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TENELIGLIPTIN

Introduction-

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

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

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

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

It works by blocking the action of DPP-4 (an enzyme that destroys the harmone ‘Incretin’). The
enzyme ‘Incretins’ helps to produce more insulin only when required and reduces the liver’s blood
sugar level when not needed.

Chemical Formula- C22H30N6e05

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.
4

Physical
Chemical

Physical Testing-

WY Bl e

Average weight test
Uniformity of weight
Thickness
Dimensions
Hardness

Chemical Tests-

1.
2.
3.

Dissolution Test
Separation Technique ( HPLC)
Absorbance

Structure of Teneligliptin-

o,

N
M_ N\_/N NH Q
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. ARNI ANALYTICAL

T FINISHED PRODUCT SPECIFICATION AND TEST METHOD
_T_\I_AME 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.
i ) *  Calculations:
| s 100 P 426.57 _, 100

At —
mg/tab of Teneligliptin =— X —— X — X — X ~
g/ eneligliptin AS X 100 x wt X 100 X Aw 628.86 LC
Where,

At 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 claim in mg.

Aw = Average weight in mg.

Wr = 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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FINISHED PRODUCT SPECIFICATION AND TEST METHOD

i EAME OF PRODUCT : TENELIGLIPTIN TABLETS 20 MG PAGE NO.:- Page 1 of 4

SPECIFICATION AND TESTS OF TENELIGLIPTIN TABLETS 20 MG

Tests

Specification

Description

Yellow coloured, round shaped, film coated tablets, plain on both sides.

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%

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

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)
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"ARNI ANALYTICAL

FINISHED PRODUCT SPECIFICATION AND TEST METHOD

NAME OF PRODUCT : TENELIGLIPTIN TABLETS 20 MG PAGE NO.:- Page 2 of 5
I'———_____‘_____‘______

TEST METHOD

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

2) Identification:

The retention time of the princi

pal 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)
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/_/JN ARNI ANALYTICAL

| | NAME OF PROD T - Page 3 of 5
| | AME OF PRODUCT : TENELIGLIPTIN TABLETS 20 MG PAGEND: bager.)

5) Dissolution (By HPLC):
Dissolution Parameters :

Medium : | Water Rotatory Speed |: | 75 rpm
Volume : | 900 mL Temperature : | 37°C £0.5°C
Apparatus | : | USP Type Il (Paddle) | Time : | 45 Minutes

'311.1 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 210am.

r) Calculations:

Teneligliptin
Ws 900 P 426.57
—X—X—X——x100

t
0 e
(7% Drug Release) =20K 06 . 10 100 628.86

Where,

AT = 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.
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
e ______-_-_-_—__——————__.___
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FINISHED PRODUCT SPECIFICATION AND TEST METHOD

| | NAME OF PRODUCT : TENELIGLIPTIN TABLETS 20 MG PAGE NO.:- Pa
13)  Assay (By HPLC):
¢ Reagents Required:
Sr.No. | Name of Reagent Grade
1 Water HPLC grade
2 Acetonitrile HPLC grade
| 3 Octane- I -sulphonic acid sodium salt AR grade
| Ty 4 O-Phosphoric acid 7 AR grade o

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, 210 nm

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

e Preparation of Buffer:

13.3 Preparation of solutions:
e Standard preparation:

e Sample preparation:

Weigh 10 tablets and determi
powder equivalent to 20 mg of Teneligliptin o a 100 mL dry volumetrc 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.
[nject 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.

13.2 Preparation of Mobile Phase:

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 y filter and degas.

Weigh and transfer accurately about 20 mg of Teneligliptin (29.48 mg Teneligliptin Hydrobromide
Hydraté) working standard to a 100 mL volumetric flask add 70 mL of water and sonicate to dissolve

and make up the volume with water. A0 t p

=TN0 |
ne average weight. Crush the tablets to a fine powder. Weigh an

ge4of5 ]

d transfer
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EST METHOD K

FINISHED PRODUCT SPECIFICATION AND T |
| PAGE NO.:- Page 20f4 ||

N
AME OF PRODUCT : TENELIGLIPTIN TABLETS 20 MG

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

TEST METHOD

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

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

3) Average weight:

gram of sample preparation should correspond to

TABLETS-1

290 TABLETS-6 ! N 86

TABLETS-2

NJAK TABLETS-7 : nNg6

TABLETS-3

084 TABLETS-8 : n &)

TABLETS-4

0 %6 TABLETS-9 |: 5 9

TABLETS-5

a9} TABLETS-10 | : 0q7

AVERAGE WEIGHT:-

N366 = 5 RE

LIMIT: 283 MG £ 7.5%

")) Uniformity of Weight:
Select randomly 10 tablets an
value.

