !9 v
Tablet 2=~ X~ 50 o X 2o X oo 628.86
X
6¢r3F 3293 oo 900 o 998V 42657 950= g2-8 17
Tablet 3= 70— X~ 50 508 20 . 100 628.86
0:5951 22043 900 9988~ 426.57 % 100= 88 ¢ TV
Tablet 4= IR X oo " oo X ~Too = 628.86 10
0 SR08 8243 L, 900  99:8% | 42657, 1490= RC LRV
Tablet 5= T Crh 100 ?‘Dx 20 X 100 & 628.86
0 60RY Bawa g 900  99-85 | 42657 _ \
= X X = go-£27Y/.
Tablet 6= ="~ X o0 so 20 . 100 . 62886 100=:5
€9.95+ 89.10+ 9281+ 88+ 8643+90° 53 _ 29.5F%
Average:- €

Limits: Not less than 80.00 % of labeled amount is dissolved in 45 minutes
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AN|  ARN ANALYTICAL

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

6) Assay (By HPLC):
Chromatographic Conditions:

Column (| G Ciromm % U6 mnan) $MHm
Pump mode ;| TsoevaMc
Mobile Phase 1| BUEfer © pcetgnihi e (60U o)
Flow rate : A-0mL]min.
Injection volume : Q.0 AL

] Column Temperature | : R0°C
Wavelength : UV 210 nm

Preparation of solutions:
o Standard preparation: \
DIgsoiNe 0-4 ™M potragium di hydrdgen ortmpphosphate. jn 1000 ME aF
MWaker . pyeroae miyuTe Ruffey anceoniile (65 135) (P rre Phrugh
DU fiikcand degas.
e  Sample preparation:
\)Jr'j()ht“ a,f_(‘uﬁrcﬂ‘dkf 2&“"-_5 T{DdigPﬁng ;

- #

M o Tebste b (ruthed 1rn Yrortoy Pesklf aﬂb’Y‘txJ“ﬂJ"f 236rd powdan ‘Tfndiﬁfl'ﬁ*“f"? “Then
% 1 b .
add 7o rg;nju:d”;c;;h\iﬂ:ﬂpm CElRlC &-Yhe 20 MmN Chatding'in $00 (chov L han Al DPYhe No e me
Sample Weight - 4
Average Weight -
Potency -
e Calculations:

At Ws 100 P 426.57 __ 100
% of Teneligliptin s X 10b X = X T X Aw X c25 06 " LC
99- 3§
649140 % 2044 x 100 % P X 2Re x426.57x 100
12127399 100 286 100 628.86 20
= 129 32
— R
2) lr64 91y 0 25 L& % 100 ;1(9 b X 296 426.57 100
1yl s2=-68 100 286 100 628.86 X 0
= 1247 &
Average :-

Limit: Not less than 90.00 % and not more than 110.00 % of the label claim
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h- Y I o SN SR Sy
AN/ ARN ANALYTICAL

~ FINISHED PRODUCT SPECIFICATION AND TI-ST METHOD

\h\\ﬂ- OF PRODUCT : TENELIGLIPTIN TABLETS 20 MG | PAGENO.:- Page | ofd
<CIFIC TS OF TENELIGL T 0
fr. No. | Tests Specification
1 | Description Yellow coloured, round shaped, film coated tablets, plain on both sides.
2 Identification The retention time of the major peak in the chromatogram of assay

preparation should correspond to that in the chromatogram of the !

standard preparation, as obtained in the “Assay™.

