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Description

Specification and Tests of Teneligliptin Tablets 20 mg

HPLC Data Sheet

Monthly calibration record of analytical balance

Daily calibration record of pH- Meter

Dissolution Test Apparatus Worksheet

UV- Spectrophotometer Worksheet
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TENELIGLIPTIN

Introduction-

Teneligliptin is 2 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 ta produce more insulin only when required and reduces the liver’s bload

sugar fevel when not needed.

Chemical Formula- C22H2oNs0s

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-
1. Average weight test
2. Uniformity of weight
3. Thickness
4, Dimensions
5. Hardness
Chemical Tests-
1. Dissolution Test

2. Separation Technique ( HPLC)
3. Absorbance

Structure of Teneligliptin-
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~ ARN ANALYTICAL

FINISHED PRODUCT SPECIFICATION AND TF‘%T METHOD
l‘\’\Mi (}l PRODUCT : TENELIGLIPTIN TABLETS 20 MG PAGE NO.:- Page | of 4

s e

CIFICATIO TS OF TENELIGLIPTIN TABLETS 20 MG
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 chromatogram of the

standard preparation, as obtained in the “Assay”.

Average weight of Tablet | 283 mg + 7.5%

J
4 Uniformity of weight 283 mg + 7.5% (Between 261.8 mg and 304.2 mg)
5
6

: Dissolution Not less than 80.00 % of labeled amount is dissolved in 45 minutes :
! Assay Not less than 90.00% and Not more than 110.00% of Label Claim t
L (Between 18.00 mg and 22.00 mg per tablet) |
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ARN ANALYTICAL

FINISHED PRODUCT SPECIFICATION AND TEST METHOD

NAME OF PRODUCT : TENELIGLIPTIN TABLETS 20 MG

PAGE NO.:- Page 2 of4

2) Ildentification:

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™.

TEST METHOD

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

3) Average weight:

TABLETS-1 389 TABLETS-6 296
TABLETS-2 DeF TABLETS-7 s8¢
TABLETS-3 286 TABLETS-8 286
TABLETS4 293 TABLETS-9 188
TABLETS-5 98¢ TABLETS-10 289

AVERAGE WEIGHT:-

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

=086.9 f-'ﬂg .

LIMIT: 283 MG = 7.5%

value.
TABLETS-1 0asg TABLETS-6 ‘08¢
TABLETS-2 085 TABLETS-7 253
TABLETS-3 0 ag TABLETS-8 289
TABLETS4 085 TABLETS-9 b0
TABLETS-5 3989 TABLETS-10 2ag.

MINIMUM WEIGHT :-

ng2. MY

MAXIMUM WEIGHT :- 298 - mg9 .

LIMIT: 283 MG £7.5% (BETWEEN 261.8 MG AND 304.2 MG)
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| /N| ARNANALYTICAL

FINISHED PRODUCT SPECIFICATION AND TEST METHOD
NAME OF PRODUCT : TENELIGLIPTIN TABLETS 20 MG PAGE NO.:- Page 3of4

5) Dissolution (By HPLC):
Dissolution Parameters :

Medium : coaten Rotatory Speed [: [ 5 -ppm
Volume : goo M| Temperature :| 839°% + 0.5°C

Apparatus : UsP TgPG 11 Time : Lpsml'n
Standard Weight :- §2.43 -Mmg -

Potency:- g9.36:
Ws 000 P _ 42657
A 22 x 100

Calculations: igliptin (% =—X X
alculations: Teneligliptin (% Drug Release) = 100 ¢ 100 * 62886

, |2 . -
c.6F12 32.43 5, 9985 L 42657 400 11q1a.],

Tablet 1=
c.55 66, 100~ 5o 100 628.86

6+ 6362 82.43 .46 426.57 )
T —— = I=xh : = ||2.8¢/:
Shissa o.R5¢€c. 100 ‘2< X 100 x 628.86 x 100 /

e«5F53 , 32.45 4 99.86 ., 426.57
Tablet 3= X - SAE% X - % % = j02.l6-/.
e = . 556¢. 100 56 100 sza0 ~ 100 /

0. . :
___©-686c,, 3 93 x 6y 99.8G6 X42657>(100= l2.949:].
e.55€¢ 100 #6v 100 628.86

