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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”.

e Itisused along or in combination with other drugs to lower blood sugar levels.

* :I'e:zligliptin tablet contains the teneligliptin which belongs to.class of dipeptidyl peptidase-4
inhibitors.

e 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- C22H30NeOs

Molar Mass- 426.58 gm/mol

e Teneligliptin significantly controls glycemic parameters with safety. No dose adjustment is
required.

e As we all know that teneligliptin tablet contains only 20 mg active ingredient i.e. teneligliptin.
Other layers or coatings are excepients.

e 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

R I

Chemical Tests-

1. Dissolution Test
2. Separation Technique ( HPLC)

3. Absorbance

structure of Teneligliptin-

O
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FINISHED PRODUCT SPECIFICATION AND TEST METHOD _ ‘

ARN ANALYTICAL |

NAME OF PRODUCT : TENELIGLIPTIN TABLETS 20 MG I

PAGE NO.:- Page | of 4 \

SPECIFICATION AND TESTS OF TENELIGLIPTIN TABLETS 20 MG

e ——eee— - —_—
|

Sr. No. | Tests Specification
| 1 | Description Yellow coloured, round shaped, film coated tablets, plain on both sides.
3‘| 2 Identification The retention time of the major peak in the chromatogram of assay
'1 | preparation should correspond to that in the chromatogram of the
1 standard preparation, as obtained in the “Assay”.
]i 3 Average weight of Tablet | 283 mg £ 7.5% |
1 4 Uniformity of weight 283 mg + 7.5% (Between 261.8 mg and 304.2 mg)
‘I 5 Dissolution Not less than 80.00 % of labeled amount is dissolved in 45 minutes |
l 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)

e ——— e —— e — S
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A ARNI ANALYTICAL

FINISHED PRODUCT SPECIFICATION AND TEST METHOD

NAME OF PRODUCT : TENELIGLIPTIN TABLETS 20 MG PAGE NO.:- Page 2 of 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%

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)

= — T — e e -

———————— e -
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ARNI ANALYTICAL i

FINISHED PRODUCT SPECIFICATION AND TEST METHOD

| WAME OF PRODUCT : TENELIGLIPTIN TABLETS 20 MG PAGE NO.:- Page 3 of 5

|

5) Dissolution (By HPLC):

Dissolution Parameters :

e —
ST
——

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

11.1Preparation of Solutions :

Weigh and transfer accurately about 22 mg of Teneligliptin (Equivalent to
to a 100 mL volumetric flask ad

|
\ Hydrobromide Hydrate) working standard
to dissolve and make up the volume withwater. S\ =7 S m\

Pour 900 mL of dissolution medium in ea
C + 0.5°C. Adjust stirring element
the dissolution medium

equilibrate at 37° speed to 75

|
|
l between the bottom of the paddle an
" At the end of specified time intervals (after

i between the surface of the disso
filter paper discarding first few m

lution medium and the
L of the filtrate. Inject directly.

11.2 Procedure: _
Measure the absorbance of the resulting solution at Zg)nm. " = g mﬂ
— Calculations:
;-1.'
Teneligliptin P
900 P 426.57
AL o e — x 100

RN i Y X
(% Drug Release) = 4 X 100 XTc 7100 628.86

! o Sample preparation:
ch vessel. Allow sufficient time for the dissolution medium to
rpm. Place one tablet in each of the six

vessels and immerse the paddles in so that there is a distance of 25mm * 2mm
d inside bottom of the vessel. Start the apparatus.

45 minutes), withdraw 10 mL aliquot from a zone midway
top of the rotating paddle and filter through 0.45p

- \ege\q\\ P10 Viudyohremide W

e Standard preparation :
32.43 mg Teneligliptin
d 70 mL of water and sonicate

e ————— e
T e
= —

¢

|
‘ Where, g 'T-H.‘n‘
} At = Absorbance due to Teneligliptin in the sample preparation.
| AS — Absnrbancﬂ dulﬂ to TE“E“gliptin in thﬂr Stﬂndﬂrd prﬂpﬂratiﬂni
i Ws —  Weightof Teneligliptin hydmbmmide hydatre working standard taken for standard
? prcpﬂralinn, in mg. _ |
| p —  purity of Teneligliptin hydrobromide hydatre working standard used for standard
\' LC — Label claim of a tablet, in r:113: |
| 426.57 — Molecular weight of Teneligliptin
| ; ' ligliptin hydrobromide h
628.86 _  Molecular weight of Teneligliptin Ny ide hydatre
Limits: Not less than 80.00 o, of labeled amount is dissolved in 45 minutes

N Scaseed with DREM Sraid
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A!| ARNIANALYTICAL
/ ~
5 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- -sulphonic acid sodium salt AR grade
2 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 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 0.1M Potassium dihydrogen orthophosphate in 1000 mL of water;
Prepare a mixture of Buffer, Acetonitrile (6040 v/v), filter through 0.45 p filter and degas.

13.3 Preparation of solutions: |~ 8011113

e Standard preparation: LNIN | _
Weigh and transfer accurately about 20 mg of Teneligliptin (29.48 mg Teneligliptin Hydrobromide

Hvdrate) 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: ‘
Weigh 10 tablets and determine average wel ght. 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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| FINISHED PRODUCT SPECIFICATION AND TEST METHOD
"JAME OF PRODUCT : TE
Bf : TENELIGLIPTIN TABLETS 20 MG PAGE NO.:- Page 5 of 5

. Theuretitfal 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.
¢ Calculations:

mg/tab of Teneligliptin . X 23 X i % a8 X Aw X 426.57 % 100
As © 100 wt 100 628.86 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.

Wg = Weight of Teneligliptin hydrobromide hydatre working standard taken for standard |
preparation, in mg. é
P = Purity of Teneligliptin hydrobromide hydatre working standard, on as is basis. :
| L = Label claim in mg.
| Aw = Average weight in mg. - 1
Wr — Weight of sample taken for sample preparation, in mg. |
426.57 = Molecular weight of Teneligliptin. 1
—  Molecular weight of Teneligliptin Hydrobromide Hydrate |

| 628.86

and not more than 110.00 % of the label claim

Limit: Not less than 90.00 %

= r——
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FINISHED PRODUCT SPECIFICATION AND TEST METHOD

"NAME OF PRODUCT : TENELIGLIPTIN TABLETS 20 MG

PAGE NO.:- Page 2 of 4

| ——

TEST METHOD

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

2) Identification:

The retention time of the principal peak in the chromatogram of sample preparation should correspond to
that of the standard preparation as obtained in the “Assay”.

3) Average weight:

TABLETS-1 22 TABLETS-6 297

TABLETS-2 2.9\ TABLETS-7 08¢
TABLETS-3 2R TABLETS-8 7 97
TABLETS-4 2-22 TABLETS-9 2-3|
TABLETS-5 R00 TABLETS-10 7 _ 3L
AVERAGE WEIGHT:- 28367 LIMIT: 283 MG % 7.5%

4) Uniformity of Weight:

Select randomly 10 tablets and weigh individual tablet. Calculate average, the minimum and maximum

value.
TABLETS-1 | :], 2q ) TABLETS-6 2.36
TABLETS2 | : |} 287 TABLETS-7 2,00
TABLETS-3 22 i 29 2.
TABLETS-4 237 AR 2 3\
T 252 TABLETS-10 257

MINIMUM WEIGHT :- 2231 m ¢ -
MAXIMUM WEIGHT :- oo

LIMIT: 283 MG +7.5%

(BETWEEN 261.8 MG AND 304.2 MG)
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N/  ARN ANALYTICAL

FINISHED PRODUCT SPECIFICATION AND TEST METHOD

J NAME OF PRODUCT : TENELIGLIPTIN TABLETS 20 MG ' PAGE NO.:- Page 3 of 4
| 5) Dissolution (By HPLC):
| Dissolution Parameters :

Medium * | ok er Rotatory Speed |: | “JS wPM.
| :ﬂlﬂmﬂt : QOO W) Tf!mperature : ‘a*f C; ;

prarats [* | Paddre-uspy . | Time | Ls ewn
i Standard Weight :-
! Potency:-
- At Ws 900 , P _, 426,57
- - . TRV S s x 100

