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CERTIFICATE OF ANALYSIS
PARACETAMOL PH EUR/USP CRYSTALS

CRYSTALS-CAPSULE GRADE
(coDE APC 162)

SERVICES B.V.
13-191'l DB

RESgLT§ METHODS

Conforms PH EUR,USP Current Edltlons

Conforms PH EUR,USP Current Edltlons

Conforms PH EUR,USP Current Edltlons

168.4 PH EUR,USP Current Edltlons
<10 PH EUR Current Ed¡t¡on

0,00027 USP Current Editlon.
<50 PH EUR Currsnt Editlon
<0.05 PH EUR Current Edltion
<0.05 PH EUR Cunent Edltlon
<0,1 PH EUR Current Edlt¡on

ND PH EUR Current Edltion

0.17 PH EUR Cunent Edition

0.'16 USP Current Edltlon

0.00 PH EUR current Edltion

100.20 USP Current Edftion

0 PH EUR, USP Current Edltions (Dry Slevlng Method)

83 PH EUB, USP Current Edltlons (Dry Sleving Method)

95 PH EUR, USP Current Ed¡tlons (Dry Sievlng Method)

<0.014 USP currBnt Edltloo
<0.02 USP Current Edltion
Conforms USP Current Edltion
Conforms USP Cunent Edltlon

5.72 usP 2l
0.70 PH EUR Current Edit¡on

0.89 PH EUR Current Ed¡tlon

Dat€ I 14,04.2014

ü

UTTGEEST P"O. BOX 120.1910 Ac
THE NETHERLANDS

: O4l2O14

: 0412019

SPECIFICATIONS

: Whlte, odorless, crystala,

: Conforms to PH EUR, USP current Editions

i Gonforms to PH EUR, USP Current Editlons

: 168.0 -'172.0

r 10 maxlmum
r 0,005 maximum
: 4-amlnophenol : max 50 ppm

4.n¡trophenol : max 0.05 %

any othor ¡mpurity I max 0.05 %

total of other lmpurlties I max 0.1 %

p-chloroacetanillde : max 10 ppm

: 0.5 maximum

i 0,5 maxlmum

: 0.1 maximum
r 99.0 - 101.0 CsHeNO2 (Drled Basís)

: BS # tB Mesh - 5 maxlmum
B9# 85 Meeh.--65 m¡nimum
Bs # 200 Mesh - 85 mlnlmum

: 0.0'14 maximum
: 0.02 maxlmum
: Conforms to USP Gurrent Edltlon

: Conforms to USP Current Edltion

: 5.1 - 6.5

: Poured dens¡ty :0.70 - 0.80

Tapped denslty : 0.85 - 1.00

OVI Statement : Organlc Volatlle lmpurities tsst ln the USP ls not routinely tested slnce solvents

lncluded ln the OVI table under "Ofganlc Volatlle lmpuritles" (457) method V-U§P Current Edltion

are not used in the synthesis of Paracetamol PH EUR/USP'

p-Chloroacetanlllde Statement : Llmlt of p,chloroscetanlllde tost In the USP ls not routlnEly tesled slnce lt cannot be

present ln our product dua to the method of synthosls.

Thls product conforms to the current requiremonts of PH EUR/USP

Thls batch has been manufactured, packaged, te§ted and released in accordance w¡th EU GMP,

ORDER NO. : 81140585

ADDRESS : Acrbadem Kóftüncü Sokak No.l KadrkÓy 3471'8 istanbul - TURKEY

TEL :+90 216 326 69 65 - +90 216 326 65 33
FAX i+g021634o].377
F-mail .:info@atabay.com
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