Storage temperatures

 Controlled room temperature: permissible
limits 15-30°c Turkey (25°C)

e Room temperature: the temperature of the
room (change.)

e Cool place: 8-15°C
e Cold (refrigerator): 2-8°C
e Freezer: (-25) - (- 10) °C



Uluslararasi iklim kusaklari

iklim kusagi Hesaplanan veriler Turetilen tiirevier
(MKT) %RH Mbar %RH  Mbar

lhman (I)

ingiltere,rusya kuzey 20 20.0 42 9.9 21 45 11.2

avrupa

Akdeniz-subtropik(Il)
Amerika, japonya, 21.6 22 52 135 25 60 19.0
g.avrupa,turkiye

Sicak, kuru(lll)
iran,irak,sudan 26.4 27.9 35 11.9 30 35 15.0

Sicak,nemli (1V)
Brezilya,gana, 26.7 27.4 76 26.6 30 70 30.0
filipinler,endonezya



Stability tests

* Long-term
e Accelerated
e Compulsive (stress)



Stability test conditions for countries in the | and Il climate zone

**Product and active substance recommended to be stored at
room temperature

Long term... 25°C + 2°C / %60 %£5....minimum12months
Medium duration....30°C £2°C/ %65 *=5... minimum12months
Accelerated..40°C +2°C / %75 45.... minimum6émonths
s*refrigerator storage recommended product and drug

Long term ... 5°C £3°C / %60 + 5.... minimum12months
Accelerated ...25°C+2°C / %60 +5.... minimum6émonths



*Recommended product and drug for storage in deep
freeze

*Uzun streli...-20+5°C....min 12 m

**Separate evaluation should be made for the product
and the active substance which should be stored below
_20 OC

s»final product test

It is carried out under the same test conditions for
products stored at room temperature. If the accelerated
test fails, the test is repeated for 12 months at 30+2 °C
/60%=L5 relative humidity.



s Test conditions for products stored in semi-
permeable packaging

Long term ...25°C+2°C/ %4045 min 12m
Medium....... 30+ 2°C / %65+5 minl2m
Accelerated.... 40 °C +2°C/ %2545 min 6m

“*For products stored in deep freezing
Long term...-15 °C+5°C min12m
Accelerated.... 5+3°C /ambient humidity min 6m



For climate zone Ill and IV

e Room temperature
 Longterm...30 % 2°C/%65%5 min 12m
accelerated... 40 °CX2°C /%75X5 min 6m

e Semi-permeable packaging
e Long term........ 25 °C+2 / %35%5....min 12m
e accelerated... 40°C + 2°C /%2545 min 6m



Testing periods of samples

First year every 3 months (3, 6, 9 ve 12)

Second year every 6 months(18, 24. months)
Then once a year(36, 48, 60.months)
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