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1. Purpose/B ]

The purpose of the SAT of PTB is to ensure the receipt of equipments that meet the URS and are

suitable for purpose.

A7 3 B 2 0 DR e i i %0 2 15 4 TP R oR M & A H

2. Scopelfi[

The Site acceptance test is the cleanroom system PTB inNew packaging area on 1st floor.

AT 95 Sk 1 e D — MR R Xk B T AR e

3. Responsibilities/BR 5

3.1Manufacturer /LR R

e Prepare this SAT protocol/i# A 37 5 et 7 &

e  Finalize this SAT protocol with the reviewers’ comments/45 & 5 12 # () 5 0Ll 52 A I 560
MWy %=

e  Execute this SAT protocol/$# 4T A 7 56 e 5 &

e  Provide the supporting document related with qualification/#2fit 5 i\ A5 < S 5 S0k

3.2 Client Nk

e Review and comment on this SAT protocol/ & &% A B IZ 36Ut 7 %, 4 H & W

e Approve this SAT protocol for execution/ftk#E A< 837 56 ISR 77 % F LT

e  Execute this SAT protocol/$t AT A~ B 3% 56 ek 77 %

e Approve the executed SAT protocol/#tki#E 3 AT FIBLIA IR USCINR 77 &

e  Provide the supporting document related with qualification 24t 58l 5 1 37 i

4. Description of the System/&4ifiid

4.1 PTB Identification/f&# & & X:
System Name
ARG TR
PTB No.
RCELR]
Manufacturer
i) 15
Internal
specification
PN AR PR R
Cleanliness Class
R EEN

4.2 Description of PTB/{&Zi# & ik
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e Pass Through Box (PTB), apply to high cleanness environment between different
cleanliness class clean rooms for air isolation. PTB can avoid clean room from cross
contamination.

e (PTB) , 45 AN O ) 25 R B v = IRl S i o FE s A e . AR T T By 1k
EEL S B EEE P

e PTB is made of stainless steel, door in two sides with double glazing, FFU and HEPA filters
(H14) or better are installed inside to maintain interior cleanliness.

b & ANFANI R, 1T XU B, N IENLA A & e =l i es (H14) BE
B BRI U0 A AP 2 R A A 326 T PA) S AR A5 PN 0 0

e PTBis fitted with PLC controller box. touch screen & electronic interlocks, and normally
closed system, to avoid opening both side door at the same time in normal use.

i & 225 PLC 248 . Ronhe KT HBUT A, WA RS, ®EREFMEH, 0]
[FJ I BT I

e PTBis fitted with a pointer differential gauge to monitor the differential pressure at both
ends of the HEPA filter.
it B 22 7 4R AT U 22 3 DA I e ROl SR 10 2 3 ) s 22

e The two sides at the bottom of the PTB are fitted with air return, and the air supply adopts
top air supply and sidewall air return
FEI T N 2 2228 el AT, 36 KR F T ) ] 1) 7 e

5. Reference documents/&% 4

e  Code for design of cleanroom GB50073-2013
R B AE

e  Code for design of pharmaceutical industry cleanroom GB50457-2008
B2 24 by i = R

e Code of construction and acceptance of cleanroom works GB 50591-2010
R WS LA S 6/ i

e Code for construction and quality acceptance of building decoration =GB 50210-2018
AR e 8 AR o B I O

e |SO 14644, Clean-rooms and associated controlled environments 2015
ISO 14644, ifiif s MAHR A

e  Chinese GMP 2010
2y A R B (R ED

e Pass Box JG/T 382-2012
i
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6. Glossary & Abbreviations of Terms ZgB%iE

Abbreviation 5 Description fi&

SAT Site acceptance test 337 % il i

URS User Requirement Specification i/ 7 >R it B
HEPA High Efficiency Particulate Air Filter /20 < il JE 4%
PLC Programmable Logic Controller 7] 4 f& 3% 42 i 4%
HMI Human Machine Interface AWLAZ H 51

7. Documentation Practices X/F#i3E

The general criteria for test data recording are as follows:

B — AR AEL T -

a.

Every comment, recording etc., on a document must be clear, readable, dated and signed.

AF ERERRITIR . IDRFHLAUERE . S, JEREN M .

. All testing shall be documented using ballpoint pen with blue or black ink (in addition drawings

may use color ballpoint pen).
A DR R 0 Bl R (B R BR B S (BIARnT BRI ER 2D

Signature and date of each test (signature of the people that execute and approve test must
be present).

BRI T A 2544 A0 H (6 200 $AT B HEN 0N 51 25 44) o

. The test results must be written in the test forms at the same time as the observations are

made and immediately following the test process,and the original test form must be attached
to the report.

DR G5 SR A Z0LE BEAT WL 52 1A R I 5 5 R Do R S AE MR e o, R ) SR 5 I T4
=R

. Don’t use white out to correct errors on the official documents. Errors must be corrected as per

the following example:

ARG B EIE RSO ERES R o 4% I8 LR s 347 4] 1E
System-XxX DD (Signature) / Date
System YZ %4 1 H

Spaces must not be left blank, and if no entry is required they must be filled with “N/A.” or a
line, and must be initialed and dated. No blanks are left and should be filled in at a later time.

