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PRODUCT INFORMATION
AMOL PH EURYUSP CRYSTALS.CAPSULE GRADE

(coDE APC 162)

I

20oo KG I
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L
-Jhls produot conformE to the current requlrements of PH EURIUSP

.--,r,'hls batch has bsen manufaeturBd, packagod, tested and releaeed ln accordanca wlth EU GMP.

ORDER NO r 81160588

ADDRESS : Asbadem Kóftüncü
TtrL :+90 216 526 69 65
FAx r+90 21.6 54O 15 77

E-mail ' : info@atabay,com

Sokak No,1 Kadrkóy 54718 istanbul - TURI§Y
, +90 216 326, 65 33

TESTS SPECIFICATIONS RESULTS METHODS
Charactsrlstlcs JUhltE or á¡mo§t whlte, crystal§. Sonformg ,H EUR Cunent Edltlon

ldantlfloat¡on )onforms to PH EUR Current Edltlon (A,C) ionforms rH EUR Cunent Edltlon

So¡ubllity Sonforms to PH EUR Current Edltlon lonforms ,H EUR Gunent Edltlon

HsaW Mstal§, ppm Vlaxlmum 20 <20 'H EUR Curr€nt Editlon ( Method B )

Substancas

p-Amlnophenol : Max. 60 ppm

p.Nlttophenol : Max, 0.06 %

Any other lmpurity : Max. 0,05 %

Totalof otherlmpuritles : Max. 0.'l %

p-Chloroacatan¡llde : Max. 10 ppm

<50

<0.05

<0,06

<0.1

ND

PH EUR Gunent Edft¡on

-os6 on Drylng, % Maxlmum 0.5 0.14 PH EUR Current Edlt¡on

iulphated Ash, % Maximum 0,1 0.01 PH EUR Curront Editlon

lssay, % )9.0 - 101.0 crHrNO2 (Drted Basls) )9.24 h-HouBe (HPLCI

Slevo Test
lCumulatlve 7o Retaln6d)

¿0 Mash ( 860 pm ) : Maxlmum 6

,0 Mash ( 180 ¡:m ) : Mlnlmum 55

¡00 M6sh ( 75 pm ) : Mlnimum 8§

)

,8

t7

PH EUR Cunent Edltlon (Alr Jet Sleving)

Bulk Denslty, g/ml ),70 - 0,80 t.72 ¡H EUR Curront Edltlon ( Method I )

fapped Denslty, g/ml ¡,85 - 1,00 ).88 )H EUR Cur¡ent Edltlon ( Method I )

Rosldual solvent tost in PH EUR current sdltlon lB not routlnaly slnce solvents lncludad In Table I (ClasE 1) end Tabls 2
(Class 2) under conaral Chapter "5.4 Resldual Solvonts" are not used ln the synt¡es¡3 of Paracetamol PH EUR/USP. Acetlc acld

Solvent Statement 3 solvBnt) Is produc€d aa a slde product durlng the acetylatlon of para-amlnophanol w¡th acstlo anhydrfdo. Acetic acld
contBnt ln Paracet8mol ls analysed by using Loss on Dry¡ng tost method wlth mar llmit of 0.5 %,

QUALITY CONTROL
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*cresponde al lote de