3 Average 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)
O - I‘{u g! b g- “ 93,'_,{‘ w!te f’f'ﬁ'-fl. > 1""‘:6\“__5._'3,5.1’.; :l‘ VAP
15127127 4 o 226 ot crg 8¢ 20 |
S \K - |
{2 IFedales 25L& |
Tie 40 D060 T
G 4
(o S2EE
-.-’_'-_'_,__.r—l-'_ -
‘-ﬁx.-t“
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_/_'\ ~ ARNI ANALYTICAL

FINISHED PRODUCT SPECIFICATION AND TESTMETHOD
NAME OF PRODUCT : TENELIGLIPTIN TABLETS 20 MG PAGE NO.:- Page2of5

TEST METHOD

e i e —

2) ldentification:
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%

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)

P T S L e e s
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- ARNI ANALYTICAL

FINISHED PRODUCT SPECIFICATION AND TEST METHOD

NAME OF PRODUCT : TENELIGLIPTIN TABLETS 20 MG PAGE NO.:- Page3 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 Type 1l (Paddle) Time : | 45 Minutes .'
e D rn
- . ‘

11.1Preparation of Solutions : ear RS, T pEr |
e Standard preparation : Y > i
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 |

equilibrate at 37°C + 0.5°C. Adjust stirring element speed to 75 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 rotatmg paddle and filter through 0.45p
filter paper discarding fi first few mL of the filtrate. Injecl: directly.=3 22 5‘—" =) 0:0%-A R0 _ o,

11.2 Procedure:

Measure the absorbance of the resulting solution at 210nm.  Phoio ety ¢ $¢an ‘

Calculations:

Teneligliptin

At  Ws _, 900 P 426.57

(% Drug Release) =772 % 755 % T¢ ™ To0 ™ s28.86

Where,

At =
Ag .
Wsg =

p =
LC =
426.57 =
628.86 =

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 atablet,inmg. _ : '\ 20 mg ’
Molecular weight of Teneligliptin g

Molecular weight of Teneligliptin hydrobromide hydatre

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

o FINISHED PRODUCT SPECIFICATION AND TEST METHOD
NAME OF PRODUCT : TENELIGLIPTIN TABLETS 20 MG PAGE NO.:- Page 4 of 5

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
4 O-Phosphoric acid AR grade
13.1 Chromatographic Conditions:
Column : [ C18, (150 mm X 4.6 mm), 5Spm
iurnp mode : | Isocratic
Mobile Phase : | Buffer : Acetonitrile (60:40)
Flow rate :| 1.0 mL/min
[njection volume 1|20 ul
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: I - )2C.88€ -~ OB O ool = ‘25‘°i\{i_‘fl_ ’L ‘
e  Preparation of Buffer: oM > 13,609 « eoo v O1 T —\pot
Dissolved 0.1M Potassium dihydrogen orthophosphate in 1000 mL of water; : ! Kl 7&.1

Prepare a mixture of Buffer, Acetonitrile (60:40 v/v), filter through 0.45  filter and degas.
13.3 Preparation of solutions:
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. 2 2¢ ¢
¢ Sample preparation: toe 20
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.
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 chrornatugraphic 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.

CE-Naal '

Filter
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/ ARNI ANALYTICAL

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

» Theoretical plate for Teneligliptin peak should not be less than 2000
« The relative standard deviation for arca of Teneligliptin peak should n
* The tailing factor for Teneligliptin should not be more than 2.0.

ot 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:

. At _ws 100 _ P 426.57 _ 100 |
mg/tab of Teneligliptin — X . X o L X Aw X <26.86 X C |
Where, =
Ar = Area of the peak due to Teneligliptin obtained in the chromatogram of sample preparatior
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 claiminmg. 2¢ s |
Aw = Average weight in mg. : !
Wr = Weight of sample taken for sample preparation, in mg. :

426.57 = Molecular weight of Teneligliptin. i
628.86 = Molecular weight of Teneligliptin Hydrobromide Hydrate !

an 90.00 % and not more than 110.00 % of the label claim
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" 3\ ARNI ANALYTICALS

TITLE HPLC DATA SHEET

[ trument Name :- High pre<ggre U trt_\.;d C HQOW{L{QST(IP’-‘T Page No
Instrument Make :- SHEMADLY
Instrument Model No. :- Le 2010 Our
1of |
' Instrument ID : - ARNS /INs - 00y o

NAME OF STUDENT :-
DATA SHEET

NAME OF TEST :- SYSTEM SUITABILITY

SYSTEM SUITIBILITY CHECK BY INJECTING 3 REPLICATE INJECTIONS OF CAFFEINCE
° Chrufnatographic Conditions:

. —
N RS Aan B——
BUM . Lenath 1To mmx Momeer - u-€ - 5um. (Crp)cerumn: |
Data Aquisitation Time 46 min
Pump (Flow Rate) A-00 M4 Min
Po:t A
Detector (Wavelength) 22 nm
Column Oven Temperature 80
Degasser SEF |
Autosampler Temperature 0FF

« MOBILE PHASE PREPARATION :-
~ Prepame mixture oF go¥ /40 OF Wokev and ¢o of methane].
miX welf.