10

d weigh individual tablet. Calculate average, the minimum and maximum

[TABLETS-1

090 TABLETS-6 | : 226

TABLETS-2

08’8 TABLETS-7  |: 026

TABLETS-3

0 Y TABLETS-8 |: 5 2l

"TABLETS-4

nge TABLETS-9 |: 01 G

TABLETS-5

TABLETS- :

MINIMUM WEIGHT :- 0 &)
MAXIMUM WEIGHT :- O 9 1

LIMIT: 283 MG £7.5% (BETWEEN 261.8 MG AND 304.2 MG)
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FINISHED PRODUCT SPECIFICATION AND TEST METHOD

[ ————5_ Page3of4 | |
| [ NAME OF PRODUCT : TENELIGLIPTIN TABLETS 20 MG PAGENO.- Page30f? | )
! 5) Dissolution (By HPLC): — |
? Dissolution Parameters : '
Medium - WAl Rotatory Speed 15 ]
' Volume q00 ML Temperature 3 7 —
Apparatus | ; Usp -1 CPQ(HUQ) Time LSmin ) )
Standard Weight :- |
. Pot - '
}’ ol At Ws _ 900 P 426.57 00 I.
|' Calculations: Teneligliptin (% Drug Release) o i T o X 628.86 x1
| 0-7201 8248 $x900 9985 ., 42657 = 105:07
| T = e = B X S X e X 100
‘ » 0‘7(—98Q 829418 5 900 9325 426.57 — 8 8 {
1 Tahletz_o,gqqq X 100 50 20 X100 ~ez886 * 100 33l
| it 3= 0-6TT78 8263 LB 985 . 42657 % 100= 933906
‘ O-6TTLp 100 &g 20 100 628.86
: S n & &S .
' )Fab[et4= 6181 X - = 36200 J3& x42657x 100= 167.3)
! 6:677 LP 100 So 06 100 628.86
| 0.771459 _ 82@3 5900 938 42657 _ 109
J Tt e Ko 08 g Ay 0 100w 10333
[
| |
| : ! L&l g .35 :
| st x=00_  9F8 42657 00 1O-90
| C 6776 100 5o Q0 100 628.86
| gl + 168 83t 11090 )
| jediay 4 8RO (BRI F 11570 32 4099
| 10507 = c
| Average:-
~106.22 |

w@an 80.00 % of labeled amount is dissolved in 45 minutes
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FINISHED PRODUCT SPECIFICATION

ARN ANALYTI

THOD

 ANDTESTMETHOD |
PAGE NO.:- Page 4of 4

NAME OF PRODUCT : TENELIGLIPTIN TABLETS 20 MG

6)  Assay (By HPLC):

Chromatographic Conditions: ST i)
Column U8 Cisominx b emm), SHM
Pump mode TSo0r@iic
Mobile Phase PuUfTos: Acotonityile (66240 e
Flow rate ) L.gmilmin
Injection volume onoual
Column Temperature 20°C
Wavelength v, 230 nm