TRARER A, WREFIHS, DIHESALIEST “NIA” , B8 2R FRE0F B4 KEW
H#l. s aadsEss b
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8. Qualification Procedure/fi\ 3

8.1 Overview/HEiR

No. Iltems
5 WA
1 Signature before execution/$ 4T /I %44
2 Documentation verification/+3 A& SCR A
3 Instrumentscalibration verification/{X # 5 #E#f A
4 HEPA installation verification/ & X & #& i A
5 Materials verification/#4 )i #fj A
6 PTB installation inspection/f% i & 2 #4625
7 Operational test of control system/#% il £ 4t iz 47 IR
8 Air change rate test /4 R
9 HEPA filters integrity test /= R 8 2% 58 il k
10 Noise test/m: 5 Jll ik
11 Airborne particle count “at rest” test/iff &5 & 7k 1 1R
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8.2Signature before execution/BATRIZ %

All personnel involved in the execution activities on site, such as all personnel whose signature or

initials are on the protocol (also for review and approval) must be listed on the pertinent form.

In this form following information must be recorded:

T B35 2 SHATIESIN AL, GIan e £ SO 2844 1 P i 3 T ZAE & R A a1 ok . B

MEER L
1)  Name/%Fx
2) Company//A ]
3)  Title/HRA
4) Signature / &4
5) Date/H 3l
Name Company Title Signature Date
K AT % £4 H
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8.3Documentation verification/FARCREHE A

Object of Inspection Documentation verification
BENE TR I
Purpose BEH)

To verify the documents and drawings are provided and approved..

TS A B AR C AR I C Atk v

Procedure MRS B:

Obtain the Design documents and drawings

RGBT S K AR

Check the design documents and drawings in documentation verification form, and all documents and
drawings are reviewed and document no. , revision & date are recorded by reviewer whilst performing
this SAT.

R B BRSO AR SR AEIAR, AT B RSB, A B SR AT B RR Bl o i, R o A%
FALRKOA T WA S AR A H .

Record the Documentation Verification form

WA FRINR

Acceptance criteria ] 32 iRdE:
All documents &drawings are approved and approved.

PP BSR4 (IR HEfE

Result WAL R :
Result of the test: [ 1PASS [ 1FAIL
MR G5 R - pliibos R

Deviation No fRZE4HE:

Comments R

Executed by/#fT A Date/ H 1

Reviewed by/# % A Date/ H #
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Documentation Verification form/3CINE

Document Name

Document No.

Revision / Date

Compliance

SR FR XS 2/ H #1 et
[lYes [INo
OYes [ONo
[lYes [INo
[lYes [INo
OYes [ONo
[lYes [INo
Comments/#&¥E:
Executed by/$i4T A Date/ H ]
Reviewed by/&# 1% A\ Date/ H 1
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8.4 Instruments Calibration Verification/{X 2R #EME A

Object of Inspection Instrument calibration verification
RENE AL AR B HER A
Purpose HHJ:

To verify that all the instruments are calibrated and are within the valid calibration period

BT BCRE) CAHE,  FRERHAE A RO A -

Procedure WIS H:

List the calibration status for instruments used during the test.

0 A AR AR IR S

Record all instruments used for the SAT activities identify, description, serial number, calibration date
and calibration due date.

W T SAT AT AAGREIAR IR ik, 5o, Rk H AR R H .

A copy of the calibration certificates must be attached to this document.

RIS 10 52 BN ZBU PR T A ST A o

Record the Instrument calibration verification form.

e AR HE AR

Acceptance criteria ]2 bRk
All the instruments are with their respective calibration certificates and the calibration certificates are

within the valid calibration period.

PSR BA RS, HAEARBOHNA

Result WKL R:
Result of the test: [ 1PASS [ 1FAIL
WAL R pliiEuA RI

Deviation No fJRZE4HE-:

Comments 3B

Executed by/$i47 A Date/ H /]

Reviewed by/&# % A\ Date/ H #
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Instrument calibration verification form MXZ&KHEFIAE

Description

P ERHR

Model
pite=s

Serial
Number

FF3i%

Calibration
Date

e H ¥

Calibration
Due Date

TURAHE H

Compliance

Ciiegis

JYes [INo

JYes [INo

JYes [INo

JYes [INo

OYes COINo

OYes CINo

OYes CINo

OYes COINo

OYes COINo

JYes [INo

JYes [INo

JYes [INo

JYes [INo

OYes COINo

Comments 3E:

Executed by/#47 A

Date/ H i

Reviewed by/#i #% A\

Date/ H i
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8.5HEPA filter verification/T& 30T JE 251N

Object of Inspection HEPA filter verification
RENE RIS I
Purpose HHJ:

To verify HEPA filter efficiency in accord with specification.
{INCRISUR/ S VESEREE NN

Procedure WIS H:

Visual inspection of HEPA filter integrity, no visible damage
FIRURS 0 e R DB A e o 1, e ml Bt

Check the HEPA filter efficiency testing certificate.

Tor 8 e 0L IR R E 15

Record the HEPA filter verification form

WR T m RO IE AR AR

Acceptance criteria ]2 bRk

Visual integrity of HEPA filter.

RO g A H AL 5E 4T«

HEPA filter classification is H14.

e RO E A A e H14.

HEPA filter has efficiency testing certificate.
e RO e A R M E

Result WAL R:
Result of the test: [ 1PASS [ 1FAIL
M R - pliiBuN RI

Deviation No fRZ%H 5 :

Comments 3R
Executed by/$4T A Date/ H #
Reviewed by/® % A Date/ H #f
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HEPA filter verification form/m ¥t e R NFE

HEPA Filter Serial | HEPA Filter A Certificat
PTE No. No. Class ppearance | - Certificate | gompiance
fEREHRS AT e AT e SRR BT e
35 %
OPass [Fail | OPassCIFail OYes [ONo
OPass [Fail | OPassCIFail OYes [ONo
Comments 3E:
Executed by/#1f7 A Date/H #f
Reviewed by/H # A Date/ H /]

Page 15 of 16




8.6 Materials verification/#1 A

Object of Inspection Materials verification
RENE RN
Purpose HHJ:

To verify PTB components materials in accord with specification.

