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HIZLIEO| 2 &) 22| 0t

SSTHRIIEI=IEASE

2002

2003

2006

2007

2008
2009

2010

Libya MOH (£ 0FZ 2|3})
UAE MOH

INVIMA, Colombia (&0I)
Iran MOH

Poland MOH (S /&)

GCC (Gulf Central Committee)
HiellQl, 2R0IE, 20, AFRCI0t2HEI0F, UAE, Ol 2, JtELE

Ukraine MOH (& #8)
Poland MOH

lvory Coast MOH (Al OFZ2|3})
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Olgt(Iran)MOH & Al

alAtXF : 3 @ (Pharmaceutical Affair. Head of vaccine food and drug lab.,

control lab. Biological Division, PRA)
alAb J|2F: 3L

1 22X : 2& site & Al (warehouse), A & At
2P % site & Al (bulk production), M & At

2 2% : Q& site & Al (formulation & filling), A & Al
L= site & Al (QC), 2A &AL

3 2X: 2& site & Al (new filling & packaging), A & Al
= QA & EA & Al, wrap up

C}S slide & X

Jél

&AL AL 2l
water system, AHU

Jm
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AAl agenda (0i)

Date Time Subject Activities Participants Place
e Greetings
¢ Introduction of Inspection by
. Ivory coast (Cote d'lvoire) Head Operations, Head Mfg., Head Q, .
09:00-10:00 [Start Meeting Inspection team SEM., DP, GMP QA meeting room
e Introduction of BBKC
¢ Discussion on the Inspection schedule
10:00-11:10 [Inspection e DP Head Mfg., DP DP
Apr. 29 11:20- . - - _—
(Thu) 11-40 Inspection o Utilities SEM, QE Utilities (Building A)
11:40-12:00 |Inspection e Packaging Head Mfg., Packaging Packaging
A1 2 Head Operations, Head Mfg., Head Q,
12:00-13:00 |Lunch e Lunch SEM, DP TBD
13:30-14:30 [Inspection e Raw Material Warehouse Head Q, SCM, QC Chem., MC RMW
16:00-17:00 |Inspection e QC Head Q, QC QC
17:00-18:00 [Inspection ® Animal lab. Head Q, Animal lab AL
18:30-20:00 [Dinner 3 Dinner Head Q, Hegd Mg, TBD
QU, production
09:00-12:00 |Inspection e Document review All related persons QA meeting room
12:00-13:00 |Lunch e Lunch Head Operations, Head Q, GMP, SCM TBD
Apr. 30 - .

?Fri) 13:30-16:30 [Inspection ¢ Document review All related persons QA meeting room
16:30-17:00 [Inspector’'s ® Inspector discussion Inspector QA meeting room
17:00-17:30 Wrap up meeting e Wrap up All participant QA meeting room
18:00-20:00 [Dinner 3 Dinner CEO, Head Q, QU TBD

o v ]
ﬁ_———

T R 2 Crucell

5



Olgt(Iran)MOH & At = #Z &=

Team Major inspection items

Ware house |sampling room, pest control, label release

bulk operation |facilities, fermentation parameter, sample transfer
air flow, HEPA filter, formalin X2l

formulation facilities (formulation, filling, packaging), utility (AHU,

filling line WFI), material flow, room cleanliness,

QC STD, B&3 &2, ¢t&8H, SOPs, CV, PV, warehouse 22|
o Mg, 2EHd =&

QA Release, W xt&te|, A& A, W= system, self audit,

vendor audit, 2|2 & At, & 22|, return/recall system

o im) — — © Crucell
6



Olg(Iran)MOH & Al

22 & )M

00!

Observation
- HEPA filter damage & 21 WXl

Recommendation

e ®_Crucell



Olgt(Iran)MOH & A}
&AL Al 3 At
Quality

- MUAE, BEAEE WM

- W= program, QP u= J|=

- self audit program, QA XiXll & At

- supplier qualification(2/=g& Xl )*

- GMP&&E AlFE o4& otM A, WHO 22| communication
- 3 J)tdE EXt

- ADR/AE & & & A X}

- CAPA monitoring

- 13N X S AL

B ®_Crucell



Ol (Iran)MOH & Al

Material (Warehouse)

o (A4 PE)

XH
AR

T
IF
o0
=
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A
ol
A
KO
K0
ol
<1
KO

w2
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Olgt(Iran)MOH & A}
AL Al & At
Production

