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PRODUCTOS OUiMICOS

CERTIFICATE OF ANALYSIS
Code: ]-5782

Product : SOTALOL HYDROCHLORIDE Ph. Eur. 7

Bat.ch Nr: 394-MC Manufacture: L1,/201,3 Re-t.est Date: 1,1_/201_g

CIiCNT : METAPHARMACEUTICAL SL

W: Moh)\
Shipment (Kq): 2.OO packs: 1

TESTS SPECIFICATIONS RESULTS

CHARACTERS
APPEARANCE

SOLUBfLITY
. fn Water
. In Alcohol
. fn Dichl-orometane
IDENTfFICATfON
. fR spectrum
. Chl-oride reaction
TESTS
Clarity of solution S

Colour of solution S

pH (5? solut.ion)
Optical rotation (5% sol)
Related substances (HPLC)
.Impurity B (ph.Eur.)
.Biggest oLher impurity (A,C,D
. Other impurit.ies>0 . 1? (A, C, D)
.Biggest unknown impurity
.Total- impurit.ies (excl_uding B
Palladium
Heavy meLals
Loss on drying
Sul-fated ash
ASSAY
.Potentiom. (on dried subs.)
ADDITIONAL TESTS
Residual- sol-vents (cC)
. Methanol

Powder
White or al-most white

Freely soluble
Soluble
Pract. insol-ub1e

Conforms to St.
Positi-ve

Maximum ref susp III
Maximum Y-6
4.0 to 5.0
BeLween +0.10 " and -0.10 "

Maximum 0.1 p.cent
Maximum 0.3 p.cent
Maximum 1
Maximum 0.10 p.cent
Maximum 0.5 p.cent
Maximum 0.5 ppm
Maximum 20 ppm (0.002?)
Maximum 0.5 p.cent
Maximum 0.1 p.cent

99.0 to 101.0 p.cent

Complies Ph.Eur. 5.4
Maximum 300 ppm (0.03?)

Conforms

Conforms
Conforms
Conforms

Conforms
Conforms

Conforms
Conforms
4 .43
0.00 0

0

0

0 . 05 p. cent
0.05 p.cent

0 . 05 p. cent
0 . 05 p. cent
0.5 ppm
20 ppm
01 p.cent
0.01 p. cent

99.5 p.cent

Conforms
< 50 ppm

we hereby certify Lhat the above information is authentic and accurate. This batch has been manufactured, including packaging
and quality control, in the above mentloned slLe, in full compliance with the cMp requirements. The batch processing,
packaging and analysis records were rewiewed and found to be in compliance with ICH e7A.

Released by
CoA issued
Signed by

os / L2 /201,3QA
on Pag.: L/a


