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MEDICAL PLASTICS

DATA SERVIGCE

A TECHNO-ECONONIC NEWS NAGAINE FOR MEDICALPLASIS, WEDICAL DEVICES DUAGNOSTICS AND PHARMA INDUSTRY
Emergmg Trends & Opportunities for Medical Polymers

* Next-gen Circular Medtech Frontier : The Rise of Smart & Sustainable Plastics

+ Polytetrafluoroethylene (PTFE) in Medical Applications: Properties, Developments,
and Clinical Relevance

* Understanding Thermoplastic Polyurethane: An Adaptable Material for
Medical Devices

* Engineering Polymers & Ultra Engineered Polymers (UEP) for Medical
Device Industry

+ Bioabsorbable Polymers for Implantable Medical Devices

Markets

+ Shape Memory Polymers: Emerging
Applications & Global Markets

Anupam Gogoi Anandakrishnan® Mﬂla)“Sia Medical Devices Market [ :
Application Development Centre-FP, SRF Ltd

“MEDICAL PLASTICS DATA SERVICE”

RECEIVES 16TH MT INDIA HEALTHCARE AWARD FOR
“Most Promising Company In Training And Capacity Building”
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www.medisourceasia.com

Falgun Jani
Business Head India Region,
Freudenberg Medical

Surendra Kumar Pandey
Technical Marketing Manager, Lubrizol

Certified

Why Filtration Matters in Medical Applications

AMI Polymer's imapore® Filtration Solutions are engineered to mest these
high-risk, high-regulation environments with consistency and confidence.

|
‘ AMI Polymer offers a complete range of:
|

Filters

Membrane Technologies Designed for the Right Application

PES (Polyethersulfone) PVDF(Polyvinylidene Fluoride) PTFE (Polytmﬂummwena)
Hydmphilic, low pratein binding, high flow Low extractables, strong chemical ressatance Exceptional salvent & chemical resistance
Inpecinbles, IV fluids, vaccines, biologlcs Proteins, diagnostics, mixed-solvent foomulitions Sofvents. aggressive che l. jas (iltration
Gloss Fiber (GF)-DepthFilters  PVDF (Polypropylene) Syringe Filters

High dint-holding capacity Viscous Machanically robust, steam-starilizable Availabde in PES, PVDF, PTFE, Nylon, GF & PP
fluids, fermentation brothe, pre-filtranon Water ayetema, utily filiration, process clanfication HFLC/GEE, OC Inbs, RAD, microbiokogécal testing

Our Certifications

i www.amipolymercom
...... o A ) ' &= medical@amipolymercom



I " HighRich]a

rE_i lﬁ E}ﬁ?& Precision Extrusion Machinery Co. Ltd.

HRJ EXTRLUSION

Not only Extruder Manufacturer,
but also ExtrusionSolution Provider

VH EXTRUSION

HR1

] T_ﬁ - HighRich]Ja Precision
B =R Extrusion Machinery Co. Ltd.

HHE EXTRHUSION

No.1 Industrial Park, Baiteng Village, Taoyuan West Rd, Shishan Town, Nanhai District, Foshan City, Guamgdong, China Tel:+86-757-86407501

Fax:+56-757-86407500 www.chinahrj.com.cn E-mail: why@chinahrj.com.cn
Whatsapp\Wechat:+0086-13928609286, +0086-13434861212, +0086-13229219297, +0086-13326786657




LU b r I ZO L Imagined for Life. Enabled by Science.™

MEDICAL GRADE THERMOPLASTIC POLYURETHANE (TPU)

Highly customizable and industry-renowned, Lubrizol’s
medical-grade TPU supports a wide range of medical devices,
from Class I to long-term Class III applications.

Superior Processing

. . Biocompatibilit -
Biostability P y Versatility
Connect for more details: Rajnish.Singh@Lubrizol.com n qu

&0

Lubrizol Advanced Materials India Pvt. Ltd., 56" and 9t Floor,
Jaswanti Landmark, L.B.S Marg, Vikhroli (W), Mumbai, India 400079




Yizumi | OHPM

Ab Series

Advanced and Intelligent Injection Molding Machine

10% Energy Saving compare to Std. Servo Machine
Intelligent weight V/P control

!

YIZUmi | SHPM
UN260AL

Core Value Propositions

» Standard feature of KEBA controller for all models <«
» Intelligent clamping force management system <«

Yizumi Advanced Processing Technology Pvt. Ltd

EE
Plot No.1062-1063, GIDC-Il, Sanand, Ahmedabad, Gujarat - 382170. \(i]'l Tube n m E'%Q

Contact: +91-90999 06175 Email: info.ind@yizumi.com Website: www.yizumi.com VEIILGIEH  AELETE




HUSKY"

ULTRAMELT™ IS A HOT RUNNER SYSTEM
ENGINEERED FOR THE EFFICIENT AND
SUSTAINABLE MOLDING OF BIORESINS

Enabling Driving
bioresin usage innovation
Improving Aligning with
cost-efficiency sustainability goals
Proud recipient of the ‘hf, 7
Innovation in Bioplastics I “"

Contact us to learn more
about hot runners and controllers

Chennai Office

P-47, VIII Avenue,
Domestic Tariff Area,
Mahindra World City,
Chengalpet - 603 002.

