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TENELIGLIPTIN

Introduction-

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

e Teneligliptin belongs to the category of medicines called “anti-diabetic”.
e Itis used along or in combination with other drugs to lower blood sugar levels.
* Teneligliptin tablet contains the teneligliptin which belongs to class of dipeptidyl peptidase-4

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

sugar level when not needed.
Chemical Formula- C22H30N60s

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

Chemical Tests-

1. Dissolution Test
2. Separation Technigue ( HPLC)

3. Absorbance

structure of Teneligliptin-

>

O
|
N-N ™\ /"“*H\N
| >N N=<
i W Q

“_-NH
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ARN ANALYTICAL

FINISHED PRODUCT SPECIFICATION AND TESTM ETHOD

NAME OF PRODUCT : TENELIGLIPTIN TABLETS 20 MG

PAGE NO.:- Page | of 4

SPECIFICATION AND TESTS 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”.

T e ke I ——

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)

S —
—_—

- -
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N[  ARN ANALYTICAL

| FINISHED PRODUCT SPECIFICATION AND TEST METHOD

CT: TENELIGLIPTIN TABLETS 20 MG

I NAME OF PRODU

TEST METHOD

PAGE NO.:- Page 2 of 4

l D . " = .
) Description: White coloured, round shaped, film coated tablets, plain on both sides.

J 2) Identification:

| The retention time of the principal peak in the chromatogram of sample preparation should correspond to

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

3) Average weight:

| TABLETS-1 : .90 TABLETS-6 n L

| TABLETS-2 : tRe— TABLETS-7 2.9€
TABLETS-3 : 14 TABLETS-8 181
TABLETS-4 | : '7__%_6 TABLETS-9 119

! TABLETS-5 : -

| AVERAGE WEIGHT: L ?:5 = 136 LIMIT: 283 MG + 7.5%

l 4) Uniformity of Weight:

Select randomly 10 tablets and weigh individual tablet. Calculate average, the minimum and maximum
.‘ value.
TABLETS-] . 'lﬂﬁ TABLETS-6 1LRE
TABLETS-2 |: Nes e 0LR8E
TABLETS-5 . 13—] TABLETS-10 N9 :!_

MINIMUM WEIGHT :- 1.8V
MAXIMUM WEIGHT :- 19 7}

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

l

|
|

T e = e—
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L N | ARN ANALYTICAL

FINISHED PRODUCT SPECIFICATION AND TEST METHOD
NAME OF PRODUCT : TENELIGLIPTIN TABLETS 20 MG PAGE NO.:- Page 3 of 4

—— e ——————

5) Dissolution (By HPLC):

Dissolution Parameters :
Medium : \ ! QJ[.? < Rotatory Speed | : —} il P (1)
Volume : ﬂQ_D_CD_L Temperature "' 1 + Q_..::_C.___
Apparat : [ :
il iJ-ﬁ*{u —*'jg")e‘[i_tpucldlgnm Q'SF (0 ) u.LAr

Standard Weight :-
e Potency:-

. W W 900 P 426.57
Calculations: Teneligliptin (% Drug Release) >< = R ¢

AS 100 LC 100 628.86

X 100 _

| papre 1220012 3249 o« 900 ;&, 3.8 42657

6.5C66 100 2 6 100 EZE 86 x 100= 11 3.197 -
_0.63L 32.43 900 © .8 T, 426.57 i _
| Tablet 2 8. S0k X 00 X 2 o ﬁﬂio_ X 628 86 X 100= “’L-(a/.
_0.54%3% ., %12.41 900,t _99.95 ., 426.57
AALiesd 0.5S 66 SNEETTIR 10 ?;E,( 100 X ezage X 100= lo2, 1</ |
L.03 ., 900 8 . 4265 :
| TR 5566 100 To so 100 ezage  100= Il 3,94/
0,3426 29.43 gnoﬂ 9935 o 426.57
= X X :
Tablet 5 5.556 6 100 20 o 100 X e2s.gs < 100= |3 A4/,
0 - -*;-’5%‘?'; 245 o 2004, E’ucj_SS‘ 426.57
.55 (8 100 1o ¢ 100 -523 .86 93. j o

|
Tablet 6=
|

gt loLlﬂ;_ll'534+ 1|3 |
pverages: 1L - @ 9019 =130 /.|

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

: FINISHED PRODUCT SPECIFICATION AND TEST METHOD
|| NAME OF PRODUCT : TENELIGLIPTIN TABLETS 20 MG PAGE NO.:- Page 4 of4
| .

