
ORYX  /   PRODUCT BROCHURE

Oryx DataStation
Equipment Data Management Software

Trusted records
Confident decisions
From equipment data collection to reports and audit trails

Turn equipment records
into reviewable data

Collection · Process Review · Reports · Audit Trails
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Oryx DataStation
by Oryx DataSafe

Auto Collection · Record Protection · Review & Storage

Six Core Record Functions

Why it matters Collect and protect records, with reports and review history.

Collect & Protect Records

Automatic record collection
File protection

p. 3

Reports & Review

Generate reports
for each review purpose

p. 4

Originals & Versions

Verify issued originals
Identify later versions

p. 5

Audit · Roles · E-Signatures

Set role permissions
Assign review responsibility

p. 6

Backup & Retention

Scheduled backups
Long-term storage

p. 7

Remote Record Review

From the office
review site records

p. 8

Equipment control and record management serve different roles

Oryx System

Equipment Control
Controller · Operator Interface

Oryx DataStation

Record Management
Collection · Protection · Reports

DataStation manages records. Equipment controller/operator interface (PLC/HMI) programs are supplied separately.

Separate Solution | Oryx LockDown · Restrict Windows Operations p. 9
Run approved apps · Restrict desktop access and configured Windows shortcuts

Oryx DataSafe 02



Oryx DataStation
by Oryx DataSafe

Auto Collection · Data Retrieval · File Protection

Record Collection & Protection

Why it matters Auto-collect equipment records to find and review when needed.

CSV File
Original data

from equipment

DB File
Database file

for storage and retrieval

PDF File
Reports for

review and printing

Check Records on Site

Review values and trends over time, with setpoints and actual measurements.

Why Convert to DB Files?

To store collected records systematically and quickly find and retrieve needed data.

Why Password-Protect Files?

Encryption and file permissions restrict unauthorized viewing and editing.
Applies to new CSV, DB and PDF files.

Why Use CSV for Original Equipment Records?
Collect records as simple CSV files without macros to reduce tampering risk through macros.
After collection, encryption and access restrictions limit unauthorized changes.

Existing unencrypted CSV/DB files can also be processed. Works with electronic signatures, backup and restore.
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Oryx DataStation
by Oryx DataSafe

Reports · Result-Based Details · Report Protection

Report Generation & Review

Why it matters Create reports for the review purpose and find relevant information easily.

Generate Reports
Turn work records into reports

Conditional Printing
Set PASS and FAIL conditions

Review by Exception (RbE)

Review records with anomalies or exceptions first.
DataStation supports this by including Raw Data according to the final result.

PASS Result

Omit Raw Data when
configured. For manual

reissue, choose to
include it.

FAIL Result

Raw Data is
always included.

Preventive Check Advice

Supported reports show
history-based check advice.
Results stay unchanged.

Raw Data: raw measurements. This choice affects only this manual report; the original is kept.

Readable Reports

Choose Korean/English and date format;
supplier sets templates for equipment/process.

Why Lock Reports?

Protect reviewed content by limiting edits
under the app's permissions policy.

Automatic printing uses configured result conditions and the Windows default printer.
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Oryx DataStation
by Oryx DataSafe

Digital Fingerprints · Original Comparison · Version Storage

Original Verification & Versioning

Why it matters Check received reports against issued originals and identify later versions.

A hash is a file's digital fingerprint, like a person's fingerprint.
Even adding a single dot changes it.
Compare with the stored original's hash to check for file changes.

The PDF records stored CSV/DB filenames and their digital fingerprints.

CSV File
Original data
from equipment

DB File
Database file
for storage and retrieval

PDF File
Reports for
review and printing

Compare Received Reports with Issued Originals

Store original
hash

Externally received
file

Compare with
stored hash

Check match

A different hash means the file differs from its issued version.

Keep the First Report and Later Versions

Version 1 Version 2 Version 3 …

Keep the first report. Save regenerated reports as separate versions, using filenames and hashes.

Electronically signed PDF reports cannot be regenerated in DataStation.
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Oryx DataStation
by Oryx DataSafe

Audit Trails · Role Permissions · Sequential E-Signatures

Audit Trails · Roles · E-Signatures

Why it matters Record who did what; define each user's permissions and review responsibility.

Equipment Audit Trails

Import Audit Trails from connected equipment.
View operations and changes; export reports.

Application Audit Trail

Log app use and system activity.
Review selected entries and full history.

Electronic Signatures: Work · Review · Approval

Operator
Check work records

First signature

Reviewer
Review after Operator signs

Review signature

Approver
Final review after Reviewer signs

Approval signature

Auditor

View/export records and Audit Trails

Administrator

Manage accounts, permissions, settings, backups

Why Separate Permissions?

Assign access and review duties by role. Set password, inactivity and account-lock rules.
Auditor access alone does not permit signing; approval requires the Approver role.

E-Signatures: Professional / Enterprise. Assess regulatory compliance with product settings and customer procedures.
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Oryx DataStation
by Oryx DataSafe

Scheduled Backup · Retention · PC Time Sync

Backup & Long-Term Retention

Why it matters Archive records regularly for recovery and long-term operation.

Scheduled Backup and Restore

Scope, path & schedule Save backup files Restore selected data

Back up records and settings on a schedule, then select the scope to restore.

External Storage

Set retention period Archive externally Apply PC cleanup policy

Archive to networked NAS/server PC shares or external media such as USB. After confirming the archive,

apply the PC cleanup policy.

Automatic PC Time Synchronization

Time server & schedule Check reference time Synchronize PC time

Each DataStation PC synchronizes its clock with the designated time server (NTP).

Set backup scope, run times and retention to suit site operating requirements.
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Oryx DataStation
by Oryx DataSafe

Site PCs · Office Review · Edition Selection

Remote Review of Site Records

Why it matters Access and review site records from the office for verification.

Enterprise
From the office
Access / review

Site DataStation

Site DataStation

Access and review site DataStation records from the office.