)} Calculations: Teneligliptin (% Drug Release) s X 100 X c 100~ 628.86

Tablet 1= o Gc 3\ 100 SAN20 100 628.86

06260 , DLAD QP00 . A9-35 4265?)( 100=A\ 1B F

& Sho| , 82-4d SO0 . 39-85, 22957, 100= Q6§
i T —T 100 Sox20 100 628.86
: . Bhby Sy900 ., 348S . 42657 =11,
» T'ablet 4=C; ‘iizf X 100 xiz;'y?g o 100 623 Bﬁ 100 @
5. CUIS AL AR (0 QTS 12657 o 100= \14-6
Tablet 5= X 100 X0 100 628.86 “
6°'SS )
<uL6 NoRYMCN gﬂ_ ﬂ% 83 4265? " '
B
@7 & §6- ST VWLTRY Wy-644 3FF] \o} . Fo ¥
A"EI'ELEE:- 1[%?1-'\"‘ = Es ] o
e €

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

e —— ===
e ———r—

O-66¢ " 2 4 Xg,(gun < 94985 x425.5?x 100= \19.72_

—

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

e

6) Assay (By HPLC):
Chromatographic Conditions:

Eu‘umn (_\;;?\ ) (__1% OM 3yl 6 TN 5 B_falm'
;::l:‘s:e L0 wal(
FI — Ot ex L Redonmaymie (Yoi20y
] ?wrﬂte \LiO0 ™ /min
3. Injection volume OO g
Column Temperature 20 L
Wavelength - VV . 22\0 pnm.

Preparation of solutions:

o Standard preparation: . i
el arccurare iy 2o My ol teneniqigEin (2 A9 ™a) T HH\B |

WOFRING abandagd ac @ Ml voltumetxic  RAUER  add 60 WA of

L h

w)-\o balek £ datermme aw.wh. Crus Bl - Wee, 2
A Y AMEXSY 2 oeney X \e\e ™Ay Py An (2B "HY) o ¥ TexneMa\l XN y o oo M) |

Vo 1}..1*0*\@::7!‘“— ook g dd wokex L somclle & tmolle OO0 Y\nae yorume
LoV W EY g Civror g L B s covali vy ly gl e wmy of Kl\rren |
Standard Weight = 9 o ., g ey = ]

Sample Weight - 9 go . gnay |
Average Weight - 282373 7, | |
Potency = qq .85 1. 5
* Calculations: 1

—

100 P 426.57 100
o of Teneligliptin = X 22 X 2% ¢ L= Aw e |
f Yo of Tenelighplin =, - 7% 100 °* wt 100 62886 LC

p - S
1}5:!'56'5%5 ” 2843 5 100 xﬂ_ﬁi 5 292'533 v 426.57 5 100

' ) L4 AOBLES 100 232 100 628.86 7.0 }
= qf-{'l*' ? Ly "{‘ JJ |
: : 100 JP2S |
' 126820 23 X '2‘3_“9 % - X — X 2 91*33)( -—-———-426'57 e 100
2) T 100 252 100 628.86 2.0
g71-51 7. ___ |
g 3 B2S L = QL8 Y |
I Average :- .:’1{1_3_.!_;7_’_[ ‘3 123 7 ;

'ess than 90.00 % and not more than 110.00 % of the label claim

[.imit: Not
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ARNI ANALYTICALS

= TITLE HPLC DATA SHEET ] T =
Instrument Name :- . Pevioymene |, o Page No

Instrument Make :-

! .c:‘i\_\l"mcl‘,ﬁkz-ﬂ
¢ _2__{}_1{'} C’HT
ARNT /TN —© O] ]

| Thovad  =W0ali  sabhebhxao

HPLC DATA SHEET

Instrument Model No. :-
-—.—I._.

Instrument 1D : -

Name Ol'gt-udl.:nt -

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.

| e CHROMATOGRAPHIC PARAMETERS-1

INSTRUMENT PARAMETERS

Set Parameters

I .
L Data Aquisitation Time \0
~
Pump \eoo ™| M) R
Port A
Detector (Wavelength) 2\onm
Column Oven Temperature gﬁﬂ(__,
Degasser on
—Auumﬂmpler Temperature \0°C

éhLYSED BY

eialf.

