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Stability Studies of APIs and Drug Product
Based on ICH Q1A(R2) and WHO TRS 953 (2009), Annex 2

VFo0/+8/Y 2jbwg o155 9 80,56
‘f:oo \5‘" ‘l:oo s lw j'
tdoddo

S SRS o9 Bada il (019,50 (S35l 51 55 sl Cuegdgn 90 13 9 (oolondSy jud Conled ()
P9lse SReialy 54 g druwgi 9 Gaiod SWb 239 5 Dlalllae (p prods 3l 910 S g Amdd jos Jgb S 3 Jgatne
D e slonia )13k 42 3959 i e Sadgi OV gasee

(Eitaa) & 90 e
109304012211

wilue 55l Ollbe glial (NgSa g (S b (2] (255901 0,95 (5135 52 51 S

HERTY

s 20,90 o Jad

s o 30 10 b 55tk s iwbo T o

3145 ,)be gl 0,93 ol b Tk £9S90 glis
Formal stability studies o, g b Olalae

Stability Commitment ¢,l.ub ¢l ag2i
Storage conditions (long term, intermediate & accelerated) ¢ oSS byl

dllé)éfuh"ﬂj

< Selection of batches (primary, pilot, production & commitment) g o<l
09304012211 In-use stability & pas s> Oldlhe
Retest date (Retest period) & Expiration date (Shelf life) samw (9031 2 ,U g Lalil fo,U ¢ 5] duid yoe
On-going stability studies eglas g,loub Sldlae

Change-derived stability studies &l i Jlos! 31 aa 5,10l Sladlae

Out of Trend (OOT) in stability studies ¢,lul @l )3 3y, jl 2,6 b Hasuis

(5103300 3 3907 i 1 (ot 2 cilin slgim 33 Ao Jo Y 31 sl it Sl 19 605 300 0L 353 301 yidh
QCIQA (A (o 3 J 58 Glapluinlol )l pzso (RED) g 5 3255 () podo 30l oo
A J S sl Ll )5 g sl
(5 6 Cud g Slgndits (1 9 uddd) JU ) YO/ Voo /000 o938 350090 dluo(anlinnlss ) g+ Jail St (23901 Jol8) 349 pad

Bale: 09304012211 Tel: 021-66755460 / 021-66745579
Web: www.ofoghpharmed.com Fax: 021-66755458