Feature Standard Professional Enterprise

Primary role Manage site records Manage site records Remote access / review

Account roles Admin / auditor
Adds signing /

management roles
Adds signing /

management roles

Electronic signatures Not available Available Available

Remote record access / review Site PC integration Site PC integration Review from the office

Signed reports / history
Dedicated archive

Not available Not available Available

Throughout the app:
Korean / English switching

Professional saves electronically signed reports.
Enterprise collects PDFs and signature history in a dedicated archive for review.
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Oryx DataStation
by Oryx DataSafe

Oryx LockDown · Separate solution linked to DataStation

A Dedicated PC Work Environment

Why it matters
Restrict direct Windows access
Work through permitted apps in the user environment;
desktop access and configured Windows shortcuts are blocked.

Windows sign-in
Start with a user account

Dedicated work screen
Restrict desktop access

Permitted work apps
DataStation + designated apps

A dedicated operating environment applied after Windows sign-in.

Dedicated work screen Launch permitted apps Restrict desktop access

Automatic startup Auto-restart selected apps Admin auth / recovery

Select and launch permitted work apps. Configure automatic startup and selected-app restart, then manage

the environment through administrator authentication and recovery.
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Oryx DataStation
by Oryx DataSafe

Report layouts shown in actual output

Sterilization & Test Reports

See the layout and presentation of reports delivered to reviewers.

High-pressure steam sterilization report

DataStation report (Korean) · p. 1

Chamber leak test

DataStation report (Korean) · p. 1

Vacuum-breaker filter SIP

DataStation report (Korean) · p. 1

Bowie-Dick test

DataStation report (Korean) · p. 1

Further report pages and detailed measurement records are available in the separate detailed documentation.
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21 CFR Part 11 Compliant | ALCOA+ Principles | Electronically Generated Powered by Oryx DataSafe

데이터 무결성 (DATA INTEGRITY)

원본 (Source File)
2025-12-09_LOG004_000000 - ST.csv

Size: 1,994,248 bytes   Created: 2026-10-04 08:38:30.822470

SHA-256: 7bfbd0d1110886ec02400100113270e7

20f98f6d8d45f91909391e588e5e5894

Database (DB)
2025-12-09_LOG004_000000 - ST.db

Size: 2,842,624 bytes   Imported: 2026-10-04 08:38:31.586257

SHA-256: b84333e0b7efa421eadcfe3eba378e47

306294d0230289a1f979600473b06a7f

전자서명 (ELECTRONIC SIGNATURES)

작업자 (Operated By)

[Signature]

ID: 

Name: 

Date: 

확인자 (Verified By)

[Signature]

ID: 

Name: 

Date: 

승인자 (Approved By)

[Signature]

ID: 

Name: 

Date: 

비고 (Remarks):
사이클 성공적 완료

Cycle completed successfully.

*주의: 소요시간은 밀리초 단위 원시 데이터를 기준으로 계산됩니다. 표시 형식 변환 과정에서 최대 1초의 표시 차이가 발생할 수 있습니다. (*Notice: Duration values are derived from ms-precision raw data; up to +/-1s display variance may occur.)

최종 결과 (FINAL RESULT)

PASS

STEAM STERILIZATION CYCLE REPORT
고압증기 멸균 사이클 보고서

Doc No: RPT-STE-02-01-bat-2233-FDE1

Date: 2025-12-09

1. 장비 및 배치 정보 (EQUIPMENT & BATCH INFORMATION)

장비 ID (Equipment ID)

STE-02-01

장비명 (Equipment)

Autoclave_2

배치 ID (Batch ID)

bat-2233-FDE1

로트 번호 (Lot No)

DDFE-TT321

작업자 (Operator)

hongse2k

사이클 모드 (Cycle Mode)

Sterilization

레시피 (Recipe)

제품, 무균복멸균

시작 (Start)

2025-12-09 8:43:24

종료 (End)

2025-12-09 10:06:16

소요 (Duration)

01:22:52

2. 공정 파라미터 (PROCESS PARAMETERS)

파라미터 (Parameter) 설정값 (Setpoint) 실측값 (Actual) 최소 (Min) 최대 (Max) 허용 (Limit) 결과 (Result)

노출온도 (Exposure Temp) 121.5 °C 121.4 °C 121.2 121.8 121.0~122.5 °C PASS

노출압력 (Exposure Press) - 1.118 bar 1.088 1.149 - N/A

노출시간 (Exposure Time) 15 min 15 min - - ≥15 min N/A

F0 값 (F0 Value) ≥15 23.10 - - ≥15 PASS

3. 공정 추세 (PROCESS TREND)

4. 단계별 시간 (PHASE TIMING)

단계 (Phase) 시작 (Start) 종료 (End) 소요 (Duration) 결과 (Result)

1. 자켓가열 (Jacket Heat Up) 8:43:24 8:43:40 00:00:16 PASS

2. 예비진공 (Pre-vacuum) 8:43:40 8:59:49 00:16:09 PASS

3. 가열 (Heat Up) 8:59:49 9:15:51 00:16:02 PASS

4. 노출 (Exposure) 9:15:51 9:30:51 00:15:00 N/A

5. 배기 (Exhaust) 9:30:51 9:36:12 00:05:21 PASS

6. 건조 (Dry) 9:36:12 10:06:16 00:30:04 PASS

Ver: 01 | Page: 1/7

21 CFR Part 11 Compliant | ALCOA+ Principles | Electronically Generated Powered by Oryx DataSafe

데이터 무결성 (DATA INTEGRITY)

원본 (Source File)
LK - 20260828_151321.CSV

Size: 112,880 bytes   Created: 2026-10-04 08:32:44.044291

SHA-256: 469a2da29d9e176bb77410339090a4e8

804f435d957a4317c5815f4dd9f71570

Database (DB)
LK - 20260828_151321.db

Size: 176,128 bytes   Imported: 2026-10-04 08:32:45.721704

SHA-256: 23476b3884229675b064126a9d4a24ec

1b24dd9f78842dcaa699be7a72b94ab7

서명 (SIGNATURES)

작업자 (Operated By)

[Signature]

ID: 

Name: 

Date: 

확인자 (Verified By)

[Signature]

ID: 

Name: 

Date: 

승인자 (Approved By)

[Signature]

ID: 

Name: 

Date: 

비고 (Remarks):
[보정 알림] Phase 2 소요시간이 목표치와 1.00초 차이가 있으나, 시스템 통신 지연 허용 오차(3초) 범위 내에 있으므로 정상(PASS) 판정됨.

