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i. Appearance

ii. Sotubility

iii. Metting point

02. IDENTIFICATION
lR Absorption

CHLORIDES
03. APPEARANCE OF SOLUTION
04. pH
05. SPECIFIC OPTICAL ROTATION
06. RELATED SUBSTANCES

i. lmpurity F
ii Unspecified lmpurities
iiiTotal lmpurities

07. HEAVY METALS
08. LOSS ON DRYING
09. SULPHATED ASH
10. ASSAY (By Titration)

(On dried basis)
aDD|TIoNAL rESr:
PARTICLE SIZE
100o/o

Surface Area
RESIDUAL SOLVENTS

OcLLr,\h
Prepared by
Executive-eC

A white, crystalline powder.

Freely soluble in water, in
methanol and ln methylene
chloride, stighfly soluble in
anhydrous ethanol.
Metted at 213"C with
decomposition.

Concordant with workin g
standard

Conforms
Clear and colorless
4.9
+119o

Not Quantified
Not Quantified
Not Quantified
Less than 10 ppm
0.170/a

0.03o/o

1AA.12o/o

22 Microns
2.03 m2lgm

White or almost white, crystalline
powder
Freely soluble in water, inmethanol and in methylene
chloride, slighily soluble in
anhydrous ethanol.
Meits at about 213. C with
decomposition,

lR Absorption spectrum of the
sample is concordant with that of
the Diltiazem hydrochloride CRS /
working standard.
It gives reaction to chlorides
Clear and colourless.
4.3 to 5.3
+'l 15. to +.129.

Not more than 0.2o/o wlw
Not more than 0. 10% Mw each
Not more than 0.30% w/w
Not more than 10 ppm
Not more than 0.50% w/w
Not more than 0. 1Oo/o wlw
Not less than 98.50% w/w and
Not more than 101 .O0o/o wlw

100% Less than .100 Microns
For lnformation

Toluene
Methanol 10 ppm Not more than 50 ppm
rsopropyr Arcohor l,:? IS#"". N:l il:i: lml ;S8fifEthylAcetate 16 ppm Not more than 2S0 ppmBulk Density g.2b'g/ml 

For lnformation
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knowledge action care

F{*y",v

coMpeNOre I usF-ss

QUANTITY

White, odorless, crystalline
powder. Melts at 21So C
Wtth decomposition.
Freely soruble in water. rn
tormic acid, in methanol andrn,,chtoroform Sparinglysoluble in dehydrated
atcohol' rnsoluble in ether

Concordant with workino
standard.

Conforms

C. Chlorides.
4. SPEC|FIC ROTATTON (at 25. C)
5. LOSS ON DRY'NG
6. RESIDUE ON IGNITION
7, HEAVY METALS
8. RELATED cOMpoUNDS (By HpLc)

1. Desacetyl Diltiazem HCl.
2. Unknown lndividual impurity
3. Total impunties

9. RESIDUAL SOLVENTS (By Gc_Hs)
CLASS - 2. Residual Solvents

a) Toluene
b) Methanol

CLASS - 3 Residuat Solvents
a) lsopropyl Alcohol
b) Ethyt Acetate

10. ASSAY (By HpLi)

ApDtrloNAt rESr:
PARTICLE SIZE

Flrt't'&-
Prepared by
Executive-eC

1000/" 
?2 MicronsSurface Area ;'"1':!Y:': 100% Less than 100 Microns?JffifrTt," i:i!!tl?, F:ilxl:ril:fl:t.J?ffia-e*o,".;ffi

Freely soluble in water, in formic acid, inmethanot and in chtorotorm 
"S;;;;;.1;

sotubte in dehydrated alcoiroi; i..ilir"'",i
ether

The lR of the test sample is concorCant wrthrnar of the workino stardard/Referei.ce
standard

Ihq retention time of the Diltiazerrr

llfl::1,:'lo: peak in the crrromatogiai"ri
rne assay preparatior.r corresponds fo"tn"t ,t
$ chromatogram of the ,;il;;;preparation, obtained under assay tu.i. 

'-""'
Gives positive test for chloride
Between +110o to +J160
Not more than 0,50% w/w
Not more than 0..10% w/w
Not more than 20 ppm

Not more than 0.10%
Not more than 0, 10%
Not more than 0.30%

Not more than 50 ppm
Not more than 500 ppm

Not more than 500 oom
Not more than 250 npm
Not less than gg 0blo w/w and
Not more than. 102. O?owlw
of Czz Hzs Nz Oa S. HCI (On dried basis)

t^rt
k/Ji6
Manag

small
with

I

: DILTIAZEM HCI

nnpc.oe@
EXP. DATE : NOVEMBER2O1T

a,c A.n. ruo.: rpEiezore
1. DESCRIPTION

2. SOLUBILITY

3. IDENT]FICATION
A. lR Absorption

B HPLC

SPECIFICATION
White, odorless, crystalline powder orcrystals Melts at about 210" Cdecomposition.

