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Productname:

Number of analysis/lnspection Code:

Batchnumber:

Reference code / No.:

Analysed according lo:

Oxttetracyclini hydrochloridum

1 / KEUR-871968
,/

12A30-805-272597 ./r'/
2016 tY1-11061424 "'
PH.EUR 7.3

Tests

ldentlfication A

ldentifiGation B

ldsntification C

pH

Specific opticsl rotstion

Specific absofuance

Lightiabsorbing impurilies

Lightab6orbing impurities

Rslaiad substances

lmpurityA

lmpurity B

lmpurlty C

Totalimpurities D, E and F

Heavy metals

Water (Karl Fischer)

Sulphated ash

Residualsolvenb

Assay OMslracycline hydrochlodde

TSE/BSE-€tatsm€nt:

Release:
Drs. M.V. Garcia Alia
Pharmacist - QA Manager / QP

27-08-12

Requirem6nt

Fine, )r'ellow, crystalline powder

hygroscopic

Conform

Deep red / yellow

Ysllowish white

2,3 - 2,9

.188 - -200

270 - 290

El:}o <0,50

E490 <0,20

Conform

<=0,5

<=2,0

<=2.O

<=2,O

<=50

<=2,O

<=0,5

cP t\4P/rcH/28sl95

95.0 - 102,0

No contamination with TSE/BSE-risk matedals

%

%
r/

ppm

%

%

Expnafion: 06-20'15 J

conclusion: APPROVED

This document has been produced electronically from our quality system and is valid without signature.

Result

Conform

Conform

Confom

conlom

Conform

-193

286

0,01

0,03

Conlorm

o,2

0,6

0,8

0,3

Conform

1,2

0,1

Conform

96,4

conform

U nit Standard remark

TLC

chlodde

1%mA/ in 0.1M HCI; watervrij

353 nm

Anhydrous

Anhydrous

HPLC

Oata producer

iri4arikova ul. 5


