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Change Management
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Engineering Storage
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Breakdown Maintenance

Equipment
Decommissioning and
Retirement

Facility Equipment
Inheritance and
Recycling

nne pharmaplan



=R/Ig

W

TR

E 5 GXPAH R B -

Regulatory
Compliance

S OEVAE

nne pharmaplan



[ 4f TRE Ve AR A Y IS R

R TREME

f
o VM

o Wilfamg

o FrAETLHH

o [EPrbrUE

o TN H HYE BT Y
o UiH THFEFETHKI
o VTR A B Y

HLL N AL EE
e SO

« ASHRAE

« ASME

o WA

o KA

o HAAHIHLAY

N AR TE B,

. it

o it T Az
\<»ﬁﬁ§ﬁ:

~

J

I

<

R A TR
A
N NUIRES
QAR Z 5
A E
EEZHREH"SH
BHM RS A A

TGN BT EGEPEAZ LHT, XAE

GEP I — 425

nne pharmaplan’



RIBAT

€ X

“MBEit . RGBT R 8 s B AGs AT IR 1) — & Rt R . 3
PRI BT RE VA, ATRARUE Bt RS e NS 22 = 38 AT JF
SCHLIE R B RE, WL TR A f) e SR MR 2 H] 7 e
WisAr w2 IR v TR SCH s BB i 4700 £ 30 H A= iy &
IR IR Bt . WA R8N TAE. — MR, RO AI e ok () it 22
PG R ANE AT IR REAT, laa AT nl DAl e ] P 3 RI4E B N
AT AT NS

10

nne pharmaplan’



Jh

e RN N ENS

TREAR B P
W ﬂmfrﬁ

“TA
__Y

—— QA%

. A

— S T

e

BRIZAT A9 :
1 nne pharmaplan




RESY RN

o F MR ERER, TR AE DS v vt AP PEAN R I
o R MNORIEA T EAT A, AN I3 IR e i o SR ey SR EESK
o FEIHMITErBL H T s Zite TREAR S5 AR W R de e 2 5 S, AT AEs K e

APHNPEAN ) CIRE ) I I RN I 2T A, iy RANAT 15 213G
A, AEAHIREEE BT . ARSI H BRI, SR SR FECR RS AR, )
KRS SR DL T P R TR e 55 7 00 v (AN [R) R A

- WHHK

- PERCRIE 2K

= IBAT NS )

= YEIRIEOR SR )
- MR

12

nne pharmaplan’



W B BUEGEPHIZ L, o A — MR WA A~ PPAl o IXAE A
W, n] DUREAA 5 O XURS: T v el /MG 31 T 1252 B K -F

— I H XS P
—  GXPASPEAY

13

nne pharmaplan’



T RS DA

%EM@W%%*?HV“@IE,uﬁﬁﬂbmﬁ%%m%%%M@
%

- IiH

- AL

—

— R, AR ZARE

14

nne pharmaplan’



T RS DA

o DBVl A5k

Risk Probability of
Likelihood Detection
S S
2| = .
g8 2 g |8 |2
o | High = A 2
& | Medium | B | x'ag B
= | Low vwos|C
- xO v

Risk Classification

Level of priority

A | High ranking risk 1 High priority = Control/prevent
B | Medium ranking risk 2 Medium priority = Consider action
C | Low ranking risk 3 Low priority = Monitor
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GxP XS PPl — sS4 2

Project GMP Assessment Page of
Part A. Assessment
Do the facilities, equipment or systems proposed: Yes or No
1 Manufacture, process, package or hold drug product or active pharmaceutical
ingredient (drug substance) for commercial use in humans or animals or
for clinical use In humans or do they directly control or monitor any of these
functions?
2 Manufacture, process, package or hold chemical intermediates produced from
starting matenals as defined in Worldwide Quality Standard zz yyy — “Active
Pharmaceutical Ingredient (AP1) Manufacture®™ or do they directly control or
monitor any of these functions?
3 Directly impact testing, approval or release of product, API, intermediates or
other GMP materials and components or the associated documentation?
4 Directly impact required regulatory, clinical, or consumer information for
commercial or clinical product (e.q., stability, labeling)?
= Provide, modify or otherwise directly impact utilities that are in direct
contact with product {e.g., water, pure steam) or directly impact critical GMP
conditions {e.g., room temperature, relative humidity, equipment cleanliness)?
6 By the consensus of the Project Stakeholders, need to be managed as a GMP
Project?
GMP Assessment Conclusion Yes or No
This project is a GMP Project.
(Answer Yes if the response to any of the questions 1 thru 6 above is Yes.
Answer Mo only If the response to all of the questions 1 thru & above is No.)
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Installation Operation
Commissioning Commissioning
N
FAT |:> SAT(I) SAT(O)
I-requirements “‘0Q”
GEP/Other/Commercial commerual commercial
requirements requirements requirements

VMP
IZ> VPL 1Q IZ> 0oQ IZ> PQ IZ> PV
SIA
FAT Factory Acceptance Test PV Process Validation SIA System Impact Assessment
1Q Installation Qualification 0oQ Operation Qualification VPL Validation Plan
PQ Performance Qualification SAT Site Acceptance Test VM Validation Master Plan
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IQ

Requirement

Q- Requirement

Can test
in FAT

Can
Pre-test
in FAT

No

A 4

oQ
Requirement

Put in FAT Put in FAT Put in SAT
Protocol Protocol Protocol
Put in SAT
1Q refer to FAT
Q Protocol IQ refer to SAT
v

Can test
in FAT

IQ refer to SAT

Can
Pre-test
in FAT

No

\ 4

Put in FAT Put in FAT Put in SAT
Protocol Protocol Protocol
v | v
0Q refer to FAT Putin SAT 0Q refer to SAT
Protocol

v

0OQ refer to SAT
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FDA {555

Guidance for Industry

Process Validation: General
Principles and Practices

DRAFT GUIDANCE

This guidance document is being distributed for comment purposes only.

Comments and suggestions regarding this draft document should be submitted within 60 days of
publication in the Federal Register of the notice announcing the availability of the draft
guidance. Submit comments to the Division of Dockets Management (HFA-305), Food and
Drug Administration, 5630 Fishers Lane, rm. 1061, Rockville, MD 20852, All comments
should be identified with the docket number listed in the notice of availability that publishes in

the Federal Register.
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