¢ STANDARD PREPARATION :- |

- Weight accurately 26M30F caffeine standord +o a (160 meNolymehd
jaglc +Add €o meoFHPLC g9vadewatey and share to discolve empictely- |
oLy maredp the Volume VP10 mare mizweltf: Farthey {'luhe § ma o0
+he cbeNe selutisn fro BO ML volumehoc Flark , dllete of b atax 0 Make LD
e SEQUENCE OF INJECTION :- ol e, |

Name of Solution No. Of Injection

Blank 0
3

| Standard

L

el

ANALYSED BY CHECKED BY

e
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ARNI ANALYTICALS

HPLC DATA SHEFE T

»1"9}1 Drdkbu“’rt LJQLU(I Lh"l(uhm H\rj‘frpﬁf
SHIMF}‘n—-

Tnstrument Make :- Page No

Instrument Model No.;
i . L-I:T 2h ' ')
{HT

Instrument ID ; - lof 1

ARNT/TNS ~001

DATA SHEET
STEM SUITABILITY
SYSTEM SUITIBILITY CHECK BY IN

NAME OF TEST :- Sy

JECTING 3 REPLICATE INJECTIONS OF CAFFEINCE

. Chramatographic Conditions:
} A stainless steel column
] Dimentions :-
() Column Length :- 15 cm % Diameter:- 4.6 mm ; Particle size =5pm

Length :- 150 mm x Diameter:- 4.6 mm ; Particle size =5um
Stationary Phase :- Packed with octadecylsilyl (C18) silica gel

Data Aquisitation Time 7 Minutes

?ump (Flow Rate) 1.00 mV/min

Port A

Detector (Wavelength) 273nm

Column Oven Temperature 30°C

Degasser Oofr

Autosampler Temperature Off

¢~ ° MOBILE PHASE PREPARATION :-

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

200 '
(o) 39 -

IGo 60
o STANDARD PREPARATION :- —— —
Weigh accurately 10;111, of Caffeine standard to a lUOml 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 50mi volumetric flask, dilute with water to makeup volume.
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' Tmr HPLC DATA SHEET
ment Name :- ' ' 1A
ame Mgk ?.1"’5:—3?5 Liguid ehrormalogra phy Page No

meni Make :- ST AR ZD
_ ment Model No. :- L¢ 2010 Cyo
Instrument 1D ; - ARUSE ol B KT | s
Name Of Student :- Nannawai ¢ nk(lnaq antl

HPLC DATA SHEET

¢  HPLC Parameter settings:

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

» the line.

* Create a new method by using below parameter.

e Save the Method Parameters with a file name.

e Download the method to the instruments.

¢ CHROMATOGRAPHIC PARAMETERS-1

Autosampler Temperature

INSTRUMENT PARAMETERS Set Parameters
Data Aquisitation Time : 15 min
Pump s l.oo mumn
Port H B
Detector (Wavelength) 2l NMm
Column Oven Temperature : 2pfc
Degasser : on

10°c

el

ANALYSED BY

CHECKED BY

=t
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ARNI ANALYTICALS

HPLC DATA SHEET

e .
Ve T T OTTORTEY

Migh pyessute Liquid ¢hromaltograrhy Page No

&

ment Make :-

| SHIMADZY
rament Model No. :- Lc 2010wt
rument ID : - APNT [ TRt~ 00l 3ie(9
1e Of Student :- Nannguwadre. ;;kj'haq anil

