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Hetero Drugs Limited(UNIT-IV)
S.No.599,Ternple Road, Bonthapally Villagc, Jinnararr Mandal, l\4edak District, Telangana, INDIA.

Phone: -91-8458 275728/274015. Fax: +91_8458 274441

Ploduct

Batch No.

Date ofManufacture

Analytical Report No.

Status

A:nlodipine Besilate

AM0060316

March-2016

AMor3/16

Initialcertification

Ref'erence STP No.

Ref'erence

Batch Quantity

Date ofAnalysis

Retest date

AM-003-00

Ph.Eur.

200.80 Kg

29/03/2016

February-2021

S-No.l 'fest Specifications Results I Reference

Appearance White or alrnost whrte powder Almost white powder Visual Inspeclion

2 Solubility
Slightly soluble in water and lieely soluble in methanol,sparingly
soluble in anhydrous ethMoi, slightly soluble in 2-propanol. Complies Visual Inspection

3 Identification by

a) IR: The InAa Red absorption spectrum ofthe finely ground samp)e
in mineral oil (liquid paraffin) dispersion should exhibit maxima only at
the same wave numbers as that of a simiiar preparation ofAmlodipine
Besilate working standard.

Complies Ph.E]ur. <2.2.24 >

b) HPLC: The retention time ofthe major peak in the Chromatogra[r of
the standard solution-1 corresponds to that ofthe Assay preparation-1

obtained as directed in the Assay on anhydrous basis by HpLC.

Complies Ph.Eur. < 2.2.29 >

4 OFtical rotation Should be between (-) 0.10'and (+) 0.10. (-) 0.008" Ph.Eur. < 2.2.7 >

5
Related Substances

by HPLC

3-ethyl 5-methyl (4RS)-4-(2-chlorophenyl)-2-[[2-( 1,3-dioxo- 1,3-

dihydro-2H-Isoindol-2-yl)ethoxylmethyll-6-methyl- l,4dihydropyridine-

3,5-dicarboxylate (lmpurity-A) : Nor more than 0.15 %

Not detected

Ph.E|ut. <2.2.29 >

3-ethyi 5-methyl 2-[(2-aminoethoxy)methyl]-4-(2-chlorophenyt)_6_

methylpy.idine-3,5-dicarboxylate (Impurity-D) : Not more than 0.30 %
0.02%

diethyl (4RS)-2-[(2-aminoethoxy)methyl]-4-(2-chtorophenyl)-6-

methyl - 1.4-dihydropy.ridine-1.5-dicarboxy late

(Impudty-E): Not more than 0.15%

Not detected

dimethyl (4RS)-2- {(2-aminoethoxy)methyl}-4-(2-chiorophenyl)-6-

methyl-1,4-dihydropyidine-3,5-dicarboxylare

(Impurity-F) : Not morc than 0. I 5 7o

0.o2vo

Maximum single unknown impuriry : Not more than 0. I 0 % Not detected

Iotal impurities : Not more than 0.g0% 0.040/.

6 Water content by LF Not more than 0 5 oZ w O 17 o/"wlw PhFrr<?5lr>
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Hetero Drugs Limited(UNIT-IV)
S-No.599,Iemple Road, Bonthapally Village, Jinnaram Mandal, Medak District. Telangana, INDIA.

Phone: +91 -3458-275 728127401 5. Fax: +91-8458-274443

Product

Batch No.

Date of Manufacture

Analytical Report No.

Status

: Amlodipine Besilate

: AM0060316

: March-2016

: AMOl3/16

: Initialcertification

Reference STP No.

Reference

Batch Quantity

Date ofAnalysis

Retest date

Status

: AM-003-00

: Ph.Eur.

:200.80 Kg

:29/03/2016

: February-2021

: Initial certification

Not more thao 0.2 % vr'/w Ph Eur. < 2.4 14 >

less than 97.0% and not more than l02.0o o w/w

: Not morc than 3000 ppm

Ph.Eur. < 2.2.28 >
I]l-House

Residual solvents by
ccx*

chloride : Not more than 600 ppm

Elhyl acetare : Not more than 5000 ppm

x In-House specifications

** No potential for the class-l solvents as specified by ICH to be present in Amlodipine besilate, as they are not used in the

manufacturing process. The material iftested for these solvents, will comply with the established standards.

The Product cotrformsto the above specifications
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Hetero Drugs Limited(UNIT-IV)
S.No.599.Ten1plc Road. Bonthapally Village, Jinnararn Manclal, Mcclak District. Telangana, INDIA.