CHECKED BY

(%8 CamScanner
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ARNI ANALYTICALS

HPLC DATA SHEET
Instrument Name :- ——————————————————— s
[nstrument Make :- XD AN (2 ) ~ T o N Yoan Page No |
lnstru_m_ent Model No. :-
Instrument ID : - ne g _—
LName Ol_'Student :- “There ] o _l:

o CHROMATOGRAPHIC PARAMETERS-2

' INSTRUMENT PARAMETERS Set Parameters
Data Aquisitation Time 13 ™M |
Pump o~ Qo Mm/Min |
Port : C
Detector (Wavelength) - 27292 nm
Column Oven Temperature : Lo C
Degasser : =X,
Autosampler Temperature : 'jb C.

s CHROMATOGRAPHIC PARAMETERS-3

INSTRUMENT PARAMETERS Set Parameters
Data Aquisitation Time : Qg 1.
Pump : (+2.0
Port : A
Detector (Wavelength) : 260 NM
Column Oven Temperature : 30°¢,
Degasser : C’}!P
Autosampler Temperature - US%, .

A Vo

ANALYSED BY CHECKED BY

L% camScanner
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ANALYTICA

LS |

TITLE

HPLC DATA SHEET

—

e ——

Instrument Name :- \
-_lnstrumi;nt Make :- il fs J e . _——
instrumen} Model Nu._:-— L7 Sis _C.. NN 1 e B e |
Instrum_ent ID: - HF\N T - i ].. ) AL e
| d - "

Name Of Student -Th n"mJ 7 = ] !
CHROMATOGRAPHIC PARAMETERS-4
INSTRUMENT PARAMETERS Set Parameters
Data Aquisitation Time A0 MmN
Pump 1'so mi1/min
Port 8
Detector (Wavelength) n60hM
Column Oven Temperature ggﬂt:..
Degasser C:? f
Autosampler Temperature 'S .
CHROMATOGRAPHIC PARAMETERS-5
INSTRUMENT PARAMETERS Set Parameters
Data Aquisitation Time 70 M ;n
Pump o'©0 mi/min
Port A
Detector (Wavelength) o Pf
Column Oven Temperature O E f
Degasser o '2 P
Autosampler Temperature {}PP
ANALYSEDBY CHECKED BY
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E | ARNI ANALYTICALS |
“TITLE HPLC DATA SHEET il
Instrument Name :- i n ‘ '
e R B s o
Mmstrument Model No. :- SN\ Nead 2 e
s NG Cp

[ Instrument ID : - N
RN L [ TNy ~ool

—————_-k s —
DATA SHEET

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

F CAFFEINCE

e Chromatographic Conditions:

A stainless steel column

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

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

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

Data Aquisitation Time 7 Minutes
| Pump (Flow Rate) +=66-ml/min ) & © | /m} -
‘ Port A
Detector (Wavelength) 273nm
l Column Oven Temperature 30°C
Degasser Off
Autosampler Temperature Off
y
"« MOBILE PHASE PREPARATION - a5

| 20
, Prepare a Mixture nf‘.&%‘;ﬂumes of Water and 26 volumes of Methanol. Mix well.
li

 STANDARD PREPARATION :- \|
ately 20mg 0 ( Cafleine standard to a 100mi volumetric {lask. Add 60ml of HPLC grade ﬁmm“

f Weigh accur
ssolve completely. Slowly makeup the volume upto the mark. Mix well. Further dilute 5ml

and shake to di

of the above solution to 50ml volumetric flask, dilute with water to makeup volume.
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RNI ANALYTICALS

HPLC DATA SHEET

Instrument Name :-

I |
\ 'l

I— _h%hm%”ﬁfﬁghw, ey L ' Pige No
Instrument Make :- ﬁ

§ - Model No. | 7 _ |
- ent Model No. :-
trument ID : - — ] =
Ins . : RANT [TNE -~ oo\ ., i - -
NAME OF STUDENT :-
DATA SHEET

NAME OF TEST :- SYSTEM SUITABILITY

SYSTEM SUITIBILITY CHECK BY INJECTING 3 REPLICATE INJECTIONS OF CAFF EINCE
° Chrufnatugraphic Conditions:

Column

Data Aquisitation Time 5 . e

Pump (Flow Rate) et f"mﬁl N
Port 0

Detector (Wavelength) oF  nm
Column Oven Temperature 33“:‘ >
Degasser L
Autosampler Temperature o %X

« MOBILE PHASE PREPARATION :- Prefare i x. oL 1o myed Wealey
2, 6o w of melhane!

