S No 5. 213 214 & 255, Bomhapmy Village, Jinnaram Mandal, Medak District, Andhm Pm(iwh IND!A

Hetel 0 Drugs Lmuted

~:Phone: *91 -8458 27‘3314/275777 Fax: +91- 8438 27527!

CERTII‘ICATE OF ANALYSIS '

3,;&@3 o u}q/,{*hru/

. Analytical Report No.

Product
Batch No.

Date of Manufacture

 Amlodipine Besilate

s ABO510914
: Snpiembc: - 20!4
: ABO75/14.

Reference $TP No. -

Reference -

Batch Quantity -

3 'Da_lc 61'Avnalysis. ;

- ‘Retest date

:Ph.Eur. .

1130695 Kg - -
3 27/10/2014 -,
* August - 2019 -

- 1S.No.

Status : Re-certified
Test “Specifications " Results Reference
! ' ) : | - - G o Almost white e et E ;
1 1 Appearance White or almost white powder. : Visual Inspection -
. . : . -powder .
X - [Slightly soluble in water and freely soluble in methanal, sparingly wlublu Rl . ) ey ) .
2 |Solubility g ¢ ) g g Complies Visual Inspection

in anhydrous ethano!. slightly soluble in 2- -propanol,

|1dentification by

a) IR: The Infra Red absorption spectrum of the finely ground sample in
mineral o (liquid paraffin dispersion should exhibit maxima only at the
same wave numbers as that of a similar prepm ats(m of Amiodipine
Bcsﬂcnc working standard,

standard spectrum

Matches with the

] ‘Ph,lim

{6 HPLC: : The retention time of the major peak in t'he Chromategramof | - L ‘ N R
the standard solution wzresponds to that of the A:say preparation-| Mmzlt];i;::_? e, 5 - Phiur. <2.2.29 >
abtained as directed in the Assay on anhydrous basis by HPLL o L '

4 |Optical rotation Should be between («) 0.10° and (+) 0.10° . {(+)0.010° Ph.or, <2.2.7 >
3-ethyl S-methyl (4RS)-4-(2-chlorophenyt)2-{[2-(1,3- dioxo-1 '3- : 3 :
Below LOQ !
d|h\dm 2H-Isoindol-2- )i)elhoxy}mellw} 6-methyi-1 4wdihydropyndmc- (LOQ=0.003%) -
3.5- dmub()\\ldu.([mpunt\ -A) : Not more than 0.10 % e
3-cthyl 5- m:,n\l 2-{(2 -ammoulmw)nm,ﬂul] 4-(2-chlorophenyl)-6- Below LOQ
“Imethylpyridine-3,5-dicarboxylate (Impurity-D) : Not nﬁ)re than 0.20 % | (LOQ=0.009%) -
T ety (4RS)»2-{(2-;1minoc[ho,\y)m_eih_vi}-il-(2-ch|omphgnyl)%\» ._ v ‘ g | g e O By
5 ;){:]lz;t;i:ubstances 4 melthfv%-.l.~v'1-dih__vdrppy;'idin.e‘-li_-dicm'boxylmc ot ilpE i) “Not giel}gctgd : {.)]‘]'[{,m: < ,2,2_29 “
! : | Umpuritv-E): Not more than 0.15%
dtmuh\{ (4RS)-2 v{(ﬂ,_mmm)ulm\\ ymethyi}-4-(2 -(,hlnmph&,n\i) G b,

|methyl-1 4-dihydropyridine-3.5-dic: xrhO\\hiL 0.02%.

; (tmpurity-F) : Not more than 0.15 % »

[Maximum single unknown impurity : Not more than 0.10 % Not detected
Total impurities ’ : " Not more than 0,50% 0.02%

6 | Water by KF 70.05 % whw

Not more than 0.5 % w/w

PhBur, <2312

- Compiled by: &i

Date:. -

ud\Ld ‘ m

DA(L
ey

-Authorised signmur)«

Date:

-'2/7//0‘%\

LOC-AB-COA-00:4-08

Elfective date: 1571072014
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- S.Nows, 213, 214 & 255, Bonthapaily Va!iage linnaram Mandal, Medak District, Andhra Pradesh INDIA

Hetero Drugs lelted

b

Phone: +91-8458- 275314/275777 ]~ax %91 8458 775771

CERTIFICATF OF ANALY QIS

Product i’ ::Amiqdipinc Besilate ‘Reference STP No.. - : AB-002-17 -
~. Balch No. : ABOSI0914 ~ Reference L PhEur
Date of Manufacture . September - 20{4 Batch Qu_'ami{y 1 306.95 Ke
: Anaiv\,ttic‘al Report No. L ABO75/14 _ : Date of Analysis - :27/10/20!4 o
' e ’ © Retest date 1 August - 2019
Status :Re-centified
S.No, Test Specifications Resuits Reference
%7 JLoss on drving " {Not more than 0.5 % wiw 0.12 % wiw - .- Fhbur, <2232 >

In-House

by titration

§ *|Sulfaied ash Not more than 0.2 % w/w - 0. ()7 6 whiw PhEur. <2414 >
RAEEL NaT : ; = B4 R A “PhEur.<24.8 »
¥ - Heavy metals Not more than 0.002 % whw | Less than 0.002%w/w Method C
i T, 0% L = In-House
10 AS%.“} on zmh)t‘drous Not less than 97.0% and not more than 102.0% w/w 1002 % whw - | PhEur. £22.29 B,
basis by HPLC : : ; sy it T
i ; or:w;u:l ::; |thmyi» ok A Below LOQ PhEur. < 2.2.29 >
henzene sulphonate . | Not more than 80 ppm (L.OQ=80ppm) In-House
by HPLC - : : Ui ;
K , . Below LOQ
Methanot - N ¢ the : ; ;
v Methano Not more than 300 ppm (LOQ=60ppm)
; Residual solvents hf,* ’ : R Thh e g, Below 1, OQ “PhEur. < 2.2,2 -
% ] . . O ; oo o - N an 3 .
12 G {Methylene chloride - : Not more than 300 ppm L OQ“25ppm) " In-House
e Not ore than 500 p i ppm
hy ate. : Not more than 500 ppm . (LOO=4, bppm)
| ; ‘ s H0% of the particle should be less than 10 pm 3.0 um 4 Lot
] 13 !"ar!icl_c._sizc analysis {50% of the particle should be less than 25 um 10.2 ym PhEur, <29.31 >
: 90% of the particle should be less than 100 wm 36.8 um B
Bb ;A'l te io ‘i (o AT b 2 B Ph.Eur.
esilate ion conte : o ) .
w1y | P51 10N COMENL - o ld be between 27.0 % wiw and 28,5 % wiw 27.3 % why €220

CneHouse

- Dater -

* In-House spuciﬂuﬂiuns o

The Product confm ms 1o lhg dbou spumumom

Compited by:

QW\[O)[V

( hecked by: \ﬂ

.I)au : 7 c)'\;&\\\\)\

E nmnuimunnn ;u 0Cess. HK nmtmni ested for these soiv ents, will LOI'I][)'\ with the u.mbhxhu% smnddrd

;/\uthm ised sxumzon

DdlL

LAY No pmemml for the class-1 solvents as speuhcd by I( H to be pr&,suli in /\m|0dl])mb besijate, as they are 1ot used in 1he

f/‘(fo

COC-AB-COA-00

4-08 ¢

CEffective date: 15/10/2014
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