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CERTIFICATE OF ANALYSIS

VASUDHA PHARMA CHEM, LIMITED

Name of the product |+ | AMITRIPTYLINE HYDROCHLORI‘DE Ph.Eur.

Batch Number T : CAMPT/Z‘ZIVZHIB | | - Anal&zed on : ‘18/1Ik/2022
Manufacturiﬁgbate - :’ NOV 2022 | T Expiry Date : OC;f 2'027 |
Q_uaxﬁny N |+ ]263.20Kg i | AR No. : | AMPT/22250
{ S.No. | | TEST | ) | » RESﬂLi’ » ‘kSFECIFI-CA.TIvON -

10 | CHARACTERS

White crystalline | White or alinost white powder or colourless

. A
1.1 ppearance powder crystals.

Freely solubblev in Water, in ethanol (96

1.2 | Solubility ; Complics percent) and in methylene chloride.

2.0 | IDENTIFICATION

The IR spéctrum of the sample should be

2.1 {Infrared spectrum (KBr disc) Complies concordant with that of Reference / working
standard.
The soluti Id gi
29 1 Chlorides test Complics he solution should give reaction (a) of

chlorides.

3.0 | TESTS

The solution is clear and not more intensely

3.1 Appearance of solution Complies .
pp P coloured than reference solution B7.

The solution should be yvellbow with alkali and

3.2 ] Acidity (or) Alkalinity ; Comphes red with acid.

33 | Related substances by HPLC (%)

Impurity-A BDL Not more than 0.05
Impurity-B BQL Not more than 0.1
Single maximum Below disregard’ k

. . . o Not more than 0.10
unspecified impurity ‘ limit

Below disregafd

Total impurities Not more than 0.3

limit
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Works: M/s Vasudha Pharma Chem Limited, Unit-111, Plot No:23&24, Jawahdrlal Nehru Pharma City, Thanam W),
Parawada (M), Visakhapatnam District- 531019, Andhra Pradesh, India. Ph: 08924-236227, 236228
CQA/002/K05/01 EFFECTIVE DATE: 01/01/2021
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Toluene

s Phone: 91-40-2381 2046, 2371 1717, FAX: 91-40-2381 1576 Page2 of2
E-mail: vasudha@vasudhapharma.com,
VASUDHA PHARMA CHEM. LIMITED Website:www.vasudhapharma.com
CERTIFICATE OF ANALYSIS
Name of fhe product AMITRIPvTYLINE HYDROCHLORIDE Ph.Eur.
Batch Number‘ | CAMPT/2212113 | Analyzed on | 18/1 1/2022 |
Manufacturing Date NOV 2022 Expiry Date OCT 202‘7
1 Quantity | : 1263.20Kg AR No. AMPT/22250
S. No. TF ST RESULT ] SPECIFICA'i‘ION
| 34 Loss on drymg (%, w/w) | v0.2é B ‘ Nét more fhan 0.5
3.5 Sulfated ash (%o, w/w) 0.06 Not more than 0.1
36 Assay by HPLC on dried basis (% wiw) 100.1 I]\J(;)]t.oless than 99.0 and Not more than
4.0 Addmonal tests
4.1 R351dual sol\ ents (By GC with HSS ppm)
B Methanol BDL | : Nét more than 500
Acetone ‘13 th more than 500
Tetrahydrofuraﬁ BDL { Not more than 500
120 | ‘Not more than 500

“BQL” indicates Below Quantification Limit.

“BDL” indicates Below Detection Limit.

Remarks: The material complies as per the Ph.Eur Specification.

Transportation: Material transit in ambient condition.

Storage: Recommended to store the material at 25+2°C at your site (Excursions allowed between 15 to 30°C),

Note: Ensure material is packed under nitrogen atmosphere and tie properly whenever opening the bag/container.
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Works: M/s Vasudha Phay ma Chem Limited, Unit-II1, Plot No:23&24, Jawahatlal Nehru Pharma City, Thanam (V),
Parawada (M), Visakhapatnam District- 531019, Andhra Pradesh, India. Ph: 08924-236227, 236228
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