[Notice] Phase 2 duration has a 1.00s difference from target, but is within the system latency margin (3s); evaluated as PASS.

*주의: 소요시간은 밀리초 단위 원시 데이터를 기준으로 계산됩니다. 표시 형식 변환 과정에서 최대 1초의 표시 차이가 발생할 수 있습니다. (*Notice: Duration values are derived from ms-precision raw data; up to +/-1s display variance may occur.)

최종 결과 (FINAL RESULT)

PASS

CHAMBER LEAK TEST REPORT
챔버 리크테스트 보고서

Doc No: RPT-FLST-1500-LK-20260828-16

Date: 2026-08-28

1. 장비 및 배치 정보 (EQUIPMENT & BATCH INFORMATION)

장비 ID (Equipment ID)

FLST-1500

장비명 (Equipment)

Preparation Tank

배치 ID (Batch ID)

LK-20260828-16

로트 번호 (Lot No)

lot test

작업자 (Operator)

Admin.

사이클 모드 (Cycle Mode)

Chamber Leak Test

레시피 (Recipe)

Chamber Leak Test

시작 (Start)

2026-08-28 15:13:22

종료 (End)

2026-08-28 15:16:27

소요 (Duration)

00:03:05

2. 공정 파라미터 (PROCESS PARAMETERS)

파라미터 (Parameter) 설정값 (Setpoint) 실측값 (Actual) 최소 (Min) 최대 (Max) 허용 (Limit) 결과 (Result)

목표 진공압력 (Target Vacuum) -0.800 bar -0.825 bar -0.825 -0.825 < -0.787 bar PASS

누설확인 시간 (Leak Test Time) 1 min 01 m 01 s - - ≥1 min PASS

누설률 (Leak Rate) ≤0.013 bar 0.000 bar - - ≤0.013 bar PASS

3. 공정 추세 (PROCESS TREND)

4. 단계별 시간 (PHASE TIMING)

단계 (Phase) 시작 (Start) 종료 (End) 소요 (Duration) 결과 (Result)

1. 진공 (Vacuum) 15:13:22 15:13:55 00:00:33 PASS

2. 안정화 (Stabilization) 15:13:55 15:14:54 00:00:59 PASS

3. 누설 확인 (Leak Test) 15:14:54 15:15:55 00:01:01 PASS

4. 진공 해제 (Vacuum Break) 15:15:55 15:16:27 00:00:32 PASS

Ver: 01 | Page: 1/3

21 CFR Part 11 Compliant | ALCOA+ Principles | Electronically Generated Powered by Oryx DataSafe

데이터 무결성 (DATA INTEGRITY)

원본 (Source File)
FSIP - 20260828_150913.CSV

Size: 133,326 bytes   Created: 2026-10-04 08:32:49.702512

SHA-256: c0f22bf15610d21ed698d8296cbb4e8b

5fb0553c7525d63453b38eecce02f0f0

Database (DB)
FSIP - 20260828_150913.db

Size: 225,280 bytes   Imported: 2026-10-04 08:32:49.900908

SHA-256: 71f89fa5753cc06f60d4c79f34cdba58

299f5887bf0f8c8e92085a1b306d79ab

서명 (SIGNATURES)

작업자 (Operated By)

[Signature]

ID: 

Name: 

Date: 

확인자 (Verified By)

[Signature]

ID: 

Name: 

Date: 

승인자 (Approved By)

[Signature]

ID: 

Name: 

Date: 

비고 (Remarks):
사이클 성공적 완료

Cycle completed successfully.

*주의: 소요시간은 밀리초 단위 원시 데이터를 기준으로 계산됩니다. 표시 형식 변환 과정에서 최대 1초의 표시 차이가 발생할 수 있습니다. (*Notice: Duration values are derived from ms-precision raw data; up to +/-1s display variance may occur.)

최종 결과 (FINAL RESULT)

PASS

VACUUM BREAK FILTER SIP REPORT
진공해제필터 SIP 보고서

Doc No: RPT-FLST-1500-FSIP-20260828-15

Date: 2026-08-28

1. 장비 및 배치 정보 (EQUIPMENT & BATCH INFORMATION)

장비 ID (Equipment ID)

FLST-1500

장비명 (Equipment)

Preparation Tank

배치 ID (Batch ID)

FSIP-20260828-15

로트 번호 (Lot No)

lot test

작업자 (Operator)

Admin.

사이클 모드 (Cycle Mode)

Vacuum Break Filter SIP

레시피 (Recipe)

Vacuum Break Filter SIP

시작 (Start)

2026-08-28 15:09:13

종료 (End)

2026-08-28 15:13:00

소요 (Duration)

00:03:47

2. 공정 파라미터 (PROCESS PARAMETERS)

파라미터 (Parameter) 설정값 (Setpoint) 실측값 (Actual) 최소 (Min) 최대 (Max) 허용 (Limit) 결과 (Result)

노출온도 (Exposure Temp) 123.0 °C 123.0 °C 123.0 123.0 ≥121.0 °C PASS

노출시간 (Exposure Time) 1 min 01 m 01 s - - ≥1 min PASS

건조시간 (Dry Time) 1 min 01 m 01 s - - ≥1 min PASS

F0 값 (F0 Value) - 3.26 - - - N/A

3. 공정 추세 (PROCESS TREND)

4. 단계별 시간 (PHASE TIMING)

단계 (Phase) 시작 (Start) 종료 (End) 소요 (Duration) 결과 (Result)

