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A white, crystalline powder.

Freely soluble in water, in
methanol and in methylene
chloride, slightly soluble in
anhydrous ethanol,
Melted at 213"C with
decomposition.

Concordant with working
standard

Positive
Clear and colourless
4.9
+117"

Not Quantified
Not Quantified
Not Quantified
Less than 10 ppm

0.20%
o.020/o

99.977o

22 Microns
2.15m2lgm

234 ppm
70 ppm
2 ppm

White or almost white, crystalline
powder.
Freely soluble in water, in
methanol and in methYlene
chloride, slightly soluble in
anhydrous ethanol.
Melts at about 213' C with
decompos¡t¡on.

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
+ 115o to + 120o

Not more than 0.3% w/w
Not more than 0.10% w/w each
Not more than 0.30% Mw
Not more than 10 ppm
Not more than 0.50% w/w
Not more than 0.10% w/w
Not lessthan 98.50%w/w and
Not more than 101 .00% w/w

100% Less than 100 Microns
For lnformation

Not more than 750 ppm
Not more than 500 ppm
Not more than '1000 ppm

eA"r:{ff
Manager-QC

oq§*
Applóved by
General.Manager:QC

Factory: Diswar vil,,r. ifi ff :,Tfi:::fi ]frl;;i, Andhra pradesh rndia

T +9'l 8451 287508 F +91 8¿51 287553

Admin.Off:5-9-30 Road#4 BasheerbaghPalaceColony Basheerbagh Hyderabad 5000ó3 lndia

f +91 102322 6719 F +91 40 2326 6041 I 82

Registered 0llice: Piramat Tower Penirisuta Corporate Park Ganpatrao Kadam Marg Lower Parel Mumbai 400 013

f +91 223016 6666 F +91 2224i3 6708

W www.piramalhealthcare.com

COMPENDIA : Ph.Eur.-8.0PRODUCT : DILTIAZEM HCI

BATCH NO. : DILIM-16814
EXP. DATE : MAY.2OI9MFG. DATE r JUNE.20I4

QC A.R. No.: FP/200/2014

t/p
1(S riramal I Heatthcare

l' knowtedge action care

01. CHARACTERS
i. Appearance

ii. §olubility

iii. Melting point

02. IDENTIFICATION
lR Absorption

CHLORIDES
03. APPEARANCE OF SOLUTION
04. pH
05. SPEGIFIC OPTICAL ROTAT¡ON
06. RELATED SUBSTANCES

i. lmpurity 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
100%
Surface Area
RESIDUAL SOLVENTS ( BY GC.HS)
Toluene
Methanol
lsopropyl Alcohol

B€lo-{-"J
Prepared by
Executive-QC

Ethyl Acetate 0 ppm Not more than 2500 ppm

Bulk Density 0,26 glml For lnformation
Tapped Density 0.45 g/ml For lnfornl?tion.

@ctconformStoPh.Eur..8.0&Gustomer'sSpec¡fications
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)Y knowledge action care

CERTIFICATE OF ANALYS¡S

soluble in formic acid, freelY

soluble in water, ¡n methanol and

in chloroform, sparingly soluble itr

acetonitrile, slightly soluble in

acetic anhYdride and in ethanol
(99.5%) and practically insoluble
in diethYl ether.

02. IDENTIFICATION
1. Reaction with Ammonium Conforms

th¡ocyanate cobaltous nitrate
2. Reaction of sulphates Conforms
3. UV Conforms

4. lR Speclrum Conforms

very soluble in formic acid, freely soluble
in water, in mothanol and in chloroform,
sparingly soluble in acetonitrile, slightly
soluble in acetic anhYdride and in

ethanol (99.5%), and PracticallY
insoluble in dielhyl ether.

To comply as per JP

To comply as per JP
UV specfum of sample and standard
should exhibits similar ¡ntens¡ties of
absorption at the same wavelengths.
The lR of the test sample exhib¡ts
absorption at the wave numbers of
about 1741 cm-1,1678 cm-1,
1252 cm-1,and 1025 cm-1
To comply as per JP
Between +1 1 5" and +1 20'
210" to 215" C(with Deéomposition)
Between 4.3 to 5.3
The solution is clear and colourless.

Not more than 0.024%
Not more than 10 ppm
Not more than 2 ppm

Not more than 0.3olo

Not more than 0.5oÁ w/w
Not more than 0.1% w/w
Not less than 98.5olo w/w

'1 00% Less than ,l00 M¡crons
For lnformation

5. Reaction of chlor¡de
03, OPTICAL ROTATION
04. MELTING PO]NT
05. pH
06. CLARITY AND COLOUR

OF SOLUTION
07. SULFATES
08. HEAVY METALS
09. ARSENIC
10. RELATED SUBSTANCES (BY HPLG)

Total impurities 0.|Yo
11. LOSS ON DRYING O 2o/o

Positive
+ 117"
213' C (with decomPosition)
4.S
Clear and colorless

Less than 0.024%
Less than 10 PPm
Less than 2 ppm

0.0%
99.8%

22 Microns
2.15 rn2lgm

12. RESIDUE ON IGNITION
13. ASSAY (On dry basis)

ADDITIONAL TESTS:
PARTICLE SIZE
100%
Surface Area

E*-rs-Ll
Prepared by
Executive-QC

f-'11 .r,4 t'---
§HdbKed S}.
Manager-0c

ao»
ApprMed by
General Manager-QC

RESIDUAL SOLVENTS
Toluene 234 ppm Not more than 750 ppm

Methanol 70 ppm Not more than 500 ppm

lsopropyl Alcohol 2 ppm Not more than 1000 ppm

Ethfl Áóetate o ppm Not more lhan 2500 ppm

euik Density 0.26 g/ml For lnformation

TappedDensity 0.¿Sg/ml - - . . - .Eorl¡formation

@rms to JP XVI & Customer's Specifications.