M I B B BT A 2R

Procedure MR B:

The PTB main components as below:

it o F B AR LN AR
Outside box #M# Door |]
Inside box P 4H Window 1 &

Check all main components materials quality certificates, such as material certificate, qualification
certificate, etc

KA P A 2 BT A JSUST BEAE R, b BOIE R . SRS

Record the Material verification form

R T M FUfIAE S

The materials quality certificates are collected in appendix:

A5 i B B WA SR AE B A v -

Acceptance criteria W32 iRdE:
All main components materials are accordance with user requirement and verified complete and

available.

BT 2 BB B AR 5 L 75 5RO ELR BRI B 5 4

Result WAL R :
Result of the test: [ 1PASS [ 1FAIL
MR G5 R - pliibos R

Deviation No fRZE4HE:

Comments JER:

Executed by/#47 A Date/ H #f

Reviewed by/&# 1% A\ Date/ H 1
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Material verification form/#JG#aiAFE

Material verification form

HRBENR
o . quality .
Component | Acceptance criteria | component material certificates Compliance
A4 RR GiE: 3273 i REAE e
i 1.2mm SS304
OUtS;d,% box Pass [Fail IYes [INo
Wi 1.2mm 304 NE54N0
] Smooth surface, don'’t
A for cleaning, corrosion 1.2mm 304 F4E4R
resistance
Door RHDGIE TR, A= 1.2mm SS304 _
- HERLT, ELTER, L 2mm 304 FERAN OPass [Fail ClYes [ONo
i 5 okt
Window Toughened glass
. UPass [Fail LYes [INo
M A 3

Comments £/

Executed by/#4T A

Date/ H #j

Reviewed by/& #% A

Date/ H #j
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8.7PTB Installation inspection/{&i# & 23 &

Object of Inspection PTB Installation inspection
RENE TR ZENE
Purpose HHJ:

To verify that PTBs are well installed as per latest available drawings.

TN A% 328 T 2 B ) PR AR 2 R A

Procedure JliA$B:
Visually inspection PTBs one by one to confirm that the manufacturing and installation meet

acceptance criteria.

XA E B B, BN S 22 e R & T e bt

Check all PTBs components installation according to PTB details drawing.
AR A 338 BV PG 7 P A A 33 B AR R e 3

Check the installation locations of PTBs according to layout plan.

R AT~ i PRI 25 326 7 1 22 R AL

Record the PTB installation inspection form.

R TR B 2R AR

Acceptance criteria ]2 bRk
All the check results conform to the acceptance requirements.

ISR R SE RIS

Result WAL R:
Result of the test: [ 1PASS [ 1FAIL
M R - pliiBuN 2RI

Deviation No fRZE4HE:

Comments JER:

Executed by/#47 A Date/ H 1}

Reviewed by/H # A Date/ H /]
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PTB installation inspection form/{&i# & 2B ER

No Inspection requirement PTB No. Compliance
WS BAEER BB S Ciin i

To verify the power supply of PTB is connected. PBO1 [JYes [INo
1

B i B FELYR e PB02 OYes CONo

To verify the installation location of the PTB should be meet PBO1 [(IYes [ONo
2 layout plan.

AL B ) e e i B AT &P A PBO2 [lYes LINo

Both sides of the PTB are flush with the wall panel. PBO1 LJYes LINo
3

38 T A () 22 25 S 8 ARG PB0O2 [Yes [CINo

Visual inspection appearance of PTB without visible PBO1 OYes [ONo
4 damages

HAL B &AM, T AR IR . PBO2 LlYes [INo

The PTB surface is flat and smooth, easy to clean. PBO1 [JYes [INo
5

ERERTTE. HH, ST PBO2 Syes NG

All the components’ joints and surfaces are smooth, and PBO1 [IYes [ONo
6 sealed well.

Bk R I, wEE R A . PBO2 LYes LINo

Check the internal size of PTB as follows:

WxHxD: PBO1 [IYes [INo

tolerance: =5mm
7 N

For B A% 336 T 1) I RO I R

X EXIR: PB02 OYes CINo

{)ﬁ? +5mm

PTB components installation and specification should be PBO1 [OYes [ONo
8 meet PTB details drawing.

N 2 ) E‘ 72k 11 KR 70 A fo 3 25 32 s

A% 388 B A 1) 22 e B RN A 5 A% 8 T T R PRO2 CYes CNo

The PTB has double doors, interlock between the two doors,

equipped with door buttons with red and green indicator light PBO1 LYes LINo
9 to show the state of the door.

fEIETE AT, WITZ 8, AR, HEA8ER

AT R TIRES PBO2 OYes CINo
10 A differential pressure gauge is installed side panel of the PBO1 CYes CINo

PTB to monitor the differential pressure at both ends of the
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No Inspection requirement PTB No. Compliance
TR REER R B S et
HEPA filter.
e T — T AR b 22 36 IR 22 vk, M 00 s 208t i 4 8 o 1) T PBO02 [lYes CINo
o
The PTB is equipped with PAO smoke injection hole and PBO1 OYes [ONo
1 upstream concentration inspection hole.
Lk B3 PAO RMHTE NAL B bk Bk AL o PBO2 [lYes LJNo
The PTB is fitted with a sealing strip without obvious damage PBO1 [IYes [ONo
12 and is easy to disassemble.
Lk G A EE %, T EHIR, ET4RE. PBO2 [lYes LJNo
Comments J3:%%:
Executed by/#1f7 A Date/H #f
Reviewed by/® % A Date/ H #f
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8.8Operational test of control system/#& i RGBT

Object of Inspection Operational test of control system
RENE BH| RABTIR
Purpose HHJ:

To verify that controls & operation meet the specification.
WIANZH| RS ST B 5 ERAER .