| 6) Assay (By HPLC):

Chromatographic Conditions:

s e e s —

Column | C 8
: 1 ISenMm X 4,6 o) S M

Pump mode : - ‘; !
| = = LSO LG o £ l
| obile Phase : ‘EJ‘“(‘.(.'Q-;S» : ﬁqu‘nﬂ”"ﬁﬁ(_ﬁ (6o ;AL%L
| ::If“’“'m“’-' 1 : Lol [min ’

njection volume : 16 U [
L Column Temperature | : 3_9“ C |
| Wavelength : |
| WAV, N <o NM 4 l

) Preparation of solutions:

e Standard preparntiun:c__q_)Qf I‘l
Lemag . ( 1Len‘<?ﬁ !t'g-f':' Py tdigt. e )Lejj Qlwd

HjC{"ﬁ"ﬂb"};g(\ﬁ ‘olE'. Hyalny .F ; ﬁ TEﬁPIE'ﬁ[; ‘ltf' |
Flask 4 Fo ﬁ:‘utign!: i}ﬂ?tgh;) ,,{ngjnf:" ") d o/ P )

e Sample prep
E’\‘(]h o {"{LIDIE’JLS a1—o]9+eq§mf

[ the ableds +o £ine Pocoden: coe ichl §¥OIE corghifolume b

N O .1‘ ’ ; "

equwsgicﬁﬁwgigh}i Lﬂfk(l‘g TEneCJI, pt O Fs 100 :2\01’76 F l psﬁﬁ
Sample Weight :- 72.@ - - F G—*Sk i

|
; Average Weight - 9 4.9 1

Potency = Aq RS —
e (Calculations:

; - =£ Ws 100 P 426.57 _ 100
% of Teneligliptin s NN X = X AW X T Ralr
; 99 85~
|
; 2 AR L 2.4 T 100 P 426.57
| !22}5{-. % X o X e W D) : 290 o= | :
D {gaaosags . 00 Tt X 28X G x —=s qebagy
) |
= ::1&] e F
l G_Q{J%q\. f'}__%,(_,? 100 P .
i 2) L0 2 T PR X Too XQ?G'_(J R X == 8o Q '
‘ \14 90,246 .5 - c288¢ B o | 17
- . 90.09 = {t.q| - |
Average :- i{l 3 -“1{; ; \ i ¥ l
Limit: Not less than 90.00 7 and not more than 110.00 % of the label claim J
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ARNI ANALYTICAL
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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:

-
R =

The retention time of the principal peak in the chromatogram of sample preparation should correspond to

fd-  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:
A"

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)

S ——— e
-

LS

= —_
S
T
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FINISHED PRODUCT SPECIFICATION AND TEST METHOD |

| . £5 ||
NAME OF PRODUCT : TENELIGLIPTIN TABLETS 20 MG PAGE NO.:- Page3 o0 ;
S) Dissolution (By HPLC):
| Dissolution Parameters :
l| Medium : | Water Rotatory Speed |: | 75 rpm
| Volume : | 900 mL Temperature . 3?“(3_:&: 0.57L
| Apparatus : | USP Type Il (Paddle) | Time : | 45 Minutes

! p11.1Preparation of Solutions :
e Standard preparation :
Weigh and transfer accurately about 22 mg of Teneligliptin (Equivalent to 32.43 mg Teneligliptin
Hydrobromide Hydrate) working standard to a 100 mL volumetric flask add 70 mL of water and sonicate
to dissolve and make up the volume with water.

| o 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 0.45u
filter paper discarding first few mL of the filtrate. Inject directly.

11.2 Procedure: |
Measure the absorbance of the resulting solution at 210nm.

|
L2 Calculations:

— —————————————————————

| W TR
\ Teneligliptin

At  Ws _ 900 P 426.57
\ (% Drug Release) =7~ P Tt IS X
|

_—— X
As 100 LC " 100~ 628.86 100
| Where, yoRe
| At — Absorbance due to Teneligliptin in the sample preparation.
| As = Absorbance due to :FEflEli gliptin in .the standard preparation.
i We = 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

' Molecular weight of Teneligliptin hydrobromide hydatre
:ts: Not less than 80.00 % of labeled amount is dissolved in 45 minutes

Limits:

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

M| ARNIANALYTICAL

13) Assay (By HPLC):
* Reagenis Required: |
Sr.No. | Name of Reagent Grade |
| | Water HPLC grade |
2 Acetonitrile HPLC grade
3 | Octane-1-sulphonic acid sodium salt AR grade |
o 4 O-Phosphoric acid AR grade |

13.1 Chromatographic Conditions: |

Column : | C18, (150 mm X 4.6 mm), Sum
Pump mode : | Isocratic

Mobile Phase : | Buffer : Acetonitrile (60:40) :
Flow rate : | 1.0 mL/min [ |

Injection volume 1120 pl P
Column Temperature |:|30°C % D

Wavelength ¢ UV, 210 nm

Run time :| 1.5 times of the retention time nf principle peak
13.2 Preparation of Mobile Phase: ¥ 2

e  Preparation of Buffer: /s

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 u filter and degas.
| 13.3 Preparation of solutions:

e Standard preparation:
Weigh and transfer accurately about 20 mg of Teneligliptin (29.48 m

Hydrate) working standard to a 100 mL volumetric flask
and make up the volume with water.

e Sample preparation: _ {"{:L,_) A0 | [ :;.
Weigh 10 tablets and detenmm: average wmght Crush ﬂi: ab‘l‘ts tJ a f' "Eqp“w:jlﬂlr I\Vméh .

/!

g Teneligliptin Hydrobromide
add 70 mL of water and sonicate to dissolve

1

i 13.4 Evaluatmn of System Suitublhty

Equilibrate the column with mobile phase with the chromatographic conditions for st
Inject blank and record the chromatogram. Inject standard preparation in f S

chromatograms. It should comply with the system suitability criteria as me

able baseline.

ve replicates and record the '
ntioned,

e — e

B e — = [ E—— S S

e R ——
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ARNI ANALYTICAL |
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e

FINISHED PRODUCT SPECIFICATION AND TEST METHOD |

NAME OF PRODUCT : TENELIGLIPTIN TABLETS 20 MG

| PAGE NO.:- Page 50f5

* 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.
e (Calculations:

" B

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

P
mg/tab of Teneligliptin =— X — X — X — X Aw X

Where,
At

As
Ws

P

LC
Aw
Wr
426.57
628.86

I

—. | —

At  Ws 100 426,57 100

X
As 100 Wt 100 628.86 LC

Area of the peak due to Teneligliptin obtained in the chromatogram of sample preparatior

Mean area of the peak due to Teneligliptin obtained in the chromatogram of standard
preparation,

Weight of Teneligliptin hydrobromide hydatre working standard taken for standard
preparation, in mg.

Purity of Teneligliptin hydrobromide hydatre working standard, on as is basis.

Label claim in mg.

Average weight in mg,

Weight of sample taken for sample preparation, in mg,

Molecular weight of Teneligliptin.

Molecular weight of Teneligliptin Hydrobromide Hydrate
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N\ ~ ARNI ANALYTICALS |

" TITLE | HPLCDATASHEET |
Instrument Name :- 1 1 E l : I Page No |

il

Instrument Make :- Z ' 1 I E] E :[ 7 | . _ _I
‘ Instrument Model No. :- l : Q 1 C | i - | [ of 1 r
Ilnstrumen't][} -|_ ELRHI fI!H - Q..QI ] '

NAME UF STUDENT :-
DATA SHEET |

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

. Chm;:natngraphit Conditions: & k%‘ﬂl I'\\P << ?5 LL&J._B.CLUH‘“

| i
‘? Column |
Data Aquisitation Time =| -:\_ - ]. A
Pump (Flow Rate) | i 6t ) ’ m: N
| - (n] =
| Port _ H
Detector (Wavelength) i A1 A
Column Oven Temperature | ’:';DE_C
- Degasser | OQ ‘:
| .
| Autosampler Temperature | 6 FF

« MOBILE PHASE PREPARATION :-

PsePaxe o Mix+use of g6 Volumes of wote
261 Volomex aFme%onu/ TODJ

M x we (] .
« STANDARD PREPARATION :-
wmq]h P\C('U'GO\-P\:[ oM g of cofferne 5{-%&0"5?:] o loom
\yolume Hic Flask. Add 6oml of Hple qsode wote~x and shake
+o dissolye Gnmple{-el{ 5\01’.0\_‘1 marR up Volume Lo maxk, Mix w{'” |
. SEf)L?':!f,qur(JEF ﬁ“}rﬁl:nmobn\’@ Solution Sﬂ So Ml V”'Um"*'ﬁ” ¢ FI 05/\
* with wotex 4o makeusp,

Name of Solution No. Of Injection \[ 0 u nme .
Blank . =
Standard ’%

 ANALYSEDBY CHECKED BY
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ARNI ANALYTICALS

HPLC DATA SHEET

Instrument Name :- \ 3 QI : Page No |
Instrument Make :- 5 ] 1 [E ] E I 7 !2 |
e |

Instrument Model No. :- '
- ] !