\ L0 O ¥\
STANDARD PREPARATION :- w3 2.0 ™ & odeive erandind Ao | \
v wde wakey &£ Shake Ao A1aco\Ve
Yolumekic. Pash , Add 6o ™) HeLt T
mm?ﬁ‘rmg _nake UP veime 0P o ™R Curlnery dilbe <m\ o
Yo dbove 01T b s ™1 Volumelsic Yadh « Aluke, e ko mas

+ SEQUENCE OF INJECTIOR.-

T L] t-
Name of Solution No. Of Injection

Blank
Standard

F&,/Z\LYSED BY

A — CHECKED BY

&
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A\ ARNI ANALYTICALS ,
TITLE MONTHLY CALIBRATION RECORD OF ANALYTICAL BALANCE |
]nstrllmil_ﬂ_NHl'ﬂE :- e &QT;_TH _ e -;ng - !l
[ jnstrument Make :- 1| |
l’_ .-:- i = .
e Ty S

—

MONTHLY CALIBRATION RECORD

Calibration by using Weights:

Observation Table:
Reference Weighting | Observed Weight in g Weight in g (Limit: £ 0.1%)
200.0000 199.8000 to 200.2000
119.9% |
100.0000 99.9000 to 100.1000
AR 75
50.0000 So- 63 o 49.9500 to 50.0500
20.0000 \ ‘a OUY 19.9800 to 20.0200
10.0000 9.9900 to 10.0100
9-993
5.0000 S- 073 4.9950 to 5.0050 |
2.0000 119 2) 1.9980 to 2.0020
|
0.9990 to 1.0010
1.0000 D‘Ca\ ‘ 0
9 0.5000 Cr ¢ v L 0.4995 to 0.5005 J
11 0.1000 .. O OSG 0.0999 to 0.1001
12 0.0500 'y o’ C}'}S} 0.0499 to 0.0501
13 0.0200 0. O\F} 0.0199 to 0.0200
i 14 0.0100 ,, o o\y 0.0099 to 0.0100
15 0.0050 | 0004 0.0049 to 0.0051 |

|
|
|
|
i

' ig » within limit/ out of limit.
Conclusion: The observed weights are JJ

o Ry
ANALYSED BY CHECKED BY

B e ——
m— o == e
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Iustrument Name :-

Ins trumen

[nstrument Make :-

tID: -

ARNI ANALYTICALS

——

—

7. Test for Linearity:

,_—_ Sr. No. Selected Weights in g Observed Weight in g
1
S0 %m =0 ‘6‘511*
2
{ 00 gm 98- 756
3
v 400 gm, 199° 999

Conclusion: The observed weights are Consistent/not Consistent.

ANALYSED BY

3. Test for Eccentricity:

s

CHECKED BY

MONTHLY CALIBRATION RECORD OF ANALYTICAL BALANCE -

Sr. No. | Weight Observed in g Difference in g Limit
1. | At Centre- (A) 199399
5 | At Corner 1 (B) 200 007 B-A = 6009
3 | At Corner2 (C) [331335- CA= -0'003 + 0.1 %
4. At Corner 3 (D) ’33*33) B ortyeT]
& At Corner 4 (E) 200°00| A= -0. 009

a “[Sg s

Conclusion: The maxl

mal Differential Eccentricity error is within limit/out of limit of Std deviation
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TITLE

“,,.[rumr:nt Name :-

ARNI ANALYTICAL

MONTHLY CALIBRATION RECORD OF ANALYTICAL BALANCE

A

Page No

ln.atrument Make :- N/ 2 . cdﬂ s
strument ID: - A irsssmmsserns
i e " ARNT /TINg ~00L
4. Test for Repeatability :
Selected Weighting: \©0 A, |
Sr.No. | Observed Weighting | Sr. No. Observed Weight in g Limit
1 \0: 00X 6 Q qqé
! i 3t ! 9'93% :
k 4 ﬂ.%gg 3 9995 + 0.1 %
| : e " . o 3
3999 © 1 997

P

Conclusion: Individual measuremen

Remark: The instrument is found Satisfac

ANALYSED BY

...__._____——-—--'_'-

4 60| ®

= qgreq.y

CHECKED BY

tory/ unsatisfactory for its use.

