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Thls product conforms to the current requiremonts of pH EUR USP
Th¡s batch has been manufactured, packaged, tested and released in accordance with EU GMP.

ORDER NO^

QUALIW CONTROL

G6zde ARAS

: B1131849

: Organic Volatile lmpurities test ln th€ USP is not routinely teEted slnce solvents
included ln the OVI table under "Organlc Volatile lmpurities" (467) method V-USP Current Edltlon

are not used In tha synthesis of Paracetamol PH EURJUSP"

: Llmlt of p-chloroaceianlllde test in the USP is not routlnely tested slnce it cannot be
present ln our product due to the method of synthesis.

Date: 30.12.2013

CERTIFICATE OF ANALYSIS
AMOL PH EUR/USP CRYSTALS

YSTALS-CAPSULE GMDE
(coDE APC f 62)

21312858
2000 KG
FAGRON V.
MOLEM¡IERF DB
UITGEEST P.O. 120-t910 Ac
THE NETHERLANDS

| 1212013

1 1212018

SPECTFTCAT|ONq

: Whlte, odorless, crystals.
r Conforms to PH EUR, USP Current Editlons
: Conforms to PH EUR, USP Cu¡rent Editions
:168.0-172,0
: 10 maximum
: 0.005 maximum
: ¡¡-aminophenol : max 50 ppm
4-nitrophenol : max 0.05 %

any other impur¡ty : max 0.05 %

total of other impuríties I max 0,1 %
p-chloroacetanilide : max 10 ppm

, 0.5 maxlmum
i 0.5 max¡mum
: 0.1 max¡mum
: 99.0 - 101..0 CTHeNO¡ (Dr¡ed Basis)

: BS # l8 Mesh - 5 max¡mum
BS # 85 Mesh . 65 min¡mum

BS # 200 Mesh - 85 m¡nlmum
: 0.014 maxlmum

: 0.02 maxlmum

: Conforms to USP Currant Edlilon
: Conforms to USP Cuilent Edltlon
: 5.1 - 8,5

: Poured densíty : 0.70.0,80
Tapped densí§ : 0,85 - 1.00

§okak No.1 l{adrkóy 347J.8 istanbul - TURKEY

- +90 216 526 6b 53

RESULTS METHODS

Conforms PH EUR ,USP Cufrsnt Ed¡tions
Conforms PH EUR,USP Current Editions
Conforms PH EUR,USP Current Editlons
f 69.5 PH EUR,USP Cunent Editions
<10 PH EUR Current Edition
0.00024 USP gurrent Edltlon
<50 PH EUR CurrentEdltlon
<0.05 PH EUR Current Editlon
<0.05 PH EUR Current Edítion
<0.1 PH EUR Current Edltion
ND PH EUR Curent Edition
0.15 PH EUR Cunent Edition

0,'14 USP Current Editlon
0.00 PH EUR Current Edition
'100,06 USP Current Ed¡tion

0 PH EUR, USP Cu¡rent Edlt¡ons (Dry SlEvlng MEthod)

91 PH EUR, USP Cunent Edltlons (Dry Sleving Method)
96 PH EUR, USP Current Editlons (Dry Slovlng Method)
<0,014 USP Current Ed¡tion
<0,02 USP Cunent Editlon

Conforms USP Current Ed¡t¡on
Conforms USP Current Edltlon
5.70 USP 2t
0.71 PH EUR Current Edit¡on

0.S6 PH EUR Current Ediüon

OUAL¡TY ASSURANCE

FAGRON IBERICA, S.A.U

Corresponde al lote de Fagron:


