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> Z/DAControl non-classified(CNQC)

& 15 (A controlled

non classified area is an area where HVAC systems are

specifically designed to reduce airborne contaminants

below the level of the ambient environment and both

temperature and relative humidity are controlled more

tightly than in the ambient environment.)
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HVACE B R EE

AIR HANDLING UNIT

® = Supply air
g ® = Return air
= ® = Fresh air
& ® = Exhaust air
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| Degree of filtration required
depends on exhaust air contaminants
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o FERHESR (Local Exhaust Ventilation)
EERREL S 3R ZERAG S FEUCEMMEEL - NEES -

o HMRERE

l'

v BR
v 7B EIREFEEER @ FERREERAAAERmE

Fx

RIS IR AITE R ENERPASRY - MIREB 10R//N\E”



- Eal: O

o BAMR(ERRE)
TENAREEESENAARBEFAIMNBZESR - T B AE R X
AE - EREZRRNEEREBESRARZE - HIEH -

o HKMtR(EER)
MRZE/ERREERRRER - oERREERAEMESR - MU ER
O] E kR - thxE KO E%EHERZER SRR - MINE
BEERERNERSERZEERER

|.II1I

ANr

51 BRI TS S SR



IR EMIUSR

El1.—AxZ=RAXR A El2.2432 R EE]

> U E3RBKARBEZRANAZESR - HELABZEALIZRBN - BXESER
BRME -

> OJEHERE ~ #E -
> OZERNNMERRE - WERBFES...

Q@ & £ 'R &
o EREYPYEEE

F DA Taiwan Food and Drug Administration

70 38 ik R B AR O B AN 50 38 - PR KBS B S B T 0 R TS BN B2 R A 4 e S JE ) 13



2,
=)
nlll'

nul-

.|.

)

;Es
==

H5E

I 2

EBRAZEMmMERNR - & BRI @ 8B R

ERIBR @BRINEISREAAIT  BRAISEAEIND

mEHEE NS TEE, NABEANE TRE,
S A — 4 5h—
FEFD *%EE‘”‘ W~ BHEm e | maps

W~ B EZEE

IF 2

ZE))

(= ML
BA (O & & & A 8
~ I== Ol BEREYEEE
F DA Taiwan Food and Drug Administratio

"14



~s¢
NS
~¢/¢

SEHIERBEAHER

\

] —— -
=50 ’ \__/
KE =

B J B
se T AT —

|

......
.......
i

7

Unclassified zone

Vo & £ B A
MR EREDEREE

FDA Taiwan Food and Drug Administration

15



A BRE R R

BRERBEER:

- KEmMBEREERFITGE -

- HEFEABHRIRIRMHERE

- BEERETRERAERERZZEESE - EMmEE
« EEEEESN 5PaE 20PaE -

R{RiE &
5=

e
i

1& -

N0

*
=

=

BB

55

'-’"‘"‘5 Pa : RiFRAE - BERMGSRFBEAZTGZFESD
=20 pa : BREEBAFIA SRRV EBRIBERAFE -

Q\/ CREREE T
Ql ARENERE
FD Taiwan Food and Drug Admi n16




‘;7] \\‘I
153

« IXKEmEE S

EW@%EEHMLEEE

RERFEGE

%ﬁﬁﬂ lfﬁ IJnH ﬁiu ?LWU nH ‘.EEIJ Eiﬁg
EBR (30 pa) (30 pa) (30 pa) S
/] /] | esE
(10 pa)
B (20 pa) \_
|
b BELES MBI FIER R
(S pa) (S pa) (5 pa) BHACE
EEE

L/

Y,

BIFEHE

(20 pa)

(10 pa)

—
:
2 =)

UQ\
"'R“I}E”

-nBﬂ

U§mm
:>[[|]]§I

ﬁn_
5 ol o

aion17



* & *n

B

A a TR AR A R =2

g

an

TR EIR

A THEERE(EEERE)
A EHBE(ERZEINTR)

Image of room pressure gauge
indicating colour-coded normal,
alert & action parameters
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1S014644-1:2015

Table A.1 {7 PRECRE R 2

Table A.1 — Sampling locations related to cleanroom area

Area of cleanroom (m?2) Minimum number of sampling
less than or equal to locations to be tested (N1)

2 1

4 Z

6 3

8 4

10 5

24 6

28 7
32 8
36 9

52 10

56 11
64 12
68 13
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