1. 가열 (Heat Up) 15:09:13 15:10:58 00:01:45 PASS

2. 노출 (Exposure) 15:10:58 15:11:59 00:01:01 PASS

3. 건조 (Dry) 15:11:59 15:13:00 00:01:01 PASS

Ver: 01 | Page: 1/3

21 CFR Part 11 Compliant | ALCOA+ Principles | Electronically Generated Powered by Oryx DataSafe

데이터 무결성 (DATA INTEGRITY)

원본 (Source File)
BD - 20260828_145955.CSV

Size: 479,678 bytes   Created: 2026-10-04 08:38:15.959471

SHA-256: 4c3765faaf0873a6ef2e67a141e9c1d9

704d96f348b97944223330a357b2955c

Database (DB)
BD - 20260828_145955.db

Size: 671,744 bytes   Imported: 2026-10-04 08:38:16.786416

SHA-256: 81a57a67b8f69407baa989d15d6dc807

e78479a45eef1cc52f752aa6d67c6c29

서명 (SIGNATURES)

작업자 (Operated By)

[Signature]

ID: 

Name: 

Date: 

확인자 (Verified By)

[Signature]

ID: 

Name: 

Date: 

승인자 (Approved By)

[Signature]

ID: 

Name: 

Date: 

비고 (Remarks):
사이클 성공적 완료

Cycle completed successfully.

*주의: 소요시간은 밀리초 단위 원시 데이터를 기준으로 계산됩니다. 표시 형식 변환 과정에서 최대 1초의 표시 차이가 발생할 수 있습니다. (*Notice: Duration values are derived from ms-precision raw data; up to +/-1s display variance may occur.)

최종 결과 (FINAL RESULT)

PASS

BOWIE-DICK TEST REPORT
보위-딕 테스트 보고서

Doc No: RPT-FLST-1500-BD-20260828-14

Date: 2026-08-28

1. 장비 및 배치 정보 (EQUIPMENT & BATCH INFORMATION)

장비 ID (Equipment ID)

FLST-1500

장비명 (Equipment)

Preparation Tank

배치 ID (Batch ID)

BD-20260828-14

로트 번호 (Lot No)

lot test

작업자 (Operator)

Admin.

사이클 모드 (Cycle Mode)

Bowie-Dick Test

레시피 (Recipe)

Bowie-Dick Test

시작 (Start)

2026-08-28 14:59:56

종료 (End)

2026-08-28 15:08:40

소요 (Duration)

00:08:44

2. 공정 파라미터 (PROCESS PARAMETERS)

파라미터 (Parameter) 설정값 (Setpoint) 실측값 (Actual) 최소 (Min) 최대 (Max) 허용 (Limit) 결과 (Result)

노출온도 (Exposure Temp) 121.5 °C 122.0 °C 122.0 122.0 121.0~122.5 °C PASS

노출압력 (Exposure Press) - 1.150 bar 1.150 1.150 - N/A

노출시간 (Exposure Time) 1 min 01 m 02 s - - ≥1 min PASS

F0 값 (F0 Value) - 2.62 - - - N/A

3. 공정 추세 (PROCESS TREND)

4. 단계별 시간 (PHASE TIMING)

단계 (Phase) 시작 (Start) 종료 (End) 소요 (Duration) 결과 (Result)

1. 자켓가열 (Jacket Heat Up) 14:59:56 15:00:40 00:00:44 PASS

2. 예비진공 (Pre-vacuum) 15:00:40 15:02:36 00:01:56 PASS

3. 가열 (Heat Up) 15:02:36 15:05:32 00:02:56 PASS

4. 노출 (Exposure) 15:05:32 15:06:34 00:01:02 PASS

5. 배기 (Exhaust) 15:06:34 15:08:40 00:02:06 PASS

Ver: 01 | Page: 1/3



Oryx DataStation
by Oryx DataSafe

Report layouts shown in actual output

Sterilization & Manufacturing Reports

See the layout and presentation of reports delivered to reviewers.

Hot-water sterilization report

DataStation report (Korean) · p. 1

Formulation report

DataStation report (Korean) · p. 1

Transfer report

DataStation report (Korean) · p. 1

Filling report

DataStation report (Korean) · p. 1

Further report pages and detailed measurement records are available in the separate detailed documentation.
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21 CFR Part 11 Compliant | ALCOA+ Principles | Electronically Generated Powered by Oryx DataSafe

데이터 무결성 (DATA INTEGRITY)

원본 (Source File)
2026-07-28_LOG006_000003_HWS.CSV

Size: 12,119,513 bytes   Created: 2026-10-04 08:38:24.606947

SHA-256: aba8462ae77b41e6ec7897002d26a246

d780af5029cdfaedbe94ec268aa2efc5

Database (DB)
2026-07-28_LOG006_000003_HWS.db

Size: 15,745,024 bytes   Imported: 2026-10-04 08:38:27.685631

SHA-256: de00a1f9438c87d5e8cc1ceeb0471180

c6dd3851b4f50fd65881b1150c5f1346

전자서명 (ELECTRONIC SIGNATURES)

작업자 (Operated By)

[Signature]

ID: 

Name: 

Date: 

확인자 (Verified By)

[Signature]

ID: 

Name: 

Date: 

승인자 (Approved By)

[Signature]

ID: 

Name: 

Date: 

비고 (Remarks):
사이클 성공적 완료

Cycle completed successfully.

*주의: 소요시간은 밀리초 단위 원시 데이터를 기준으로 계산됩니다. 표시 형식 변환 과정에서 최대 1초의 표시 차이가 발생할 수 있습니다. (*Notice: Duration values are derived from ms-precision raw data; up to +/-1s display variance may occur.)