P

t deviation from average value exceeds/ does not exceed standard deviation.

(%Y CamScanner
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[pstrument Name :-

ARNI ANALYTICALS

MONTHLY CALIBRATION RECORD OF ANALYTICAL BALANCE

Instrument Make :-

ANAEYTT.CAL pa

WENSAR

-_____.—l—l————""_—
instrument Model No. :-

DG~ ZF000

[nstrument IF) : -

AR /_1145* 0O L-L

— — —_—l
|

NAME OF STUDENT:-

L]

l L Calibration by using Standard certified weights:

Observation Table:

MONTHLY CALIBRATION RECORD

Sr. No. | Reference Weight in g Observed Weight in g Weight in g (Limit: + 0.1%)
1 200.0000 700" O35 199.8000 to 200.2000
2 100.0000 48" F18 99.9000 to 100.1000
' 3 50.0000 };G 708 49.9500 to 50.0500
4 20.0000 19- 05 6 19.9800 to 20.0200
5 10.0000 10° 00 9.9900 to 10.0100
6 5.0000 <082 4.9950 to 5.0050
7 2.0000 it 2284 ,f 1.9980 to 2.0020
8 1.0000 O']}Qrs 0.9990 to 1.0010
9 0.5000 o S 0.4995 to 0.5005
10 0.2000 O 10y 0.1998 to 0.2002
| i1 0.1000 O*'05S8 0.0999 to 0.1001
| g—r 0.0500 o 03 g 0.0499 to 0.0501
|"‘ 13 0.0200 o O\Q 0.0199 to 0.0200
14 0.0100 e al=2 0. 0.0099 to 0.0100
15 0.0050 o’ O\ 0.0049 to 0.0051

Conclusion: The ©

| A@AEYHEI] BY

bserved weights are within limit/ out of limit.

oo

CHECKED BY:-

—

(%] CamScanner
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N ARNI ANALYTICALS

ITLE M
T ONTHLY CALIBRATION RECORD OF ANALYTICAL BALANCE
nqtruﬂlﬂﬂt NHIIIE -
, \ '
gstrument Make :- 1 = SALAN Page No.
A ¥
rosirument ID < - R,N NG - 20f3
0
2, Test for Linearity:
E—Shfu' Selected Weights in g Observed Weight in g
|| 2-00 2. 60'03S
2
l,[ : \o© AL IS
| SO So'Fe6

Conclusion: The observed weights are Consistent/not Consistent.

w

ANALYSED BY CHECKED BY:-

]

3. Test for Eccentricity:

1 2
A
. 5 4
. dif4 "icf’*f‘*%t:ag
‘ Sr. No. | Weight Observed in g Difference in g Limit
| 1. At Centre- (A) \ q-0S 4 ——
I|, 2. At Corner 1 (B) g s 4 B-A = & 00
| 3. At Corner 2 (C) 19 - 0<E C-A= " PR
\ 4. At Corner 3 (D) ,H.Qg’-/ D-A= o oo
\ S. At Corner 4 (E) 140 S6 E-A= O
[ LA

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

| AEALYSED BY CHECKED BY:-

(%8 CamScanner
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|

s i A e O i
| 1nstrument Model No. :- —
Instrument ID : - _ 3 of 3

Ipstrument Name ;-

/

/
TITLE

BN e L S
R\

ARNI ANALYTICALS

MONTHLY CALIBRATION RECORD OF ANALYTICAL BALANCE

= =

4. Test for Repeatability ;

Selected Weight in g2 (o g.'m

({,* -f{ = Do

Sr. No.

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

1

10 000 ¢ | 9991
2 ~oC

|0 003 7 10-~© 0]
3 , _;{ 8 ‘0. 5"0] +0.1 %
4 | O 9 " 0:00]
5 R 10 \6 -00 9

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

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

| eob
| ANﬁLEYSED BY
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TITLE

DAILY CALIBRATION RECORD OF plI-METER

_h*

Instrument Name :- - il i i | |
I____ S T E g m.p.‘ ey Page No :
|| Instrument Make :- —— " e ‘
I
1L 1=D]3D :

‘, Instrument Model No., .- L | of |

e — - ] -

| Instrument 1D ; - Lo Pl ——— l |
1!L ' ' . RN / TN o004 3

DAILY CALIBATION RECORD

| ) P s 2 : ;
|||l Procedure: Refer SOP No. : SOP/ARN/INS-005 |
[ Preparation Of Solutions: .
i |
| . PH-4.01 :- |
e lransler the capsule content in a 100ml volumeiric Mask using a funncl.
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 pll 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 ml of distilled water and then make it up to 100 ml with distilled watcr.
'. e This solution will have a pH of 7.0 20.05 at 25°C.
|
| L pll-").Zﬂ .-

| o Transfer the capsule content ina 100ml volumetric flask using a funncl.
| i -

Dissolve the contents in 10 ml of distilled water and then make it up to 100 ml with distilled water,
. [ S 4

« This solution will have a pll ol 9.20 £0.05 at 25°C.

o Observation Iﬂhlu:

pll
Sr. No. Date b i g X
- AL (£0.05)

Lo 695

— —_——
e ——
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TITLE
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——
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e
e —

Tl DAILY CALIBRATION RECORD OF pH-METER

} e -

e

Instrument Name :-

P e N
nstrument Make :- HEN Page No

'! instrument Model No. ;- ‘ S . SU
| LMPH -10 1 of 1
[nstrument 1D : -

e e —
e

¥ ' ¢ QObservation Table:

DAILY CALIBATION RECORD

Procedure: Refer SOP N
: : 0. : SOP/ARN/INS-00
Preparation Of Solutions: "

pH-4.01 :-

E ;
Transfer the capsule content in a 100m! 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 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 :-

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

e Dissolve the contents in 10 ml

This solution will have a pH of 9.20 +0.05 at 25°C.

pH
Sr. No. | Date 4.00 7.00
(£ 0.05) (£ 0.05)
3 | |- 12- 202L 383 6.3l

Slepe = 98 v.

el

CHECKED BY

of distilled water and then make it up to 100 ml with distilled water.
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DISSOLUTION TEST APPARATUS WORKSHEET

[nstrument Name :-

lnstrument ID:_— . '_’(E_-_ S.T _B_QPPLQ 'P‘IT
[nstrument Model Nu__-:m l Twa - oo -
‘ Naml:'_(ifStudcnls '15_%%_{3 = _ ik )

\ = o 1" hoval swabi sahobyrao | —— e

NAME OF TEST :-

I
TRIAL FOR DISSOLUTION TEST. ||

DISSOLUTION CONDITIONS:-
Dissolution Media WATER
Media Volume 900 mL
Apparatus USP TYPE 1l PADDLE
RPM 100
Temperature 37.0 £ 0.5°C
Time 45 Minutes

PREPARATIONS:-

l - = - - g d.
' jum | .ssel. Allow sufficient time for the dissolution medium to
" i n medium in each vesscl.
Pour 900 mL of dissolutio

s st 377 =0 g B Adjuql stirring elen
” so that there is a distance of 25 mm + 2 mm between the bottom

yent speed to 100 rpm. Place one capsule in cach of six paddle
equilibr

i.-

[ of the paddlc and 1

10 mL aliquot from

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

inside bottom of the vessel. Start

between the surface of the dissolution medium and at top of the rotating

4 zone midway
| of the above solution to 25ml with dissolution medium.
¢ 2mlo

paddle. |*urther dilut

.\,
Er I ———

(%81 CamScanner
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AN ARNI ANALYTICALS L5

