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Brand name
e Sakura-Bloom Tablets

Generic name of API
e Prunus (BCS class2)

Dosage form
e Tablets (film-coated immediate release tablets)
e Fluid bed granulation process

Strength
e 20 mg

Route of administration
e QOral

Storage condition
e 3 years at room temperature
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Flow of Risk CQA
Assessment
\/ MA || MA || MA || MA || MA || MA || MA
\\/ Low risk Low risk
p-CMA p-CMA p-CMA
v Low risk
CMA
N/
PP J[ PP J[ PP J[ PP PP
v Low risk
p-CPP p-CPP p-CPP
v Low risk Low risk
CPP
N
CQA: Critical Quality Attribute PP: Process Parameter
MA: Material Attribute CPP: Critical Process Parameter
CMA: Critical Material Attribute p-CPP: Potential Critical Process Parameter

p-CMA: Potential Critical Material Attribute
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e ‘Large-N Counting Test'*

* Sandell, D., Vukovinsky, K., Diener, M., Hofer, J., Pazdan, J. and Timmermans, J (2006),
‘Development of a content uniformity test suitable for large sample sizes’, Drug Information
Journal 40 (3), 337 - 344.
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Sample size(n) Alternative 1 Alternative 2
Acceptance L F .
constant(k) L2 e [EIS OM it O 0eY
50 - - - -
75 - -
100 2.15 0
150 . 1a g
200 2.21 1
300 1 2.23 -
500 2.25 4
1000 | 2.27 .
2000 2.29 18 |
5000 2.30 iy | i | 47
10000 2.31 94 217 94

Large-NOHITEE#LL TPhRMA®DI Modified Large-N1&Ffz(EPh. Eur. O &%t
B, IEARDMURVEEDURI(CHT G TESPh. Eur. 2R

Alternative 1(Gt=tEREETEGRER) NU2(FEE 1E®E73525F§®nfy&nﬁ%ﬁ)€tt$x
TN A ZTIHAKREVGES(EETEERER TH D RBENESN DD, TEEBEERL
U\ Alternative 2%j#R
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