Name of the product AMITRIPTYLINE HYDROCHLORIDE Ph.Eur.
Bateh Numher : | CAMPT/2402008 { Analyzedon | : |23/022024
| Manufucturing Date | : | FEB 2024 | Retest Date : { JAN 2029
[ Quantity 255.0 Kg | AR Mo. : | FPI24134
SNo.| TEST RESULT SPECIFICA‘TION '
1.0 | CHARACTERS
i1 Appearance White gxystali‘fne White or almost white powder or
' _powder oofourless crystals:
. _Freely sn!ubie in water, in ethanol (96
1.2 {8 or
2 olubility Complies percent) and in methylene chloride.
2.0 IDBNTIFiCATIGN , e | _
] The IR spectram of the sample should be
2.1 | Infrared spectrom (K Br disc) Complies concordant with that of Reference /
working standard.
22 | Chlerides test Complies The solution should give reaction (a) of
" _ _ehlorides.
30 {TESTS oo . —— S e
': - [The se]u‘tion is clear aud ifat  more
3.1 | Appearasice of solution Complies iritensely coloured than reference solution
ar Mo e oo .y o ‘The-solution should be yellow with alkali
32 | Acidity-(or) Alkalinity Complies | -and ret i acid.
33 { Related substances by HPLC (%) .
BDL
Impurity-A ; v o oo Not morg than 0.05
| mpurty (BDL Limit :0.0083)
Tmpurity-B 0.03 | Not more.than 0.1
Single ani-l_:num , Not detected Not more than 0.10
unspecified impurity ) )
| Total impurities 0.03 Not motethan 0.3
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CERTIFICATE OF ANALYSIS

| Narne of tlie product :

AMITRIPTYLINE HYDROCHLORIDE P

Batch Number :

CAMPT/2402008,

h.Eur.

| Analyzed on 23702/2024

Manufacturing Date :

FEB2024

| Retest Date IAN 2029

| Quantity :

| AR No. « | FP24134

2550Kg

[sNo |

 TEST

RESULT

34

| Loss on drying (%, wiw)

0.21

{ Not:more than 0.5

3.5

| Sulfated ash (%, wiw).

0,06

Not more than 0,1

3.6

{ Assay by HPLC on dried basis (%, wiw)

99.8

Not fess than 99.0 and Not more than _
101,08

49

Additional tosts

41

T A—
(BDL Limit: 12) |

Not more than 500

Acétone

BQL '
(BQL Limit: 8.0) |

Not more than 500

Tetraltydrofiran

BDL
(BDL Limit :4)

1 Not more than 500

_ Tdiugnq

55,

‘Not mere than $00

“BQL” indicates Below Quantification Limit.
“BDL” indicates Below Detection Limit.

Remarks: The material complies as per the Ph.Eur 11.4 Specificatien.

Transportation: Material transit in ambiesit.condition.

Storage: Recommended to stére the material at 25+2°C at your site (Exetirsions allowed between 15 to 30°C).

Note:

S

Ensure material is packed under nitrogen atmosphere and tie properly wheriever opening the bag/container.
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Works: M/s Vasudha Pharma Chem I_-..jmiteéf,‘-‘liiiitjﬂ, Plot No:23&24, Jawaliarlal Nehru Pha“r‘ma‘C'i'ty, Thanam (V),
Parawada (M), Ariakapalli District- 531019, Andhra Pradesh, India. Ph: 08924-236227, 236228
CQADL/FUS/I

PEE™ TR Comh N i

EFFECTIVE DATE: 6140172021



