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mdi at a glance

⚫ Vertically integrated manufacturer  of membranes, filters and 

Single-Use systems

⚫ 40+ years of expertise providing innovative solutions from lab 

to production

⚫ 5 manufacturing facilities certified for regulated markets

⚫ Serve global customers in 80+ countries

We deliver filtration and separation solutions for healthcare industries

Biopharmaceuticals Pharmaceuticals
Life Science 

Research
Immunodiagnostics



Global presence



40 years of expertise

New Buildings 

Site-2 



mdi today

⚫ Products validated to meet global regulatory requirements

⚫ Manufacture 8+ membrane materials (PES, PVDF, Nylon etc.)

⚫ Complete range of standard pore sizes and filter formats

⚫ #1 manufacturer for Immunodiagnostics membranes

Facilities

Products

Support

⚫ ISO Class 7 production facilities

⚫ 5 Functional units at two Sites, 6th Unit under construction 

⚫ State of the art filter testing and validation labs

⚫ Produce thousands of m2 of membranes per day

⚫ 1000+ employees strong

⚫ 100+ Scientists and Engineers on staff

⚫ Global distribution and reseller network



mdi 36 Acre Site-2 Campus

UNIT 3: SUS and Filter Manufacturing

UNIT 5: SUS Manufacturing

Stores

UNIT 6

Injection Molding Facility

Dispatch



Expansion of Injection Moulding Facility

5000 sq.m - Operational in January 2020



ISO Class 8 Injection Moulding Facility 



Central Warehouse - Operational May 2021



Expansion Building Unit 5 - 10,000 sq.m

For SUS and Large Filters



US Sales and Distribution Operations 

⚫ Incorporated in 2013 in Pennsylvania.

⚫ Office and Warehouse located at Harrisburg, PA

⚫ Finished product stocking and order fulfillment for North 

American region. 

⚫ Pre-Sales and Post Sales technical support, technical sales reps 

located in different regions providing on-site consultation, testing 

and troubleshooting support.

⚫ Well established distributor network for Laboratory filtration 

products (Fisher Scientific, Thomas Scientific, Quartzy)

⚫ MDI products are now qualified into GMP manufacturing by large 

multinational Biotech and Pharma companies in the US region.



US Office & Warehouse



Leadership Team

NALINI KANT GUPTA (MS EE, 

USA)

Founder & Managing Director

40+ years experience in 

membrane tech

ASHAWANT GUPTA (PhD EE, 

USA)

Executive Director

20+ years experience in 

membrane tech

RISHI KANT (PhD EE, USA)

Business Operations

4+ years with McKinsey & Co. 

ROHIT SINGHAL (B.Tech, 

India)

Business Development, US

15+ years experience in Sales 

and product marketing

JITENDRA JINDAL (BE EE, 

India)

Associate Director, Sales

20+ years experience in Pharma 

and Life Sciences sales

VIVEK SHEEL GUPTA (MBA, 

India)

Associate Director, Marketing

20+ years experience in Pharma 

and Life Sciences sales and 

marketing

RAJNI KANT (MS EE, MBA, 

USA)

Director

40+ years experience leading tech 

companies

SANTVANA KANSAL (MBA, 

India)

Head of International Business

20+ years experience in business 

development



Biopharmaceuticals: Segments served

Development Lab

QC / QA Lab

Manufacturing

Our products support various 

areas ... 

... in multiple segments

Antisera

Monoclonal 

Antibodies

Blood Proteins

Recombinant 

Proteins
Vaccines

Classical 

Fermentation

Fill/Finish



MDI Single-Use fluid management systems 



Bio-Pharmaceutical Manufacturing  

MDI manufactures filters for major process steps in biotech manufacturing

Secondary clarification

• ClariPro GK / GS

Fine pre-filters

• ClariPro GK 

ClariCap GS

Sterilizing 

filters

Sterilizing filters

• AseptiVent Capsules (Gas)

• AseptiSure TF Cartridges 

(Gas)

• AseptiCap Capsules (Liquid)

• AseptiSure Cartridges 

(Liquid)

Bioburden Reduction filters

•ClariPro

•BioPro

Note: MDI offers the complete range of sizes from 25mm to 30” for linear scale up

Media 

Filtration
Cell Culture

Harvesting 

& 

Clarification

Filtration & 

Purification
Fill/Finish



5cm²    20cm²     250cm²        500cm²          1000cm²        2000cm²          6000cm²        12000cm²       18000cm² 

Linear Scale up of filters

Gamma Compatible Hydrophilic Filters

PES membrane capsule filters 

(0.1um, 0.2um sterilizing grade)

PVDF membrane capsule 

filters(0.1um, 0.2um sterilizing grade)

Gamma Compatible Hydrophobic Filters

PVDF membrane capsule filters 

(0.2um sterilizing grade)



2D Storage & Transfer Bag Assembly

MDI AseptiBag 2D Storage & Transfer Bags

From 3ml to 50L sizes (Standard and Custom configurations) 



MDI AseptiBag 2D Standard Bag offering



MDI AseptiBag 2D Standard Bag offering

Standard 2D Bag assemblies, Gamma irradiated, Sterile

Description Ordering info Pack Size Unit Price ($)