Preparation of solutions:

e

CAL

of TenalighiPi’n

e  Standard preparation: ma . < ;
-and  4yonskor O(.qumq G‘(—ﬁ%ﬁic?no}deg H&d'JCUQJ working \:3’1(3{
C0g -4 Mg Teneligliptn Hy 5y 6F alor and Sovnicaie
ko a doom) yolumeltric ¥lask and 79 o voleme .
disssive and Mmake WP th
e Sample preparation: tod! 00 Q’VQJTG;?Q Ot -CJ’IU-S'h Hj@ t@,b_ﬂQJ'
- 10 Jabie) and datorm qwdey equivaeny fo |
1-10 Jov. @ ond tvansfer P 5
o a fIine Pow ¢ to a 400 ML dry vol' Flask - i
9omg_feneliglipll
Standard Weight :- Q9-(e8
Sample Weight - 0.3%
Average Weight - 28233
Potency = 99.%5
e Calculations: Vo =
i At WS 100 P 57 . 100
9% of Teneligliptin = X 70 X S X T X AW X e X 12
) . 9935
B 116833085 % Q9.4 w100 P 05031y 42657 100
44908465 100 N9 100 628.86 20
_g86:61']. 6
= 50.95
115646288 29-4& 100 g% 426.57 100
2) X—m0 X aag  ig X28083X
144908465 1 2 0 628.86 00 -
_ 19641
Average :- ‘
Limit: Not less than 90.00 % and not more than 110.00 % of the label claim
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l TITLE HPLC DATA SHEET el i s

nstrument Name :- = gl

Instrument Make ;. ‘;E:‘E?\'\ A
:Estrumenl Model No. :- LE %) 12 zcu

Instrument ID S HR ‘ O“ W S

Name Of Student i~ % I' = -

R L o

Nube Sanjivuan (anesh .

HPLC DATA SHEET

®  HPLC Parameter settings:

e Make a purging of the mobile phase of all ports & injection port to remove th

~ 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.

e CHROMATOGRAPHIC PARAMETERS-1

INSTRUMENT PARAMETERS Set Parameters
Data Aquisitation Time 10 ™Mn
o L 1-00m) Imin
) Port A

Detector (Wavelength) 210 ™MN

Column Oven Temperature 30°%

Degasser on

Autosampler Temperature 1 OOC

/@aﬁ/

CHECKED BY

e air bubble from

e
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ARNI ANALYTICALS

R
I TITLE HPLC DATA SHEET
nstrument Name -
e o :
Instrument Make :- H p L : V) =
—
Instrument Model No. :- 8:1:1 mg_p‘(;)(z— G e
e SR S
Instrument 1p ; - ARNI lOINS OP:;\-

DATA SHEET

NAME OF TEST :- SYSTEM SUITABILITY

SYSTEM SUITIBILITY CHECK BY INJECTING 3 REPLICATE INJECTIONS OF CAFFEINCE

* Chromatographic Conditions:

’ Column

A stainless steel column

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

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

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

Cata Aquisitation Time 7 Minutes

Pump (Flow Rate) 1.00 ml/min

Port : A

Detector (Wavelength) 273nm i
Column Oven Temperature 30°C

Degasser Off

Autosampler Temperature Off

--2. MOBILE PHASE PREPARATION :- . ;

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

e 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.

—
S ——
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N ARNI ANALYTICALS

-_k-‘—-———-___h___

I TITLE HPLC DATA SHEET

nstrument Name ;- ;
Instrumeng Make :- iitjcﬂ’] ADT7 0 -
| nstrument Make \

Instrumeng Model No. :- LC 2010 CHT o
I en :

nstrument I ; - ARNI| TN S-00)

NAME oOF w g :

FSTUDENT:- Dho Sanjivan Ganesh
DATA SHEET
NAME OF TEST :- SYSTEM SUITABILITY

SYSTEM SUITIBILITY CHECK BY INJECTING 3 REPLICATE INJECTIONS OF CAFFEINCE

. Chrui’rnatographic Conditions:

A 8lcunless siee) column

Dim i - . s o ﬂ},
3 | Column \e~a|en|jsgni oiamed e -4 MM Dflfhdf’-‘?’l@ S e
J\eﬂsHﬂ 1186 MM = Diamerer ~4-6mMm ; particle Si2e -s&d
Sdatimary pnage- NOC Ked (i Hh ockadewSHYHC e —

Data Aquisitation Time J minuwtes . = sitica gqel -
Pump (Flow Rate) 1.00m1) m;'n
Port A
Detector (Wavelength) Q13N
Column Oven Temperature 8o °c
l)fgasser OFF
Autosampler Temperature oFF

e MOBILE PHASE PREPARATION :-
prepare o mixtuee of 8o Wolumes of watenr and

I ooyoiumes 6F merhanol. Mix @J1.