0F4H20 892,43,¢., 99.86 , 426,57
= Fo = 181 s - PO
e ShO- bhee X 100 ©¢ 100 3 628.86 x 100= 1 }

0.5685 *, 32.43y 99.86 ', 426.57 _ 99.1%+/-
Tablet 6= 5 =2z 00 B ; 100 x628.86><100_ {

H9.19+ 112.8+l02.le +112.94 + 13136+ 99.1% . _ |5/
.00

Average:- s 7

Limits: Not less than 80.00 % of labeled amount is dissolved in 45 minutes
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ARN ANALYTICAL
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FINISHED PRODUCT SPECIFICATION AND TEST METHOD

NAME OF PRODUCT : TENELIGLIPTIN TABLETS 20 MG

T W—

i PAGE NO.:- Page40of4

6) Assay (By HPLC):

Chromatographic Conditions:
Column 2] Cig (160 min X 4.5 mm ) 5.1um
Pump mode :| Tse craHc
Mobile Phase RBuffer * acefoniizile ((20:20)

| Flow rate :| L.oml [min
Injection volume 20 AL
Column Temperature 3c’c
Wavelength 210 nm
Preparation of solutions:

Standard preparation:

Take ‘@ -29.48 Mg of Tenehgliptin Hydwe-bramide hydrade - -

‘toerking ston

e  Sample preparation: CAS—EJQS,L\_:"

tok e Hee

M&mii ZE— S
"}Cbble;f - mMoke. O_,E_‘S(z‘lm/;i-fx[egc,_])

matl aed

Standard Weight :- 2.6.48
282

Sample Weight -

deksl fo lcom| vAF-p add - oSates in 4o 1& apte

lo +ablets 3 find +iere az?g':'o-lga Ee
ab toble affer crusiusy Haeod
I ool VF ap‘ro.:ﬁ.«_&

“eseight als —t=blet

st _uas 11 o~

Average Weight - 28¢69  9g29.33.

Potency - 99.85 -
* Calculations:
6 of Tenetiatin Atx Ws 100x P waX«szs.sv 100
oot Tenelighptin=y 2 % To0 " we * 100 62886 = LC
99-85 - |
' ' . 100 P 426.
13936888 09 %8 w 2g2.08% 12657 100
J4490846.5 100 289 100 628.86 20 -
= 949.%5°)
e 00 5%55 2
: , 1 ) 4
2) 11688085 29.48 % X222.33 X 6.57 100
14496846.5 100 282 100 628.86 20
= Bo «6 | /.

Average :-

=> 94.%51 50-61/:1 = TF.cee/,
Limit: Not less than 90.00 % and not more than 110.00 % oftt_:_ﬁ%'he claim
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FINISHED PRODUCT SPECIFICATION AND TEST METHOD
NAME OF PRODUCT : TENELIGLIPTIN TABLETS 20 MG PAGE NO.:- Page 2 of 5J

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%

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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~ 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 1 | Water Rotatory Speed |: | 75 rpm

Volume : | 900 mL Temperature : | 37°C £0.5°C
Apparatus : | USP Type ll (Paddle) | Time : | 45 Minutes

) 11.1 Preparation of Solutions :
*  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
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 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:

Measure the absorbance of the resulting solution at 210nm.

Calculations:

Teneligliptin

At Ws _ 900 P 426.57
(% Drug Release) =— X — X — X — X X 100

As 100 LC 100 628.86

Where,
At = 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.
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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A\  ARNI ANALYTICAL

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

| 13) Assay (By HPLC):
e Reagents Required:

[ Sr.No. | Name of Reagent Grade
1 Water HPLC grade
2 Acetonitrile HPLC grade
| 3 Octane- | -sulphonic acid sodium salt AR grade
| 0 4 O-Phosphoric acid AR grade
13.1 Chromatographic Conditions:
Column 1| 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 1| 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.!M Potassium dihydrogen orthophosphate in 1000 mL of water; -I
I; q Prepare a mixture of Buffer, Acetonitrile (60:40 v/v), filter through 0.45 p filter and degas. ‘
i 13.3 Preparation of solutions: 1

-’ 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 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. It should comply with the system suitability criteria as mentioned.
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/‘N l ARNI ANALYTICAL

FINISHED PRODUCT SPECIFICATION AND TEST METHOD
NAME OI I'ROI)UCI ¢ TE Nl ILIGL II"I IN TABLETS 20 MG PAGE NO.:- Page 5 of 5

o Theorcticnl plntc for T cncltgllptin 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.
* Calculations:

WS' 100 P 426.57 100
mg/tab oflcncllghptm >< 100 s X o0 X Aw PRy
Where,
At = Area of the peak due to Teneligliptin obtained in the chromatogram of sample preparatior
Ag = Mean area of the peak due to Teneligliptin obtained in the chromatogram of standard

preparation,
W = 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.

