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active pharmaceutical ingredients
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QUALITY CONTROL

CERTIFICATE OF ANALYSIS

PRODUIY £ Matenial @

OXYRUT YNIN CHLORIDE

LOT N¢: 22032E007

Nedo COMMANDE « Order n* REAN34R
POINS NET ¢ Netweight - 25 KG 000

ANALYSE ! Anslysisn®:

1703113

CONDITIONNEMENTS / Packoges : 1

Fahricarion 2 Date of ff - oL - 2007 Recontréle avent / Relest before : 11 - oct. - 2021
DETERMINATIONS / Tests SPHCIFICATIONS HESULTATS Rewilts
APPARERNCE, (Ueseription) White erystulline posdes CONFORME
IDENTIFICATION: 1R CONF. A REFERENCE UONFE. A REFERENCE
IDENTIFICATION:HPLC CONF. A REFERENCE COMF. A REFERENCE
10 CHLORURES (Identification, Cl-) CONFORME CONFORME
COLORATION DE LA SOLUTION (Color of snlution) max. JBS <Ins
LIMPIDITE DE LA SOLUTION (Clerily of solution) CONFORME CONFORME
ANGILE RO A TON QIFTIQUE (aptical rtation) [ETAE TN 40.00
DEBUT DE FUSION (Melting mnge, starl.) 124129 4 125 ¢
FIN DEFLSION (Mekiing 1ange, end} 124-129 *C 128 °C
PERTE A LA DIXSICCATION (Loss an drying) 0.0-30 % 1.1 %
CENDRES SULFURIQUES  1Sulpliared asbes) -0l % 0l %
MEFAUX LOURDS (Huavy snuetuls) +220 ppm ~2 20 ppra
NPLC CYCLOUEXENY L. analogue (Imp A Ph.Fur.) 0.0-02 % 0.00 %
HPLC:ALTRE IMP. PRINC(Other single impurity) 0.00-0.10 % 0.01 %
HILCCHMA 0.00-0.15 % 0.01 %
HPLC:CHMME 000-0.10 % ol %
HPLC:IMP.TOTALES (Total impurities) 20-05 % 0.4 %
HMAEMETHY L EYRY L anslogue (hnp © RRT 0.9) 0.00-0.10 % 006 %
DOSAGE CHLORURLE {Chvloride contenr) K- 100 % KR %
DOSAGE (Assay) 99.0- 1020 % 99.5 %
SOLVANT RESIDUEL{Hepanc) - 500 ppm D ppm
SOLVANT RESIDUEL (Methonal) 0= 500 ppm b ppm
GRANULOMETRIE LASER D10% (PSD, 10%) man20 pm 10 pn
GRANULOME IRIE LASER D50% (PSD, 50%) 21 -65 um 0 pm
GRANULGMETRIE LASCR D20% (PSD, 90%) mar. 140 pm B9 pm
Date de contrile / Nate af analysist 11 - act. - 2017
This product confarms currens USP and current EP.
Manulectured in socordance with [CH Q7 GMP's.
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