s STANDARD PREPARATION :- :
weigh accuyarely aomg orcafferne gtandard toa 100mMl
VolumaTic $1ask. Add 60 m) OF HPLC Qrade @xthor and Shodke
Yo digsolye completly .Slowly moaokeub He velume Gpto themask .
M (el fuwrthes aiiude Smil of the alsve gat” 4o Soml \volumelric

. SEQUENCEOFIMJECTION - FASK1 aNlie. ofih (Pt 1o, fMats &p

Name of Solution No. Of Injection
Blank -
Standard 3

ANALYSED BY CHECKED BY
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ANALYSED BY

—— i e — —
2\ ARNI ANALYTICALS
TITLE HPLC DATA SHEET
Instrument Name .. HPLe Page No
e
Instrument Maka .
— s SHIMADZY
strum =
ent Model No. : LC 2010 Cwur o,
Instrument Ip - - o
= y ARNI| INS-00)
a > T "
me Of Student :- Dube  Ganjivan) Ganesh .
* CHROMATOGRAPHIC PARAMETERS-2
INSTRUMENT PARAMETERS Set Parameters
‘g Data Aquisitation Time 13 m in
Famp o-80Miimin
Port C
Detector (Wavelength) 0922 MM
Column Oven Temperature 4 0%
Degasser g EE
Autosampler Temperature R (bt o
e CHROMATOGRAPHIC PARAMETERS-3
INSTRUMENT PARAMETERS Set Parameters
6) Data Aquisitation Time 29mMiD
Pump l-aomlIlmin
Port A
Detector (Wavelength) o600 M
Column Oven Temperature 30 I
Degasser ofFF
Autosampler Temperature 1§°¢
CHECKED BY
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ARNI ANALYTICALS

TITLE HPLC DATA SHEET

Instrument Name ». HPLC s
Instrument Make ;. SHIMADZY
Instrument Model No. -

LC 2010 CHT i

Instrument ID : -

ARNI [INB- 0O)

Name Of Student :-

Qube Sonpvapt Ganesh .

CHROMATOGRAPHIC PARAMETERS-4

INSTRUMENT PARAMETERS Set Parameters

Data Aquisitation Time 3oMmin

Pump \-Soml\minﬂ
Port 8

Detector (Wavelength) 060N M
Column Oven Temperature a0°c

Degasser 6FP
Autosampler Temperature 1S°c
CHROMATOGRAPHIC PARAMETERS-5

INSTRUMENT PARAMETERS Set Parameters

Data Aquisitation Time 20mMin

dhosi: 0-00milmin
Port A

Detector (Wavelength) OFF

Column Oven Temperature 0fF

Degasser OFF
Autosampler Temperature af P

&

ANALYSED BY

CHECKED BY

1
x
}
_

CamScanner


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

: Name- Dube Sanjivani Ganesh
—-#-

N | ARNIANALYTICALS

CE
— T MONTHLY CALIBRATION RECORD OF ANALYTICAL BALAN
1
DStrument Name :- ANALYTICAL BMANCE i 1
Instrument Make :- WENSAR
Instrument 1D ; - ARNI| INS-004 =

MONTHLY CALIBRATION RECORD

1. Calibration by using Weights:
Observation Table:
Sr. No. | Reference Weighting | Observed Weightin g Weight in g (Limit: % 0.1%)
1 -200.0000 200-000 199.8000 to 200.2000
2 160.0000 4760 99.9000 to 100.1000
3 50.0000 50.692 49.9500 to 50.0500
4 20.0000 19.0512 19.9800 to 20.0200
5 10.0000 10-060 9.9900 to 10.0100
6 5.0000 5.032 4.9950 to 5.0050
7 2.0000 1+280 1.9980 to 2.0020
3 1.0000 0-923 0.9990 to 1.0010
9 0.5000 6150 0.4995 to 0.5005
10 0.2000 0- |0 ]_‘ 0.1998 to 0.2002
(B 0.1000 0-05% T 0.0999 to 0.1001
— 12 0.0500 0:087 0.0499 to 0.0501
13 - 0.0200 0015 0.0199 to 0.0200
e 0.0100 0-014 0.0099 to 0.0100
N 0.0050 0005 0.0049 to 0.0051 |