Procedure MR B:

As per steps and details in list ‘Test/Check’ column.

IR AR R AR RS .

Acceptance criteria W] 32 iRdE:

All the check results conform to the requirement.

FIRER R R RN

Result AL R :
Result of the test: [ 1PASS [ 1FAIL
M R - pliiBUN R

Deviation No fRZE4HE:

Comments 3R
Executed by/4i4T A Date/ H #
Reviewed by/H # A Date/ H 1
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Operational test record/&ZB4THIRIEF

NO.
L

Test / Check
step

WA BB

Test/Check requirement

WA EER

PTB No.
B E T

Compliance

Ciiegis

PTB powered
up from
unpowered
state

A 3 7 i H

Closed the PTB door one by one

WA 3B T X 138K M

Verify pinlock are locked one by one

B B BE — B E

Open the door button =2 the door button
cannot open the door

TFIHEA =2 TTHTF T I ANREST I
The Indicaton light of the door button =
shows red

TH A fR R AT =Rt

FFU= run until time T1 ends
FRU=IZATZ T1 I [0 45

Both doors cannot be opened

XV TFEATIT

PBO1

[1Yes LINo

PB02

[1Yes LINo

Self-cleaning
time and
disinfection
time is over

B 4 8] 25 2R

Doors = all doors remain closed
=X R R

Pin lock=keep locking

FHBR B3 = PR RR B AR S

Open door button = activatable

FI iz =c&n LA T

Indicaton of open door button = change
from red to green
TEHZADRES R R T = AL (AR R
FFU= Stop running

FFU={%1bi217

The door can be opened from any side by
pressing the button

ITA] AR S M 4 T 4T T

PBO1

[1Yes LINo

PB02

[1Yes LINo

Activate push
button on door
A

A MFZER 1 T

Door A can be opened, lock released, door
B stays locked

[T ALTATFTIRHPIRES, TT8URIL, 17B
B

Pin lock=doorA pinlock can open,doorB
pinlock closed

FHBRBI=1"1 A FHERBFTIT, 11 B BHARBLEIAE
Both door push buttons are ignored

XU TTFI T LRI 2R 2%

Indication lights are red

A NE SR = R AT ARG

FFU stays off

KL SN RIS AT

Door A can be opened

"] AT RARAT T

PBO1

[1Yes LINo

PBO02

[lYes LINo
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NO.
w5

Test / Check
step

N ES R

Test/Check requirement

WA EER

PTB No.
R EmT

Compliance

rrE:

Door A push
button
activated but
door A not
opened within
5s

1T A FEH
7,58 I TA#E
iFii

Door=both door closed

I I=X071 5% ]

Pin lock = door A relocked after 5s, door B
locked

FHARBi=1"7 A PHARSL 5s J5 H3I8UE, 1B
FH A B B

Open door button = both activated again
TET 10 =35 P B0

The Indicaton light of the door button =
turns green

VAN EL S IO =S e S ek

FFU=stop running

FRU={Z1Lia1T

Note = both doors can be opened by
pushing the button at any time

Vb =X 135 0] Bl 2 T $ k5 4T T

PBO1

OYes CONo

PBO02

OYes CONo

Door A opened
ITAFTIF

Door = door a remains open and door B
remains closed

M= AGRFFITIRIRES, 11 B RFFRARS
Pin lock=door A can open,door B lock
FHARE=1T ATIT, 17 B 8ilfE:

Door opening button =2 side buttons are in
an invalid state

TR 424 =2 LA I AL TR BORES

Open door button Indicaton light =2 side
button Indicatons are red

THT AN AR 7R AT =2 M2 A0 4R /- AT 4 /R 4L
&

FFU=stop running

FFU={F1EIz1T

PBO1

[1Yes LINo

PBO02

OYes CONo

Door A stays
open beyond
60s

1A FITFI T
[t 60

Door = door a remains open and door B
remains closed

=T ARFEITE, 1B REFCH]

Pin lock=door A can open,door B lock
FHARE=1TT AT, 17 B 8ilfE:

Door opening button =2 side buttons are
invalid

T 1A =2 M2 EH 2%

Indicaton light for door opening button =
door A side Indicaton light flashing red and

PBO1

OYes CONo
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NO.

Test / Check

Test/Check requirement

PTB No.

