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H20:2 Pass Box Air Handling Unit

b L |
O No.| Title QTY | Material Dimension Description Spec
... 1 Damper 2 AL 2.0t Supply Air Volume 0~100,000CMH
2 Access Door 5 ASSY 50t Fan Static Pressure 0~200mmAq
3 Casing ASS'Y Qlut: Ziafzmt 0 5T s Common Coo\l.ng Capacity 0~1,000,000Kcal/Hr
ASS'Y LHEt STS 0.5T ' Coil Heating Capacity 0~1,000,000Kcal/Hr
4 Insulation B Urethane Foam 49t Hegting Heating Capacity 0~1,000,000Kcal/Hr
5 Pre Filter 4 Polyester 592x592x25 - L E)(i)rl(:;n JySS—— S LEFT O RIGET
(AFI 85% Over) 4 Polyester 592x287x25 Piping Connection O LEFT O RIGHT
6 Medium Filter 4 Synthetic 592x592x100 \/-Belt Drive O LEFT O RIGHT
(NBS 90% Over) 2 Synthetic 592x287x100 Drain O LEFT O RIGHT
Common Coil 1 AL+CU 3/8" - ® Power Source 3x380Vx60Hz
Re-Heating Coil 1 AL+CU 3/8"
Supply Fan 2 EC SEE SPEC I - [ Specifications
_,.:_; _-:{‘ 1 1]0 ;i?: Fl:!:tor ]2 ?_i ! ]SI;E o | No.| Title QTY | Material Dimension
= 12 | Drain Socket 2 | TS 40A, 25A 1 E::;Z:Loor 2 2;” ;;)tt
13| Base i gggg E? ;giég:g CZ)E Casing = | Assy QIEF Z3ZE 05T
- ASSY Lzt STS 05T
89| Frame _ AL 65x65x2t 4 Insulation Urethane Foam | 49t
Grade B/Ce| 27 B2 It ZH|=E F-FX}xj2 15 | Light 5 | ASSY 1TW(Waterproof) B o Fiter 4 | Poyester S09E905
Q% 272} LAUAE N5 | flet EH| 16 | Manometer 1 ASSY 0~80mmAq (AF1 85% Over) 4 Polyester 592x287x25
6 Medium Filter 4 Synthetic 592x592x100
(NBS 90% QOver) 2 Synthetic 592x287x100
7 Common Coil 1 AL+CU 3/8"
_ 8 | Re-Heating Coll 1 AL+CU 3/8"
Gel Hepa Filter Unit 9F 3712 Eeet 2R A 8k £E, 9 | Supply Fan 2 EC SEE SPEC
T ey Iy — 37| dal, 7|7 = S S5l 37|12 Zredol| Hetst 10 | S/Fan Motor 2| Assy SEE SPEC
e 1 | PAO Test Tube 1 STS 304 15A SEIE RS0 LR = 2| 1| ornPan : o o
12 | Drain Socket 2 STS 40A, 25A
- 2 | Damper | S6CC ©200 13 | Base - S5275 C-125x50x3.2t
3 Gel HEPA Filter 1 AL P.A0O 99.99% - SS275 L-125x65x6.0t
4 | Punch Plate 1 STS 304 1.2tOHE 2F 48%) 14 | Frame - AL 65x65x2t
5 PAO Q3 1 STS 304 15A 15 | Light 5 ASS'Y 1TW(Waterproof)
6 Bolt 4 STS M 10 16 | Manometer 1 ASSY 0~80mmAq
i 7 P.A.O Up Stream 1 - M8
8 Casing 1 AEEE 1.2t
' 9 H2x 1 OfE|IZ2 20t
- 10 | HEPA Filter Case SGCC AREE
2 11 | Baffle Plate 1 SGCC AEEE
Hepa Box Size
Gel Hepa FilterES £35}0] Leak& 0%E &tH5HH Size 369x369x400
OMHXIZE =X HS510] AL Z Z27|6H= 84 Panel Cutting Size 415x415
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BMS Building Management System

Y AT B 27 AR E45

« US FDA 21 CFR Part 11 ‘®X} MH 9l ®X} 7|2

« Audit Trail (A=) 7|5
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Electronic Records

« Audit Trail
- Alarm and event logs
- All user actions : who did what, when

+ Tamper Proof

« Retrieval of Records
- View electronically
- Print out
- Create electronic copies in ‘standard’ format
- Long term retention of records
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Electronic Signature

Include the users full name

Passwords periodically expire and
must be renewed

User ID/password combination must be unique

Misuse requires collaboration of 2 or
more people

System records attempt at misuse

System must check a new User ID against
existing names, including those retired
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« CAR-T Cell Therapy

+ ATMP(Advanced Therapy Medicinal Product), 0| 2|2k
- Bio Safety Levels Infectious : BSL-2 Level
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+ CAR-T Cell Therapy
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« Bio Safety Levels Infectious : BSL-2 Level
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T2 H2ERIA Utility ZAF < f c oo et= e
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MIZX|Z X GMP M3 &4 7|2 & &M AHA AHtH|of T 3% Renovation A|&ZAt
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HEMSHH Oj2fefstat M =X 22X GMP =4 HA & AlE npols THD OI7A A
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MEZFEXX|ZH GMP HZa EH & AIS ofR|MRZ2HE UE 235 GMP 2ESA
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