- 1&HH & e SOP

- S, = S parameter

- PV (process validation) report & &
- IPC sampling E X2t 8 2

- Ao B A2

- capping & &%

- 0l=2&E At BEE &

NFL 2t CFL change control

- IPC room 2t2| 2+ IPC & &

- MEJIEM BE

N ®_Crucell
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Olgt(Iran)MOH & A}
A Al &8 Al
Packaging & Labeling

- LAY &rsF X 2
- label counter 2=

- label 2= &%

-BE Y AS
-RHE 28 1Y 2B
-EEA 2, T2

- S A HE U A EAIA
- S C vial 22 MEZ =ol #y

—— TR © Crucell
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Ol (Iran)MOH & Al
ALAF Al A ALSH
Facilities and Equipment

- Water system

- Vent filter

- HEPA filter &, W X=J| & J|S

- CA A& data

- BSC ZZ (air flow pattern AI& s34 Xt& &0l)

- M3 22 cold room 23
- Autoclave loading pattern

- JIJ]| calibration 1} validation
- XFAH X} i|.OI-
i — ) =
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Olgt(Iran)MOH & A}
AL Al B3 At
Laboratory

=2 history & A& A
- 22 AIE SOP, tHXl 8=
- 22AE AL AFZEE I}
- EEZ 0 22 2L
- 2 Al &= procedure
- retest #&
- A=W AIE JIF
- Ot8 4 Al'g protocol
- S 2F & Ot AL

1T
. .
o FO|

| I—

Jhob

[

o
=
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GCC & Al

GCC (Gulf Central Committee)
Hialle!, 20| E, 28t ALXC| Ot2tH| OF, UAE, Ol 8il, StEL2
20074 J|=

Technical Area Based on Status
GMP standard ICH Q7A A&l
Stability ICH (New drug:Q1A (R2)), A&l
WHO guideline
GLP WHO Technical Report under discussion

S N0.902-Annex 3, FDA
Pharmacovigilance EMEA guideline, ICH E2B (R1)|under discussion

Sera & Antitoxin WHO, FDA, BP draft
Vaccines EMEA, FDA draft
Blood product WHO, EMEA draft

1 . © Crucell

14



GCC &2 Al

GCC (Gulf Central Committee)

&ALt : 3 2 (RHO0IE, 28, AtRCI Ot2tH|Ot: QA, utility, operation)

A D[2F: 2

&l AL
1 2X : 28 WH, QC, Operation &2 & A}
5 H=Z ST &AL utility 8F & A
2 22Xt 2A AAL

g
AL 22(Bs LE), 22 8 £ #3, water2 H==Xdl,
HVAC system, recall, 22%x2l, G2 =X &2l program,
Validation program

e
—/

0

Inspector 22 A0 Oist &Y &4
S& AALRF
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GCC (Gulf Central Committee)

Recommendations
1. st=2 SOPs
=2 SOP=2 EZ virsion

2. 3 & 2
-8Bz =2 MHelst 218 A & DAl A Al
- AL EOHAN HHEOCZ |AXM 2= Al ANAHXZ 0lsot=
2HECl EXLA 74|
- bulk 22t H4l: Ale =, &8g, 28 A9 82 2R
- 2HE 22 WA Air lock doorzt 2|
3. Quality

room No2l room name (§& &g: CtE84, A =4)

| ®_Crucell



GCC & Al
/\IAl. Al I-ID-I A|.§>

Quality
- ASEANE ZSIIY EY AXE, JIE
- ¢tdd AIS protocol, d& & =24

- =2EtAc Ol XelE X & 2ot P
A2tel & A E X

&l X, HBE 2] list

et Al AL A

ol g

- self-audit plan (QA), vendor audit plan

- = AlZtc %”ééﬂr & & SOPs
- W= program (QPEZ JI=)

®_Crucell
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GCC & Al
AAF Al A ALEE

Material (Warehouse)

-=, 5k 242, 3a

- A &0 AlE (2HE AH)

- IDE, ANE &, &*@, S 224
- label, Z&EXHH E2 H 4

- HAIA ?’_—‘# £ Xt

X
- e E B2A B2F(vial, stopper, cap) lotOll st AIBEEN 2+
- ANE = B2 B2F (vial) lotlll CHer X =8
- 2 XL sampling area 2] &%
- API sampling &2 338 &%

