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CERTIFICATE OF ANALYSIS

Code: l-5590
Product : ACETYIJCYSTEINE Ph. Eur. 8

Batch Nr: 4OO7 Manufacture: 02/201.6 Re-test Daie: 02/2021-

CIiENT : METAPHARMACEUTICAL SL

Shipmefrt JKg) : s0.00

CHARACTERS

IDENTIFlCATTON
.Specific opt. rotation (ods)
. IR Spectrum

TESTS
Aspect of sol-ution
pH
Specif ic opt. rotat.ion (ods)
Related substances (HPLC)
. L-cyst.ine
. L-cysteine
. N, N' -diacetyl -L-cystine
. N, S -diacetyl -L-cysteine
. Impurities non ident (biggest)
.Tota] Impurities
Heavy metals
zrnc
Loss on drying
Sul-fated ash

ASSAY
.Iodometric on dried subs.

Conforms Ph.Eur.

Complies
Conforms to St,

Clear and col-ourless
2.0 Lo 2.8
+2L.O to +27.0

0 .5 p. cent
0 .5 p. cent
0 .5 p. cent
0 .5 p. cenL
0.10 p.cent
0.5 p.cent
10 ppm (0.001?)
10 ppm
1. 0 p. cent
O .2 p. cent

101.0 p.cent

Conforms

Conforms
Conforms

Conforms
2.24
23.6

< 0.05 p.cent,
< 0.05 p.cent
0.05 p.cent
< 0.05 p.cent
< 0.05 p.cenL
0.06 p.cent
< 10 ppm
Conforms
0.05 p.cent
0 . 1-5 p. cent

100.0 p.cent

we hereby certify thaE the above information is authentj-c and accurate. This baEch has been manufacEured, including packaging
and quality control, in the above mentioned siEe in fult compliance wiEh the cMP requiremenEs. The batch processing, packaging
and analysis records were reviewed and found Eo be in compliance with rcH Q7, EU GMP Part TI and 21 cFR ParLs 210 & 211.
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