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Background

 The parent guideline (VICH GL3(R)) describes the stability data pa
three VICH regions:

— European

d Il and storage condi

used in st ven below ‘
MIN TIME COVERED BY
STUDY STORAGE CONDITION DATA AT SUBMISSION

25 + 2°C/60 + 5%RH

Long term OR 12 months
30 + 2°C/65 + 5%RH

Intermediate* 30 + 2°C/65 *+ 5%RH 6 months

Accelerated 40 + 2°C/75 + 5%RH 6 months l

~y
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itions, then stability should be done under inte

*If an OOS resu urs under acc, rmedia

conditions for 12
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WHO Stability Guideline
WHO Technical Report Series, No. 863, 1996

Mean climatic conditions: calculated data and derived storage conditions’

Climatic Calculated data Derived storage conditions
zone (for real-time studies)
i b3 °CMKT’  %RH* i % RH
I 20.0 20.0 42 21 435
11 21.6 22.0 52 25 60
I1I 26.4 27.9 35 30 35
I\Y% 26.7 274 76 30 70

! Based on: Grimm W. Storage conditions for stability testing in the EC, Japan and USA; the most
important market for drug products. Drug development and industrial pharmacy, 1993, 19:2795-2830.

* Calculated temperatures are derived from measured temperatures, but all measured temperatures of less
than 19°C were set equal to 19°C.

¥ MKT = mean kinetic temperature (see p. 67)

*RH = relative humidity.



Southern Africa

SOUTH AFRICA TEMPERATURE EXTREMES

Sat Sun Mon Tue Wed Thu
2 Feb ‘19 3 Feb ‘19 4 Feb ‘19 5 Feb ‘19 6 Feb ‘19 7 Feb ‘19

Phalaborwa Phalaborwa Phalaborwa Worcester  Kimberley Worcester
34.9 °C 34.8 °C 37.3°C 33.7°C 35.5°C 39.7°C

Bethal Bethal Bethal Queenstown Bethal Queenstown
13.5 °C 13.8 °C 12.7 °C 9.9 °C 12.7 °C 13.4 °C




VICH GL 58 (Quality)

Stability: Stability testing of New Veterinary Drug Substances and Medicina
Products in Climatic Zones Ill and IV

:
Objectives, Scope & Continuity: -
-

his dog annex to the VICH parent stability iguie l
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Storage Conditions |
General Case for Zones lll & IV

MINIMUM TIME PERIOD
STUDY CLIMATIC ZONES STORAGE CONDITION COVERED BY DATA AT
SUBMISSION N
\
‘\-

Drug substance:
12 months
(©) —+ o —+ 0,
LongTerm  Zone lll (Hot & Dry) 300 C*x2 C/35 £5%RH Medicinallproduct:
6 months
Drug substance:

Zone IVA (Hot & 12 months

(o} _|_ o _|_
Long Term Humid)* 300 Ct2 C/65 *+ 5%RH Medicinal product:

—
6 months
Drug substance:
Zone IVB (Hot & ver o o
Long Term ( y 30° C +2 C/75 + 5% RH 12 months

Humid) Medicinal Product:
6 months
Accelerated Zone lll 40° C = 2° C/NMT 25% RH 6 months
Accelerated Zones IVA & IVB 40° C = 2° C/75 = 5% RH 6 months
* Samesgondit for the alternative | term storage coane I
described i t guideline <

No intermediateorage con tability studies is recommended for Clim
Zones lll and IV.
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Storage Conditions (cont.)

Products Packed in Impermeable Containers:

-

Since containerspkrovide a permanent barrier to water loss, stak
-~

studies ca d under normal ambient or controlle
h 1t

() . [}
Products [5§ /\ emi-p@pmeagle containers:
Stability studi@ aqueo h| atiQ ;p.-' r s

containers (LDP&& HDPE container I

itions arel@s follows: o
Study Storage condition Minimum time period
covered by data at submission

Long-term C £ 2° ¢/35X= 5%RH 6 months

™ |
w -

Accelerated 40° C = 2° C/NM) 25 + 5% RH 6 months

- —



Storage Conditions (cont)

>

Tests at elevated temperature and/or extremes of hurRigdithh.

Permea or s should not be used for long ter | /
proaucts tor g in regionsiith extremely high humNety

such as WSSl upported by sta %)
n,e.g., % 8

) V pre
» Stability testifig®at a high humidi :‘; To)
recommend@d for solid dosage fa 7
g., tablets in PVC/Aluk TS,

backaging u
' h extremely hig .m

A &
folid dosage form primar

-
parrier to wateryapour, e.g. Alu/Altegksters,
remely hi idity is not considered necessary

o
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Additional Considerations

»
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Process
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Recommended for Adoption
at Step 2 of the VICH Process
by the Expert Working Group members in March 2018

i/f

This Guideline has been developed by the appropriate VICH Expert Working Grou i: ill be subject to
consultation by the partie:'i, accordance with the VICH Process. At Step 7 of the the final draft will be
recommended for adoption to the regulatory bodies of the European Union, Japan and USA.

Secretariat: c/o HealihforAnimals, 168 Av de Tervueren, B-1150 Brussels {Belgum) - Tel +3225437572, Fax +3225437585 . |

’ e-mail: sec@vichsec.org — Website: www.vichsec.org
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