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CERTIFICATE OF ANALYSIS
Th¡s batch has been produced follow¡ng current good manufacturing pract¡ces
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iet'"" ttumber r3rr43 
Ba.*,h: 3200/03/14

i Analysis Dale o7n3n|14 i

Kg: 212.00
Formula:

c--Íi-.N HCl 313.86

Manufacturing Oate 1Zn4nO13 I RP]€$Dale O4/201A
I

Complies w¡th:

Ph.EÚr.BP-ASP:JP-I?

TEST RESULTS SPECIFICATIONS
DESCRIPTION

Asp€tto
compl¡es whiié or almost white crystall¡ne

powder

IDENTIFICATION

ldentifezione
complies

compl¡es

compl¡es

(1) lR spectrum

(2) HPLC retention t¡me

(3) chlor¡des reaction

APPEARANCE OF SOLUTION

Aspetto della soluz¡one
complies a 5-0% solut¡on in water is clear and

not more intensely coloured than

reference solut¡on Bg

ACIDITY OR ALKALINITY

Acld¡te o basic¡t¿
complies complies EP tesl

lntervallo difus¡one
btw 195"C and 199"C

pH (l% solut¡on)
pH (soluz¡one all'1%)

btw 5.0 and 6.0

pH {5% solution}
pH (solu¡one al 5ol")

4.4 btw4.0 and 5.0

RELáTED S.USSTÁ{*e ES{H PLfr ,S P)

Sostanze correlate (HPLC USP)

(1): < LOD

(2): < LOD

(3):0.01%

(4): < LOD

(5): < LOD

(6):0.01%

(i) d¡benzosuberone nmt 0.05%

(2) amitriptinol nmt 0.10%

(3) cyclobenzaprine nmt 0.'10%

(4) nortriptyl¡ne nmt 0.10%
(5) each unknown ¡mpurity nmt 0.1 O%

(6) sum of all ¡mpurities nmt 0.30%

RELATED SUBSTANCES (HPLC EP)

Sctanze corélate (HPLC EP)

(1): < 0.05%

(2): < 0.05%

(3): < 0.05%

(4): compl¡es

('l) d¡benzosuberone nmt 0.05%

(2) cyclobenzaprine nmt 0.10%

(3) each unknown impur¡ty nmt 0.10%

(4) sum of all impurit¡es nmt 0.30%

LOSS ON DRYING

Perd¡ta all'essiccamento
0.06% not more than 0.5%

SULPHATED ASH

Cener¡ solforiche
0.02% not more than 0.'l%

HEAVY METALS

Metalli pesant¡
compl¡es not more than 1 0 ppm
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TEST RESULTS SPECIFfCATIONS
ASSAY

Titolo
(1):100.67%

(2):100.37%

(l)btw 98.0% and 102.0% with reference

to the dried substance (HPLC)

(2)btw 99.0% and 101.07o with reference

to the dried substance (NaOH 0.1 N)

(pot)

RESIDUAL SOLVENTS

Solventi E¡duí
(1): < LOQ

{2): 114 ppn
(1) m€üEnd nmt m0 ppm

(2) ethf acetale nmt 500 ppm