B ®_Crucell



GCC 2 At
AALA B2 A

Production

- A= g E Xt

- ESEN Y =& AH, 22X Hlet*(filling room)
- S =2 HAE ot HZE JIEA

- SN AN 22 S A0 el W= IS
- Eot Xt

- SHE 2%

- s 88 = 2 (rejectE MS3)

- D-I tl:| II—O—IIl. II—O—I }\|D|- _;}_X—I ol I'.D:I

- Liquid filter integrity test record(AtE &, )

| ®_Crucell



GCC 2 Al
AL Al & At
Packaging & Labeling

- Label 224 (AlAH &XI)

- Packaging validation

- labeling & &, packaging & & & AlZt
- Label A& &= 1} 2
- Insert E2t& A
- SEAH &= X

- label 22 =&

- At&0l= shipping =% check 8 Xl &
- repackaging

®_Crucell
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GCC 2 Al
AALAl B2 A

Facilities and Equipment

- Water system (RO/Distillation)

- WFI sampling point (S,R), Qualification

- Water system b2 A =]

- HA= A", H== Hel EX2 +4 2 AFSAIS, JIEA
- HEPA filter &, i iM=J| &€ J|=

- HVAC =3, filter type & JI&

= H& =25 mapping, monitoring, trend

AAF )| L AlEE=, trend =4

g

LI ®_Crucell



GCC & A}
AL Al 33 Al
Laboratory

- HPLC 2Z%D|, 2524

- 2oAlE EX E8ALR A 2EEAF ELIEHE
- 22A8 &2 A Gowning validation JI1S
- 2OAE &G Ws, AZ2E I}

- Al&g8 &3 protocol

- BEF, B3 2 €&

- A ZHOIZEAN

- Endotoxin A& 8 (=2 &g
- o348 Al

oQl
]

NIESES)

) | ®_Crucell



=S =2 A S&

Interesting point

2 X 2tel

Water system

H =L} HII=Z Xl

HVAC system, filter Z¢c|

Quality Control (laboratory)

A X A2l

Risk analysis =H| &

not use of systems based approach

e

Crucell
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SST 2Al SE

GCC A AL E&
- AFE QI umé 217

- AIAHY B2AIMOZ =8 0IAIKl &S
but, ...
- gl ¥ X =ot HS)

= F8 (A0
- 2ILket ITO 2HAS

012 AALR SZ
- 02 At RO ALE Q! Tist E&
- APRQ HElUA =2 22
- ITO &4
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DIE} =t ’\'M Ated
(S=&=Jl, €01 =II)

- SRE 1 BEE

- g0] : 2540}

e —__ —
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SB 2b AAF ALY

- Directive 2004/27/EC of the European Parliament & Council of 31/03
/2004 amending Directive 2001/83/EC on the community code
relating to medicinal products for human use.

- Directive 2001/83/EC of the European Parliament & Council of 06/11
/2001 on the community code relating to medicinal products for
human use.

- Volume 4: EU Guidelines to GMP for MP for human & Veterinary use

- © Crucell
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O

SB 2t AAH AL

[l

ctE AlAL
Observations

- BROI| Z& &(A2 &) Al2t THAIEI OIS

- PTCXcC| SOPOlA OF2H & A2 MY -0l OHH2S
- SOP AFE JID] &0l HIX

- HAZ HS HAl layoutlll 22 HED|

- LAF 23 Al&(air flow angle check) & Al

®_Crucell
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=01 = 2 Al Atell

SSHI0F & At
=

IAFXE 3 21 (Pharmacist)/ & Al D12t 3¢

National Institute for the Surveillance of Drugs and Food (INVIMA)
Inspection methodology was based on Resolution 03183.1995
Resolution 01087.2001 (INVIMA’s GMP guidelines)
Decree 0549.2001 Colombian Ministry of Health

=K

Auditor ZIIHE(Z224) 0l auditeell BII6IH sealdl & *

e ® Crucell



20hE MAL 2D QY

35%
30%
25%
20%
15%
10%

5%

0%

=71 system base MAIE X

@ o[ Zt

B GCC

O = &=H|o}
0 ZZ =

=L —
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Finding and CAPA (0il)

WHO Inspection 2006

Finding J

Batch record review may not be completely effective in order to detect
possible deviations Applicable SOP and checklists should be evaluated for
Improvement.

CAPA j

» Comprehensive evaluation of current SOP and checklist for BR Review
- To check calibration status of critical equipment and identity of primary
packaging materials are stipulated in the SOP. However, these check
items are not included in the checklist.

» Revision of checklist and SOP for Batch Record Review

» Training on the revised checklist and SOP to all related personnel
before implementation

e ® Crucell



CAPA Analysis (0)
WHO Inspection 2004

ltem No. of CAPA Details
_ - EM Monitoring
Documentation 3 - RABS risk analysis
(SOP/BPR/Label) - Buffer preparation

- Q agreement

- Secondary packaging material control

- Status label (door entrance & exit)

- Gowning procedure instruction

- Binding test results of container & closure in BPR

Facilities & 3 - Cold room glarm sy_stem
. - Autoclave (installation of pressure gage)
Equipment - Replacement of differential pressure gage

- Cleaning validation of Fermenter / Centrifuge

Validation 3 (DI Method, protein residues, TOC)
- EM ( <S4mparticle, routine monitoring — both in operation & at rest)
- Replacement of differential pressure gage

- Correlation study of in vivo & in vitro study
QC 3 - Trend analysis of QC test results
- Cumulative stability up to 8 years

- Translation of label, inset and package into 5 languages
- Building up PMS

- Re-evaluation of safety & immunogenicity profile

- Vaccination of Hep B

— © Crucell
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Section 2

System based Approach Atdi
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WHO 2 At 22 (1999-2006)

1999 2001 2004 2006

Al 2t 2 & 3< 3< 3<
ALAFX} 2 3 3 3 4 3 2 &
=5
MAH A8t [Facilities GMP GMP Quality

BR QA QA Materials

Test Method | QC Clinical trial | Production

GMP Operation | Specification|Packaging/labeling

Stability Packaging - | Operation | Facility/equipment

PMS materials Laboratory

VVM
Traditional approach II‘ {System based approach)

— —— © Crucell
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Traditional & Al (WHO)

GMP Aspect
Buildings
Formulation and Filling Facility / Warehouse
Validation Master File
Environmental Controls
Equipment and Process
Cleaning and Decontamination

General GMP Aspect

Clean Room Classifications

Personnel / Training

Document Control / Change Control
Validation of Formalin Treatment System
Cleaning Validation of Fermenters, Centrifuge,
Homogenizer

Return/Complaints

Water System

Release Procedure

T ST

© Crucell
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Traditional & Al (WHO)

Production/Quality Aspect

Manufacturing Formula
Equipment Calibration

Method of Preparation

Batch Record

Validation of Analytical Method
Manufacturing Process
Qualification of MCB/WCB
Quality Control of Intermediate and Finished Product
Trend Analysis

Consistency of Production
Stability Studies

Failed Batches

Deviation Control

Animal House

Reprocessing Policy

— i ¢ Crucell



System based & Al (WHO)
Quality system

Validation Master Plan, Annual validation plan

Validation

- PV / CV / Aseptic filling process (MF)
Environmental monitoring program
Calibration
Documentation system
Lot release system
Deviation, Investigation, CAPA system
Change Control
OOS Results
PTC / Recalls
Training and qualification of personnel
Supplier qualification

EEIETE

© Crucell
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System based & AH{(WHO)

Facilities / Equipment System

Premises design

- Cleaning & maintenance

- Proper flow patterns

Pest control

e Sanitation and cleaning of Premises
 Warehouse design

e HVAC system & qualification (IQ,0Q, PQ)
* Preventive maintenance program

e © Crucell



System based & AH{(WHO)

Material system

Material handling

- Reception
Sampling

Testing

Release procedure

Quarantine, release, restricted area for rejected
materials in warehouse

WFI sampling plan & trend results
Water system performance qualification
Pure steam qualification, CIP & SIP
Status labels

© Crucell
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System based & Al (WHO )

Production system

Manufacturing process
Batch record review
In process control
Calibration scales
Validation

- Filler & filling process

- Procedures for sterilization of filling
equipments & accessories

- Tunnel depyrogenation process

Packaging & Labeling system

o Handling of printed materials as label in restricted
area

1 . © Crucell



System based & Al (WHO)

Laboratory system

* Adequate staffing, equipment and facilities
e Instrument calibration & maintenance
e Test method & raw data

- Sterility

- Potency
o Stability testing
e Trend analysis of test results
Specific toxicity
Aluminum content
Polysaccharide & free-saccharide
Potency

e ® Crucell



AL Al JIEF &AL

- Exchanging experience
- Auditee? EH&

- Discussion time

| ] E——
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Exchanging experience

Audit program0i A auditor2 L2{Ate

Product Quality

- Properties & administration routes

- API intermediate/sterile drug product
Process

- Ability to maintain a state of control

- Risk of contamination
Facility

- Effectiveness of quality systems

- Compliance history

I ) ®_Crucell
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Exchanging experience

Auditor/Auditee

“®_Crucell
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Exchanging experience

Auditor/ Auditee

Different existing points

O Auditor
O Auditee

. \ .
@Q \‘)b\ %\\)@ QQ)G’% gb\\\
& > o o Q
AN .
o X S) AN >
\\{0 QQ) \\5(0 Q}(o
=)
> @Q OQA

| ®_Crucell



Exchanging experience

Auditor/ Auditee

Auditee
Existing points

Auditor
Existing points

e ® Crucell



Exchanging experience
Z3to Oy

A X0l (ol, 2", E8)

History -> self understanding

Xel®, &4, JIZ X0| -> physiology

Body language 2/0| XI0| (E&, 2 &, & X2 Hal)

Z 1 2 Rituals/ethics 2| X}0| -> &= 1H(&#H, =)
Taboos

| ®_Crucell



Exchanging experience
=ote| CHFd (o)
COLOR

(&)
Grey (black): T &tA
Blue : S, Z=21 AZHE(SS), HdAOH(REHE &34)

2y ©

Green: 21 Al O}

(Black cat)
British : lucky
CtE =t : unlucky

—_ ®_Crucell
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Exchanging experience

=22 Ch&rd (o)
Feeling expression

AA/Q\M

o — = © Crucell



Exchanging experience

=22 th&rd (oll)

Touch Korea?

Touch Don’t touch

ctE Ot 2l 3t
OlEi el
delA

A MO
HE2EZL

cl Al OF

S & 0LAIOf

A

Qe i o
LE
1N

e 2 o |H

o=

012

JHLHCH

%2
AZFCILHY|OF
=282}

S

S

®_Crucell

51



Exchanging experience

=212 L&A (21Al01)

e =2 XY OIFEXD AL QA

. BB A9 "SIAIOIA B (RXN)"0| LB
CDTEANAM HIEAZIE L S BIOIL HEE Q)
CE2Z SO O} 20 U A r% o2 MUK E o Stk

* “0.K. AI21”0| 21AlOt2] &t OiAE &8st A= ol A
F=8E =0l &2d &&= 318 SHOiLt 25 201
o« AAEIEE Scle A2 522 20
= 2, U0l E= RLERE &2 0/S0t¢ A AtetCh
oSSTAUA DIAE XX HXI ALE Xl 0l A JHE X OICh

ﬁ
~ 1R

>

1 . © Crucell



Exchanging experience

=ot2 Chgkd (A1)

AHQIMEE2 £2ot) 0| EU. 8XE2 230l S22 A2

MEAA| =CHEIRJCHH BIZLIA 0I10FI| ob Kl &0 AFE Q1 CH 3+t
Lt==O{OF StCh

B ®_Crucell



Exchanging experience

[0

oto ChFd (€2)

AR0A %= O SBAZSE0 SH FJH 01201
HAEY0A HOIES 2B = &8 S0 I4+SS URE &
[ Y222 Z0/0| YA 01852 MsH= BSS et
SZILUAMS 2 2219 3t} HSHES TIoH0F BTt
=28 SAIGHS 22 MoHOF BICH AMMES R 2 JHRIB
NIEERTC e ER L

a2 ZO S0 JICk2IE AFES AOIOI DIOIEE MXIDIS
oAl = o EICH

ALXONME HS GO 2 & 0 28 SXAL F0iLIO)
£2 €1 ULt 22 1= #SIS NIoHO Bt

(=E oS [ 28 0D =0

e © Crucell



Exchanging experience

=22 U4 (01=)

