
.*-e

L.# "l +
,r". "r i {}$lri!"' :,¡;:t¡r.. ,; !),

tJfu",;1.', '
"r:i:!r}J,r.

ERREGIEFIRE
via F Bafiln;a J § ^ 240S0 $AN PAOLO Il'AR6Ü¡l (BG) llAlY - Tel. *3S"435-958383, Fax +3S-§35-§581S§

M0ñ siré Via fr. Bsrac6a, 1S " 240S0 SAN PAOLO §AÉ{{}ON (BG) llálY - T8¡ +3§-035'S58383, Fax +3§-03§-§s816§

CERTIFICATE OF ANALY§IS N-

4$423

CICLOPIROX OLAMINE USP 'Ph.Eur.

cAsN" 4162149-2 colÉ.1441/ BAfcH 0614014 MAN.DATE 0612014 EXPIRYDATE 0612017

.tR
Appearance of solution
pH

Heavy metals

§ulphated ash {Residue on :gnition)
Loss on dry¡ng

Assay tcontsnt of Ciclopirox Olamine, volumetrit on a§ ¡§ bas¡§)
- U§P

§PECIFICATION§

u¡hite or pale yellow crystalliñe porlder

posltive

accord¡nü to Ph.Eur.

k 8.0 :t §.0

NMT 10 ppm

{Ph €ur qp6s.. NMT 20 PPrn}

s 0.1

{ 1.5

¡ 97.5 s 101.§

\ 223 -{ 230

22.2

76"0

* 23.3

r 78.5

NM]"$.10%
L § 0.5

Va

msls

Complies

Complies
C0mplie§

o2

C0mplies

0.04

0.4't

99.3

¿¿ü

¿¿. I

77.4

Non quantifiable

Non quantifiáble

Non quantifiable

S€s$ties
Non quantitiable

Assay (content of z-arn¡noethanol, Yolumétric, mg per g of
Ciclopirox Olamine found in the as§ay U§P) - USP

Assay (contenl of 2-aminoethanol, volumetric, §n dried basls) -

Ph-Eur.
Assay (conient of Giclopirox, volumétr¡c, on dried basis) '
Ph,Eur,
Related substances (HPLC)

. lmpurity A at 220 ñm ((RSl2-
(3-bycÉhexyl-5-methyl-4,Sdihydroisoxazol'5-yl)acetic acid)

. tmpurity B at 298 nm (64yclohexyl-4*nethyl-2H-pyran-2-one)

' lrnpurity C at 298 nm {S-cycloheryl4-methylpyridin-2(1H)-ane)

%

*k

bla

aA

s 0.5

s 0.5

§ 0.§

' any other impurity at 298 nm
. total at 298 nm

{Ph Eur. spoc: sum of intpunlias othgr thart §)

,t
v

Additi an al spe cificatio n s
Residual solvents {GC}
. ethyl acetate

OBSERVAT]ONS:
. Protect from moisiure (pact«aged in double polyethylene bag and PET/ALUILLDpE)

. Store between 5.C and 25"C

QUALITY
Dr.APPROVTD
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