Compliance

step
M5 RS WA EER R B S et
green alternately, door B Indicaton light
remaining red
THTHZER AR R AT =17] A MR ZRAT L4058 B TN
HR, 11 BAR/RIT =R
FFU=stop running
FRU={% L1817 PB02 OYes CINo
Note: if the opening time of door A exceeds
60s, the Indicaton of door A button shall
keep flashing red and green until the door
is closed again
Y 11 AJFIIRF (R H 60s, A 42445
NI IRFFALER IR, H R TIRER R Ik
(?F(J)gr::;j, items Door = both door closed
placed in PTB =X 2% M
and door A Pin lock = both door locked PBO1 LlYes [INo
closed within BHAR A= 1 A
preset time T1 Door opening button =2 side buttons are
7 | (60s), PTB invalid
start to ge”‘ FFI =2 WAL
A ?U?., " Thfe ir?dicatcT light oithe door button = red
HONFELE 60 %I]E%ﬂ?é‘ﬂ?‘}q:ﬁﬂ?ﬁté PB02
R 4B R FFU=‘r#u/nAunt|I t|mg T1 ends [LIYes [INo
i FFU=I217 £ T1 I [ 45
Doors = all doors remain closed
=X R R
Pin lock = keep locked
FEAR B =R FFBUEIRES PBO1 [IYes [INo
Open door button = enable to use Jf[74%
Self-cleaning A=tz nl LMk 7
8 time is over Indicaton light of open door button =
£V I i change from red to green JF| T34 IR HR
INKT = A AR R SR £
FFU= stop running
FFU=1F k1817 PB02 OYes CINo
The door can be opened from any side by
pushing the button
1A EAE M4 T AT I
Door = door B is in openable state, door a
potivate door PS8 i FTRE, 1A
9 | B push button o PBO1 (JYes [INo

Il B #&4% T

Pin lock = door b opens and door A locks
FHBRB=1"1 B FHERBFTIT, 1] A BHAR BT
Push button = the buttons of both doors
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NO.

Test / Check

Test/Check requirement

PTB No.

Compliance

step
M5 RS WA EER R B S etk
are invalid at the same time
TEI T =00 T B[R] 2R 2%
Indicaton light of open button = all red
VANNEEL S EE RN A S AN PB02 OYes CINo
FFU=stop running
FFRU={5 L3117
Door B can opened | ] B 1] #$1 FF
Door = both door closed
Door B push I I=XL 15 ]
button Pin lock = door A anode lock locks after 5s, PBO1 [OYes [ONo
activated but door b anode lock locks FHARE=1"] A PHK
door B not B 5s a8, 7 B BHAREL BT
10 | opened within Open door button = can be activated again
S FEI L= T R
!j B &%‘1%{ Indicaton light of open button = all green
FSSIIARIT | Sy e R = A PB02 | ClYes ONo
o FFU=stop running
FFU={%1Lis1T
Door B is opened within 5s, door A stays
locked
1B fE S HAFTIT, 1A GRRFUIERES PBO1 OYes ONo
Pin lock=door B open ,door A locked
Door B FHARS =11 B 4TJF, 1 A8ifE
11 | opened Both side door push buttons are ignored
I BATF SIANECTIBOES
Indication lights are red
FF ISR AT 5 2T PB02 | UYes LiNo
FFU stays off
RALELJENLA R IE AT
Door = door B remains open and door a
remains closed
=17 B RFEFITE, 17 A RFRRH]
Door B stays Pin lock = door b opens, door A locks
open beyond FHARB =11 B 4TJF, 1 A8ifE
12 | 60s Door opening button =2 side buttons are PBO1 [IYes [LINo

I B HFFI IR
)48t 60

invalid

T 1A =2 M2 EH 2%

Indicaton light for door opening button =
door B side Indicaton light flashing red and
green alternately, door A Indicaton light
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NO.

Test / Check

Test/Check requirement

PTB No.

Compliance

step
&5 RS WA EER R B S etk
remaining red
TR /R AT =1 B 4R /RAT L2 B N
BR, 1T ATRRAT I ALt
FFU=stop running
FRU={Z1Eis1T
Note: if the opening time of door B PB02 OYes LINo
exceeds 60s, the Indicaton light of door B
button shall keep flashing red and green
until the door is closed again ##: |7 B Jf
IR 60s, B I 14%4HFR R AT IRIFLLER
N, BT IR R Ik
gggr:e%, items Door = b;%th door closed
' II=X01 5% ]
glr?dc%((:i)(;rr] STB Pin lock = both door locked PBO1 Llyes LINo
closed within BH RS A =0 1 A
preset time T1 Open door button =2 side buttons are
13 | (60s), PTB invalid
;‘g;tnti‘r’]ge”' IE I I ebI=2 D e
N ; The Indicaton light of the door button = red
1BHTIF, ¥ T B
AN FFU= rlﬂrLuntll Ref:ove‘rytlme ends LIYes [LINo
i FRU=IZAT B 2 [ 1§ 7] 45
Doors = all doors remain closed
=R EF R
Pin lock = keep locked
FHBR B3 =R FF B RS PBO1 LlYes LINo
Open door button = ready to use F¥11#%4
Self-cleaning =CA&n LMEH T
14 | time is over Indicaton light = change from red to green
SRELINNIEP THTHARS R R T = AL AR gk
FFU= stop running
FFU={F1EI21T
The door can be opened from any side by PB02 Hves LINo
pressing the button
I1A] EAE S s 42 T AT T
Cleaning can be interrupted by pushing
gl?-rérepatr:itfg any side’s button for 10s
Jopen the door | HEIERUMIFI TR 108, oIl 3 i
15 Doors = both doors remain closed | J=X{{ll] PBO1 OYes [INo

in emergency
SRESOwELl Tl
INESTiaN

MBI AR R APIRES
Pin lock = long press the side of the anode
lock to open, the other side of the lock
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NO.

Test / Check

Test/Check requirement

PTB No.