CHROMATOGRAPHIC PARAMETERS-2

INSTRUMENT PARAMETERS Set Parameters

Data Aquisitation Time : 4 min

Pump : 0.0 mtlmip

Port : f o

Detector (Wavelength) : 22 NM

Column Oven Temperature ] 40°%¢

Degasser s on

Autosampler Temperature : %%

CHROMATOGRAPHIC PARAMETERS-3

INSTRUMENT PARAMETERS Set Parameters

Data Aquisitation Time : 1Y min

Pump : 14 2.0 e | MID

Port : C

Detector (Wavelength) Fo0NM

Column Oven Temperature : L3ec

Degasser : on

Autosampler Temperature : 1650¢

| 1
ANALYSED BY CHECKED BY
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ARNI ANALYTICALS

HPLC DATA SHEET

rument Name :- High predsure Uit d ¢ hyomalograehy Page No

iment Make - ST AR 20

strument Model No. :- L 20100y

3
strument 1D : - NeNr/rng —oo| 3of

‘Name Of Student :- Nannawave Axshay pnil

e CHROMATOGRAPHIC PARAMETERS-4

INSTRUMENT PARAMETERS Set Parameters

_ Data Aquisitation Time : 44 min

“‘ Pump : l's0 me/ mih
Port : D)
Detector (Wavelength) : 260 DM
Column Oven Temperature : yooc
Degasser : on
Autosampler Temperature 5 B 13%

e CHROMATOGRAPHIC PARAMETERS-5

INSTRUMENT PARAMETERS Set Parameters
Data Aquisitation Time : 2) Mmin
Pump 1va0 milmin
Port : A
Detector (Wavelength) : 26¢ Nm

| Column Oven Temperature : "4y 0%
Degasser i OFF
Autosampler Temperature : g oc

pihel e

ANALYSED BY | CI'ECKED BY
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AN ARNI ANALYTICALS
. TITLE MONTHLY CALIBRATION RECORD OF ANALYTICAL BALANCE
t‘_“"'"' e Analytical halante. Page No
_}:l_‘iumtnl Make :- WENSHR
lelrnmcnl“):- HF-HIIJNJFOOH | of 3
MONTHLY CALIBRATION RECORD
L Calibration by using Weights:
Observation Table: _—

Sr. No. | Reference Weightin g Observed Weight in g Welght in g (Limit: & 0.1%)

1 200.0000 2006-0 9. 199.8000 to 200.2000
™2 100.0000 g . FcY 9. 99.9000 to 100.1000

3 50.0000 S0:.690 9 49.9500 to 50.0500

4 20.0000 19.0% 6 9. 19.9800 to 20.0200

5 10.0000 ©59-999 4 - 9.9900 to 10.0100

6 5.0000 5. 080 § . 4.9950 to 5.0050

7 2.0000 1.2309, 1.9980 to 2.0020

8 1.0000 5.922 9. 0.9990 to 1.0010
9 0.5000 0. 1\€3 9. 0.4995 to 0.5005

10 0.2000 o - o5 9 - 0.1998 to 0.2002
11 0.1000 0.0t6 9. 0.0999 to 0.1001

12 0.0500 002549, 0.0499 to 0.0501
13 0.0200 6.012 9 0.0199 to 0.0200

14 0.0100 6012 9. 0.0099 to 0.0100

15 0.0050 0:008 9. 0.0049 to 0.0051

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

o~

ANALYSED BY CHECKED BY

A e
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ARNI ANALYTICALS

£ TmE

MONTHLY CALIRRATION RECORD OF ANALYTICAL BALANCE

Etrument Name :-

,l‘nm]\f ﬁm? lu!.qf\;‘,-

strument Make t-

WiENCA P

Page No

strament 110 -

APMNY [7 0N - 064

20f]

2. Test for Linearity:

"Sr.No. | Selected Welghts in g Observed Weight in g

1 96 qm 19.009 q.
3 50 9M SO- 692 9.

