QGB AMB AY Date  : 31.07.2017

KiMYA SANAYI VE TICARET A.S.

CERTIFICATE OF ANALYSIS
PARACETAMOL PH EUR/USP CRYSTALS-CAPSULE GRADE

(CODE APC 162)
Batch No €l 707530 %
Quarntlty : 20/ G

Name of Custamer : FAGRON SERVICES B.V.
MOLLENWERF 13-1311 DB
UITGEEST P.O, BOX 12041910 AC

THE NETHERLANDS

Manufacturing Dato + OTI2047

Rotest Date ¢ 0712022

TESTS SPECIFICATIONS RESULTS METHODS

Characteristics White or almost white, crystals. Conforms PH EUR Current EdRion

Identification ( A }-Molting Potnt, *C |168-172 170 PH EUR Current Edition

identification (C) Conforms to PH EUR Current Edition Conforme PH EUR Current Editlon

Heavy Metals, ppm Maxlmum 20 <20 PH EUR Current Edition [ Method B )
p-Aminophenol : Max, 50 ppm <50
p-Nitrophenol + Max, 0.05 % <0.06

Rolated Substancos Any othor impurity : Max. 0.05 % <0.05 PH EUR Current Edition
Totul of otherimpurities : Max. 01 % <0.1
p-Chlaroucetaniiide : M3x, 10 ppm NO

Loss on Drying, % Maximum 0,5 0.08 PH EUR Cursont Edition

Sulphated Ash, % Max)mum 0,1 0.00 PH EUR Currant Edition

As33y, % 99,0 - 101.0 CyHyNQ; {Driod Basls) 100.8 In-House {HPLC)

. 20 Mosh ( BSO pm} : Maximumé 0

féf::;‘ff‘to e IS 80 Mosh (120 ym} : Minlmumgs 28 PHEUR Currant Editian (DrySioving Mothod)
200 Mesh { 76 pm) : Minlmum 86 95

Bulk Donsity, gimL 0.70 - 0.80 0.76 PH EUR Curront Edition ( Moethod 1}

Tapped Density, g/mL 0.85 -1.00 0,89 PH EUR Current Editlon { Method | )
Revidual solvent test in PH EUR current edition ls not routinely performod since solvonts included In Tablo 1 {Class 1) and Table
2 (Class 2) under General Chaptor “‘6.4 Residual Solvants* are not used in the syathesis of Paracetamal PH EURIUSP, Acetlc

Resldual Solvant Statement acld (Class 3 solvent) 15 produced as 3 gide product during the Jcetylation of para-aminophencl with acatic anhydrido. Acutic
acid content In Paracotamol is analyned by using Loss on Drylng tost mothod with max limit of 0.6 %.

This preduct conforma to the current roquiremonts of PH EUR/USP
This batch has boon manufactured, packaged, tested and reloased in accordance with EU GMP.

ORDER NO : 81171039

QUALITY CONTROL

QUALITY ASSURANCE
Bzlom OZMEN

Fulya SEVER

2
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