426.57 = Molecular weight of Teneligliptin,
628.86 = Molecular weight of Teneligliptin Hydrobromide Hydrate !

Limit; Not less than 90.00 % and not more than 110.00 % of the label claim |
|
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ARNI ANALYTICALS

= TITLE HPLC DATA SHEET
Instrument Name :- MPLc Page No
Instrument Make :- SHI MA DA U
Instrument Model No. = Lc 201 C HI
Instrument 1D - - ARNT -/INS ~ 00 | e

Name Of Student :-

Pagae Tanujo. Anil

HPLC DATA SHEET

¢  HPLC Parameter settings:

* Make 3 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.

* Save the Method Parameters with a file name. l
* Download the method to the instruments.
¢ CHROMATOGRAPHIC PARAMETERS-1
INSTRUMENT PARAMETERS | Set Parameters ; |
 Data Aquisitation Time | le-min
Pump : | l.eoc ml]min
. Port | ; A I
Detector (Wavelength) | | 210 nm '{
Column Oven Temperature E ‘ 2¢cc 3
| Degasser ; 2 on . E
Autosampler Temperature t : g lo°c - !

@"ffﬁ

ANALYSED BY
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S\ ARNI ANALYTICALS
TITLE HPLC DATA SHHEET
Instrument Name :- HPLC Page N
age No
Instrument Make :- SHIMA DZU
Instrument Model No. :- J.e o 20l *CHT
Instrument 1D : - ARNT -fIHS ~00 | 20f3
N = ] ']
ame Of Student : qum Tounou jeu AN il
¢ CHROMATOGRAPHIC PARAMETERS-2
INSTRUMENT PARAMETERS Set Parameters
e Data Aquisitation Time 13 m/'n.
Pump 0. %0 ml! aalla)
Port g o
Detector (Wavelength) : 229 -nm
Column Oven Temperature L40%
Degasser : off -
Autosampler Temperature - Yc
¢ CHROMATOGRAPHIC PARAMETERS-3
INSTRUMENT PARAMETERS Set Parameters
. Data Aquisitation Time : 22 min.
mp ; l.20 -mi| min
Port : A
Detector (Wavelength) hEo NM
Column Oven Temperature : 80°¢.
Degasser : OLf -
Autosampler Temperature : 15%
ANALYSED BY CHECKED BY
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I AN\ ARNI ANALYTICALS
TITLE HPLC DATA SHEET
I ..
nalrument Name : H Ple Page No
Instrument Make 1. 5” -_rH n n: L'i
Instrument Madel No. :- le 2e¢lo CHL
Instrument 1D : - flRHI!JJ"-JS—DC‘ Jof3
Name Of Student :- a »
— paga.t Tancga Anil
* CHROMATOGRAPHIC PARAMETERS4
j__l.‘\'STRL'M ENT PARAMETERS Set Parameters
| Data Aquisitation Time : Semin
H. | Pump : ). 50 mi] min
J Port - 8
I Detector (Wavelength) i 260 NM
E'_Colnmn Oven Temperature 4 : 80°c
| Degasser | : off
. Autosampler Temperature I : 15
¢ CHROMATOGRAPHIC PARAMETERS-5
INSTRUMENT PARAMETERS Set Parameters
Data Aquisitation Time : o mIn
)
@ Pump : ©.co ml | min
J Port . -A
| Detector (Wavelength) : ot
Column Oven Temperature : 0 fF
Degasser ofFfF
Autosampler Temperature OFfF -
CHECKED BY