SE 100 4 gR Iy 9,

Conclusion: The observed weights are Consistent/not Consistent.

i
ANALYSED BY

3. Test for Eccentricity:

pd

HECKE

1 F]
A
3 4
Sr. No. | Weight Observeding 50 G- Difference in g Limit
1. At Centre-  (A) J0:696
2. At Corner 1 (B) 50-€9¢ B-A= —~(.002
3. | AtCorner2 (C) S0:69% CA= _p©. ool |*¥01%
4. At Corner 3 (D) 50691 D-A= _ 60054
X, At Corner 4 (E) 5O+ 695 E-A= _ p.001
Conclusion: The maximal Differential Eccentricity error is within limit/out of limit of Std. deviation.
pnad Y
ANALYSED BY CHECKED BY

ﬂd
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£ TITLE MONTHLY CALIBRATION RECORD OF ANALYTICAL BALANCE
rument Name & rH Pecte. tha_[t.{ Hfﬂl bedance - Page No
k '
Instrument Make - WE N she.
Jof3

i;“mmcnl ID:-

ARNT [3pls —004

=

4. Test for Repeatability :
Selected Weight in g:

[ Sr.No. [ Observed Weighting [ Sr. No. Observed Weight in g Limit
! 98A§Y 4m 6 98- 759 4m
2 9L -456 9m 7 gg -Irse Am
. \ +0.1 %
3 98358 qm 8 g 453 am™ B
) 4 98+ 1 S§yam 9 g Fg 4m
5 ag * T e 4m 10 9g ¢y
ooy ] TOTwA . 98 .7sa¥xod . p.098359 & 98-F59+0:098753
o OO loo = = 92-859%
Conclusion: Individual measurement deviation from average value exceeds/ does not exceed standard deviation.
minimw . 9%-959 - 0098759
e T 9g-6602
Remark: The instrument is found Satisfactory/ unsatisfactory for its use.
{
i e
ANALYSED BY CHECKED BY
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MONTHLY CALIBRATION RECORD OF ANALYTICAL BALANCE

Analttical Balant€
Page No.
ANENSAR
mndel No. - D3RO0 L ifs
I,'“-umcntll):- PRNT [TNS —00 Y ) |
— !
Mﬂh
MONTHLY CALIBRATION RECORD
L. Calibration by using Standard certified weights:
Observation Table: —,”TW_!—
“No. | Reference Weight in g Observed Weight in g —@W
1 | 200.0000 200.016 199.M____
2| 100.0000 Qg- 790 99,9000 to 100.1000
3 50.0000 So- 700 49.950N to 50.0500
4 20.0000 ‘9. 052 19.9800 to 20.0200
5 10.0000 CREELS 9.9900 to 10.0100
6 5.0000 S+ OR2 4.9950 to 5.0050
7 2.0000 1. 280 ¢ 1.9980 to 2.0020
8 1.0000 0-922 0.9990 to 1.0010
9 0.5000 0150 0.4995 to 0.5005
10 0.2000 o- 03 0.1998 to 0.2002
11 0.1000 b-0fR 0.0999 to 0.1001
12 0.0500 p:035 0.0499 to 0.0501
13 0.0200 6:-016 0.0199 to 0.0200
14 0.0100 p.ol g 0.0099 to 0.0100
15 0.0050 60\ 0.0049 1o 0.0051

~onclusion: The observed weights are within limit/ out of limit.

\NALYSED BY CHECKED BY
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MONTHLY CALIBRATION RECORD OF ANALYTICAL BALANCE

Name - Analytic) Balante

| bl B ( Page No.

: 5 . mrﬂ' htike:" \A\EM;HR

P rument Model No, :- DS ROCO 5 of3

w[ﬂ]ﬂ][‘ﬂtl“:" nP.M'I ,:1\“\& - OQH * I'
| |
2. Test for Linearity: |
Sr. No. Selected Weights in g Observed Weight in g .

