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CER'I‘IFICATE OF ANALYSIS

 Name of the Product: | - AMITRIPTYLR\]E HYDROCHLORIDE EP

A BachNumber | : beampmisions | Anatyzedon | [ 271102015

| Manufacturing Date | : SEP 2015 ‘ ‘ N Expirybgte'.,:,”AUG 2020

| Quantity olaessokg 0 - JARNe |t | AmeTsess
sNef. .~ mest . | ‘mesoLr | = SPECIFICATION

_1‘0 ..J- :--"-w.. . . . | . . K |

s BRI Appearénce o L - White powder -thteorahnostwhtepowderorcolouﬂwscrystals.
1_.2" S Iubili R - ' Freely soluble in water, methanol(%percmt) and

. oraStity NI Complies meethyicnechlonde

20 - :'IDENTIFICA'HON

T o211 e TheIRspectmmofthesamplashouldbcconcordant =
2 'AWW(KB”‘“) }  Complies with that of Referenco / working standard.

B 22 lChIondrs test, S - "Cbinpligs - ;The.soiutlon shouldgwc rgac'g;on.(a)_of.ch!ondeg. =
{30 f_'l‘EST_s"’"" o ‘ ' PR

: ; L . The solution is clear and not more mtenscly .
3.1 lAppearance of solutlon © CompHles - coloured than reference sotution By -
32 | Acxd1ty (or) Alkahmty - Complies :qhgl sacg:ldtfon should be yenow with alkali andred

3.3 jRelated sibstances by BPLC (%)

Topurity-A BDL _N'ot more than 0.05
| }oopurityB 1 005  |Notmorethan0.10
Smglemammumunspeclﬁed ' . o . .
mpxmty : 005  f§Notmore than 0.10
Total impurities 0.10. |Notmorethan03
_ L : Prepared By : ‘Checked By | Approved By

Signature | -gulhe —ocinng | TZaiw 25 )i< e S JIT

% [ Name Lt Bmajasichnd| V- Teara Zews | V- lps IM’“M

% Designation. (%Lm' [ E’)Lecmb Ve I st =]
% Manufactured at; - ' :
&% M/s Vasudha Pharma Chem Ltd, Unit-1II, Plot No:2324, J.N.Pharma Clty, Parawada, Vlsakhapatnam 531 019

o CQAIG0ZFOS/00 EFFECTIVE DATE: 01710/2614
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,CER'I‘IFICATE OF ANALYSIS

-, | Name of the Product - - ; AMITRIPTYLINEHYDROCHLOR}DEEP

E BéthiNumber | L eamprasiooss.

Analyzed 9;1' } 2711.0/29_'15__“

‘ExpiryDate_|: | AUG 2020

] | Quantity :'_izsssng

- {ARNo |: famprAsoss

34-;"jHeavyme¢aJs(ppm) | Lessthan20

Not more than 20 -

; ] 3s ‘-Inssoxrdrymgz(%wlw). .

013

. -No't'mérethm-‘d;éo- '

3.6 | Sulfitedask (%ww)

005

| Not more than 0.10

3.7 | Assay by HPLC on d dried basis (%wfw)

100.0

- ;Notlmsﬂ:an9903ndNotmorethan101 0

w40 ADDI’IIONAL I’EST

—_

{41 'Rmdual solvents by GC with HSS (ppm)

53 |otmorethansos

Tetxahydroﬁlran

c - !L
11 ITolucnc '

BDL -

| Wot more than 500

3 Methanol

~ BDL

'thn';érétlﬁnsoq: '

14 Ac«?toné-

BDL

| ot more than 500

“BDL” ind:catw Bclow Dctectxon Limit,

Remarks : The material complies as per the EP. speclﬁcatmn.

Checked By "~ - Approved By

| Signature

Name -

| Designation

Waguosinhie 1~ Heyslels
s Tigema Teagsr | AL Mead QY :

EL&CMHV"‘— 4 by pransien s

Manufactured at: . .

CQAMI2FIS0

" Ml/s Vasudha Pharma Chem Ltd Umt IH, Plot No:23&24, JN Pharma C1ty, Parawada, V1sakhapatnam 531 019,
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