ANALYSED BY
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| ARNI ANALYTICALS
TITLE HI'LC DATA SHEET
Instrument Name 3- Hple
Instrument Make :- BHIMADpZ0 Page No
| Instrument Model No, :- 1 c scle CHZ | of |
Instrument 1D : - ARNI ’ NS - 00|

DATA SHEET

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

*  Chromatographic Conditions:

A stainless steel column

l Dimentions :-

'| . Column Length :- 15 em x Dinmeter:- 4.6 mm ; Particle size :-5pum

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

Stationary PPhase ;- Packed with octadecylsilyl (C18) silica gel

! Data Aquisitation Time 7 Minutes

! _l;ump (Flow Rate) 1.00 ml/min

| Port A

; Detector (Wavelength) 273um ,
h} Column Oven Temperature 30°C

| Degasser Oofr

! Autosampler Temperature OfT

: . e MOBILE PHASE PREPARATION :-

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

¢ STANDARD PREPARATION :-
Weigh accurately 20mg of Cafleine 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




Pagan ']‘[‘EHL‘L{(_L ARl

— R P
\ ARNI ANALYTICALS
. TITLE HIPLC DATA SHEET
| Instrument Name :- Hplc Page No
Instrument Make :- SHT MAD2O
| Instrument Model No, :- e oolo CHT Lof ]
|| Tnstrument [D : - AR NI -}J.NS - 00 |

| NAME OF STUDENT :-
| DATA SHEET

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

] . . - ww
*  Chromatographic Conditions:

1 . Column
Data Aquisitation Time 15 min
Pump (Flow Rate) L5 ml[min B
Port A 0
Detector (Wavelength) 093 nm
Column Oven Temperature 3o0°c
Degasser oL ;
Autosampler Temperature offr -

« MOBILE PHASE PREPARATION :-

Prepeure. o miseture of - wujmromd meﬁuﬂdiuw
& e et Vvadame 140 ¢ 6o raeefaechxg—ely.

« STANDARD PREPARATION :-
coelpld acewkadely 00 My ceffeine  dilate £ 30 - loo m|
Vedwmetric Flask. . 'ﬂ)e;ﬂ Take smM[ "GP + oflede A1

I'n 6o M1 " Vadeem eFoic Mas k
o SEQUENCE OF INJECTION :-

Name of Solution No. Of Injection
Blank coccten™
Standard caffeine .

CHECKED BY ’

ANALYSED BY
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AN ARNI ANALYTICALS
TITLE MONTIILY CALIBRATION RECORD OF ANALYTICAL BALANCE
lnslrumv;ut Name :- ANA L"I"T-T('HL BALAMNCE - Page No
Instrument Make :- H ENS A R
Instrument ID : - A RMII 'TNG — o0y il
MONTHLY CALIBRATION RECORD
L Calibration by using Weights:
Observation Table:
|| Sr. No. | Reference Weight in g Observed Weight in g Weight in g (Limit: = 0.1%)
1 200.0000 199 . 99 199.8000 to 200.2000 {
' 'Z 100.0000 gs ':? 5" 99.9000 to 100.1000
3 50.0000 50.693 49.9500 to 50.0500
4 20,0000 19,043 19.9800 to 20.0200
5 10.0000 9.398 9.9900 to 10.0100
6 5.0000 5. 080 4.9950 to 5.0050
7 2.0000 1.8983 . 1.9980 to 2.0020
3 1.0000 0.9 I,?_ 0.9990 to 1.0010
9 0.5000 0.151 0.4995 to 0.5005
0.2000 0.103 0.1998 to 02002
0.1000 - 0.0999 to 0.1001
0.0500 0.03% 0.0499 to 0.0501
0.0200 0.0)3 0.0199 to 0.0200
14 0.0100 0615 0.0099 to 0.0100
15 0.0050 0.0085 - 0.0049 to 0.0051

Conclusion: The observed weights are within limit/ out of limit.
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N ARNI ANALYTICALS
TITLE MONTHLY CALIBRATION RECORD OF ANALYTICAL BALANCE
Instrument Name :- AN A LTT:]' cAl BRALANCE Page No
Instrument Make :- LIENS AR
Instrument ID : - ARNY | ING- 004 20f3

2. Test for Linearity:

Sr. No. Sclected Weights in g Obscrved Weightin g
1
o  gm Bo.q0 ¢
2
@
200 200 .0

Conclusion: The observed weights are Consistent/not Consistent.

Gosys pd |
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) 98.358

2. At Corner 1 (B) 98.%60

B-A= +0.002

3. At Corner2 (C) 98. %60

- = o
C-A 0.009 =01 %

At Corner 3 (D) gg'l‘:fBB

D-A= -0.005

At Corner 4 (E)

98-358

E-A=  —6.003

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

@if,f”t leo=ten | #/e

—

ANALYSED BY

, 93.958= + 6.093%758 /-

CHECKED BY @"‘
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ARNI ANALYTICALS

ANALYSED BY

TITLE MONTHLY CALIBRATION RECORD OF ANALYTICAL BALANCE.
Instroment Nume - n K \r TYCAL - AAaLRhMNCFE Page No
Instrument Muke ;- LIt Moa P
Instrument 1D @ - AR”II ':ng.. 00 ,P Jof3
4. Test for Repentability :
Selected Welight in g: ;00 gm = j 0.l .j, ‘98 .4 52 _15 CGEYEE '/4 !
Tks_r—lﬂ*t:—_ “Observed Wcight Ing 1,, Sr.No. | Observed W;:‘l“ﬁhﬁ;;g ] lllmli
1 ‘ ' gg ';rjg _‘:‘ 93. '-!‘H' ,
3 gﬁ' "{[)‘LI 8 HE*CIBLG i‘.“.l% I
e 4 98. 751 9 92456 |
S 937K 0 92 .95
high 1lmif= 92,968+ 0.0937 62 = 92,8667 |
loo dimit= 98,958~ 6.092952= 93,6592
Conclusion; Individual measurement deviation from average value exceeds/ does not exceed standard deviation.
Remark: The instrument is found Satisfactory/ unsatisfactory for its use.
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\ ARNI ANALYTICALS
= AW
TITLE MONTIILY CALIBRATION RECORD OF ANALYTICAL BALANCE
1 [ 3 . %
nstrument Name :- ANALNYTICAL- BRLANCE Page No
Instrument Make :- L ENGAR "
Instrument Model No, :-
| lof3
InstrumentID:- ‘ARNI [ TNS- 004

. NAME OF STUDENT:-

MONTHLY CALIBRATION RECORD

L]

L Calibration by using Standard certified weights:
| Observation Table:
i Sr. No. | Reference Weightin g Observed Weight in g Weight in g (Limit: + 0.1%)
1 200.0000 9200.086 199.8000 to 200.2000
; 2 100.0000 98, 18 99.9000 to 100.1000
| 3 50.0000 50 - ¥08 49.9500 to 50.0500
| 4 20.0000 |do ©F6 19.9800 to 20.0200
H 5 10.0000 10 .00 9.9900 to 10.0100
|. 6 5.0000 .08 4.9950 to 5.0050
| 7 2.0000 p ¢ 1.9980 to 2.0020
]' 8 1.0000 Jo ,?93339 0.9990 to 1.0010
! 9 0.5000 04164 0.4995 to 0.5005
| 10 0.2000 0.0 0.1998 to 0.2002
. 11 0.1000 0058 0.0999 to 0.1001
i. 12 0.0500 0.036 0.0499 to 0.0501
H [ 13 0.0200 0:019 0.0199 to 0.0200
[ 14 0.0100 0.013 0.0099 to 0.0100
15 | 0.0050 0.012 0.0049 to 0.0051

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

A NA.;J\'SEI} BY CHECKED BY:-
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N\ ARNI ANALYTICALS

TITLE MONTHLY CALIBRATION RECORD OF ANALYTICAL BALANCE
Instrument Name - Ancl L ':!l:t"(-‘f ( _-XJ_(\{_Z{L{LC(_(_‘ Page No.
Instrument Make :- C&E’fz:ﬁ.@ o

F lﬂ“mmem Model No. :- 2 of 3
Instrument 1D : - ARHI) TNG— OO(;: .
2. Test for Linearity:
Sr. No. Selected Weights in g Observed Weight in g
1 Q00 D00.08¢
2 lo0 98,785
@ Ko Go.Y06 .
Conclusion: The observed weights are Consistent/not Consistent.
(=TT - Wi
ANALYSED BY CHECKED BY:-
3. Test for Eccentricity:
1 2
A
. 3 4 —
dirf= =+ '0:09528 -