Compliance

step
M5 RS WA EER R B S etk
FHBR B = A MIBA AR B T, 55— A
d. Button Indicaton = all red
TR R AT =35 4Lt
e EEB;;}E’%;”'”Q PB02 [JYes CINo
f. At this time, long press the button to open
the side door
IO AZ AL AR [T AT BT T
a. After the long press side door is closed,
the emergency interruption of the system
is cancelled
S0 NP V=M e Lal R PBOL | OYes ONo
b. Door = both door closed
=X 1%
Recovery the c. Pinlock = both door locked
16 | self-cleaning BH B =X 18U E
SREE VS d. Door opening button =2 side buttons are
invalid
FEI 140 =2 42 2 3%
e. Open door button Indicaton light = red PBO2 [JYes [INo
TENH AR R AT = R 4Lt
f.  FFU=run until time T1 ends
FFU=IZ4T % T1 B[R4 8
a. Close the PTB two doors one by one
AL 36 B 138 — KA
b. Verify the anode locks are locked one by
one PBO1 [IYes [INo
TN BH R 0% — BT
c. Door opening button =2 door opening
buttons cannot open the door
17 | o TFI T E=2 T THTF I T R AT 71
o d. The Indicaton light of the door button =
red
e. JIHIHZHIERIT=RRat
FFU= run until time T1 ends FFU=1217 & PB02
T I I 43¢ [CYes KINo
f.  Both doors cannot be opened
R 1BITCIEATIT
Atouch screen is installed on the dirty side of
the PTB to achieve the following functions
Touch screen 38 BT AR ARV 0 B T 1 B iR, AT sk
18 P hhe: PBO1 OYes OONo

fish 5

a. Display self-cleaning& disinfection
countdown

EREHE NN NETAZN
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Test / Check

NO. step Test/Check requirement PTB No. Compliance
M5 RS WA EER R B S et
Save and display FFU cumulative timing
FFU Bt it 7 & R
Delay time parameter self-setting
adjustment
SE IS I 18] 08 AT BB T PB02 OYes CNo

Login permission management function
B RARE BT e

Real-time alarm function

SN 5 Th g

Comments JER:

Executed by/#47 A

Date/ H }#

Reviewed by/#i #% A\

Date/ H i
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8.9 Air change rate test /#S X EIR

Object of Inspection Air change rate test

K& NAE HS BB

Purpose H®:

To verify that each PTB supply airflow volume and air change rate meet the same level of the
cleanroom.

B ER % 38 T R4 SRBURT & A R S5 1 S A

Procedure JlikE:

To use of Anemoscope test all HEPA outlet air speed of PTB, The average wind speed of the PTB
was multiplied by 3600 and multiplied HEPA outlet sectional area to calculate the air volume and then
divided by the volume of the PTB Inner to calculate the ventilation times of the PTB.

A8t FH KGR ASCIU X P 7 v 28T 00 b S XU ET R IR, 894 328 7 115 XU 3fe L 3600 3fe LR A i AR i 1 5
HH RV B DA 88 T P AR T SR 3 T OB

Number of location to measure: the number of measuring points is 5 every flow membrane. It will be
measured in center of flow membrane, as well as four corners (150mm from the edge of flow
membrane). Add up the wind speeds at 5 points and divide by 5 to get the average wind speed.

MR SO E: MR 5 BrO siah, B E AR EME 4 M A fLI6E 5
A RUAEAR N S BR B 5 45 P2 KU

The airflow velocity should be measured at approximately 150 mm from the PTB diffuser plate.
IR B R 2 7E BE A% 326 B BUAAR T 75 150mm

The results are collected in the data collection form 5.5 on the following pages:

SR GEHE R IR

Anemoscope X #E1X

Acceptance criteria ]2k
Each PTB air change meet the cleanroom requirement D=12.
R T B3 AT B i B A R S5 2Kk D212,

Result WAL R :
Result of the test: [ 1PASS [ TFAIL
s R liibos PN

Deviation No fRZE%H 5 :

Comments 38
Executed by/$ 4T A Date/ H #
Reviewed by/# % A\ Date/ H #
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Air change rate test form

BARRBIRER
Actual
Szl
PTB NO. | Test point | Acceptable Speed of K Conformit
fEIBE T No. criteria pfﬁfer ° Total flow ACThr RicHEs '
= M 5 4 2 Zhnift s = o
= M g s | AR e TR | KU (m3/h) f%%&
# (m/s) -
. [ IYes [ ]No
, [ IYes [ ]No
X [ Ives [ ]No
PBO1
4 [ IYes [ 1 No
c [ IYes [ 1 No
AVG AC/hr [ Iyes [ 1No
IR E
1 >12 [ IYes [ ]No
, [ IYes [ ]No
X [ IYes [ INo
PB02
, [ Ives [ ]No
- [ Ives [ ]No
AVG [ Tyes [ 1 No
Comments &¥E:
Executed by/#44T A %aég
Reviewed by/& #% A\ IDEIaéE
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8.10 HEPA filters integrity test /BT I8 5% 2 4 IR,

Object of Inspection HEPA filters integrity test
RENE RO R AR e B WK
Purpose HHJ:

To verify the proper installation and the absence of leakage of the HEPA filters.
Wi E R RO IR 22 e i, et

Procedure Mli& B:

Release aerosol through the aerosol inlet on the PTB by the aerosol generator.