PiramaI Enterprises Limited
Factory: Digwal Vittage Kohir Mandat Medak Dist 502321 Andhra Pradesh lndia

T+91 8451 287508 F+91 8¿51 287553

Admin. off: 5-9-30 Road # 4 Basheerbagh Patace Cotony Basheerbagh Hyderabad 500 0ó3 lndia

T +il 40 2322 6719 F +91 102326 ó011 I 82

Resistered orfíce' PiramaL Tower PeniTli2C[e¿I::il"'JjiHffi:.rl.r, Mars Lower Parer Mumbái 400 0r 3

W w.piramatheatthcare.com

PRODUCT : DILTIAZEM HCI (MlcRoNlSED) -
Co¡rnPe¡lOn : JP XV!

BATCH NO, : DIL/M-16814 QUANTITY : 500 Kg

MFG. DATE : JUNE.2014
QC A.R.No.:

EXP. DATE : MAY.ZOTg
P1200t2014

TESTS RESULTS SPECIFICATIONS
01. DESC White crystalline powder. lt is very whlte crystals or cryslalllne powoer



PIRAMAL Ei\TERPRIS ES LIMITtrI)

a.
PiSmPle Name:
i DILTIAZEM HCL

Sample Source & tYPe:

Factory = PHL

SamPle bulk lot ret:
Dr L/M-1 68 1 4 (F P I 2OOt201 4\

Result AnalYsis

SOP Name:
DILTIAZEM HCL

Measured by:
KVDNRAO

Rcsult Sourco:
Measurement

Report
Measured:
27 Atrgust 2014 PM '12:37r11

Analysed:
27 August 201 4 PM 12:37:12

Pañicle Name:
DILTIAZEM HCL

Particle Rl:

1.500

Dispersant Name:

Accessory Name:

Scirocco 2000

Absorption;
0.001
Dispersant Rl:
1 0u0

Analysis model:
General purPose

Size range:
0.020 to 2000 000 um

We¡ghted Residual:
1.175 ó/o

Sensitivity:
Normal

Obscuration:
5.32 Yo

Result Emulation:
off

Span :

2.137

Surface Weighted Mean D[3,2]:

2.795 um

UnlfurtttitY;
0.657

Vol. Weighted Mean D[4'31

5,609 um

ReEult tlnil§:
VolumeConcentration:

0.0004 %Vol

Specif¡c Surface Area:

.-2.15 n'19

d(0.1): 1'363
d(0.9): 11.328d(0.5): 4.663
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Particle Size (um)

DILnAZEM HCI- 2? A,rSust 2014 PM 12:37:11

Sizefum)

0 955

1ffi
1.259

t.m
1.905

21m

2.512

2&
3_311

38&
4 365

5.O12

5.7U

6.416

7 170

735

4.28

5.50

6.9S

8.79

13 57

1605

20.26

24.U

2n.21

34.56

40.46

46.83

53.S

ñ42
ti5,!¿1

71.8
72.fi

Slze(pm) Vd Undd %

7S0
8.@0

&s0
9.01 1

9.S0
10.400

11.682

12 452

12 600

13.400

13.800

15m
1 5.5m

r§ rl08

17.950

22.1W

73.13 
I

760S

76.49

79.78

81.56

85.30

87.11

90.s5

92 78

93.10

94.63

95.30

97.01

97.58

00.¡4

§ze{um)
166.m0

174.m0

181.970

2G.S0
230.883

215.423

316228

363.078

416 869

478.630

549.541

630.957

724Á§

831.764

954,9s3

1018.{7s

1W.U

1mm
1mm
100.m

100m

rmm
100.0

1mm
1mm
lm.m
1m.@

100.m

1m@

100 m
100 m

100.m

lm.m

Analysed bY:

Malverñ Instruments Ltd.

Flalvern, UK

Tel := +[44] (0) 1684"892456 Fax +[44] (0) 1684'892789

checked by: fl_. e\r\
--fX\"r+'

Mastersi¿er 2000 Vcr. 5 60

Serial Numbcr i MAt t(r0042

File namei DIL HCL

Recor¿ Numberi 23

271A812014 Pñ 12:)71s9

Size ( !m) Vd Ljnds %

26.303

9.614

39.005

43.{52

r.481

79.433

85.0C0

$0@
s9.850

1CO.CS

1 2t00
'125.01 1

1 .251

14?.650

156.46§

1C¡.0c0

1m.ó
1mm
1mm
1m.m

1mm
1m.m

1mm
1m.00

1m_m

1m.m

1@.m

1m c0

tm.m
1mm
1U.W

1CO.m

Size (!m) vd unds %

1659.587

'1s5.61

2157.762

251 1.8B6

28P/.032

3311.311

3¿01.894

{365.158

501 1.872

s7s*ls
€6m.934

1§5776

10@.000

1m.m

1m.m

1m.m

lmm
1m.m

1mm
1m.m

1m.m

1m00
10.4
1m.00

1m.00

100.00

1mm