Al =2 =2 OIFE0H 2406t= CIAIR-HO0| L BHA

SIE & SHE AT M M= 0| /UCH 0l A2
“Comfort Zone(& st 219)”0|2t S

KXRO| A\|A DEIS ASEO| ALS M TN =Q 50t

=NE XL &t 22 A= A2 R SA H2IT

Ol=0lA & 2HEl 2HOI =z 2 = 2 R0UA

I/\lﬁHOl: 3|'|:|-
- JI20 &=J18E &
- 52 HE= 834

A=28 W H2ICh RH2

CHStE ol == olet

NS AALTH & =2 S0

AEH SHOLA L == AEN &%

Q

© Crucell
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Exchanging experience

23510 ChYA (Zg)

SO M OF &2 02 2 0T JQ

Mo 52 Ok tor oo

= I8 10 WEN 8 &2 sttt
JF 1A OIAFE ot 0 AHJF &b+~ A St
%"—?— £0l air kissE &tC}
L A= ot2eZ HES %ol EHIstt
F [ tg FHUON €EX Z=0
_+_01Ik| 28 MX =0
oL =HE UE & &HIE ez e 8ifles 22X
EH 22 CelE 1 gt=0

e

U~

Ol

EJ
ﬂPl
o

Lo

g_l

| ®_Crucell



Exchanging experience

o2 UHdd (s¢

A2t Ha== R SK0tCH
CHEXFQl IS d30olH !IZ8d0| &2 Al I8 A=K

HIZLIA letterE 2 M= BIEA SIAZ 28 A
HH= S HO0l AIZotL YXME= 20 E AIESHT
M & Z2HL2 IR S22 point

elAEol B2t RXIE ZSRA 522 S2 &4
2 X2lol U iR &A= S22 0|= AIEE
“2|Ch

-~

S0 XMelt

| ®_Crucell



Exchanging experience

= oto| Lt (&F)

td
Hidl= LHEl =0HE aOI‘Il Otk

o OILHAOl ZolCh

o AHAS Ae|BU= =€ otAl Ucte &

o FESXHOE BOI MEE E}

o Z2== M Uscte 3 BI=Al QIAF AIZ

o FEUMEAEY SFAIEHES ESOSIA E A

o Ot=cl it AMEIAE &= MOHAl JICHe!ICh

o YA Oz 1 Y = QIAIGHY IS JICHeTH

®_Crucell
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Exchanging experience

=312 A (ugae)

o oot

& QIAtE 08l Ot0I S =Xt &f+=Z st

AE [ BtEAl 2O0A A ST

gt WHE=2 EH2 stilz sttt

(Ol: ill, {01, AEX; 6| FLE OL0IA A3H0IE, &)
dAEZ0A BUE 22 S0ls Bt=EAl EES U

HN S8 UM dlAEE Ele HE8t R0A B ZLIAE ole
2 81=21Jt Ot& F0IUAI| MZ0ICH

Olcl 25E0 AKX H2H SH0A 21 eventSE & &8iotXkl =0
Dutch= i A&2F0|) SAHO0IHAM Z|8HOIES & T =0|Lt
20 I8, <4, XE, JdHE S 85EHH

O 2EAS U AM S 20ULA 20H AHIOL HISE A2l E 0
Sa 2 22:00A1 &H AAL Al E YT

——

| ®_Crucell



Auditeel| & Al EHE=(don’ts)

bt

ot
=

o, Lol s

rn

o o &
0 »3 40

e body language (£Z!, 11H)
o I

o 2 242, high £4¢

o CIE AEL S5

o HAl TS T = CHH

|OoO T —_—2 — =

s ZMNSE &H EH

e copy =M M= - 2AH2el 73
o EIOI" Xt AIS

o (}& auditorZ dludl= EH

| ®_Crucell



Auditee?l| & Al = (Discussion)

o Auditor)t AN E 20| & I
o C}E Auditee)} &HE & R E M
o EEHAXIDI O] A0l SHE & )

o Auditor)dl & Al =HIQ CIE2 F=HE AAIotD X &

o W& AlIZt LH XX Jt=8H AIEI2 X & 2HUAS

o Auditor)l XIHIAAI 2 vendor audit 2E1AE 27 Al
o AIA S & SO Al2FHAHO| D1 & MY

o 2Z, &8 HE0| 224! & O (auditees? O|dliJt CHE)
 Auditor)} 22|¢t RFE E Ml &E=2 #31 UE =2l E

=380

—————————————— 2 Crucell