최종 결과 (FINAL RESULT)

PASS

HOT WATER STERILIZATION REPORT
열수 멸균 보고서

Doc No: RPT-FWS39-2HD-2-HWS-20260728-01

Date: 2026-07-28

1. 장비 및 배치 정보 (EQUIPMENT & BATCH INFORMATION)

장비 ID (Equipment ID)

FWS39-2HD-2

장비명 (Equipment)

HWS2

배치 ID (Batch ID)

HWS-20260728-01

로트 번호 (Lot No)

TEST1

작업자 (Operator)

Oper

사이클 모드 (Cycle Mode)

Hot Water Sterilization

레시피 (Recipe)

115.0'C 30min

시작 (Start)

2026-07-28 09:24:12

종료 (End)

2026-07-28 10:55:23

소요 (Duration)

01:31:11

2. 공정 파라미터 (PROCESS PARAMETERS)

파라미터 (Parameter) 설정값 (Setpoint) 실측값 (Actual) 최소 (Min) 최대 (Max) 허용 (Limit) 결과 (Result)

노출온도 (Exposure Temp) 115.0 °C 115.1 °C 114.5 115.6 114.0~116.0 °C PASS

노출압력 (Exposure Press) 1.200 bar 1.178 bar 1.149 1.216 1.200 ± 0.300 bar PASS

노출시간 (Exposure Time) 30 min 30 min - - ≥30 min PASS

F0 값 (F0 Value) - 11.51 - - - N/A

3. 공정 추세 (PROCESS TREND)

4. 단계별 시간 (PHASE TIMING)

단계 (Phase) 시작 (Start) 종료 (End) 소요 (Duration) 결과 (Result)

2. 급수 (Make-up Water) 09:24:12 09:27:18 00:03:06 PASS

3. 1차 가열 (1st Heat Up) 09:27:18 09:37:37 00:10:19 PASS

4. 2차 가열 (2nd Heat Up) 09:37:37 09:40:07 00:02:30 PASS

5. 3차 가열 (3rd Heat Up) 09:40:07 10:00:20 00:20:13 PASS

6. 노출 (Exposure) 10:00:20 10:30:20 00:30:00 PASS

7. 1차 냉각 (1st Cool Down) 10:30:20 10:31:32 00:01:12 PASS

8. 2차 냉각 (2nd Cool Down) 10:31:32 10:35:15 00:03:43 PASS

9. 3차 냉각 (3rd Cool Down) 10:35:15 10:52:28 00:17:13 PASS

10. 배수 (Water Drain) 10:52:28 10:55:23 00:02:55 PASS

Ver: 01 | Page: 1/9
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데이터 무결성 (DATA INTEGRITY)

원본 (Source File)
EML_PRE 20260917_124657.csv

Size: 7,326,670 bytes   Created: 2026-10-04 12:04:00.298133

SHA-256: 7382d4dda30b4912f0460927b5ff4459

344cb8579bab8d92bf61e62e2850f027

Database (DB)
EML_PRE 20260917_124657.db

Size: 8,007,680 bytes   Imported: 2026-09-30 15:44:08

SHA-256: cd2206b9191d73a9eb862cbf3b372889

5367bb669b5f118b555abb1155e0d9b8

서명 (SIGNATURES)

작업자 (Operated By)

[Signature]

ID: 

Name: 

Date: 

확인자 (Verified By)

[Signature]

ID: 

Name: 

Date: 

승인자 (Approved By)

[Signature]

ID: 

Name: 

Date: 

비고 (Remarks):
사이클 성공적 완료

Cycle completed successfully.

*주의: 소요시간은 밀리초 단위 원시 데이터를 기준으로 계산됩니다. 표시 형식 변환 과정에서 최대 1초의 표시 차이가 발생할 수 있습니다. (*Notice: Duration values are derived from ms-precision raw data; up to +/-1s display variance may occur.)

최종 결과 (FINAL RESULT)

PASS

EMULSION PREPARATION REPORT
유화 조제 보고서

Doc No: RPT-FLST-1500-EML-20260917-13

Date: 2026-09-17

1. 장비 및 배치 정보 (EQUIPMENT & BATCH INFORMATION)

장비 ID (Equipment ID)

FLST-1500

장비명 (Equipment)

Preparation Tank

배치 ID (Batch ID)

EML-20260917-13

로트 번호 (Lot No)

lot test

작업자 (Operator)

Admin.

사이클 모드 (Cycle Mode)

Skopin Emulsion Preparation

레시피 (Recipe)

Skopin Emulsion Preparation

시작 (Start)

2026-09-17 10:54:25

종료 (End)

2026-09-17 12:46:57

소요 (Duration)

01:52:32

2. 공정 파라미터 (PROCESS PARAMETERS)

항목 (Parameter) 설정값 (Set Value) 실측값 (Actual Value) 결과 (Result)

오일 원료 투입량 (Oil Charge) 150 kg 0 kg → 150 kg (Δ 150 kg) PASS

탱크 A 첨가물 투입량
(Tank A Additive Charge)

110 kg 402 kg → 512 kg (Δ 110 kg) PASS

증류수 충전량
(Distilled Water Fill Volume)

WFM01: 250 L WFM01: 252 L PASS

냉각 출구 온도
(Cooling Outlet Temperature)

A→B: 25 °C / B→A: 22 °C A→B: 24 ~ 66 °C / B→A: 24 °C N/A

유화 완료 왕복 횟수
(Completed Round Trips)

A→B→A: 10 A→B→A: 10 PASS

3. 공정 추세 (PROCESS TREND)

4. 단계별 누적 시간 (PHASE TIME SUMMARY)

단계 (Phase) 누적 소요
(Total duration)

시간 비중
(Time share)

P1 탱크/배관 N2 퍼지 (Tank/piping N2 purge) 00:00:41 0.6%

P2 오일 믹싱 + Tank A 증류수/N2
(Oil mix + Tank A DW/N2) 00:02:10 1.9%

P3 오일→Tank A 이송 (Oil→Tank A transfer) 00:01:13 1.1%

P4 Tank A 원료 투입 (Tank A additive charge) 00:00:21 0.3%

P5 Tank A 믹싱 + 오일탱크 세척
(Tank A mix + oil tank rinse) 00:02:02 1.8%

단계 (Phase) 누적 소요
(Total duration)

시간 비중
(Time share)