1 2.0 9m 9. 054 gm. ‘

2 5o 9m 50-700 §M ‘

@ 3 160 4mM gp. 16& 9m ‘
|
| |

Conclusion: The observed weights are Consistent/not Consistent. w | |
‘.
| |

‘\‘%ﬁ( CHECKED BY:- ||
ANALYSED BY _ ;
| |
|
3. Test for Eccentricity: | E
L |
1 1| B= 98 Tt~ |
e ¢ = 9g-793

3 4l = 98330 |
® E = 32.3¢7 | |
Sr. No. | Weight Observed in g Difference in g Limit ‘ !
1. At Centre- (A) 9469 :

2. At Corner 1 (B) B-A= '0'003% |

3. At Corner2 (C) C-A= 0004 +0.1 % |

4, At Corner3 (D) D-A= 0O0-001 |

5. At Corner 4 (E) E-A= —0 . 002 l

Conclusion: The maximal Differential Eccentricity error is within limit/out of limit of Std. deviation.
= 9%- 79 - 92d€3 = 00085
92-793 - 9§'4€9= 0'00Y

cadcrdehion - & E—qﬂ
93930 — 98§69 = p.001

o

D- #H

s
AﬁALYSEDBY E-f = dg-4¢7 - 98.369 = -0.00L

1+

Qv | el i

CHECKED BY:-

— E — ———

|
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MONTHLY CALIBRATION RECORD OF ANALYTICAL BALANCE

__.__.‘;,‘;.;'E;Et_ Name :- AU @] Ralance
: 'Wl Make :- WeENSAR i
) /]gslrﬂmtn‘ Model No. :- DY Pooo 3 of 3
Tostrument ID : - ARNT [TNs -0oYy

4. Test for Repeatability :

Selected Weight in g:
Sr.No. | Observed Weighting | Sr. No. Observed Weightin g Limit
; a8-7¢9 6 98 .47
: gg-F32. 7 gg-430
IT. 3 98 -39 8 98 769 +0.1% .
4 98-330D 9 9¢ 7€8 -
5 98 1% 10 58-57"10
CalcalabonS = gg-#F2 X0 = 0-09RFF 2 [ L)maraluc isag;;;f;ﬂml

Joo

Conclusion: Individual measurement deviation from average value exceeds/ does not exceed standard deviation.
2) min value - 98-768 — 0039 FF2L
= 98-6£9%

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

i Yt

ANALYSED BY CHECKED BY:-

|

@ Scanned with OKEN Scanner



A - P
" _ RNI ANALYTICALS
T DAILY CALIBRATION RECORD OF 1;
— PH-METER
! PH-MeTE R
ot Make :- L-HP:’T/} A r
Lent Model No. :- LM PH — 10
nent 1D 2=
ARNT [ 3 p ~0eY 0o k5
LAy =

DAILY CALIBATION RECORD

Procedure: Refer SOP N
» * Iy 0. SOP X
Preparation Of Solutions: AABN/ING-005

pH-4.01 :-

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 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 m! of distilled water and then make it up to 100 ml with distilled water.
e This solution will have a pH of 7.0 £0.05 at 25°C.
pH-9.20 :-
e Transfer the capsule content in a 100ml volumetric flask using a funnel.
e Dissolve the contents in 10ml 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 25°C.

Observation Table:
—

pH
Sr.No. | Date 4.00 7.00
(£ 0.05) (& 0.05)
1. 20]12{22 22— %.9% 61
L= |
slope- g6 7 !
PERFORMED BY CHECKED BY
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.. Lt DISSOLUTION TEST APPARATUS WORKSHEET
~.of Name 3 DISSOLVTTON T g1-
ceent 1Dz PENT /) N{ - 00nq i
- _-_-._*.u‘nl ..“Ddtl INB. - ﬂ'}q ?0 o0
| ._ L Of Students | Ndnnamaw qtﬂ‘lﬂl{ Hlj);f lofl

NAME OF TEST -

TRIAL FOR DISSOLUTION TEST.

DISSOLUTION CONDITIONS:-

% Bis.snluliun Media | WATER

\ Media Volume lil 900 mL
i Apparatus | USP TYPE Il PADDLE
RPM 1 100
Temperature | 37.0+0.5°C
lTime 45 Minutes
PREPARATIONS:-

Pour 900 mL of dissolution medium in each vessel. Allow sufficient time for the dissolution medium to |
equilibrate a1 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

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

10 mL aliquot from @ 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.

preseel—
ANALYSED BY CHECKED BY:-
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f . “ARNI ANALYTICALS

DISSOLUTION TEST APPARATUS WORKSHEET

poemd Name - DISso LUTTD.M 'Tt ST P N
age No,
mul“ "] nPNJIJF‘lf—OOQ
nument ModelNo. -}y ¢ _ g 6005 1 of 1
e OF Students Nannquave. pkshay Ani|

NAME OF TEST ;-

TRIAL FOR DISSOLUTION TEST.

