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i. Appearance

ii. Solubility

iii. ilelting point

02. IDENTIFICATION
lR Absorption

CHLORIOES
03. APPEARANCE OF SOLUTION
04. pH
05. SPECIFIG OPTICAL ROTATION
06. RELATED SUBSTANCES

i. lmpurity F
ii. Unspecifi€d lmpurities
iir Totai lmpurities

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

(On dried basis)
ADDITIONAL TEST:
PARTICLE SIZE
1laok
Su rtace Area
RESIDUAL SOLVENTS
Toluene
Methanol

Eqos ta,\
Prepared by
Executive-QC

lsopropyl Alcohol 2 ppm Not more than 1000 ppm

Etnyt Acetate 1 ppm Not more than 2500 ppm

Buli D€nsity 0 27 glml For lnformation
Taoped Oeniity 0.47 qlnl - - - - For lnform?tion

@ to Ph.Eur.-7.7 & customer'g Specifications

q\x"X,?
ManagetQC General Manager-QC

A white, crvslallin€ Powder While o, almost whrte, crystalline
Powder'

Freely solubl€ in water, in Freely soluble in water'. in

methinol and in methylene melhanol and in methylene

chloride, slightly soluble in chloride. slightly soluble in

anhydrous ethanol anhydrous ethanol.
Melted at 2'!3"C with Melts at about 213'C with
d*omposition. decomposition.

Concordantwithworking lR Absorption spectrum of the

standard sample is concordant with that ol
the Diltiazem hYdrochloride CRS /
working standard.

Positive
Clear and colorless
4.9
+116'

Not Quanlified
Not Quantified
Not Quantified
Less than 10 PPm
0.16%
0 0306

99.77"k

22 Microns
1.87 m2lgm

259 ppm
94 ppm

It gives reaction to chlorides.
Clear and colouri6ss
4.3 to 5.3
+ 115'to+ 120'

Not more than 0.3% w/w
Not more than 0.10% w/w each
Not more than 0.30% w/w
Not more than 10 PPm
Not more than 0.50% w/w
Not mor€ than 0. 100/o w/w
Not less than 98.50o/o w/w and
Not more than '101.00% Ww

1 00o/o Legs than 1 00 Microns
For Information

Not more than 750 pPm
Not more than 500 ppm

Piramat EntcrPriees Limited

Factory: Digwal Vrttage Kohir Mandal Medak oisl 502321 Andhra Pradeqh lndia

T*91 8n51 287508 F +91 8451 287553

Admin. Ott: 5-?-30 Road # 4 Basheerbaqh Patace Colonv Basheerbaqh Hyderabad 500 063 lndia

I +91 1023226719 F *91 102326AMl 182

Registered oltic€: Piramal Tower Peninsuta corporate Park oanpatrao Kadam Marg Lorer PareL Mumbai 400 0l 3

T +91 22 30{6 6666 F .91 222493 6't08
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i. Appearance

ii. Solubility

iii. Metting potnt

02. IDENTIFICATION
lR Absorption

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

i. lmpurity F
ii. Unspecified lmpuritias
iii.Total lmpurities

07. HEAVY UETALS
08. LOSS ON DRYING
09. SULPHATED ASH
,0. ASSAY (By Tatration)

(On dried basis)
ADDITIONAL TEST:
PARTICLE SIZE
100%
Surfeco Area
RESIDUAL SOLVENTS

Sr-lo-!,s^\
Prepared by
Executive-QC

Toluene 240 ppm Not more than 750 ppmMethanol z3 ppm ruot more ttran soo [[mlsopropyt Atcohor s pph tot more it"n iood[p,EthvlAcetate J ppm r.rot.ore tfran Zsoo i6mBull Deneiiy o.z7 glml For lnformation

A white. crystalline powder. White or almost white, crystaltine
powder.

Freely soluble in water, in Freely soluble in water, in
methanol and in methytene methanol and in methvlene
chloride, slghily solubte in chtorde, slighily solubte in
anhydrous ethanot. anhydrous ethinoi.
Melted al 212"C with Metts at about 213" C withdeomposition. d6composition.

CERTIFICATE OF ANALYSIS

Concordant with working
slandard

Positive
Clear and mlorless
4.9
+1 19.

Not Ouantified
Not Quantified
Not Quantified
Less than 10 ppm
0 18yo
0.03%
99.7gVo

lR Absorption spectrum of the
sample is con@rdant with that ot
the Diltiazem hydrochlorido CRS /
working standard.
It gives resction to chlorides.
Clear and colouriess.
4.3 to 5.3
+ 115" to + 120.

Noi more than 0.3o/o wlw
Not more than 0.'l0oi6 Ww each
Not more than 0.30o/o w/w
Not more than 10 ppm
Not more lhan 0.50% Ww
Not more than 0.10% wtuv
Not les6 than 98.50% wtv and
Not more than 101.0002 w/w

68 Microns t OO% Less than 1OO Microns
1.66 m'lgm For tnformation

o6ml,tr
ManagerhC

b,#')
Approy6d by
Goneral Manager-QC

piramaI Entcrprises Limited
Fedo.y: 0rgwat Vittage Kohir MandaL M€dak Oisr 502321 Atrdhra pr3d6h ,ndie

T +91 8451 28750E F +91 E451 287553
Adnin. Ott: 5-9-30 Road ;4 Basheerbagh patace Colony gashee.bagh Hyde.abad 500 063 tnd,a

f t9t 482322 6719 F +il 6t2326 60ll I 82
Registered Orlice: prramal Tower peninsula Co.porat€ park GBnpatrao l<adam Marg Lorer p,ael Mumbai 6Od Ol 3

f +91 22 3016 6666 F +91 22 2493 67M
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