KRR RO BB AR 36 B IS RN D R A BN AR

Adjust the concentration of the aerosol upstream of the filter should be between 20ug/L to 80pg/L.
VAR g B SE RO EEAE 20~80ug/L.

The probe traverse scan rate should be approximately 5¢cm/s, using slightly overlapping strokes, the
probe should be held in a distance of approximately 3cm from the downstream filter face or the frame
structure.

FEXL PEAR TRl 3 JHOK i B AR L) B HOK RRAD (35 J5E 22 18 B B A IR 41 40 1o 8 25 2 T SAE (A3 25

| FREImES

Record the filter face or the frame structure leakage values.

TSR A R T S i A

Acceptance criteria ] 32 iRdE:
The HEPA leakage should be less than 0.01%.
e L i A TR R B/ 0.01%.

Result AL R :
Result of the test: [ 1PASS [ 1FAIL
MR G5 R - pliibos R

Deviation No JRZEHE:

Comments JER:

Executed by/#iA7 A Date/ H 1
Reviewed by/# #% A Date/ H 1]
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HEPA filters integrity test record/f¥d JE 4% 28 MR TR

PTB No.
BT

Acceptance
Criteria

GIE:3-2 v

Upstream
concentration

EHREE pg/L

Maximum leakage
rate

BRHHRZE%

Compliance

Ciiegis

The HEPA
leakage should
be less than
0.01%.

i 50 s 1
RN T
0.01%.

JYes [INo

JYes [INo

Comments 38

Executed by/#14T A

Date/ H }#

Reviewed by/& #% A

Date/ H i
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8.11 UV intensity test % 4MR 38 B MR

Object of Inspection UV intensity test
BENE RN EFRENR
Purpose & Inspection Description

SRR Y HR LY

To verify that the UV intensity of the UV lamp meets the requirements.

BN AN ERIT B AM R s T 5 2K

Test procedure:

M A

After turning on the UV lamp for 5 minutes, place the UV intensity meter in the center of the PTB and
put the probe point to the UV lamp.

TFRERAMT 5 e, JEEAME S BT B & b R AL, IR LA AN T

Open the UV intensity meter to measure, the measurement time is 10 minutes.

AR VA AL N YR il P R TS I (0

Record the test data.

M A -

Acceptance Criterion

B2

UV intensity should not be less than 50 yW/cm?Z.
BAN LR S R MANVIG T 50 pw/em?.

Conclusion

LG
O Pass it O Fail, refer to deviation no. AiEE, £ Wi

N

Comments

R
Executed by/#14T A Date/ H
Reviewed by/® % A Date/ H #f
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UV intensity test record 4R BBEMIRIC T

PTB No. Acceptance Criteria Measured Value Compliance
BB S GIE: 3273 B XA Fiiac g
JYes [INo
UV intensity should not be
less than 50 yW/cm?2.
AR 5 U MANVIE T 50
MW/cm?2,
LlYes LINo
Comments 735
Executed by/$ 4T A Date/ H #
Reviewed by/# 1% A Date/ H i
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8.12 Noise test/m R

Object of Inspection Noise test
KREAS M 7= 30
Purpose BHJ:

To verify that the noise level at each PTB meet the requirements.
BAAERE A 33 T R 5 KT R 5 2K

Procedure W& .

Close the two doors of the PTB, and measure with the sound level meter under the normal running
state of the fan. Read and record the values.

RAUMEBERIXU], ERBUERZBTRET, HAAEZHNE. SBOHDRBUE-

The measured position is 1m away from the center of the measured PTB door horizontally.

DB BRI 2 ] /KP4 Am At

Acceptance criteria W32 iRdE:
Noise value:< 68 dB(A)
I % H<68 dB (A)

Result AL R :
Result of the test: [ 1PASS [ 1FAIL
MR G5 R - pliibos R

Deviation No fRZ%H 5 :

Comments 3F%%:
Executed by/#i /T A Date/ H #A
Reviewed by/# #% A Date/ H 1]
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Noise test record/Ma = JURiC 5

PTB No. Acceptance Criteria Measured Value Compliance
B ERS GIE: 3273 W EHE et
JYes [INo
Noise value:< 68 dB(A)
I E<68 dB (A)
LlYes [INo
Comments ¥R
Executed by/# /T A Date/ H 1
Reviewed by/d 1% A Date/ H ]
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8.13 Airborne particle count “at rest” test/EA B FHEBINR

Object of Inspection Airborne particle count “at-rest” test
BENE BABEALT TS

Purpose & Inspection Description

B AR B

To verify that the PTBs actual cleanliness class meet the requirements.

BN T PR 4 B 5 R

Test procedure:
Ml 18

The test is performed under the at-rest conditions after PTB was installed.
IR B 2R R (RS A R RET .

Place the particle counter inside PTB for airborne particle count test, and test methods according to
1ISO14644, but not less than two test points.

R AR BRLT U B TR A% 8 B Y i A 3EAT BRIt U7 iR YE R A 1S014644, EARADT 2

AR

Area of PTB inside (m?) Minimum number of sampling locations to be
Less than or equal to tested(NL)
b NI (m2) A>T Ei&E T R A HURE s B R (NLD
2 2
Minimum sample volume / Minimum sampling
Cleanliness i i J% point time/point
/D BB s /NBORE IR 8]/ 5
D 0.69L Imin

Record the measuring data and calculate the class at the end of measurements at-rest condition.