Instrument ID : - D , 1of3 |
e ——— L 3 L - ) _ !I
N Of Student :- . |
wmeOfSmdent= Jobice cooma katlc _ E—
i

HPLC DATA SHEET f

. HPLC Paramefter settings:

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

Cx: the line.

¢ (reate a new method by using below parameter.

e Save the Method Parameters with a file name.

¢ Download the method to the instruments.

e CHROMATOGRAPHIC PARAMETERS-1

' INSTRUMENT PARAMETERS Set Parameters

| Data Aquisitation Time i : ‘o m'lﬂ

| Famp ol eoml [min
) E Port : ﬁ

. Detector (Wavelength) 216 AN

!F Column Oven Temperature | : ' Vo o

Degasser I‘ : | oN

| Autosampler Temperature K ‘Qﬂ C

r.

(=8
ﬁn -iL‘h SED m

e ———

——

L . -

CHECI\ED B‘\

e
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Instrument Name :-

Instrument Make :-

—_— = —— = e —— R e ———
= =
—_ = e = am— =

NI

I HPLC DATA SHEET

ARNI ANALYTICALS

lngt-rlmu'nt Model No. :-

| HP_L%_ -

- 10610
Instrument 1D : - = : \ e B
Name Of Stmlmﬂ-:- < 6 o L P
\
CHROMATOGRAPHIC PARAMETERS-2
INSTRUMENT PARAMETERS Set Parameters
(> Data Aquisitation Time 12 m-l N
ghin 0.82 1l [pp )
Port e
Detector (Wavelength) 220 NN
Column Oven Temperature ke o C
Degasser o f F
Autosampler Temperature 1 2 ¢

CHROMATOGRAPHIC PARAMETERS-3

INSTRUMENT PARAMETERS

Set Parameters

Data Aquisitation Time

12 M0

Pt ' el D
Port _P\

“Detector (Wavelength) 1 600 N
Column Oven Temperature 20 0 c
Degasser Qf F‘
Autosampler Temperature l Qb ¢

|

e —

i

_‘__,_-_---—'_.

s

————

m——————
e S——
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N S ANALYTICALS

e — 1 |
TITLE [ HPLC DATA SHEET B |

. - I— - |
Ilil-ﬁvlr“mﬂ-l-'l: NHmE M ) Pﬂge Hn ]
Instrument Make :- - |

nstrument Model No. :- |

L TP S R
Instrument ID : - %{21! I T I ; | 0 :
Name Of Student :- \_] k ]

Ah1<e <eema Kkailag.

= e

o CHROMATOGRAPHIC PARAMETERS-4

INSTRUMENT PARAMETERS Set Parameters |

Data Aquisitation Time : VoM .0 |

¥ I |

{ Pump : | !r[ : 0 Ii
Port : Q |
Detector (Wavelength) g 5 ﬁ m |

Column Oven Temperature : |

Degasser ] OF r |

Autosampler Temperature l g ¢ |
e CHROMATOGRAPHIC PARAMETERS-5
INSTRUMENT PARAMETERS Set Parameters |
Data Aquisitation Time 26 M '
| ' ' |
I i 0.00m| [miN
Port . H !
| Detector (Wavelength) : 6 [ p 5
| Column Oven Temperature : it B p
Degasser : & F F
| Autosampler Temperature : oL (_»

e —

i Y |

ANALYSED BY CHECKED BY |
‘_--_.______________———-——'"—__'_'___ ————— e ———
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AN ARNI ANALYTICALS

MONTHLY CALIBRATION RECORD OF ANALYTICAL BALANCE

Instrument Name :-

Bhite  feema Kailag .

