- VASUDHA PHARMA CHEM LIMITED
- 78/A, VENGAL RAO NAGAR, HYDERABAD - 38, INDIA
. PHONE: '91-40-2381 2046, 237% 1717, FAX: 91-40-2381 1576
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'V ASUDHA PHARMA CHEM £1D

- CERT]:FICATE OF -ANALYSIS~

Name of the Product | : | AMITRIPTYLINE HYDROCHLORIDE EP

| BabNumber | . cAMPT/ISIOOERZ Y Auatyzedon |: 25112015

) 'Manufactmmgbate Yelsmp2ois™ . |ExgpuyDate |: |Auc2mo

i

Q“aﬂ“tY o fifessoxe . 0 |ARNo 1. | amprisoss .

-S_.Nq:.- - mest | wmEsmuy | SPECIFICATION.

| RTH _'CHARACTERS

At ';Appcarance T © | Whitepowder | _Whiteofalmdstirzhitéﬁowd‘ero:cdlomlﬁs-crystals 1
: Freely soluble in water, in ethanol (96 percaut) and
“in methylene chloride. -

12 .Solublhty o R - Complies

| 20" IDEN’I‘IFICATION

| The IR spec’trum of the samplc should be concordant
{ with that of: Reference | woﬂgng_standand. '

o 22 '-,-'Chl"“d%m -_' E 1 Comphes ' '"Thesoluuonshould gwemctlon(a) ofcblondes

{21 Inﬁaredspectrum(KBrdlsc) - Complies

1 30 |TESTS

-'The solutmn is clear and not more mtensely ;
colotred than reféereace solution B1

'The solution should be yellow mth alkah and red
with acld.

: A3.1_' Appearan’géot_‘solutiqn : '_ Complics

32 | Acidity (or) Allalinity | Con_zg;l'ies

33 | Related substances by HPLC (%)

|mpuity-a |7 BDL. - | Notwiore than 0.05

. Impunty—B ) ' - 004 ;Notmo.x'ctha.ﬁ.().lt):

. Smglemammumunspeclﬁed L ' .
Jmpunty . | o 0.95 ,I{ot more.thap 0:10
- e

Total impusities . 610 | Notmorcthan03

- Prepared By - " -Checked By | ApprovedBy
Signatwe | udje _ocltlls | teeswoclulis | Mevagliiiy
{Name | tr.ena swma waicting | Py Jzava veous | V. oo flered
'} Designation Chumid- E:cﬂ&‘/l'ﬁ\/f’ Gt e am

Manufactured at;

. M/s Vasudha Pharma Chem Ltd Umt-llI Plot No 23&24, I N.Phanna C1ty, Paxawada szakhapamam 531 019
CQAII}OZIF\JSIGO EFFECTIVE DATE: 01/10/2014
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' VASUPHA PHARMA CHEM LIMITED
. 78/A; VENGAL RAO NAGAR, HYDERABAD ~ 38, INDIA
: .- PHONE: 91-40-2381 2046, 2371 1717, FAX: 91-40-2381 1576 :
- E-MAE vasudha@vasudhapharma.com, Websxte WWW, vasudhapharma.com

i 8 vasupua praiMA cEEM DD}
' AE— - .o e ""

CERTIFICATE OF ANALYSIS

- | Name oftheProdnet | : | AMITRIPTYLINE BYDROCHLORIDE EP. .

A BatchNumber | : |campmisioors . - ,Analyzed-on'l:.' 25/11/2015 -
ManufactuiingDate | : {SEP2015- - | ExpiyDate |: | AuG3020
T ARNo  |: JAMPTASO0SY .

{2a Heavyietals (ppm) ‘Lessthzn20 | Notmorettan20

35 |LosondyingGwiw) - | 014" | Notmorethan0.50
1 36 Su]fatedash(%wlw) o ows _NotmoretbanOlD _

37 'j-AssaybymLCmdnedbas:s(%wfw) | 1000 "NonmsthmwOanaNotmommamom

40 | ADDI'I‘IONAL TEST

4.1 | Residual solvents byGC with BISS (ppii)

{1 Tt_)lnene R R | .:_'175 NOtmOIethanSGO
2 | Tetrabydroforan - 1 BDL  |Notmorethans500
|3 [Metbanct . | BoL | Netmorethn 500
4 | Acctone - ] 15 | Notmore than 500

“BDL” indicates Below Detection ant '
- Remarks : The matenal comphfs as per the EP speclﬁcanon.

- . . . , N
. ). Prepared By Checked By : " ApprovedBy
| Signature %@-——jdﬂhf TZagm o)y 1§ -H‘*fﬁ’l"lﬂ’ .
Name V rm Samg teichns | P/ Aziia Teoys, | V- fho foted
| Designation Clumist~ Eotecuvpjve | i facenin 909
Manufactured at: o
M/s Vasudha Pharma Chem Ltd, Unit-IT, Plot No:23&24; I N Pharma Clty, Parawada, Visakhapatiam 531 019
cquoomsm EFFECTIVE DATE: 01/10/2014
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