P6 Tank A→Tank B 이송 (Tank A→Tank B transfer) 00:28:09 25.0%

P7 Tank A 세척 + Tank B 믹싱
(Tank A rinse + Tank B mix) 00:23:37 21.0%

P8 Tank B→Tank A 이송 (Tank B→Tank A transfer) 00:27:44 24.6%

P9 Tank B 세척 + Tank A 믹싱
(Tank B rinse + Tank A mix) 00:26:35 23.6%
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데이터 무결성 (DATA INTEGRITY)

원본 (Source File)
EML_TRS 20260918_071910.csv

Size: 751,832 bytes   Created: 2026-10-04 12:04:09.671691

SHA-256: bb8ab639726ed6b695ebd8e651c6eda8

1d6480247c0105c150533a0d15e1aca1

Database (DB)
EML_TRS 20260918_071910.db

Size: 1,024,000 bytes   Imported: 2026-09-30 15:42:24

SHA-256: 535d658775eb19309f2f120497fe948d

6813ef5d79c8cc71c290761ced0443af

서명 (SIGNATURES)

작업자 (Operated By)

[Signature]

ID: 

Name: 

Date: 

확인자 (Verified By)

[Signature]

ID: 

Name: 

Date: 

승인자 (Approved By)

[Signature]

ID: 

Name: 

Date: 

비고 (Remarks):
사이클 성공적 완료

Cycle completed successfully.

*주의: 소요시간은 밀리초 단위 원시 데이터를 기준으로 계산됩니다. 표시 형식 변환 과정에서 최대 1초의 표시 차이가 발생할 수 있습니다. (*Notice: Duration values are derived from ms-precision raw data; up to +/-1s display variance may occur.)

최종 결과 (FINAL RESULT)

PASS

EMULSION TRANSFER REPORT
에멀젼 이송 보고서

Doc No: RPT-FLST-1500-TRS-20260918-03

Date: 2026-09-18

1. 장비 및 배치 정보 (EQUIPMENT & BATCH INFORMATION)

장비 ID (Equipment ID)

FLST-1500

장비명 (Equipment)

Preparation Tank

배치 ID (Batch ID)

TRS-20260918-03

로트 번호 (Lot No)

trand lot test

작업자 (Operator)

Admin.

사이클 모드 (Cycle Mode)

Skopin Tank A to Storage Tank

레시피 (Recipe)

Skopin Tank A to Storage Tank

시작 (Start)

2026-09-18 07:00:06

종료 (End)

2026-09-18 07:19:08

소요 (Duration)

00:19:02

2. 공정 파라미터 (PROCESS PARAMETERS)

항목 (Parameter) 설정값 (Set Value) 실측값 (Actual Value) 결과 (Result)

질소 가압 (N2 Pressurization) 1.5 bar 1.5 bar N/A

SP2 펌프 압력 (SP2 Pump Pressure) 2 bar 1.6 ~ 2 bar N/A

잔량 이송 시간 (Final Transfer Time) 0 m 01 s 0 m 01 s PASS

냉각 출구 온도 (Cooling Outlet Temperature) 25 °C 24 ~ 60 °C N/A

3. 공정 추세 (PROCESS TREND)

4. 단계별 누적 시간 (PHASE TIME SUMMARY)

단계 (Phase) 누적 소요
(Total duration)

시간 비중
(Time share)

P1 질소 가압 (N2 Pressurization) 00:00:15 1.3%

P2 펌프 이송 (Pump Transfer) 00:07:55 41.6%

단계 (Phase) 누적 소요
(Total duration)

시간 비중
(Time share)

P3 잔량 이송 (Final Transfer) 00:00:01 0.1%

P4 잔압 제거 (Depressurization) 00:10:51 57.0%
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데이터 무결성 (DATA INTEGRITY)

원본 (Source File)
EML_FIL 20260926_114650.csv

Size: 91,525 bytes   Created: 2026-10-04 13:20:38.772471

SHA-256: 3dfb1fd1203d44d2ba4ebf9d1126a2c6

d1616f30c8c68d59b78a3de3842d0682

Database (DB)
EML_FIL 20260926_114650.db

Size: 155,648 bytes   Imported: 2026-09-30 15:43:38

SHA-256: aafdf77bd54ef8fc20ea7afc029c2d6e

23703efc787885e67c562bc11331f86a

서명 (SIGNATURES)

작업자 (Operated By)

[Signature]

ID: 

Name: 

Date: 

확인자 (Verified By)

[Signature]

ID: 

Name: 

Date: 

승인자 (Approved By)

[Signature]

ID: 

Name: 

Date: 

비고 (Remarks):
사이클 성공적 완료

Cycle completed successfully.

*주의: 소요시간은 밀리초 단위 원시 데이터를 기준으로 계산됩니다. 표시 형식 변환 과정에서 최대 1초의 표시 차이가 발생할 수 있습니다. (*Notice: Duration values are derived from ms-precision raw data; up to +/-1s display variance may occur.)

최종 결과 (FINAL RESULT)

PASS

EMULSION FILLING REPORT
유화 충전 보고서

Doc No: RPT-FLST-1500-FIL-20260926-18

Date: 2026-09-26

1. 장비 및 배치 정보 (EQUIPMENT & BATCH INFORMATION)

장비 ID (Equipment ID)

FLST-1500

장비명 (Equipment)

Preparation Tank

배치 ID (Batch ID)

FIL-20260926-18

로트 번호 (Lot No)

Filln Lot

작업자 (Operator)

Admin.

