af, NEUTRON

TECHNOLOGIES

B

Neutro-BCMS

CORE | MEMORY (PARTIAL CFR) | CFR
NEUTRO- BCMS

Neutro Biological Collection and Monitoring System

neutron-technologies.com



-

NEUTRO BCMS PRODUCT MODEL_—_

CORE AND CORE
LIGHT MODEL

The Core Model provides essential
environmental monitoring with
standard microbial air sampling but
without records storage or regulatory
compliance. It is an affordable
solution for facilities that do not
require adherence to 21 CFR Part 11
or EU Annex 11 standards, making it
ideal for basic monitoring needs in
laboratories or environments with
minimal compliance requirements.

Neutro BCMS

MEMORY (PARTIAL CFR)
MODEL

The Memory Model offers long-term
data storage and LIMS/MODA
integration without full regulatory
compliance. This model is best for
facilities needing to manage data
securely but not requiring full 21 CFR
Part 11 compliance, providing export
options for further analysis while
ensuring efficient data management.

Neutro BCMS

CFR MODEL

The CFR Model ensures full
compliance with 21 CFR Part 11 and
EU Annex 11, offering secure,
traceable data management with
LIMS/MODA integration. With
comprehensive records storage,
advanced security features like
multi-level authorization and digital
signatures, this model is ideal for
pharmaceutical facilities requiring
stringent regulatory compliance.




KEY FEATURES OF
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PHARMA SOLUTIONS/_. ~
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@ UNIQUE FEATURES

* 21 CFR Part 11 & EU Annex 11 Compliance: Integrated
software ensures full adherence to global regulatory standards.

* LIMS and MODA Integration: Supports seamless connectivity
for efficient data integration and regulatory compliance.

* Settle Plate & Microbial Colony Count Integration: Manual
data entry enables seamless integration into the software,
supporting a Paperless Workflow with Multi-Level Authorization
for enhanced quality control and reporting.

* Real-Time Agar Plate Detection: Detects agar plate presence
before and during the sampling process to ensure accuracy.
(Patent App. Number: 202421076066 )

» HEPA Filter Provision: Ensures contamination-free air sampling
with HEPA filter protection for optimal air quality and accuracy.
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* PC and Server-Based Software: Scalable solutions tailored
for standalone and networked environments.

* Multi-Level Authorization: Tiered access (User, Reviewer,
Approver) enhances security and compliance.

* Paperless Workflow: Digital processes with roles (Done By,
Checked By, Approved By) for increased efficiency.

* Remarks with Digital Signature: Add secure digital
signatures for validation and record-keeping.

* Avutomatic User Management: Streamlined handling of user
accounts for efficient administration.

* Master Data Synchronization: Synchronizes master data for
consistency and accuracy.

* Printing and PDF Export: Print reports and export data as
PDFs for documentation.

» Optional XLS/CSV Export: Export data in XLS/CSV formats for
detailed analysis and calculations.
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* Software Version Display: Real-time visibility into the
equipment’s software version.

* Cleaning Dry Run: Simulates cleaning procedures without
actual use, ensuring readiness.

* Auto Shutdown: Automatically shuts down the system to
prevent issues and ensure safety.

* Date and Time Protection: Secure time stamping for
accurate data tracking and audit trails.

* OTP-Based Password Reset: Secure one-time password
system for easy management.

* Audio and Visual Alarms: Immediate notifications for system
alerts and operational status.

* Custom Equipment Identification: Facility to display
Customer Equipment ID, Unit Name, and Department Name.

* Battery Percentage Indicator: Monitors battery levels to
avoid unexpected power issues.

* Error Monitoring: Alerts for head open/block issues to ensure
smooth operation.
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Hardware and Mechanical Features

* Communication Gateway: Supports WiFi, Ethernet, and USB
for versatile communication.

* Touch Screen Display: User-friendly interface for smooth
operation.

* Aluminum Anodized Body: Sturdy, corrosion-resistant
construction for superior durability.

* Flow Rate Options: Different flow rates of 100 / 180 / 200
L/min for diverse operational needs.

* Agar Plate Different Size Support: Mechanically adjustable
to hold various types of agar plates.



Description Core & Core Memory (Partial | CFR (Full CFR)

LightModel CFR) Model Model
Salient Features

21 CFR Part 11 & Not Applicable | Partial Full

EU Annex 11 Compliance Compliance

PC and Server-Based Not Applicable | Yes Yes

Software

Auto Sync Configuration | Not Applicable | Yes Yes

Printing and PDF Export | Not Applicable | Yes Yes

User Records Not Applicable | 100 25000

Location Records Not Applicable | 100 50000

Recipe Records 12 (Core*) 100 50000

Sampling Records Last Sample 1000 1000000

Audit Trail Records Not Applicable | Not Applicable | 1500000

Volume (Liter)

100, 200, 300, 400, 500, 600, 700, 800,
900, 1000, 2000

Start Delay (Second)

5,15, 30, 60, 300, 600, 900, 1200, 1800, 3600

Step Count (Number)

1,2,3,4,5 6

Step Delay (Second)

5,15, 30, 60, 300, 600, 900, 1200, 1800, 3600

Cleaning Run (Minute)

1,2,3,4,5,6,7,8,9,10

Hardware, Motor Flow and Sampling Head Feature

TFT Display Size 2.8" 2.8" 4.3"

Touch Resistive Resistive Capactive
Touch Panel Touch Panel Touch Panel

Flow Rate 100, 180, 200

( Liters / Minute)

Flow Rate Accuracy +2.51t0 5%

Sampling Head

100 LPM : 0.6mm * 280 Holes,
180/200 LPM : 1.0mm * 219 Holes

Sampling Head Material

Aluminium Anodised (Standard) and
316L Stainless Steel (Optional)

Charger Input

AC 100 - 275V 50/60 Hz

Battery

6000 mAh

Battery Backup

100 LPM : 10 Hours,
180 LPM : 6 Hours, 200 LPM : 5 Hours

Height 218 228 268
Length 146 152 156
Width 110 110 110




T~ NEUTRO BCMS SOFTWARE

Settle

Plate v i Colony Counter
Manual Entry 1

Manual Entry

APPLICATIONS

Pharmaceutical Industry
Biotechnology and Bio-pharmaceutical Industry
Hospitals and Healthcare
Food and Beverage Industry
Medical Device Manufacturing
Clean-rooms and Controlled Environments
Environmental Monitoring and Research
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