ATABAY

KIMYA SANAY| VE TICARET A.§.

4000 KG PARACETAMOL CRYSTALS

CE

IFICATE OF ANALYSIS

INVOICE 044P/2011 REF 280/11

Date : 16.05.2012

FSNL ORDER BI111151
Baich No
Quantity
Name of Customer RVICES BV,
841 DB
WITGEEST £.0. BOX 120-1910 AC
THE NETHERLANDS
Manufacturing Date ; 0572012
Expiry Date 1 0872047
IESTS SPECIFICATIONS BESULIS METHODS
Charactoristics ! Whits, odoriess, crystsls. Ganforms PH EUR ,USP Currant Editlons
Identification : Conforms to PH BUR, USP Cufrent Editfons Gonforme PH EUR ,USP Current Editions
Solubllity : Conforms to PH EUR, USP Cujrent Editlans Conforms PH EUR ,USP Current Editions
Melting Polnt,*C ¢ 168.8 - 1720 1694 PH EUR ,USP Current Editions
Heavy Motsls,ppm : 10 maximum <10 PH EUR Cutrent Ediflon
4 Aminopheno! % : 0,005 maximum 0,00013 USP Curremt Edition
Related Substances 1 4aminopheno) 3 'max 80 ppm <50 P4 EUR Current Edition
4-nitraphsnol | {max 0.08 % <0.08 PH EUR Current Edition
any other lmpurily g 0.05% <3.08 PH EUR Current Edition
tatal of other Impurities : 04% <01 PH EUR Current Edition
pchioroacetznliide § 10 ppm ND PH EUR Gurrent Edition
Lass an Drying,% 1 0.8 maximum 0.28 PH EUR Current Editlon
Water,% (KF) 1 0.8 maxlmum 0.24 USP Currant Edition
Sulpheted Ash% ¢ 0.4 maximum 0.00 PH EUR Current Eddition
Assay. % + 98,0 - 101.0 GHNO; (Dried 844&) 100.3¢ UsP Current Edition
Slova Tast :BS# 18Mesh- 8 mmdmu 2 PH EUR, USP Current Editions (Dry Sleving Method}
(Cumulative % Retalned) BS# BSMesh. €5 mini $0 PH EUR, USP Current Editions (Dry Sloving Mathsd)
BS # 200 Mosh - 86 minlmu 96 PH EUR, USP Current Editians (Dry Sleving Method)
Chioride,% ¢ 0,04 maximum <0.014 USP Current Edition
Sulfete,% 1 002 maximum <0.02 USP Current Edition
Suifide + Condorms o USP Curvent Edition Conforms USP Current Edition
Readlly Carbonizable Subtances : Conforma to USP Cumrent Ediion Conforme USSP Current Editton
pH : 54465 6.57 usp21
Apparent Denstty, gimi ¢ Poured density  :0.70-9. 072 PH EUR Cusvent Edition
Tapped density :086.1 0.87 PH EUR Current Editlon
OVI Statement + Organie Volatile Impurities tast In tha USP [s not routinely tested since solvenis

Included In the OVI tabile

pChioroscetanilide Statement  : Limit of p<chloroscetanifide

present In our product dus to
This product conforms to the current requirements of PH EURIUS
This batch has been manutactered, packaged, tested and o

ORDER NO. - t Bi120703

ADRESS : Acibadem Kéftiinell Sokak No.1 Kadikdy 34718 istanbul - TURKEY

TEL 1480 216 326 69 65 - +90 216 526 65 33

“Drganic Volatiie Impurities™ (467} method V-USP Current Edition
are not used in the synthesis of Parscetamol PH EURUSE,
in tha USP [§ not routinely tested since it cannot be

method of synthesls.

In sccordance with EU GMP,
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