
GMP Documentation Package
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SERVICES

Installation qualification is a documentation package ensuring receipt and proper installation of the appropriate 
parts and systems of the Process Equipment.  Many years of direct experience has allowed United Science to 
assemble this comprehensive set of detailed documents that may be used as templates to assist those who 
desire to have GMP compliance on specified equipment.  Included in this package are hundreds of pages of 
valuable documents and easy to use templates that will assist you in meeting cGMP and/or euGMP requirements 
associated with audits and inspection.

*Full SOP, loT, MRP, ERP, Batch Record, LIMS, QMS documentation are available with purchase of igwLAB software. 
Annual igwLAB Software License (Part #80-9617).

DESCRIPTION

Documentation includes 
Material Certifications for all:

Wetted Surfaces
Certified Gauges
Calibration Certifications for all Extractor Quality 
Processes

Manufacturing Execution System
for the Botanical Hemp Industry
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13 PROCESS CONTROL MODULES:

igwLAB is a specialized cloud-based software platform 

designed to track and document the transformation of 

raw materials to finished goods. The software provides the following functions:

• Manufacturing Execution
• Quality Document Delivery, Control, and Data

• Laboratory Information• Batch Records
igwLAB provides information  to help  manufacturing 

decision makers understand how current conditions on 

the plant floor can be  optimized to improve production 

output. It works in real  time to enable the control of 

multiple elements  of the production process including 

inputs, personnel, machines and support services.

The architecture of  igwLAB is built upon  the foundation 

of FDA CFR Title 21 - the Food and Drug Administration 

portion of the Code of Federal Regulations governing food 

and drugs within the United States. It creates the “batch” 

record, capturing the data, processes, and outcomes of 

the manufacturing process. This is especially important 

in highly-regulated markets, such as food and beverage 

or pharmaceutical, where documentation and proof of 

processes, events and actions are required. igwLAB 

makes the chain of custody tracking and data a breeze.

• Receiving
• Bucking

• Milling
• Sampling

• Extraction• Decarboxylation• Dewaxing

• Isolate
• Distillation• Formulation• Filling and Packaging• Shipping

• Analytical

GMP-compliant MES with lot and 
batch control

Cloud software platform with secure 

WIFI connectivityYield optimization controlDocumentation and data repository
Customer and regulatory reporting

Supports multiple locations

DESCRIPTION

FEATURES

Botanical Separations
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DESCRIPTION

EXTENDED
PROCESSING POWER

PROCESS CONTROL
GMP COMPLIANCE

• Automated for Batch 

Operation

• Intrinsically Safe 

Thermocouples

• Allen Bradley User Interface

• Eluent Density Control

• Coriolis & Turbine Meter Flow 

Control

• Up to two UV/VIS Detectors

• Closed Loop Solvent Recycling

• Method & Sequence & Data 

Acquisition Software

• Up to 7 L/min Flow Rate

• Diameter Column: 13.6 cm

• User Packable

• 2,500 psi High Pressure 

Columns

• Built-in Solvent Recovery 

Falling Film Distillation

• High Pressure Injection

• 21 CFR Part 11 Compliant 

Software

• Sensor Certifications

• Material Certifications

• Inert & Chemically Stable 

Polymeric Seals 

• UL 698A, Listed

• ATEX II & C1D2 Compliant

• Normal, Chiral, and Reverse 

Phases

Large Diameter 

Column for High Loadability

Binary On Line Solvent Gradient Mixing

Closed Loop Solvent 

Recycling

High Pressure Column

The pure99 chromatography system was designed and optimized for on line preparative separations, with 

integrative closed loop solvent recovery. Preparative chromatography is used to separate complex mixtures 

into their pure components.

Based on decades of chromatography engineering experience, we offer a versatile chromatography system 

allowing you to develop separations methods for your mixture. The system may be used with many different 

types of eluents and column packings 

to help you achieve your desired 

separation. For separations of tens to 

hundreds of kg per month, the pure99 

system is ideal for separations of major 

components of complex mixtures.

FEATURES

High Speed Filtration & DeWaxing
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DESCRIPTION

FEATURES

EXTENDED
Shown with Containment Vessel & Expeller Nozzle

FEATURES

BENEFITS

ACCESSORIES

• Fastest filtration method in 
the industry• Provides superb cleanability 

and sanitation between batches
• Easy integration into existing processes  • No broken glass or spillage

• 316 stainless steel construction• Vacuum pump acceleration 
filtration

• Containment vessel for product isolation and GMP 
compliance• Multiple accessories to expand methods and techniques• Integrated floor stand

• Venting Condenser• Jacketed Filter Base• Octolid for Filter Base• French Press Lid for Filter 
Base

• Connect to either a 50Hz or 
60Hz Oil-less Vacuum Pump

• Also Available: Packages of 
100 count filter paper in 1.5, 
3, 5, 10, and 20 micron sizes

Superb CleanabilityMultiple Accessories to Expand 
Methods

The DrainDroyd filtration system makes high-throughput 

wax removal from winterized ethanol solutions. It 

eliminates the frustrating bottleneck of using small 

scale Buchner funnels for filtration. The DrainDroyd reduces the number of steps in the 

overall manufacturing process and supports the 

production of higher quality extracts.

High Throughput FiltrationWith or Without Containment 
Vessel for Product IsolationGMP-Compliant Stainless-Steel 

Construction

Cold Trap Terpene Collector

#10-2027-rev05

DESCRIPTION

EXTENDED

PROCESSING POWER
PROCESS CONTROL

GMP COMPLIANCE

• Decarboxylation Vapor 

Recovery

• Vacuum Pump Cold Trap

• Decreasing Moisture 

Carryover to Ethanol

• Compatible with High 

CFM & Low-Pressure 

Vacuum Pumps

• 4 Gallon Standard 

Collection Pot 

• 21.64 sq ft of Heat 

Exchange Area

• 1hp Standard Chiller Size

• 0 to 27.8 “Hg Relative 

Vacuum Rating

• Metals: 316 Stainless 

Steel

• Polymers: Viton, Buna-N

• FDA Approved Materials

• International 

Certifications

FEATURES

The terpTRAP terpene recovery module from extraktLAB is the most versatile cold 

trap available for terpene and vapor recovery in pre-extraction decarboxylation 

processes. The heat exchanger is capable of 20 tons of heat exchange capacity 

and process connections to support chilling, vacuum, and condensates produced 

by the largest decarboxylation processes. Food grade contact surfaces allow 

for recovery of terpenes for use in downstream formulations prior to coming in 

contact with ethanol or other extraction solvents. 

Scalable up to 10 tons/day (Depending 

on Biomass Moisture Content)

Maximize the Throughput of Any

Decarboxylation System

GMP Compliant Product Contact Surfaces

Versatile Design to Protect Vacuum Pumps

Full Spectrum Terpene Recovery

High Speed Filtration & DeWaxing
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DESCRIPTION

FEATURES

EXTENDED
Shown with Containment Vessel & Expeller Nozzle

FEATURES

BENEFITS

ACCESSORIES

• Fastest filtration method in 
the industry• Provides superb cleanability 

and sanitation between batches
• Easy integration into existing processes  • No broken glass or spillage

• 316 stainless steel construction• Vacuum pump acceleration 
filtration

• Containment vessel for product isolation and GMP 
compliance• Multiple accessories to expand methods and techniques• Integrated floor stand

• Venting Condenser• Jacketed Filter Base• Octolid for Filter Base• French Press Lid for Filter 
Base

• Connect to either a 50Hz or 
60Hz Oil-less Vacuum Pump

• Also Available: Packages of 
100 count filter paper in 1.5, 
3, 5, 10, and 20 micron sizes

Superb CleanabilityMultiple Accessories to Expand 
Methods

The DrainDroyd filtration system makes high-throughput 

wax removal from winterized ethanol solutions. It 

eliminates the frustrating bottleneck of using small 

scale Buchner funnels for filtration. The DrainDroyd reduces the number of steps in the 

overall manufacturing process and supports the 

production of higher quality extracts.

High Throughput FiltrationWith or Without Containment 
Vessel for Product IsolationGMP-Compliant Stainless-Steel 

Construction
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GMP Documentation Package

SERVICES

DELIVERABLES

ADDITIONAL NOTES:
•	 Additional requested items will be charged to the customer at $2K USD per item.

•	 Documentation is supplied in PDF format, property of United Science, and confidential for 
the specified equipment. 

•	 When applicable, supplemental component manuals will be provided to the customer.
•	 c/euGMP certification package must be specified prior to equipment purchase. 
•	 This GMP package has no implied or expressed warranty or guarantee of compliance with 

local, federal, or international regulations.

To Order: Ask for GMP Documentation during quote process 
Sold Separately: Annual igwLAB Software License, Part #80-9617

Please Note: Product is cGMP or euGMP Documentation for  
extraktLAB equipment. 

*Must be ordered at the same time as equipment. 
* Condition of Delivery: Sign non-circumvention agreement. 

PROCEDURES

SCHEMATICS

Component Cut Sheets
Required Utilities for Equipment Operation
Installation Drawings
Manufacturer Generated URS
Control Panel Logic
Top Level P&ID
Top Level Assembly Drawings
Alarms with Limits & Default Settings

Packing List 
Operation & Maintenance Manuals 
Critical Spare Parts List: Quantity of Each
& Lead time if ordered from supplier
Equipment Instrument List

Equipment & Electrical Point to Point
Electrical Panel
Control & PLC Logic

FAT Test Results & Procedures
SAT Test

Product Contact Surface Material Certificates 
Instrument Calibration Certificates

LISTS & MANUALS

CERTIFICATES (3-4 weeks)


