
q
GRO

{

FA

Productname:

Number of analysis/lnspection Code:

Batchnurnber;

Referenco code / No.:

Analysed according to:

Tests

Appearance

ldentification A

ldentification E

Appearaoce of solulion

Acidity or alkalinity

Speciaic oPiical rotation

Related substances

lmpurity B

lmpurity C

lmpurity E

Aoy olher impuritY

Tolal impurittes

Water (Karl Flsche0

Sulphaled ash

Residual solvents

Assay MorPhine hYdtochloride

Pariicle size

N Certificate of AnalYsis

Morphl nl hYdrochlorid um

1 / KEUR-977498

2t!{}(} )'laribor

Standard remark

lR-spectrum

Chlorido

2%l&

?%mN: dried

HPLC

Data producer

Dried

Microscopy

Oala producet

Result .. Unlt

Conform

Conform

Conlorm

Contorm

Conlorm

.114

conform

0.1 %

<0,05 .,/.

<0,05 o/o

0,2 %

0,4 Tc

14,0 %

Colrorm oA

Conform

100,3 o/cmlm

Conform %

Conform CFU/g

Con(orm CFU / I
Conform

Total aerobic rnicrobial couht fi-AMC) <-10

Total yeasts and moulds IfYMC) <=1

TsE/BsE-stalement: No conlaminauon vdth TSF'/BSE'dsk matetials

Analyse performed by the authorized lab Synergy Health+Microbiologie'

Retease:
Drs. M.V, Garcia Alia

Pharmacisl' QA Manager / QP

16-07-1 3

/
Expiration: O4-20rc V

Conclusion: APPROVED

This docurnent has been produced electronicalty from our quality system and is valid without signature'
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Requirement

(Almost) r'rhite Powdet

Conform

White

Clear / <=YB oI BYe

Confo,m

-110'-115

Conform

<=0,4

<=0,2

<=0,2

<=0,2

<=1.0

, 12,5 - 15,5

<=0.1

cPMPnCH/283195

98.0 - 102,0

97% < 125 Prn