Sr. No. | Weight Observed in g Difference in g Limit

1. At Centre- (A) 19066

2. At Corner 1 (B) 'l\g,_ng‘c} B-A= +6.00/

3. At Corner 2 (C) (9,066 C-A= 0 =0.1%

4. At Corner 3 (D) 19.06% D-A= +0.00]

5. At Corner 4 (E) §9.056 E-A= 0.

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

19 :i056=t0:09598-/. .
Ry =28/ T

| ANALYSED BY CHECKED BY:-
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AN ARNI ANALYTICALS
TITLE MONTHLY CALIBRATION RECORD OF ANALYTICAL BALANCE
[ 1ost - | beadonce
| rument Name /%WCIJX#’JLL"FCLL Fage No.
Instrument Make :- cSen e

| Instrument Model No. :- 3 of 3
Instrument ID : - ﬂ:RHII IN\S-'OO‘C} b

4. Test for Repeatability : - -0.l000

cf l{)fﬁ-: %. I]Oca:? A

Selected Weight in g: }3 811-)

Sr.No. | Observed Weighting | Sr. No. Observed Weight in g Limit
1 0001 6 9.999
(&) 2 Jo.003 7 1. 00|
| 3 9.99% 8 Joi00] =%
4 o.000 9 lovoo| 1
5 |os00) 10 | 0003

pigh limit= 40.002+ 0. Tecon = 1010202
locs it = 10.002 #= 0. ]0000= 9.8¢158

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

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

15
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. pH-7.00 :-

. pH-9.20 :-

Observation Table:

* 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.

®  Transfer the capsule content in a 100ml volumetric flask using a funnel. |
* Dissalve 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 0f 9.20 £0.05 at 25°C.

— i — f— - — B |
ARNI ANATYTICAT S |
AWS L 1 d Rl VR EL R —d RS I
TITLE DAILY CALIBRATION RECORD OF pH-METER
| Instrument Name - H—
._l_ P m C-'h' 8 Page No
| IPstrument Make :-
‘ LAB— MAN
| Instrument Model No. »- LMPH < lo 1 of 1
| Ins L.
| nstrument [ : ﬂRNI— -!UNS'—ODB‘
DAILY CALIBATION RECORD
. Procedure: Refer SOP No. : SOP/ARN/INS-005
. Preparation Of Solutions:
. PH-4.01 :-
*  Transler the capsule content ina 100mi volumetric Nush Using a lunnch.
I. * 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 pl1 of 4.0 £0.05 a1 25°C,

*  Transfer the capsule content in a 100ml volumetric flask using a funnel,

Sr. No.

Date

PERFORMED BY
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N\ ARNI ANALYTICALS
TITLY DALY CALIBRATION RECORD OF plI-METER
Instrument Name :- PH -~ metrer Page No
k Tostrument Make :- “{AB- MAN
Instrument Model No. t- LeirH - 1o ol
Instrument 1D : - ARNT } TNS - 006
DAILY CALIBATION RECORD
o Procedure: Refer SOP No. : SOP/ARN/INS-005
. Preparation Of Solutions:
. pH-4.01 :-
|

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

« Dissolve the contents in 10 m1 of distilled water and then make it up to 100 ml with distilled water.

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

. PH‘T-OO -
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 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.

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 9,2
(% 0.05) (£ 0.05)
\ 'Iojlﬂ.'lﬂ_ L"O] ‘:?.DD Se]g i

Slope = loo -/-

Gy o

PERFORMED BY CHECKED BY
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ARNI ANALYTICALS

DISSOLUTION TEST APPARATUS WORKSHEET

u'

TITLE
Instrument Name :- Dibo ekt e Teqt LC‘l'}'-Lp potls Page No.
Instrument 1D : - ARNT } ITNS ~ 003 -
l. Instrument Model No, :- he Boo0 | of 1
Name Of Students

NAME OF TEST :-

;Qm_‘:mf( ' Tcmcu'm Anfl
] ~

TRIAL FOR DISSOLUTION TEST.