Conclusion: The observed weights are wWIimiU out of limit,

CHECKED BY

ANALYSED BY
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ARNI ANALYTICALS

Name - Dube Sanjivan

A

LANCE

| TITLE MONTHLY CALIBRATION RECORD OF ANALYTICAL BA
| |
;trument Name:- [ ANAIYTIC AL BALANCE Page o
Instrument Make :- J’\‘ ENSA R —
nst .
R e ARNT[TNS-004
2. Test for Linearity:
obsered gngaJQo}.
Sr. No. Seleeted Weights in g Observed Weight in g
1 N00-00| 000 ]
: 38-760 100
I 2 50693 50
Conclusion: The observed weights are Coryentfnot Consistent.
ANALYSED BY CHECKED BY
3. Test for Eccentricity:
1 2
A
3 4
whk=10093m
2 Sr. No. | Weight Observed in g Difference in g Limit
1. At Centre- (A) gg 156
5 At Corner 1 (B) 98."[59 B-A = 0003
3, At Corner 2 (C) g Q- 5% C-A= 0 000 0.1 %
4. At Corner3 (D) q Q155 D-A= ‘_OOOl
5, At Corner 4 (E) g 3757 E-A= OOO'

Conclusion: The maximal Differential Eccentricity error is wi?limib‘out of limit of Std. deviation.

L]
ANALYSED BY CHECKED BY



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

Nome. Dube Sarjivani

ARNI ANALYTICALS

LANCE

TITLE

MONTHLY CALIBRATION RECORD OF ANALYTICﬂ

Ganesh.

Instrument Name :- ANALY TICAL BA LANCE Page No
Instrument Make :- : T —_—
-i;;t_rnmcntlll'- HENSHR i
: ARNI|ING- 004
4. Test for Repeatability : ’
Selected Weight in g: 5O Cj m o]
Sr.No. | Observed Weighting | Sr. No. Observed Weightin g _]':.I_I'IBL___________
1 [ 506090 6 50-690
! 1 50690 7 50 -69I _
3 SOQQO 8 50682 L
5 || 50694 > | 50.690
z 5 50.693 10 50-633

DMOX= 53_£M = 5.0506

() ; :
\\q)‘ﬁ"

ANALYSED BY

100

mini = 32

2) §0.69ut 00506

- Ge—HFA

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

e
Bo. 650 -0+0506

507446

= 50-688£{

|
J Remark: The instrument is found Satjs/faelory! unsatisfactory for its use.

W

CHECKED BY

eviation.
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ARNI ANALYTICALS

Instrument ID .o

| TITLE DAILY CALIBRATION RECORD OF pH-METER
Instrument Name - P Hm oo B
Instrument Make . LA MAN
Instrument Model No. :- ) ™MPY - 10 .

ARNT | TNS -00hH
DAILY CALIBATION RECORD

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

. pH-4.01 :-

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

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

. pH-7.00 :-

@ e Dissolve the contents in 10 ml of distilled water and then make it up to 100 ml wit

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

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.

h distilled water.

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

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 9.20 +0.05 at 25°C.

) ¢  Observation Table:

Sr. No. | Date 4.00pH 7.00
(£ 0.05) (£ 0.05) Ctp.08)
\ ita)ea 4O 6-89 9.09
Slope - 967,
%\;,,, R
PERFORMED BY CHECKED BY
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ARNI ANALYTICALS

TITLE

DISSOLUTION TEST APPARATUS WORKSHEET

Instrument Name .

Instrument ID:-

DISSOLUTTON TEST  APPARATUS

Page No.

Instrument Model No. :-

ARNTIINS - 003
NSKk000N

1 of ]

Name Of Students

NAME OF TEST :-

flube  Sanjiva ni._(tanoah -

TRIAL FOR DISSOLUTION TEST.