e e e P o ) O g ___-j

Page No
Jensar
fostrument ;- [ARNT[TNG-0 0% T
Instrument Name- Analgtical Balance
MONTHLY CALIBRATION RECORD
|
1. Calibration by using Weights: {
Observation Table:
[| Sr. No. | Reference Weightin g Observed Weight in g Weight in g (Limit: £ 0.1%)
|1 200.0000 199.8000 to 200.2000
o 100.0000 q8.7%H 1] 99.9000 to 100.1000 |
| 3 50.0000 Ro-696 49.9500 to 50.0500
l 4 20.0000 ' | g ) G Lf’ g 19.9800 to 20.0200
| 5 10.0000 9.999 9.9900 to 10.0100 t
[ 6 5.0000 ~ 5.080 4.9950 to 5.0050 |
|
7 2.0000 1.9980 to 2.0020 |
1326 |
8 1.0000 0:92 5 0.9990 to 1.0010
9 0.5000 o 0150 0.4995 to 0.5005 l
10 0.2000 N 0103 0.1998 to 0.2002 }
f, 11 0.1000 0058 0.0999 to 0.1001 |
| |
1z 0.0500 O-04L0 0.0499 to 0.0501 |
13 0.0200 6.-016 0.0199 to 0.0200 ;
| ~14 0.0100 O 0 ]7_ 0.0099 to 0.0100 ]
e |
[~ 15 0.0050 0'00h 0.0049 to 0.0051 |
|
R |
Conclusion: The observed weights are within limit/ out of limit. E
) s
' |
22 |
ANA\E{'EE BY CHECKED BY |
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TITLE

RNI ANALYTICALS

MONTHLY CALIBRATION RECORD OF ANALYTICAL BALANCE

Instrument Name ::_ \t g . = 1 ) [\ ol Page No
\ Instrument Make :- ] \ ! [’S ! E E B
ST & . ' 2 of 3
Instrument 1D : - O RA N< - 00
2. 'Test for Linearity:
Sr.No. | Selected Weights in g Observed Weight in g
: \o am J-999 gn
It . 00 gMm 19.060 &M
|
| Ll 50 M 50695 gm
Conclusion: The observed weights are Consistent/not Consistent.
ANALYSED BY CHECKED BY
3. Test for Eccentricity:
1 2
A
I __
[Sr. No. | Weight Observed in g Difference in g Limit
1. At Centre- (A) \ q 0/
AN =
.. 2. | AtCorner1 (B) 19.05 73 B-A=  (0-00\
3. At Corner2 (C) 19.050 C-A= —(-0092 +0.1%
4. | AtCorner3 (D) 9. 008 D-A= —0-00(
| ; ——
5 \m Corner4 (E) 19.0 & q E-A= 0009
l 3

centricity error is within limit/out of limit of Std. deviation.

s

CHECKED BY

Conclusion: The maximal Differential Ec

e

e
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AN\ ARNI ANALYTICALS

/

TITEF. y MONTHLY CALIBRA’ l‘ll’)N RECORD OF ;\NALVTI( AL HALANCE |
Instrument Name :- h ‘ i ) l h ol Page No '
Instrument Make :- |

NLENSAR - . =
Inst tiD: - .
ns rumrn_ h l \ Y - B

4. Test for Repeatability :
Sclected Weight in g ¢
:“r No

| Sr. No. Observed Wcipj;t ing Observed Weight in g Limit 5

. Hh0:699 : 5069 _
2 50696 7 50.6 96 |
> 50696 8 50-697 +0.1 % |

| , 50-697% 9 50-697% |
5

u R0.696 | ® | 50.695 |

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

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

P - f
o [i2[22 al |
ANALYSED BY CHECKED B

i
|
i
|
l
|.
]
r

e
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A\ | ARNI ANALYTICALS.

'
'

I TDAILY CALIBRATION RECORD OF pH-METER
Instrument Name :-

|- | 00 Mpla — T
Instrument Make :- 1 E E Ej E ,

| Instrument Model No. :- ) T — T )

Ilnstrumiit[[}:- EE i] |r NS o -

DAILY CALIBATION RECORD |

e Procedure: Refer SOP No. : SOP/ARN/INS-005
0 Preparation Of Solutions:
e pH-.01 :-

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.

B
e e

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

& pH-7.00 :-
e Transfer the capsule content in 2 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

e Dissolve the contents in 10 ml of distilled water and then make it up to 100 ml with distilled water. ‘
1
|

100m! volumetric flask using a funnel. 5

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

| » e Observation Table:
| pH g | ’
Sr.No. | Date 4.00 7.00 o 1 |
| ( 0.05) ©005) [(fo.05)| |
4. (ultz]22 ] .o £.31 9.2%57] #¥
| — ]

5\6?? = 96/

W 11\ g L I -
PERF !DRMED BY CHECKED BY .

