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- FAGRON IBERICA, S.A.U
Corresponde al Iote de Fagron:

Quantities and Descriptions

TIFICATE OF ANALYSIS

Sept.12.2014

ATROPINE SULFATELE EPS.0
Standard

Batch no.:
Quantity:
Appearance:
Identification:
AOptical rotation deets the reguirenent
B Intrared absorption Conlorms with the spectrum of RS
C:Chemical reaction Ncets the requirement
D:Chemical reaction Should he poskine
I The reaction of sullutes Should he positive
I The reaction of atkadoids Stotid be positive
PEHH Acidity): a
Optical rotation: 0,3 0.05°
Infrared absorption: Conforms il specirum of RS
Chemical reaction: Moels the requirenments
Chemical reaction: Should be positive
The reaction of sulphates:  Should be p(m e
The reaetion of alkaloids: Should be positive
MWatler: L TR )

White erystalline powder

Solubility: Very solulle in waterd reely soluble i ethanol(96%)

N more than €17
Mecets the requirements
Pmpurities A 3.2%e Max
Impurities B 022 Max,
Lvpariies C 0.2% Max,
Pporities 1 0.2%: Max.
Lnpurities I"f ) Ao Max,
Poapurities O 2% Max
prpurities G U250 Max,
!]‘-'[\Llri‘[i(“( I-‘ f '1”‘. ALax.

Sulphated ash:
Related campounds:

Ernspecilied Tmpuriies GUT07 s Nax,
vatal llll{‘lli'l;lu.."~ 1 LY N
Acetone (Rosi sven e Notmore than 0,237
Assavianiy drous substanee i *r..“,%[‘) - 1u1.0%

Mfg/Fxpiry date:
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Corresponding to the requirement of EPS.O

Resules
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Conlornis

Contorms
Coniorms
Contorms
Positive
Posiiive
Positin e
0.0
400

Conforms with RS

Conlorms
Positive
Poxitive
Ponitis e

N B

Mg
Conlurmns
no,
Conlorms
No detection
No de h"‘L"iﬂ}‘
No deteciion
No deecton
No deteeton

o detection

Sedetection
No detection
N detection
No detection
No detection
QY D4y

CAprit 10, 2014April 09.2016

and tound the reseity a3 follows:

Manufacturer: Minsheng Group Shaoxing Pharmaceutical Co.. Ltd,