MDI 1L Standard Bag; three ports with TPE tubing, Female 

and Male Quikconnect and sampling port
A1052XXXXXXS301 1 42

MDI 2L Standard Bag; three ports with TPE tubing, Female 

and Male Quikconnect and sampling port
A1053XXXXXXS301 1 45

MDI 5L Standard Bag; three ports with TPE tubing, Female 

and Male Quikconnect and sampling port
A1054XXXXXXS301 1 61

MDI 10L Standard Bag; three ports with TPE tubing, 

Female and Male Quikconnect and sampling port
A1055XXXXXXS301 1 80

MDI 20L Standard Bag; three ports with TPE tubing, 

Female and Male Quikconnect and sampling port
A1056XXXXXXS301 1 87

MDI 50L Standard Bag; three ports with TPE tubing, 

Female and Male Quikconnect and sampling port
A1057XXXXXXS301 1 93.50



MDI AseptiBag 3D Storage & Transfer Bags

3D Single use bag assemblies for

large volume storage and transfer 

(for Rectangular totes) 3D Single use bag assemblies for

large volume storage and transfer 

(for Round drums) 

From 100L to 1000L sizes (Custom configuration for existing hardware)



AseptiFlex-D: Film for MDI AseptiBags

▪ Multilayered coextruded film with 

ULDPE fluid contact layer

▪ Physically tough and inert to chemicals 

and solvents

▪ Excellent barrier to O2, CO2 and 

moisture

▪ ULDPE contact layer  without any 

additives for very low extractables



Accessories for Single Use Systems

MDI BioKart - SS Trolleys for 2D 

Storage Bags
MDI BioSafe – Plastic Rectangular Totes



MDI ASESS Sampling Systems

ASESS Aseptic Sampling Systems

ASESS Port Blind ASESS CrimpGard

Crimped Tube Cover

ASESS Crimping and

Cutting Tool

ASESS 50mm Sampling 

Port Connection for Five 

Sampling Ports



MDI Bottle/Carboy Assemblies

PETG Bottle 

Assembly

LDPE Bottle 

Assembly

Polycarbonate 

Bottle Assembly

Bottle Cap Adapters

Cap Adapter Sizes

2 x 1/8”-1/8" HB and 1 x 1/4”-1/8" 

HB

for 45mm Bottle Cover

2 x 1/8”-1/8" to 3/16”-1/8" HB

for 33mm Bottle Cover

1 x 1/8”-1/8” HB and 1 x 1/4”-1/8" 

HB  for 38mm Bottle Cover

2 x 1/8”-1/8” HB and 1 x 1/4”-1/4" 

HB  for 53mm Bottle Cover

1 x 1/4”-1/8” HB and 3 x 1/4”-1/4" 

HB  for 83mm Bottle Cover

PVDF Magnetic Stir bars



MDI Quick Connectors (Polycarbonate)



Cross Connection

T Connection

Y Connection

Available Sizes

1/8" HB (5mm nipple)

Available Sizes

3 X 1/8"  HB

3 X 3/8"  HB

2 x 3/8” and 1 x 1/8"  HB

Available Sizes

1/8" HB (5mm nipple Y)

1/4" HB

3/32" HB

2 x 3/32" and 1 x 1/8" HB

2 x 1/2" x 1 x 3/4" HB

Available Sizes

1/4" to 1/8" HB

3/8” to 1/4" HB

1/2" to 1/4"  HB

1/2" to 3/8"  HB

3/4" to 1/2"  HB

1" to 1/2"  HB

3/8" HB to Female Luer lock

1/8" HB to Female Luer lock

Male luer slip nipple with 1/8" 

HB

Reducers

MDI Fluid Management fittings

USP Class VI Polypropylene 

material



1/2” Sanitary Flannge with Hose 

Barb Connection

Available Sizes

1/4"  Hose Barb

3/8"  Hose Barb

1/2"  Hose Barb

3/4"  Hose Barb

1"  Hose Barb

3/4” Sanitary Flannge with Hose 

Barb Connection

Available Sizes

1/4"  Hose Barb

3/8"  Hose Barb

1/2"  Hose Barb

3/4"  Hose Barb

Plugs

Press in Plug

Available Sizes

1/8” Hose Barb

1/4” Hose Barb

3/8” Hose Barb

1/2” Hose Barb

Baxa Spike

Available Sizes

with 3/8” Hose Barb

MDI Fluid Management fittings

USP Class VI Polypropylene 

material



Pinch Clamps

Available Sizes

Tube clamp small for 1/8”-1/4" OD tubes

Tube clamp medium for 5/16”-3/8" OD tubes

Tube clamp large for 1/2” OD tubes

Tube clamp extra large for 5/8"- 3/4" OD tubes

Available Sizes

Clamp for 25 mm Sanitary Flange

Clamp for 50 mm Sanitary Flange

Clamp for 3" Sanitary Flange

Clamp for 4" Sanitary Flange

Clamp for 8" Sanitary Flange

Sanitary Flange Clamps

Crimp Pipe

Available Sizes

for 5.3mm OD Tube

for 15.8mm OD Tube

MDI Clamps



MDI Sanitary Gaskets

8" TC Gasket4" TC Gasket3" TC Gasket

1.5" TC Gasket with 9 ports for 

Filling lines
50mm TC Gasket



MDI Filling Needles

Stainless Steel

Filling Needles
PEEK

Filling Needles



Qualified Sourced components

Valves Aseptic Connectors

Tubing (TPE and Silicone)

