
R101  COMPONENT PREPARATION

GRADE D   /   ISO 8 AT REST

+15 Pa

R102  DEPYROGENATION

GRADE C   /   ISO 7 AT REST

+30 Pa

R103  ASEPTIC FILLING ROOM

GRADE B   /   ISO 5 AT REST / ISO 7 IN OP

+45 Pa

R104  CAPPING

GRADE C   /   ISO 7 AT REST

+30 Pa

R105  EXIT AL

GRADE C   /   ISO 8

+25 Pa

R106  VISUAL INSPECTION

CNC   /   NOT CLASSIFIED

0 Pa

R107  LABELLING

CNC   /   NOT CLASSIFIED

0 Pa

R108  PALLETISING

CNC   /   NOT CLASSIFIED

0 Pa

R109  MAL-1

GRADE C   /   ISO 7

+35 Pa

R110  GOWN C

GRADE C   /   ISO 8

+25 Pa

R111  TECH

CNC   /   -

0 Pa

R112  CLEAN CORRIDOR

GRADE C   /   ISO 8 AT REST

+30 Pa

R113  GOWN B (PAL-2)

GRADE B   /   ISO 7

+40 Pa

R114  WASTE AL

GRADE C   /   ISO 8

+25 Pa

WA-4001

VIAL WASHER

DT-4001

DEPYROGENATION TUNNEL  -  300 C, 4 m HOT ZONE

FL-3001

FILLER / ISOLATOR IS-3001

CP-3002

CRIMP CAPPER

IN-4001

AUTOMATIC INSPECTION

LB-4001

LABELLER / SERIALISATION

PL-4001

PALLETISER

45>30
30>15

45>40

45>30

40>25

35>30

30>0

MATERIAL IN VIA MAL-1

PERSONNEL ENTRY

FINISHED PRODUCT CONVEYOR CV-4001
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FLOW KEY

PERSONNEL FLOW (GOWNING SEQUENCE C THEN B)

MATERIAL AND FINISHED PRODUCT FLOW

AIR PRESSURE CASCADE, VALUES IN Pa

ROOM ROOM NAME GRADE AT REST IN OP. AREA m2 ACH /h dP Pa TEMP C RH %

R101 COMPONENT PREPARATION AND WASHING D ISO 8 ISO 8 35.0 20 +15 20 +/- 2 45 +/- 10

R102 DEPYROGENATION AND STERILE TRANSFER C ISO 7 ISO 8 25.0 35 +30 20 +/- 2 45 +/- 10

R103 ASEPTIC FILLING ROOM B ISO 5 ISO 7 50.0 60 +45 20 +/- 2 45 +/- 5

R104 CAPPING C ISO 7 ISO 8 20.0 35 +30 20 +/- 2 45 +/- 10

R105 VIAL EXIT AIRLOCK C ISO 8 ISO 8 10.0 25 +25 20 +/- 2 45 +/- 10

R106 VISUAL INSPECTION CNC - - 24.0 6 0 22 +/- 3 50 +/- 15

R107 LABELLING AND SERIALISATION CNC - - 28.0 6 0 22 +/- 3 50 +/- 15

R108 PALLETISING AND DESPATCH CNC - - 28.0 6 0 22 +/- 3 50 +/- 15

R109 MATERIAL AIRLOCK MAL-1 C ISO 7 ISO 8 14.0 40 +35 20 +/- 2 45 +/- 10

R110 GOWNING GRADE C (PAL-1) C ISO 8 ISO 8 10.0 25 +25 20 +/- 2 45 +/- 10

R111 TECHNICAL / EQUIPMENT CNC - - 8.0 4 0 25 max -

R112 CLEAN CORRIDOR C ISO 8 ISO 8 63.0 25 +30 20 +/- 2 45 +/- 10

R113 GOWNING GRADE B (PAL-2) B ISO 5 ISO 7 15.0 60 +40 20 +/- 2 45 +/- 5

R114 WASTE AIRLOCK C ISO 8 ISO 8 6.0 25 +25 20 +/- 2 45 +/- 10

ROOM SCHEDULE CLASSIFICATION TO ISO 14644-1 AND EU GMP ANNEX 1

NOTES

1.  ALL DIMENSIONS IN MILLIMETRES UNLESS NOTED OTHERWISE.  PLAN DRAWN TO 1:50 ON ANSI D.

2.  WALL CONSTRUCTION: 250 mm MODULAR GRP FACED PANEL, FLUSH GLAZED, COVED FLOOR / WALL JUNCTION.

3.  DASHED OUTLINES INDICATE MAINTENANCE AND OPERATOR CLEARANCE ENVELOPES, 700 mm MINIMUM.

4.  ALL AIRLOCK DOORS INTERLOCKED IN PAIRS; INTERLOCK OVERRIDDEN ON FIRE ALARM.

5.  GRID A TO H AND 1 TO 4 AT 4 000 CENTRES CORRESPONDS TO THE STRUCTURAL COLUMN GRID.

6.  PRESSURE CASCADE VALUES ARE NOMINAL AT REST WITH ALL DOORS CLOSED.

7.  DT-4001 PENETRATES THE R101 / R102 AND R102 / R103 PARTITIONS; SEE DETAIL OB-A7-DET-4012.

8.  ILLUSTRATIVE SPECIMEN DRAWING.  ALL ROOM NUMBERS, TAGS AND FIGURES ARE FICTIONAL.

A

A

B

B

C

C

D

D

E

E

F

F

G

G

H

H

4 4

3 3

2 2

1 1

ORYVIA BIOLOGICS SA
BIOLOGICS MANUFACTURING

AURELIA SITE - BUILDING 7

DRUG SUBSTANCE / DRUG PRODUCT

DATE

2026-09-18

DRAWING TITLE

GENERAL ARRANGEMENT  -  PLAN AT LEVEL +0.000
STERILE FILLING SUITE, BUILDING 7 WEST WING

ROOM CLASSIFICATION AND EQUIPMENT LAYOUT

DRAWN

R. DELACOUR

2026-09-18

CHECKED

M. ISHIKAWA-BRENT

2026-09-18

PROCESS APPROVAL

T. VANHOUTE

2026-09-18

QUALITY APPROVAL

S. ABERKANE

2026-09-18

ENGINEERING CONTRACTOR

VELDRAN ENGINEERING PARTNERS

ILLUSTRATIVE DOCUMENT - NOT FOR CONSTRUCTION

DRAWING NUMBER

OB-A7-GA-4001

REV

2

SHEET

1 OF 1

SCALE

1:50

SIZE

ANSI D

REV DATE DESCRIPTION BY CHK APPROVED

A 2026-03-06 ISSUED FOR INTERNAL REVIEW RD MIB TV

B 2026-05-22 ISSUED FOR HAZOP RD MIB TV

0 2026-07-14 ISSUED FOR DESIGN FREEZE RD MIB TV

1 2026-09-18 HAZOP ACTIONS 12, 17 AND 24 INCORPORATED RD MIB SA
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