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 CERTIFICATE OF ANALYSTS |

S -"Namﬂ oftthroduct 1: - AMITRIPTYLINE HYDROCHLOR]DEEP
-} Batch Number _‘ .":''c:A.na;f"rlisl1041T ~ . | Analyzedion |- -'25:'11'/2'01-5
Meomufaoturing Date | @ [ SEP 2015 "~ |ExpiyDate |: |AUG 2020
Quantity ~ © |:[usmxg o arne L AMPTIISOS? o
' SNo " TEST - | wmmswmx |- SPECIFICATION
1L ‘_ Appeaxance - Whitepowd-e'r. White or almost whuepowderoroolouﬂess ciystals. -
o . ' . | Freely soluble in water, methanol(%percent) and | .
| it ottty : Complies inmethyleno chloride
204 TDENTIFICATION R |
| P R T . ':'Ihe]Rspecmlmofthesampleshouldbeconcerdant o
21 - Inﬁrare spectmm . : H
L. 2 - d (KBr dlsc) 1 Comphe_si § with that of Referencelworkmg standaxd. :
: ] 22. Chlondex fest I B ; Complies :T&z soluhon should give macuon(a) of chlondes
30 fTESTS . " | R , |
{ . T ot _ o . | The solutmn is clear and - not more mtensely
_ 34 : App, geofsol_uh_on _ — _Com?hes - { coloured than reference solution By,
32 1 Aéidity (or)‘ﬂ.ll"-lf 'ty' | . Coxﬁpiie_s‘, | mTh:hs::dt‘mn shouldbe yellow mthaikahandred
33 | Related subistanges by HPLC . |
Enpusity-A | mop | Notmorethan00s
| fwpuiyB "1 Tom |Notmoretanodo
Smglemammumunspeclﬁed - o ] S ‘
1mpunty - . 006 Not.morethanO.IO -
T.otal_:mpu_riﬁes : .1 - 010, " Not more than 0.3
; A ' Prepared By Checked By .. . Approved By
| Signature e o | Teswsslyhs V- Yooshlis:
(Name | wopoy mdiuichng | 7.y - Teenme Teoste | N (o Peted
Designation ' CM‘_‘Q’. - EW"’ Ve Q. preve
Manufactured at:  ~
M/s Vasudha Pharma Chem Ltd, Umt-I[[, Plot No:23&24, I N.Pharma City, Parawada, Visakhapatnarh 531 019.
" CQA/00Z/FU5/00 EFFECTIVEDATE: ov102014
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.CERTIFICATE OF ANALYSIS

1 Name of the Produict’ i A

AMITRIPTYLINE HYDROCHLORIDE EP

| Bateh Nussber ;| cAMPT/SiO47

L Analyzedon |: {25i11/2015

| MamfacturingDate | : 'SEP 2015

ExpiryDate | : | AUG 2020

‘Quanuty ' : 115.'70-Kg_ farNe . |: |AMPT/L5057 -
34  Heavy metals (ppm) . . Less than 20 . ._thmore-ﬂ:ah'zo i
3.5 . Los‘s ondrying,{%w!w) 0.29.- ) 'thmorethano;so :
3.6 | Sulfated ash (Yow/w) | 004 NotmorethanOlO
37 'As'saybyi—'IPLCondriédBasis @wiwy | 1003 Jnot lﬁsthan990andNotmorethan1010 |
| 40 |ADDITIONAL TEST
' 41 ResﬁualsolvcntsbyGwathHSS(ppm} o L
ﬁl Tolietie- 123 |Notmorethans00
2 'rreqahydm_ﬁian' 'BDL | Notmorethan 500 -
3 | Mettanol - - BDL | Notmoréthan500.
4 { Acetong " " 'BDL - | Not more than 500
“BDL” iadicates Below Detection Limit. r ‘
Remarks : The material comphes as per the EP specxﬁcatlon. ‘
- ‘ PreparedBy . | CheckedBy - |- =~ Approved By
Signature_ e —ilis | 1Ehsshils Yor S it
1 Designation ‘ , M E'J{_r:,cu: Five | I oy
Mapufactured at: ' '
M/s Vasudha Pharma Chem Ltd, Unit-II¥, Plot No:23&24, Y N.Pharma C}.ty, Parawada, szakhapatnam 531 019
CQAMBOFOS00 EFFECTIVE DATE: 01102014
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