DISSOLUTION CONDITIONS:-

35) Dissolution Media WATER !
Media Volume 900 mL J
Apparatus USP TYPE Il PADDLE
RPM 100
Temperature 37.0+£0.5°C
Time 45 Minutes

PREPARATIONS:-

Pour 900 mL of dissolution

medium in each vessel. Allow sufficient time for the dissolution medium to

equilibrate at 37°C + 0.5°C. Adjust stirring element speed to 100 rpm. Place one capsule in each of six paddle

»nd 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.

-
%\\ ’)‘\ U
ANALYSED BY

Wl

CHECKED BY:-
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a\\\ ARNI ANALYTICALS
TITLE DISSOLUTION TEST APPARATUS WORKSHEET
Instrumen¢ Name ¢~ Page No.
Trstramen—— LLSSOLUTTON  TEST  APPARATUI )
mmouel — ARNT JTNS - 003
m 1082000 i
¢ Of Students . P)
Duhe  Qq njivanf Gonesh
NAME OF TEST -
TRIAL FOR DISSOLUTION TEST.
DISSOLUTION CONDITIONS:-
'ﬁ Dissolution Media l)\l a 1‘,9 -
Media Volume qno m L
A
R]Ij”am‘“s USP TYPE 1= PAMDDLE
o 10 0
Temperature R10 * 05%
Time 45 minutes-

IPPJLE;PEI(;%T%CI)’NSJF Dissolution medium °n Qach‘wgSeJ‘ Anou_z &uﬂficlen

oo Fur she digolution medium de eqplibriie F STeEb-Sc
1 Twm Olomoni speed 4o 10GPRM. place  One aspsuie,
Sjust SITIRG d adjust the paddle in the

e ch of Six paddle on | :
éri)sggwign medium &¢ +had +hore 15 Q@ digtionce of osm t

nd inside botom
- n sno JooHom of the Paddle & o
?Thf%es)ég. Stast the appaxodus, At the end of gpecified

‘ ! t+ from o 2one
‘ al iHhdéaw . 4o ML abquo ‘ ]
r};l){;‘(rj\j)azwriﬁ@jweénwme surface of the dissolutien Medtum

and a) tof of 1he 'T()“(l}f'nq poddle . bwriher dilwte om)
oF +ho akboye Soludion o osml with dissolwhon medium
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ARNI ANALYTICALS

TITLE UV-SPECTROPHOTOMETER WORKSHEET

1) PHOTOMETRIC ANALYSIS
2) WAVELENGTH SCAN

_PREPARATIONS:-
31

STANDARD PREPARATION :-

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

P

ANALYSED BY

—_I_llstt‘u %

— ment Name :- Hv-9S Pectr0 phO'}O motor Page No.

ument ID ; -
Instr ARNT] ING§-002

ument Model No. :- [ "ﬂ'l"ny" UV _ lO O% 1 of 1
Name Of Stud '

g fluhe  Sanyivanm Ganesn —

NAME OF TEST :-

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

i

CHECKED BY:-

e i
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ARNI YTICALS

TITLE UV-SPECTROPHOTOMETER WORKSHEET
Inst - No.
Ltlt_nem Name :- OV- SPocho PhO'H) motor Page No
Instrument 1 ; -
- ARNTI| INS-002
nstrument Model No. 1~ 1 of ]
Name 0TS L@19P- v -100 8
Nuho Qa nNvani (ranesh |
Date:-
NAME OF PRODUCT CO FFQT ne
WORKING STANDARD NO. =
POTENCY B
- e s ARNT | TNG ~002
'NAME OF TEST :- wovelength SCan
PREPARATIONS:-
STANDARD PREPARATION :- e FFQTW:’— S#aﬂdGEd Sp a J00m) volum

(1 accuvak tomg. O _
ehxfc F\osaff qdd geom) of walor sonfcale For M, to

I wodor-
comp\@ioly gissc\wve , makewp the Yolume W i+h . y
surthor  dil- SMI of the above 8017 to Soml @11 waler.

UV-SPECTROPHOTOMETER WAVELENGTH :- 043

—

N1

OBSERVATIONS:-

MAXIMUM ABSORPTION WAVELENGTH
Q79 nmM -Max

Qo6 NTH - MiN

-2
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