Phoncr +9l-845E-275728/274015. Fa\: +9 I -3453.2 74,14l

Producl

Batch No.

Date ofManulacture

Anal,ytical Repoft No.

Status

Arnlodipine Besilate

AMol004 r6

April-2016

AMo18/16

Initial certification

Reference STP No.

Ref'erence

Batch Quantity

Date ofAnal),sis

Rctcst date

AM-003-00

Ph.Eur.

200.50 Kg

23tA4t2At6

March-2021

S-No. Test Spccifications Results llefer€nce

Appearance White or almost whitc powdcr ALnost whitc powder Visual lnspectiorr

2 Solubility
Slightly solublc in water and Aeely soluble in methanol,sparingly
soluble in anhydrous ethanol, slightly soluble in 2-propanol. Complies Visual Inspcction

3 ldcntillcation by

a) IR: The Infra Red absorption spcctrun] ofthe finely ground sarnple
in mineral oil (liquid paraffin) dispersioD should exhibit tuaxima only at

the same wave numbers as that of a sirnilar preparation ofAmiodipine
Besilate working standard.

Complies Ph.Eur. .:2.2.24 >

b) HPLC: The retention time ofthe major peak in the Chromatogram of

the standard solution-1 corresponds to that ofthe Assay preparation-l

obtained as directed in the Assay on anhydrous basis by HPLC.

Cornplies Ph.Eur. < 2.2.29 >

4 Opticalrotation Should be berween 1-) 0. 10" and (-) 0. 10" (+) 0.04. Ph.Eur.<227>

5
Related Substances

by HPLC

3 ethyl 5-mcthyl (4RS)-4-(2-chlorophenyl)-2-[2-( I ,3-dioxo- 1 ,3-

dihydro-2 HJsoindol-2-yl)ethoxylmethyll-6-mcthyl- l,4dihydropyridine-

3,5-dicarboxylate (lmpurity-A) : Not more than 0.15 oZ

Not detected

Ph.Ev. < 2.2.29 >

3-ethyl 5-methyl 2-[(2-aminoethoxy)mcthyl]-4-(2-chlorophenyl)-6-

methylpyridine-3,5-dicarboxylate (lmpurity-D) : Not mote than 0.30 %
0.r00/o

diethyl (4RS)-2-[(2-aminoethoxy)methyl]-4-(2-chlorophenyt)-6-

methyl- 1,4-dihydropyridine-3,5-dicarboxylate

(lmpuity-E): Not more than 0.15%

Not detected

dimethyl (4RS)-2- {(2-aminoethoxy)methyl } -4-(2-chlorophenyl)-6-

methyl- 1,4-dihydrop,.ridine-3,5-dicarboxylate

(lmpurity-F) : Not more than 0. I 5 9/o

0.02%

Ma,ximum single unknown impurity : Not more than 0.10 oZ Not detected

Total impurities : Not morc than 0.8070 0.12%

6 Water content by LF Not more than 0.5 7o w/w 0.1 I Ph.Eur. < 2.5.12 >
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Hetero Drugs Limited(UNIT-IV)
S.No.5c)g.Tcrnplc Road, Bonthapally Villagc, Jinnaram Mandal, Medak District. Tclangana. INDIA.

Phonc: -9 I -8453-275728/2'7 40l,5 Fax: +gl-8458 27444-l

Product

Batch No.

Date of Manuf'acture

Analytical Report No.

Status

: Amlodipine Besilate

: AM()100416

: April-2016

: AMo18/16

: lnitial ccrtillcation

Relirencc STP No.

Ref'erence

Batch Quantit),

Date ofAnalysis

Retest date

:AM-003-00

:Ph.Eur.

:200.50 Kg

:23/0412016

: March-2021

more than 0.2 7n w/w 0.06%rv/w Ph.Eur. < 2.4.14 >

Iess than 97.0% and not rnore than 102.0% w

Rrrsidual solvents by
GCxx

: Not more than 3000 ppm

Ph.Eur. < 2.2.28 >

In-House
chloridc : Not uTore than 600 ppm

Ethyl acetate : Not l]rore than 5000 ppm

* In-House specifications

** No potential for the class-l solvents as specified by ICI"I to be present in Amlodipine besilate, as they are not used in the

manufacturing process. The naterial iftested for these solvents, will comply with the established standards.

The Product conforms to the above specifications
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