사이클 모드 (Cycle Mode)

Skopin Emulsion Filling

레시피 (Recipe)

Emulsion Filling

시작 (Start)

2026-09-26 11:43:40

종료 (End)

2026-09-26 11:46:48

소요 (Duration)

00:03:08

2. 공정 파라미터 (PROCESS PARAMETERS)

항목 (Parameter) 설정값 (Set Value) 실측값 (Actual Value) 결과 (Result)

질소 가압 (N2 Pressurization) 1.5 bar 1.5 bar N/A

SP3 펌프 압력 (SP3 Pump Pressure) 2 bar 1.6 ~ 2 bar N/A

잔량 충전 시간 (Final Filling Time) 0 m 30 s 0 m 31 s PASS

저장탱크 온도 (Storage Tank Temperature) N/A 33.6 °C N/A

3. 공정 추세 (PROCESS TREND)

4. 단계별 누적 시간 (PHASE TIME SUMMARY)

단계 (Phase) 누적 소요
(Total duration)

시간 비중
(Time share)

P1 질소 가압 (N2 Pressurization) 00:00:16 8.5%

P2 펌프 충전 (Pump Filling) 00:01:37 51.6%

P3 잔량 충전 (Final Filling) 00:00:31 16.5%

단계 (Phase) 누적 소요
(Total duration)

시간 비중
(Time share)

P4 충전 완료 확인 대기 (Operator Confirmation) 00:00:28 14.9%

P5 잔압 제거 (Depressurization) 00:00:16 8.5%
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Cleaning / sterilization reports and filter test forms

Cleaning, Sterilization & Filter Forms

Review cleaning, sterilization and filter test report formats for implementation.

Equipment cleaning (CIP) report

DataStation report (Korean) · p. 1

Equipment sterilization (SIP) report

DataStation report (Korean) · p. 1

Filter test form · p. 1

Synthetic form · not DataStation output

Filter test form · p. 2

Synthetic form · not DataStation output

PUPSIT: post-sterilization pre-use filter integrity test; synthetic forms, not DataStation output; validate each equipment integration.
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데이터 무결성 (DATA INTEGRITY)

원본 (Source File)
EML_CIP 20260920_172300.csv

Size: 4,527,584 bytes   Created: 2026-10-04 12:04:24.677310

SHA-256: 4f6366f95da0f8abc662653c3f22649a

445839cf6892a7f311b33b25b70ee0ce

Database (DB)
EML_CIP 20260920_172300.db

Size: 5,132,288 bytes   Imported: 2026-09-30 15:48:14

SHA-256: c5daeca5faa14806afe1465328ee3577

0ffc0b652fb683976b337d2ade109f55

서명 (SIGNATURES)

작업자 (Operated By)

[Signature]

ID: 

Name: 

Date: 

확인자 (Verified By)

[Signature]

ID: 

Name: 

Date: 

승인자 (Approved By)

[Signature]

ID: 

Name: 

Date: 

비고 (Remarks):
사이클 성공적 완료

Cycle completed successfully.

*주의: 소요시간은 밀리초 단위 원시 데이터를 기준으로 계산됩니다. 표시 형식 변환 과정에서 최대 1초의 표시 차이가 발생할 수 있습니다. (*Notice: Duration values are derived from ms-precision raw data; up to +/-1s display variance may occur.)

최종 결과 (FINAL RESULT)

PASS

EMULSION CIP REPORT
에멀젼 CIP 보고서

Doc No: RPT-FLST-1500-CIP-20260920-13

Date: 2026-09-20

1. 장비 및 배치 정보 (EQUIPMENT & BATCH INFORMATION)

장비 ID (Equipment ID)

FLST-1500

장비명 (Equipment)

Preparation Tank

배치 ID (Batch ID)

CIP-20260920-13

로트 번호 (Lot No)

CIP Lot

작업자 (Operator)

Admin.

사이클 모드 (Cycle Mode)

Skopin Emulsion CIP

레시피 (Recipe)

Skopin Emulsion CIP

시작 (Start)

2026-09-20 16:31:13

종료 (End)

2026-09-20 17:22:58

소요 (Duration)

00:51:45

2. 세척 결과 요약 (CLEANING RESULT SUMMARY)

측정 위치 (Measurement Point) 전도도 기준
(CS1 Limit)

최종 전도도 PV
(Final PV)

설정 시간
(Time SV)

측정 시간 PV
(Timer PV) 결과 (Result) 재세척 횟수

(Retries)

오일탱크 (Oil Tank) ≤ 1.00 µS/cm 0.29 µS/cm 30 s 30 s PASS 0

탱크 B → 저장탱크 전단 (Tank B → Storage Inlet) ≤ 1.00 µS/cm 0.40 µS/cm 10 s
[Changed] 43 s PASS 1

탱크 (Tank) 약액 설정 횟수 (Chemical SV) 약액 수행 횟수 (Chemical PV) 증류수 설정 횟수 (WFI SV) 증류수 수행 횟수 (WFI PV)

오일탱크 (Oil Tank) 1 1 N/A N/A

탱크 A (Tank A) 1 1 1 0

탱크 B (Tank B) 1 1 1 1

3. 공정 추세 (PROCESS TREND)

4. 단계별 누적 시간 (PHASE TIME SUMMARY)

단계 (Phase) 누적 소요
(Total duration)

시간 비중
(Time share)

P1 오일탱크 약액 세척 (Oil Tank Chemical Cleaning) 00:04:25 8.5%

P2 오일탱크 증류수 세척 (Oil Tank WFI Cleaning) 00:07:51 15.2%

P3 탱크A 약액 세척 (Tank A Chemical Cleaning) 00:05:01 9.7%

P4 탱크B 약액 세척 (Tank B Chemical Cleaning) 00:05:36 10.8%

P5 탱크A 증류수 세척 (Tank A WFI Cleaning) 00:03:53 7.5%

단계 (Phase) 누적 소요
(Total duration)

시간 비중
(Time share)

P6 탱크B 증류수 세척 (Tank B WFI Cleaning) 00:07:36 14.7%

P7 탱크A→B 증류수 세척 (Tank A to B WFI Cleaning) 00:04:47 9.2%

P8 탱크B→저장탱크 전단 증류수 세척
(Tank B to Storage Tank Inlet WFI Cleaning) 00:04:07 8.0%

P9 최종 배수 (Final Drain) 00:08:29 16.4%

Ver: 01 | Page: 1/14

21 CFR Part 11 Compliant | ALCOA+ Principles | Electronically Generated Powered by Oryx DataSafe

데이터 무결성 (DATA INTEGRITY)

원본 (Source File)
EML_SIP1 20260926_101911.csv

Size: 1,104,573 bytes   Created: 2026-10-04 13:25:52.276880

SHA-256: e4cd50c301a62a324a6992ded444d82d

59faa951ca5602ffe2abf4ddd2484b65

Database (DB)
EML_SIP1 20260926_101911.db

Size: 1,474,560 bytes   Imported: 2026-09-30 15:51:54

SHA-256: 6313fce7c3bd7c7802c54d44c68ac0df

f7b82621e6c812e5ff70cee7101cc021

서명 (SIGNATURES)

작업자 (Operated By)

[Signature]

ID: 

Name: 

Date: 

확인자 (Verified By)

[Signature]

ID: 

Name: 

Date: 

승인자 (Approved By)

[Signature]

ID: 

Name: 

Date: 

비고 (Remarks):
사이클 성공적 완료

Cycle completed successfully.

