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Pharm Quality Risk Management

Process 5. Manufacturing Primary Risk
Factor N = Sev. Frg. Risk Detect.

Sub-Process
Step

Harmonized List of Primary Risks GMP link__ Risk Class. _Sev. Frq. Risk__ Det.
&1

G2
G3
Gd
G5
GE
G7
G8

Specific Primary Risk

51
52
3
54

"9 # '$

0O ' 6eB #
Pharm Quality Risk Management

Process 5. Manufacturing Primary Risk
Sub-Process 5.01. Weighing of Raw Materials Factor N = Sev. Frq. Risk Detect.
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Solutions Development by H&LG Consultants Quahty Risk Management
E—
Process 5. Manufacturing Primary Risk
b-Process {5.04. Blending Factor N = Sev. Frgq. Risk Detect.
P e L1 O] -
moba\ list GMP link__Risk Class _Sev. Frg. Risk _Det.
61
G2
3
G4
G5 -
G6
G7
G8
R AL SR
S1
s2
s3
S4

List of Generic Primary Risk

1 Process 5. Manufacturing

I—‘:I Sub-Process  5.04. Blending

step 5.04.1 Loading of S. Material

Risk Adverse Pharmacological Effect (In). Contamination of blending booth atmosphere Risk Code | 5041G2

Description
GMP Link 31,38 Risk Classification 1A
soverity | 2
Froquence | 2
PrimaryRisk | 4
Detectabilty | 3
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