PETG LDPE/HDPE Polycarbonate

Bottles Oetiker clamps



Establish User SUS 

Design Specifications

Establish Technical

Feasibility

Propose design via 

Engg. drawing

Design review and 

approval by customer

Prototyping

(if required)

Prototyping

approval

Production of SUSDispatch

Price 

proposal/Quotation 

Final approval and PO 

submission 

Optional

Process  Flow : Single Use Systems  



Process Flow Chart:

Single Use Systems



Parameters Testing

Integrity Testing 100 %

Conformance to approved drawing 100 %

Visual Inspection 100 %

Bioburden Quarterly monitoring

Sterilization > 25 kGy

Sterility Assurance Level (SAL) 10-6 through quarterly dose audits

Bacterial Endotoxin Quarterly monitoring

Particle Release Quarterly monitoring

Shelf Life 2 years

Quality Certification for Single Use Assemblies



Sterility Assuarance Level of 10-6

Gamma Irradiation Dose 

Validation as per 

ISO11137-2

➢Bioburden testing: 3 lots

➢Selection of verification 

dose based on average 

Bioburden

➢Sterilization @ 

verification dose sterility 

testing

Quarterly Dose Audits

➢Bioburden testing of 

single lot

➢Sterilization @ 

verification dose sterility 

testing

Gamma Irradiation 

Dose Mapping studies

➢To ensure application 

of minimum specified 

dose: 25kGy

Validation Program for Gamma Sterilization

Gamma Irradiation 

Service Provider

➢Audit and qualification

➢Quality agreement with 

MDI

➢Plant validation

➢Monthly dose validation



ISO - 9001 : 2015 certification



Validation guides

Include:

Physical Tests

Chemical Tests

Biological Tests

Bio-safety Tests

Functional Tests

Shelf Life

Certifications and Declarations



Extractables Guides as per Standardized Testing Protocol 

for Single Use Systems in Bio manufacturing as per BPOG 

Extractables Work Group



Tests Standards complied to

Particulate Matter USP <788> and ICH Q4B Annex 3

Bacterial Endotoxin Testing USP<85> and ICH Q4B Annex 14

Biological Reactivity Tests USP<88> for Class VI Plastics

USP<87> for Cytotoxicity

Bioburden ISO 117 37-1

Gamma Sterilization Dose Substantiation and Validation ISO 11137-2

Bacterial Retention ASTM F838-05

Physical Tests of Films

• Tensile Strength ASTM D-882

• Tear Strength  ASTM D-1938

ASTM F-392• Gelbo Flex Test (Flex Durability Test)

EN 14477• Puncture resistance Test 

• Oxygen Transmission Rate Test ASTM D-3985-05

• Carbon Dioxide Transmission RateTest ASTM F 2476-05

• Water Vapour Transmission Rate Test ASTM F-1249-13

MDI Products Comply with

Regulatory as well as Functional Requirements



Testing for Cytotoxicity as per USP <87>



Testing for USP Class VI Plastics 

as per USP <88>



Testing for USP Class VI Plastics 

as per USP <88>



All Quality Control tests and most of

Validation tests are carried out in-house

Analytical Labs

- Physico chemical tests

- Extractable Studies

• Microbiology Labs 

- Sterility Testing

- Microbial Load Test

- Bacterial Challenge Test

- Bacterial Endotoxin Test

• Physical Test Labs

Only a few Validation tests such as Biological Reactivity Tests, in-vivo for Class VI Plastics as per

USP <88>, Biological Reactivity Tests, in-vitro for Cytotoxicity as USP <87> and some of the physical

test for the films are outsourced



Filter Validation Lab

❑ HPLC

❑ GC-MS-MS

❑ LC-UV-MS-TOF

❑ HS-GC-MS

❑ FTIR

❑ TOC Analyzer

❑ UV Spectrophotometer

❑ Integrity Test Equipment

❑ Air Particle Counter

❑ Digital Mass Flow Meter

❑ Digital Pressure Gauges

❑ pH Meter

❑ Conductivity Meter

❑ Viscometer

❑ Laboratory Water System

❑ Weighing Balance

❑ Liquid Particle Counter

(for specific drug product validation services) 



Technical Support with

Strong Analytical Abilities

GC-MS LC-MS

Analytical Lab Scanning Electron Microscope



USFDA DMF # 015554

DMF for MDI Filter Products

“Membrane Disc, Capsule and 

Cartridge Filters used for 

Sterilization of Drug Products”. 

Drug Master File No. 015554.



DMF for MDI Single Use Bags

“Single use bags used for storage and transfer of sterile media, buffers, drug 

substances and drug products”. Drug Master File No.034189.

USFDA DMF # 034189



THANK YOU