DISSOLUTION CONDITIONS:-

|G Dissolution Media \alatey
| Media Volume 00 A
| Apparatus USP TYpe @™ pAPILE
'| RPM T
1 Temperature Q3 0c 1 0.7°%
Time 45 minaes
PREPARATIONS:-

| goome 0F Nolume, of wakey 1m boddl - Alow Sufficient ATme FOV
Hhe disgelubitms medium Ao equldbyoke. at 21% 10 5T . Ad futt 54"""‘""}5

;'elememl gpeed \0gYpm- €aeh oOne Ceupede Inesch op Six padd|

| and adiudt+he Paddle Nthe dlSsolutien $o thed there [ § a grishance

26mm 1 2 mm behween bottom of He Padd te and inSide botton

OF 4he vessle . Start Hhe apprahar . Pt +Hhe ead of Speed eled Hmd
interval , widroud

oML aliquet Prom a 2one m‘amaq bhetwreen
the surfure OF the disColutro Mmedium and «F +op of Yotatin

19
Padd le+ Furtthex diluke Z2mi o F Yhe above <olution to 25 mm
Wit W5Co [ uHvn mediur .

e i

ANALYSED BY

CllECkP D B\ -
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F . f TITLE UV-SPECTROPHOTOMETER WORKSHEET
y ._ ament Name :- U - SPGC PyoPhoto me ferr. Page No.
strument 1D : - ﬂ'r‘hlr{3\\\3*ggq__
| Instrument Model No. :- LraSP - Uy = '00R e
Name Of Students Nannawate Axshay anif
' 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-SPECTROPHOTOMETER WAVELENGTH :- 273nm i
~ieinht accuvately o M3 6F calfine stapdasrd Tna oo mi Yolume b Rl e,

Al o ma OF water gonicode PFov Smin 70 cormplete dissolNe, meokempP l
p FHL Nelune woith watker puvthes dilute SmML 6 F1he etbove_ go)n o |
SO ML (nith water, .

ANALYSED BY CHECKED BY:-
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TITLE

N ARNI ANALYTICALS

UV-SPECTROPHOTOMETER WORKSIHEET
ment Name :-

Ov - spechy ophofome fer wloriche (1’ Page No.
trument 1D : - ARNT [INS - 0o
Instrument Model No. :- LMY{P -Pyv - lvod
’ : 1of |
Name Of Students N{]nnq@aTE' nlp_l;hmf Hﬂjl
Date:-
NAME OF PRODUCT - Cafreing
WORKING STANDARD NO. .
POTENCY -
INSTRUMENT ID APNT |JTNS -0 0=
LY
NAME OF TEST :- ablovhan(e o taffiene. ( \laneleny th scm)
PREPARATIONS:-

STANDARD PREPARATION :-

. r N \C. r?—fﬂtft.,
'\rFelgh'f O(fu'raJ‘El\]‘ 16 mg oF coffrene standavd 1n oo md Voludne b

Add 6omL OF watey gonltate. FOY cmin MO rnmple_'l-g,hf driselve  malce OP
the ~notume With Watev.

\
Further dlluke & me of +he above soluHo, 40 $o wie with waker
UV-SPECTROPHOTOMETER WAVELENGTH :-
Welght takfitng - 1omq
\»Jax'éieﬂ.g}-ﬁ - ‘l‘-_-f'—“_-; hrn - mq'}t;mum
265 — ™I DI™MUND.

2F3mm

| OBSERVATIONS:- ol FPlene ~anelength — 233 hm

233 by

——

MAXIMUM ABSORPTION WAVELENGTH

U

ANALYSED BY
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