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CERTIFICATE OF AIIIALYSIS
COttllPHNElA : Fh,Eur.*7.7PRODUfrT : SILTIAZEM HCI

MICROH
BATCH NO. : PlL/nfi-0e$l4
MF6. SATH" : F'EBRUARY.zOT4 EXP" NATE : .IANUARY.2O'Ig

QC A.R" No.: FFl036l20t4
TE$T$.

S1" CI'IARASTERS
i. Appearance

il. Solr.rhility

iii. Melting point

CIz. TNHNTITICATION
lR Absorption

CHLORIDT$
03" APPEARAhICE OF SOI-UTIOH
CI4. pFt
05. $PECIF]C CIPTICA]- ROTATION
06. RELATES $I.IH$TAHCES

i. lmpurity F
ii. Unspec;ifled lrnpurities
iil. T'otal lntpurities

S7. I.{EA\IY METAL$
08. LOS$ ON DRY]NG
09. $UTPFIATEN A$H
10. AS$AY (By Titration)

(Sn dried hasls)
&pslrtqFlsl rEsT:
PARTIG*-H SIZE
f00Yo
$urface Arsa
&E$rpuAL $ot_\rE$0T$ ( BY Gf,-}t$l
Totuene
Irllet['lanoI
lsopropyl ,&lcohot
EthylAcetate
Bulk Sensity
Tapped trensity

BESqLTS I $FECrFrq4]'[ON$

A whlte, cry*taltln* powder"

Freely soluble in water, in
rnethanol and, in methylene
chlonide, stightlSr soluble in
anhydreius ethanot.
Mlelted at ?13*C *dth
decompcsition.

Conoordant writh wurking
standard

Fosi{ive
Ctrear and colodese
4"S
+1 'f g',

Not Quantified
Not Quantified
h{o,t QLrantified
Less than '[0 ppnr

0.2CI%

CI"03%
'100.19Yo

3$ ftil,ilcruns
'1.6,3 rnzlgm

1$1 ppnn

1't2 pprn
1 ppnr
0 pprr
0.3il glrnl
0.56 slnrl

Whlte or alrnost white, crystalline
powder.
Freeiy solubfe ln water, in
rnethanol and in methylene
chforide, slightly soluble in
anhydrous ethanol.
l!rlelts at about 213 C with
decornpositlon.

IR Absorption $pectrun"? of the
sarnple is concordant with that of
thre Diltiazem hydrochtoride CRS /
working standard.
It gives reaction ta ohtor.ides.
Clear and colcturless.
4.3 tc 5.3
+ 1 15" t0 + 120"

it{ot more than 0.3% wlur
Not more tha* 0.10% wlw eech
Not nrore than 0.30olo w/w
Not rnore than 10 ppm
fdot rnore than CI"50% wlw
&lot r*ore than fr.'10% w/w
Hot les,s than 98"Sfl% wlw ancl
Flot more than 'I01.00% wlw

1Sfl% Less than 'trffO lvlicrofls
For lnforrnation

Not rnore thar"r 750 ppm
hlot ffiore than $0S pprn
Not rnore than 1000 ppnr
$,*ot rnore than 2500 ppm
For lnformation
For Inforrnation

REMARKS: The pr*duct cCInfornls to Fh"Eur"-7.7 & Customer's Specifications

!r,.*q*q,i.,1

Prepared b,y
Executive-QC

ctuail 'ifManagef-QC

k*+
Approtudd by
General [{lanager-QC
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CHRTXFICATE OF AHALY$I$
FRODUST : $LT$AZEM FXCI (rfilaRoN!$Enl COIilFENE]IA : .lP XVI
BATC,I'{ MO" : mUM-Sfi8't4 Q[.[ANT]TY : SSfl Kq
MfS" DATH : FEtsRl,-tARY.efi{4 EXP.0ATE : JANUARY"2CI1S

QG A"R"No Ff$$6f2CI14
TE$T$ RE$ULTS I SPECIFICATTSNS

01,. nE$6RtpTt$N

S?, ICIEITTTIFICAT1OFT

1. fleactio,n wlth,&mmordulm
th iocyanate cob,altou* n itrate

2. Reactiom t:f su[phates
3. UV

4. lR Spectrurn

5" Reaction of chloricle
03. OPTICAL HCITATIO}I
04. HNELTIF{G PCIINT
05. pl-l
06" GLARITY AND CCI,LOUR

OF SOI,I}TICIN
OT. SUTFATE$
OB. HEAVY METALS
O$" ARSEHIC
1$" ftHtATEU ${.!ES.TA[.I6E$ {By I{FLC}

Tot*l i,mptlrities
1'1. LCI$S 0,[$ nfiYtt{G
1?. RH$InUF 0F* I&N{TIO!{
{3. A$'SAY {0n dry hasis}

A,pnlTlQlLqL IEflI$:
pARTtCt_H SIUE
100%
$uda*e r4rea
RE$r SuAL $fr t_ltEF[TS,
Toluene
llllethamol
iso,prup,yl A^lcohol
Etl"ryl Acetate
Elulk Se,nsi,ty
Tapped Eensitrr

c&rE

Miite crystalline powder. tt is very
soluble in forrnic asid, freely
sqluble in water. in methano! and
in ehloroforn, *parinEly solubte in
acetonitrife, slightly soluble in
acetic anhydride and in ethanotr
(gS.$%) and practicalty insoluble
in diethyt ether"

Confonns

Conforn*s
Cqn$brrnrs

Co,nforrns

Pcsitive
{ 'l 1g'
213* C {r,rulth decornpositiom)
4.&
Clear and oobrness

i*oss than 0.S24.%
Less than 'trCI pprn
Less than 2 ppru

llUhite enystals or crystalline powder. lt is
very soluble in formic acid, freely soluble
ift water, in rnethanol and in chloroforrn,
spaningly soluble in acetonitrile, slighlly
soluble in acetic anhydride and in
ethanol (9S"5%), and practically
insoh-rble in diethyl ether.

To c*rnply a$ per JF

To comply as per JF
["lV speetrurm of sarnple and starrdard
strror."rld exhibits sirnilar intensities of
ahsorptlon at tlxe sarne wavelengths.
The IR of the test sampte exhibits
absorption at the wave nurnbens of
ahout tT41 c+n-I"{678 crvul,
'125? cm-l,and 1025 cm-1
Io comp{y as per JP
Be{ween +115" arid +120'
Z'tr0* to 215" C{with Deconrposition}
Eetween 4"3 to 5.3
The solution [s ctear and colcurlees.

lllot rnore than S,S249o
hlot rnore than 10 pprn
Not rnore than 2 ppm

Not more than 0.3%
[,{ot more than 0.5% rr'rfw

ruot rno're than 0.1% wlw
ltlot |ess than 98.5% wlru

10fr% Less than 1G0 fUticror"rs

For lnformation

Not rnore than 750 ppm
f,,lst rnore than S0fl pprn
h{ot n-}ore than 1000 ppm
ttlot rnare than 2$S0 ppnr
For $nformation
For lnformation

Pirnrnail I
kmow{edge action

Heatthcane

0.CI%

0.7%
s"CI%

1CICI"0%

35 $*![cn-ons

1.S3 rnlgni

"t$'t ppmr
"f t2 ppnt
'l ppnr
0,p,prn
0"30 gfrntr

S"56 qlrv:I

REMARKS: The produc{

1:r "' 41-1- t.., ",ii

Frepared hyr

Hxecutive-QC

tfube*.
ApproVed by
General Manager-Qe

aonfonns to.IF XW & Custorner's Speciflrcations.
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