*주의: 소요시간은 밀리초 단위 원시 데이터를 기준으로 계산됩니다. 표시 형식 변환 과정에서 최대 1초의 표시 차이가 발생할 수 있습니다. (*Notice: Duration values are derived from ms-precision raw data; up to +/-1s display variance may occur.)

최종 결과 (FINAL RESULT)

PASS

EMULSION SIP REPORT
에멀전 SIP 보고서

Doc No: RPT-FLST-1500-SIP1-20260926-06

Date: 2026-09-26

1. 장비 및 배치 정보 (EQUIPMENT & BATCH INFORMATION)

장비 ID (Equipment ID)

FLST-1500

장비명 (Equipment)

Preparation Tank

배치 ID (Batch ID)

SIP1-20260926-06

로트 번호 (Lot No)

SIP1 LOT

작업자 (Operator)

Admin.

사이클 모드 (Cycle Mode)

Skopin Emulsion SIP 1

레시피 (Recipe)

Oil Tank + Tank A.B SIP

시작 (Start)

2026-09-26 10:03:45

종료 (End)

2026-09-26 10:19:10

소요 (Duration)

00:15:25

2. 노출 결과 요약 (EXPOSURE SUMMARY)

단계
(Phase)

온도 설정
(Temp. SV) 최소 (Min) 최대 (Max) 평균 (Avg) 최소 F0

(Min F0) 설정 시간 (Time SV) 시간 PV (Timer PV)
노출 타이머 초기화
(Exposure Timer

Resets)
결과 (Result)

P1 122.0 °C 122.1 °C 122.4 °C 122.2 °C 0.73 (TS13) 00:00:20 00:00:20 0 PASS

P2 122.0 °C 122.1 °C 122.5 °C 122.2 °C 0.69 (TS12) 00:00:20 00:00:20 0 PASS

P3 122.0 °C 122.2 °C 122.7 °C 122.4 °C 0.85 (TS16) 00:00:20 00:00:20 0 PASS
온도 최소·최대·평균은 마지막 연속 노출 구간 기준입니다. 최소 F0는 Phase 전체의 지정 센서별 누적 증가분 중 최솟값입니다.
(Min/Max/Avg: assigned temperatures in the final continuous exposure. Min F0: lowest assigned-sensor F0 increase over the entire phase.)

3. 공정 추세 (PROCESS TREND)

4. 단계별 시간 (PHASE TIME SUMMARY)

단계 (Phase) 시작 (Start) 종료 (End) 소요 (Duration) 시간 비중
(Time share)

P1 오일탱크·탱크A·탱크A 순환라인 (Oil Tank, Tank A & Tank A Circulation) 10:03:45 10:06:12 00:02:27 15.9%

P2 탱크A·탱크B·탱크B 순환라인 (Tank A, Tank B & Tank B Circulation) 10:06:12 10:16:27 00:10:15 66.5%

P3 탱크B·이송라인 (Tank B & Transfer Line) 10:16:27 10:19:10 00:02:43 17.6%
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1. 시험 및 설비 정보 (TEST & EQUIPMENT INFORMATION)

시험 단계 멸균 후 사용 전 (PUPSIT)

필터 ID FILTER-001 (합성)

Integrity Tester ID IT-001 (합성)

시험 방법 확산유량 시험 (예시)

시험 일시 2026-10-04 09:15 (합성)

2. 시험 결과 (TEST RESULT)

측정값 (Actual) 허용 기준 (Limit) 결과 (Result)

12.4 mL/min ≤ 18.0 mL/min PASS

3. 시험기 데이터 반영 흐름 (DATA LINKAGE)

Integrity Tester

시험 결과 출력

데이터 연계

항목 매핑·수집

보고서

결과·이력 반영

제조사·모델·출력 형식과 통신 방식은 프로젝트별로 확인하고 연동을 검증합니다.

표의 장비 ID·수치·판정은 설명을 위해 구성한 합성 예시입니다.
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4. RAW DATA (합성 예시)

Integrity Tester에서 받을 수 있는 시간별 시험 데이터의 형식 예시입니다.

경과 시간 시험 압력 확산유량 기록 상태

00:00 2.50 bar 12.1 mL/min 수집

00:30 2.50 bar 12.3 mL/min 수집

01:00 2.50 bar 12.4 mL/min 수집

01:30 2.50 bar 12.4 mL/min 수집

02:00 2.50 bar 12.4 mL/min 수집

데이터 항목 예시

원천 식별 시험기/필터 식별자와 시험 시각

측정 기록 시간별 압력·확산유량 값

결과 해석 기준값·판정·재시험 이력

이 페이지의 값은 모두 합성 수치이며, 특정 시험기의 실제 출력 형식이 아닙니다.
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Review Inputs · Discuss Configuration · Feature Demo

Site Configuration & Consultation

Confirm a configuration suited to site data and operations before implementation.

Oryx System
Equipment controllers · operator interfaces

Oryx DataSafe
Electronic records · data management

Agree report formats and connectivity for site operations.
Configure equipment control and record management for their respective roles.

Review materials
Equipment data formats

Required report fields

Discuss configuration
Connectivity / setup

Report / retention workflows

Feature demo
Record capture / report review

Review workflows by role

See actual app screens and detailed reports in consultations, demos or detailed material for specialists.

Consultation & Demos
Seung-cheol Hong
Company Representative
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