|
"~ TITLE ;
DISSOLUTION TEST APPARATUS WORKSHEET _ |

—

| nstrument Name :-

X \ Page No. ‘

[ [nstrument ][-] :-— SN _TEST B QPP‘Q Bl ]
B all .
[nstrument Model No, :- ~ . Q0 X m— = i l
?‘i:lnw_(;fSl;dL:nls = _%E}C:O' = S Lot ]
{ ] B Lnery Na cLhehyroe 1|
1
 NAME OF TEST ;- |
TRIAL FOR DISSOLUTION TEST. l
DISSOLUTION CONDITIONS:-
' Dissolution Media
E T wakeyy
Media Volume
Q0O ™)
. Apparatus JC 0 Ty OADDLE
RPM ; i
\0O |
Temperature a1 .0 *+ Rk e |
Til."l"lE L{q m:h , j

| PREPARATIONS:-
Poux Qoo ™\ o) dA1SsolUHON tThedlum 1\ Rtk vesise).

AsduHon med fdm eauil ibvele ol 27 € , Adjust e SPeed e
L] LY H‘-‘}
3} TNy Slement at oo YPM. a Place one. calSule \n eack

ENX vadd\e L clckg‘uﬁ\' SV t:’u;‘{-)\'ﬂ\'\{@_ 2S ™M | Ler®

- Radd\e &% & lns\de Yo bhovrom of  vesgsel,

| \A oF 6[3(:?::1%1{_. e ‘*“x"@‘\’\f‘:ﬂ,l LO‘\J‘\('\TCJ

e bettom GE

O

=

W -n BY CHECKED BY:-
Al Aldxlh—%;;w ’ B e —— NN

e —
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| TITLE | UV-SPECTROPHOTOMETER WORKSHEET

— e = —— =

— — = I- —— — ot
|

| Instrument Name :- S Wi
| ' e jPELJrTQ]ghOJ—Qn’?E.fQL————j' ' gi

| Instrument ID ; -
l-.ﬁnstrument Model No. :- -
| vcof 1 of |
| Name Of Students - |

' NAME OF TEST :-

1) PHOTOMETRIC ANALYSIS
2) WAVELENGTH SCAN

REPARATIONS:-

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 5Smlof the above solution to 50ml with water.
o ppfMm

UV-SPECTROPHOTOMETER WAVELENGTH :- 273nm

T ¢ & ] 274l yve
e F Y = o o I
1 d___]’ipm

CHECKRED BY:-
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TITLE

ARNI ANALYTICALS

UV-SPECTROPHOTOMETER WORKSHEET

Instrument Name ..

Instrument 1D . .

Instrument Model No. :-

LM<s3P —~ pVv 100 B
Name Of Students _JP . )
_ h s < L o 8 -
g: - Dﬂtﬂ-
- | NAME OF PRODUCT : YRe)
L QAAC\NNE, Mo
ﬂ - | WORKING STANDARD NO. —_

_ i POTENCY
B,.; INSTRUMENT 1D

ALNT [ING ~o© L

R
AME OF TEST :- quﬁ}enc},.{h S caelin.

;PREPA.RAT[ONS:-

' STANDARD PREPARATION :- ﬁ _
Luoen CS\"\ O ceanyaAk R\ \O "o, © X 'Ui‘-!\%“e A L S\'f-*“’ﬁ‘tﬁ\u“ﬂ'é. ' \O oW

U{}\MWE*{,I{?‘ "ol ?\CU},R, oandAd GomMma GR‘ LﬂEL\-E"Y SO\ (_Q\_\ < ?—‘DF < m”,_ 0.

Lo (O Q\e ey A\ Go\wve, TmalLle VP Yae VOILUME Wi\ walery
Qs Ve Aluke 5§ v o vWwe above 5o\’ yo =« NURERAN N

&Y .
UV-SPK-I;?}E’?I-{OPHOTOMETER WAVELENGTH :-

& Mo LN WO\ %\Q&Q"\ — 223y wn )

'T"\H\“ﬁh\ TOATT e Q\E‘T\%\\'\ e Q., o6 N\

OBSERVATIONSt
AVELENGTH _
ABSORPTION WAVRLL = S Sy N
MAXIMUM 4 0m,
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