DISSOLUTION CONDITIONS:-

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

Pour 900 mL of dissolution medium in each vessel

 Allow sufficient time for the dissolution medium to

f equilibrate at 37°C + 0,5°C. Adjust stirring element speed to 100 rpm. Place one capsule in each of six paddle

]
}
h

f
i
l

and adjust the paddle in the dissolution medium so that there is a distance of 25 mm = 2 mm between the bottom

“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.

YA
ALYSED BY

YO

CHECKED BY:-
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A\ ARNI ANALYTICALS

TITLY DISSOLUTTION TEST APPARATUS WORKSHEET

Instrument Name :- Elf.’;‘&ﬁ-}f—t{ . Jrot app bacder s Page No. !

ARMN3I | TNG -~ 008" |
Inttrument Model No, :- DS ReoO [ofl

Payas  Tanufa Anl|

| Instroment 1D ; -

Name Of Students

 NAME OF TEST :-

TRIAL FOR DISSOLUTION TEST. ‘

DISSOLUTION CONDITIONS:-

. Dissolution Media cSecter )
| Media Volume Qoo M|

Eppamtmis Usp T‘jPE I 'Pd-c].cu-&

RPM loa

Temperature 9%.0 1 0.5°¢C

Tme | 46 minufes —
' PREPARATIONS:-

nPour "gceml "of roater IN each vessel .

) lf_““-"f- 465 min Hme for the disgalubian mecli'cem o ec{.:.urf.i"f::?:d;a
@ o 37%C + 0.5¢

3) adjast 6HINNG -element speed o 100 RFM

4) odjust Ttee 'Pct-cjdle wn dissalut medi'aum Go Hod Hherr oo

dislance af 25 mm o mm -heuseen e baHoem ok dtee
poeklle wnd ~Inside batHam af de ~vessel ,gten stabt pudy

SJ.CL'H'EVU "AH MmN . cs1th drag -Hee 16 ) odiq uet Fr&m oL
@DLCJ" ak Hee !3@5«9"—

Y
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TITLE UV-SPECTROPHOTOMETER WORKSIHEET
Instrument Name :- OV <5 Rttfhi c‘;tll\gg} omete Page No.
Instrument ID : - ARNT J ‘NS —-0092
Instrument Model No. :- Lpgp — 0V fooB - | of |
Name Of Students pﬂ%ﬁﬂ Tanuq‘a_ Aﬂﬂ

o

NAME OF TEST :-

1) PHOTOMETRIC ANALYSIS
2) WAVELENGTH SCAN

5REPARATIONS -

STANDARD PREPARATION :-

Weigh accurately 10mg of Caffeine standard in a 100ml volumetric flask, add 60m! of water sonicate a

for S minutes to completely dissolve, makeup the volume with water.

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

’ UV-SPECTROPHOTOMETER WAVELENGTH :- 273nm

Y8y,
CHECKED BY:-
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A CALS |
AN ARNI ANALYTI |

TITLE UV-SPECTROPHOTOMETER WORKSHEET :
Instrument Name :- A "_5[’“"—1‘1@1’ !\cdg_mp_‘}@;a" Page No.
I Instrument ID : - ARNT } TNG— 00 2-
Instrument Model No. :- L Msp — W OV loo B - lofl :
Name Of Students f’cé‘qa/'tf‘ Tan U-e].CL AN ') |
= —t
Date:-
NAME OF PRODUCT : caffelie .

I WORKING STANDARD NO. | : - |
POTENCY : -
INSTRUMENT ID * | ARNI ] INC =002 :

| NAMEOFTEST:-  19ewvelergte Lccn |

|
| |
| PREPARATIONS:- ‘
| STANDARD PREPARATION :- !

oot accuzettely fle Mg -of cofFeine standasd “In e leo m] |

Velametste Flask add ‘60 m) of costes Gcnitede e 5 MmN |

to CWﬂPldEJT dissalve ‘mockewp  Jie valume coith wsaten |

| Fertten di Bml ar obonse aleHan 4o Soml et~ |
| the

. C/G

| UV-SPECTROPHOTOMETER WAVELENGTH :- |

welght wcoffere = lomg [

Oaselergth 2#8nm 1

|

|

| .
| OBSERVATIONS: carfeline wadstlerg iz aog nm
| MAXIMUM ABSORPTION WAVELENGTH

‘Mox '=233nm

pezs
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