— e e

E—— eSS S

———————t——,

@3 Scanned with OKEN Scanner

CamScanner


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

e e e e 2 e —

Y ARNI ANALYTICALS

| T DISSOLUTION TEST APPARATUS WORKSHEET — |
Instrument Name :- ‘ '\ € & \ ch LQ N , i q P ‘E ﬁ ng g < N | Page No. 1
Instrument 1D : - % I N < - Do ) ) | ) B __i

NAME OF TEST :-

' TRIAL FOR DISSOLUTION TEST. |

E
Instrument Model No, :-
= | of 1 \
| Name Of Students a o
|r Q@ X \_ﬁqdﬂﬂ — l
i |
|

| DISSOLUTION CONDITIONS:-

l, @ [Diolwon Medin [\ | T f
| Media Volume i & m| |
'. 8 |
\pparatus -~ e ) |
- S Tbe T Paddle |
RPM r\ S | ;
Temperature ?)jr 5 % © {;b c
Time _ o
45 MNU Jr e <
' PREPARATIONS:-

?DU“G‘ 3MWL 0{: Arusﬁ DIU'HOH mec)?um i’n emk \!@556/'
| P\Hfm ‘EUFFIGCFQ{'\‘I‘ +ime PG’KC)?SSG!ULBQ Pﬁecl;'um +
:EIEJ‘fB’Gﬂth at 33°c + 6.5%¢. o '
.ﬁ szf'é“ﬂ"ﬁ"ﬁ!ﬁ%dw,lfmec} —\-D IOG‘TPmu Pﬂce i |
Copule 0 cach Ajne Podd [e Afm)fufsf the poddie ¢n +he
| AISSD‘U‘l:onmleom 40 ‘H\G‘f H\rgeﬁg‘ r< C/} |

. ngr nce ph LSHMN T+ |

A'Lﬁ\;mlr hefween Fhe bottom of Fho Padd| e j ?ns:?cje 5
p\;ppt;f”;) GQPU'&/?SJSQJ: )3550“&* Yhe opporsatus:

AL P ﬁﬂrJ-Tm;bJﬂ'M mjrefa\[w‘, UJHM'EGLU lom CL\

i T e S

—

\quo T (:n:;ea

; ff}SOlu-}ron mecl :U m |

—— e “mr———r—

'n:‘é:\‘*li Ll My

 ANALYSED BY CHECKeD BY:- |

e .. e s

O, Sy i e P ——— — Sa——

O elE R B L ""_"-'-Il _—— m—
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=

| TITLE UV-SPECTROPHOTOMETER WORKSHEET |I
Instru.l:wnt Namci U\L: %; ‘ l ) F] I . [ > :,,- L I!
i lnstru_mr:nt ID:; e - opd )
| Instrument Model No. :- p
’ ) y - ) 5 6 L M
‘| Name Of Students o ) s
i e 2 . 4 . ~ 3 (Y [ | Al 4 — rl
Date:- t
\ RODU : ‘ |
NAME OF PRODUCT f: E( olN O |
WORKING STANDARD NO. : |
{
POTENCY :
| N T ARY : |
| INSTRUMENT 1D - a T 1 N $-007 !

f ’AME OF TEST :- 1) ?ho{ahﬁe}‘ﬂf (\na\ jS:S
v Wavelength scan

| PREPARATIONS:-

. STANDARD PREPARATION :-

Weigh ciccuyatel o lomg o F co fFeine sl'omloxecf In o |
looml \f.:.,[ut\“nm(“si'c Flask add €o m] oF oatery Som'm*‘}e
Cox cninutes o Romplately dissolve . make WPy bhe |

\fb\Uh\Q u:.i'H\ LU{L}‘?"{ *F\u"{]rlwe'h“‘c“hu?l% - o ¢ ol te Som ]'
UV-SPECTROPHOTOMETER WAVELENGTH :- 242 nm. Wik A i ,[ F .

\) \h\f?_:ﬂ\"‘{'{: Ca QQ’?E’QE— |0 mJ\
P ,——é ma\fe‘pnj‘i‘h "1’1-?) O M.

OBSERVATIONS:- %O Ppe:@ﬁ e woV pl @ﬁj {.l\ - ‘?_1*'3 N '
. MAXIMUM ABSORPTION WAVELENGTH :

Moximum - 2713 pm
MinIMu™ ~ 946 A87 N

i -

| MED BY o | __ { l“‘_._("hl-._l_) BY':-

——

e
————
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