TR MAEE T SRS SR A N 3 00

Acceptance Criterion

B2
AT-REST - Particle concentration / m3
Class
Particle size > 0.5 um Particle size > 5 um
D <3520 000 <29 000

The particle concentrations measured at each of the locations must not be more than the maximum
allowable concentration

T RAE R AR IR EAR KT IR SCVFRE .

Result MR R :
Result of the test: [ 1PASS [ 1FAIL
MR EE R - pliibol R
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Comments

R

Executed by/#47 A

Date/ H #j

Reviewed by/#i #% A\

Date/ H }#H
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KCS

Site acceptance test

EZRL s el p

]

NOVARTIS

Airborne particle count “at-rest” test record/FA R T HHEINR IR

No

PTB No.
(U E TR

Class
e
bl

Sample

B

Measured value
W EAE (AN/m3)
2 0.5 um

Permitted(/}>/m3)

FYFE= 0.5 pm

Permitted(-1>/m3)

FYF{E= 5.0 ym

Measured value
W EAE (AN/m3)
25.0 ym

Compliance
G

D 2

JYes [INo

OYes COINo

OYes COINo

OYes COINo

JYes [INo

3520000 29000

JYes [INo

JYes [INo

OYes COINo

OYes COINo

OYes COINo

JYes [INo

JYes [INo

Comments JER:

Executed by/#47T A

Date/ H i

Reviewed by/# % A\

Date/ H i

Make as many copies of this form as necessary.

nfHnE, BHIARE.
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KCS

Site acceptance test

B KRR

]

NOVARTIS

9. Deviations M=

Deviations collected by validation engineer, all deviations must be investigated, analyzed, resolved,

reviewed, approved, and deviations report must be approved and filed.
BoUE ARG vH HI ) & P 2 . BAPT A iR Z S D a2 WlE . . k.

SERCH R AR T A, MRS G RIAbHE. /AR,

Make a copy of each deviation report and attach it to the final report.

A2 ) B4 O 22 1 5 O N PE B 5 RO 5 v

Summary of deviation records listed as below.

A% A E, IS

REICFIL B TR,
Deviation Deviation investigation Signature/Date
No. reports name %47 T H 31
WERS IRERER S AR

Page 40 of 41




KCS

Site acceptance test

B KRR

]

NOVARTIS

Deviation investigation report

mERERE

1. Description of Deviation

i 22 H 38

Signature 2544

Date H#:

2. Action to be Taken
R it

Signature %44

Date H#i:

3. Action Taken
SE it {4 i

Signature %44

Date H#i:

4. Approval
ek

Signature & 44:

Date H#:

This form may be copied as needed.

FERG NS, AT RHIARK,
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KCS
_f%

Site acceptance test

B KRR

]

NOVARTIS

10.Changes control/A 5 #%#

Changes control is the formal system used to judge and record the proposed changes. The

purpose is to renew or keep the validation status; SOP should be followed for the proposed

changes.

A EHE T AR ANC R N AL MIEX RS . HRGZEHR M RRRIAERPIRE, & 28 5 5 1
Tabr R IR 2R

Summary of changes control records listed as below.

AR HC R N N R
Changes control Rgale_vant Start Date
No. Deviation No. TEE 8
AR B S ) HH IR 22 2 5 e

Closed Date
KA H

Signature/Date
2 M 2
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Site acceptance test

B KRR

]

NOVARTIS

KCS

11.Final checklist/B & i R

In the final checklist, check if all qualification items have been passed or there are unclosed and

insoluble deviations exist. Conclusion may be given after filling the final checklist.

FERAWIIAES, KAIA RN H 258, & S ARAEAR K B RERR R 22 . TS 58 8
AN a4 ER.
No. Qualification description Deviation No. | Deviation status | Pass or fail
FFs HiINFR WMERS RZERE RAEET
1 Signature before execution/# AT R %4 (OOpen [IClosed | [IPass [JFail
Documentation verification .
2 AR A [JOpen [IClosed | [OPass [IFall
Instrumentscalibration verification :
3 A BB HE A [1Open [IClosed | [Pass [IFall
HEPA installation verification :
4 5T TE S A [1Open [IClosed | [Pass [lFall
Materials verification .
5 R HA [1Open [IClosed | [OPass [IFail
PTB installation inspection :
6 B 2B [1Open [IClosed | [OPass [IFall
i g0
7 Operational test of control system/#% il [open OClosed | CPass CIFail
ARG TR
8 Air change rate test /4% R [(JOpen [IClosed | [(IPass [IFail
HEPA filters integrity test /& %50 g 8% .
9 S ] [JOpen UClosed | ClPass LlFail
10 Noise test/m 75 il Open CClosed | (Pass [IFail
Airborne particle count “at rest” test/&f .
11 [1Open [IClosed | [Pass [lFall
BB T O P
Checked by /date Reviewed by /date
for 2 N /H 3 HZNH
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Site acceptance test
I((pq/ PRI SO

]

NOVARTIS

12.Attachments index/M{{EZ 3|

Page of
No Attachments No. Attachments Name Pages
Fs W S [ERE N T

Make as many copies of this page as necessary and put a progressive number and the number of total
pages.

wWHLE, SHIAT

EiRC hlongmed.com EFEITS Ef= MDCPP.COM
arRs EFEWESERE ETEmETmE ET#mnREs EHM=TUTs
LUEFEHRENFES MEDICALDEVICE  WEB TRAINING KNOWLEDG KNOWLEDG
WECHAT OF CONSULTING CENTER ECENTEROF ECENTEROF MEDICAL

HLONGMED SERVICES MEDICAL DEVICE DEVICE
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