Conforms
+ 114,
0.17Yo
0.03%
Less than 20 ppm

0.01%
Not detected
o.a1%

1O ppm
199 ppm

Not detected
16 ppm
100.0%

F\-Q-a-LJ
Checked by
Executive-eC #
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xdpIW Piramal Healthcare Limited
)'' knowledge action care

01. cHARACrens
i. Appearance

ii. Solubitity

iii. Melting point

02" IDENTIFIGATION
lR Absorption

CHLORIDES
03. APPEARANCE OF SOLUTION
04. pH
05. SPECIFIC OPTTGAL ROTATION
05. RELATED SUBSTANCES

i. Impurity F
ii. Unspecified lmpurities
iii.Total lmpurities

07. HEAVY METALS
08. LOSS ON DRYING
09. SULPHATED ASH
10. ASSAY (By Titration)

(On dried basis)
ADDITIONAL TEST:
PARTICLE SIZE
1000/0

Surface Area
RESIDUAL SOLVENTS

r>CL'Ulff
Prepared by
Executive-QC

Toluene 1o ppm Not more than 5o ppmMethanol 19g ppm Not more than 500 ppmrsopropylAlcohor Not detected Not more than 500 ppmEthylAcetate 16 ppm Not more than 250 ppmBulk Density 0.2g'g/ml For lnformation
For lnformationREMARKS: The n

White or almost white, crystalline
powder.
Freely soluble in water, inmethanol and in methylene
chloride, slightly soluble in
anhydrous ethanol.
Melts at about 213" C with
decomposition.

lR Absorption spectrum of the
sample is concordant with that of
the Diltiazem hydrochtoride CRS /
working standard.
It gives reaction to chlorides.
Clear and colourless
4.3 to 5.3
+ 115o to + 120.

Not more than 0,2olo Mw
Not more than 0.10% w/w each
Not more than 0.30% w/w
Not more than i 0 ppm
Not more than 0.50% wlw
Not more than 0 1Oo/o wlw
Not less than 98 50% wlw and
Not more than 101.00% Ww

100% Less than .100 Microns
For lnformation

PRoDUCT : DITIAEM Hcl COMPENDIA JP{012
BATCH NO. : DiL/Ufi2312

DECEMBER.2A12

No.: FP/31Gt2012

SPECIFTCATIONS

A white, crystalline powder.

Freely solubie in water, in
methanol and in methylene
chloride, slighily sotuble in
anhydrous ethanol,
Melted at 213"C with
decomposition.

Concordant with working
standard

Conforms
Clear and colorless
4.9
+119.

Not Quantified
Not Quantified
Not Quantified
Less than 10 ppm
0.17o/"

0.03%
100.120/0

22 Microns
2.O3mztgm

lS-Q-t"-€,".:"'

Checked by
Executive-QC

Factory:0igwal Vitlage Kohir Mandat Medak Dist 502321 Andhra pradesh lndia
T+91 8451 287508 F+91 B45l 282553 Wwww.piramathealthcare.com

Admin. Off: 5-9-30 Road # 4 Basheerbagh Palace Colony Basheerbagh Hyderabad 500 063 lndia
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Piramal Healthcare Lirnited
Result Analysis Report

SOP Name:
DILTIMEM HCL

Measured by:
R.Damodaram

Result Source:
Measurement

piimple Name:

".JDtLTIAZEM HCL

Sample Source & type:
Factory = PHL

Sampte bulk lot ref:
DIL/M-1 23 12(FPt31 6t2012)

Measured:
Friday, December 28,2012 e2.27 12 pM
Analysed:
Friday, December 2g,2012 OZ,27:18 pM

Particle Name:
DILTIAZEM HCL
Particle RI:
1.500

Dispersant Name:

Accessory Name:
Scirocco 2000 (A)
Absorption:
0.001

Dispersant Rl:
1.000

Analysis model:
General purpose

Size range:
0.020 to 2000.000 urn
Weighted Residual:

Sensitivity:
Normal

Obscuration:
5.11 %
Result Emulation:
off

0.766
Goncentration:
0.0004 o/oyol

Specific Surface Area:2.03 m,h

d(0.1): 1.473

Span :
2.103

!:{i"" Weighted Mean D[3,2J:2.956 urn

Uniformity:
0.643

X.;iy",, "",X, 
ea n D r4,3J :

Resutt unitsi
Volume

d(0.9): 1A.115
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File name: DILTIAZEM HCL
Resrd Number; 52
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