\

GDP£ & g A5 ¢
2015/08/15
cAB N T FERESE
SR A S Rl
YRR



L& kAL 2B TFDAL 2 8
—)ﬁ [+ GDP)‘L.EIN 13156? /ﬁ?p;i
A LR > 2 X ATFDAE = @
i %‘ &L oo
FFﬁ%GDP/ #1122 9 5 pEAR L TFDA S 4 2
Bl \*H»’I\ﬁ IZQ%E\



o — v 7171

(StatIC)m;}L it ’Ff W, r%?i

/%WW?, L = im,gﬁ‘ % ~GMP — cGMP
— Validation GMP — PIC/S GMP

v a4 # GMP 2 DMF 2 o

VB AR B AT B 2R A B B R anE 2

\/é@_agp; VAR o WA R KRR #
FARPLITBER L EENET AR




ﬁﬁ&ﬁﬁi%/ﬁiﬁﬁrﬁi@i =
7] iTGMP & B P > ST R AL 0 3 D0t 4R

TS F T A B o - LT R LK

’Lﬁy\ﬁ’xii/ﬁf&ﬂ & Z2_ a3 e T‘TGMP#”}" ’
BEEIRM N oy WA R T 2
%20 I A TFDA% 3 3t -
\/?gl)g‘?lj}%r;}iﬁ’h/,ﬁlfﬁ’gﬁ » X GMP et &g > JhER R
ﬂ ﬁ%i»%ﬁuﬁ&ﬁ%%@,iﬁgﬁ
Aot 0 VA AR T P Fj e )3 Ral il P )
mﬁft’9 " H T IZE A ST i o

2%

’—



r'r'ér 5@?’7\'”" gﬁii}i@

4
””E‘?‘J %) o> Jl #\ﬁgﬁ)}é@ Foe Jp o ;)?1‘
v i FFDA¥+3+1972 % 14w ff /g

BA/BEz_*.z_> USFDA !
B 3% 38 ST A7 r'r’ﬂ'\@ £

JBERT
ﬁ%ﬁ?%a*&ir& %ah—- o

~~
O
—
"
-
(Q
D -
UJ
o
O
N
~—"



Aseptic Filling Process (Media Fill)
Validation Protocol for Sterile Products

The number of containers used for media fills should be sufficient to enable a
valid evaluation. For small batches, the number of containers for media fills
should at least equal the size of the product batch. The target should be zero
growth and the following should apply:

» When filing fewer than 5000 units, no contaminated units should be
detected.

» When filling 5,000 to 10,000 units:

a) One (1) contaminated unit should result in an investigation,
including consideration of a repeat media fill;

b) Two (2) contaminated units are considered cause for revalidation,
following investigation.



Aseptic Filling Process (Media Fill)
Validation Protocol for Sterile Products

» When filling more than 10,000 units:

a) One (1) contaminated unit should result in an investigation;
b) Two (2) contaminated units are considered cause for revalidation,
following investigation.

Sources:
PIC/S PI1 007-6 1 January 2011
Recommendation for the Validation of Aseptic Processes



Content Uniformity of Oral Contraceptives

v If an oral contraceptive contains ethinyl estradiol 15-
30 ug /tablet.

v 1mg(1000ug) API could be made into 50 tablets for
20 ug/tab, 1gm could be made for 20x1000=20,000
tablets. 50gm could be made 1,000,000 tablets.

v What’s the quantity of 50gm ethinyl estradiol? A
handful amount of powder!

v" Are we able to see the color of a red ink drop into a
barrel?
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