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Product: Animedazon , RO Batch No.: 90128181

Dosage form: Spray PV-No.: 39580-03

ilanufac. Date: 01/2019 Expiry Date: 01/2022
;Pazgm__gt_er _ |  Specification Result o

| Appearance of Spray | Evenly blue coloured spray

' <0.7 % (average leakage rate)

Leakage test
. B | = 1.6 % (single centainer)

| Tightness test ! No bubble formation, no blue colour

occurs
Fill weight 125.29-1370g
Pressure testing (20° C) |3 —4.5bar
Pressure testing (50° C) |6 — 7.5 bar

>20% < 10 um
|>50 % < 30 um
> 90 % < 100 um
| 100 % < 250 um

Particle size
(laser diffraction method using a dry
dispersion module; pressure: 1.5 bar)

Evenly biue coloured spray

0,4 %
[1.0%
|

conforms

1322 g
3.4 bar
6,4 bar
4578 %

76,13 %
198,42 %

| £150,664um

dentity o o
- Chlortetracycline hydrochloride Rt (sampley (Chlortetracycline) =
(HPLC) | Rt (standar) (Chiortetracycline) (+ 10%)
| - Chloride | Reaction of chlerides positive

| _Patent blue V (colouring agent) ‘ UV maximum at 638+2 nm

Application test
UV ratio 368/638 nm
| Delivery rate

[1.80-2.10

| 1.00 - 1.70 g/sec

' Outer diameter 5.5 to 9.0 cm
_ Inner/cuter diameter 2 0.5

' Spray pattern

Amtsgericht Coesfeld

HRB-Nr. 7210
Gearhifiefithrar:

\‘ Conforms

1,99

07

11,54 glsec
'7,? cm
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Product: Animedazon , RO Batch No.: 90128181
Content e e os ey — -

- Sum Chlortetracyclin x HCI + 3.05 — 3.37 g per container 1 3,19 g per container

Tetracyclin x HCI

- Tetracyclin x Hel S8.0% 4.6 %
(Impurities” S— S S S
| 4-Epichlortetracycline x HCI: | $4.0% 12,1%

Total other impuriﬁes” 1<1.0% i 0.4 %

;1 Ml:crobiologica_ﬁl_ﬁpurity 3 o

| Ph.Eur 5, Supplement 5.6, 5.1.4
Method B (harmonised method)
| Criteria for cutaneous use
- Staphylococcus aureus
- Pseudomonas aeruginosa

| TAMC: < 10% CFU/mI

| TYMC: < 10" CFU/mI .
absent
]' absent |

" relative to sum CTC x HCl and TC x HC!
? impurities except 4-Epichlortetracycline x HCI and Telracycline x HCI
% Test on microbiclogical quality is determined pericdically at each 57 to 10" batch, at least once year

“| hereby certify that the above information is authentic and accurate. This batch of product has been
fabricated/manufactured, including packaging and quality control at the above mentioned site in full compliance
with the GMP requirements of local Regulatory Authority and with specifications in the Marketing Authorisation.
The batch processing, packaging and analysis records were reviewed and found to be in compliance with GMP.”

/

Date: (* ‘I
=0 )\ ) }\S - Qua%\ﬁ‘étrﬁgson -

\
N

“This batch has been released for sale.”
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HRB-Nr. 7210 Alana with Yl
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