Phone number :
044 27476400




We provide substrate films solutions for medical applications utilizing our Platilon® TPU

Films and Makrofol® PC Films. Our expertise lies in developing monolayer, multilayer, and
coextruded films that are tailored to meet your specific requirements.

Platilon® TPU films for Wound-care Properties:
* Exceptional breathability
Focuses on the patient’s well-being, ensuring rapid = Superior stretchability
wound healing and minimum pain. « High resistance to tears and punctures

* Matte surface finish
« Waterproof

Platilon® TPU films for Surgery Features:
; » Effective barrier against viruses and bacteria
Due to their versatility and biocompatibility, « Sterilization compatible:
Platilon TPU films are ideal for Surgical drapes ~Ganima radiation
and Eye drapes. - Ethylene oxide (EtO)

Customization:
* Various surface textures possible

Platilon®

www.films.covestro.com Comhi Coenpankn



PA=WAGROUP

Innovation is life

Ensuring Safe and Healthy

MEDICAL
PLASTICS

Drying...at the heart of it all

Bry-Air Knows Drying Best

Wonder Dryer Nano
(Bry-Dry 80X Series) Desiccant Dryer

BRY-AIR (ASIA) PVT.LTD. ! Connect with +918826990350
21C, Sector-18, Gurugram - 122015, Haryana, India . our Airgineers® for =
BX bryairmarketing@pahwa.com @ www.bryair.com ' solutions (& 1800 102 7620

YT 7 ) Malaysia - China - Switzerland - Brazil - Mexico - Nigeria « Vietnam - Indonesia « Philippines u
OFFICES « Thailand « Korea « Japan « UAE « Saudi Arabia « Bangladesh « USA « Canada

PDE/Medical Plastics/2025-26

PAZ=:WAGROUP Y ry-uir 4 DRI delair TDS=
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Innovation is life Leaders in I i i Innovative Air Solutions The Compressed Air Treatment System Company Air Solutions on Rent




in Medical Device Innovation

End-to-End Testing, Validation, and Regulatory
Approval With TL"JV Rheinland ABOUT OUR SERVICES.

TUV Rheinland empowers medical device manufacturers to - - - - —
/Microbiological Testing: Control contamination )

navigate complex regulatory landscapes with confidence. risk and meet hygiene standards.

As a one-stop-service provider, we deliver comprehensive
testing, inspection, and certification across the full product
lifecycle - ensuring safety, reliability, and market readiness.

Bioburden Testing
Sterility Testing
- Bacterial Endotoxin (Pyrogen) Testing

KEY TESTING SERVICES FOR MEDICAL-GRADE

PLASTICS - — — -
@/I\/Iatenal Characterization: Gain insights into the )
@/ Biocompatibility Testing: Ensure biological ) properties of medical plastics.

safety and regulatory conformity .

- Physical & Chemical Analysis (FTIR, SEM, Micro CT)

- Cytotoxicity (ISO 10993-5) - Thermal Properties (DSC/TGA)

- Skin Sensitization (ISO 10993-10) - Mechanical Properties (Young's Modulus, Tensile)

- Skin Irritation (ISO 10993-23) - Chemical Characterization & Leachables (ISO 10993-
- ETO Residue (ISO 10993-7) 12 & 18)

- Biological Reactivity (USP 87) - USP 661 Compliance

Achieve Global Compliance. Ensure Patient Safety. Partner with TUV Rheinland.

Medical Device Centre of Excellence:  Head office:

AMTZ Campus, Pragati Maidan TUV Rheinland India Pvt Ltd.

VM Steel Project S.0. Visakhapatnam 27/B, 2nd Cross Road, Electronic

Andhra Pradesh - 530031 City Phase |, Bangalore 560100, India gé TUV Rhel n I a nd °

info@ind.tuv.com / products@ind.tuv.com
www.tuv.com/india Precisely Right.

® TUV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval.



rapidfacto software

SOFTWARE FOR MANUFACTURERS
gMedical Devices aAutomobile

SOFTWARE GENERATES DOCUMENTS AS PER MDR-2017

Book a Free Demo

) +91 8708856807

contact@rapidfacto.com

« Audit Ready
« Full Traceability
+ Cloud Based

« Easy to use

v~ QMS

« Inventory

« Sales, Purchase

« Resource
Planning

Approved Vendor List

Batch Manufacturing Records (BMR)
Batch Release Certificate

Delivery Challans

Equipment Calibration Records
Finished Good Test Reports
Identification Tags

Incoming Payments

Invoices

IPQC Records

Machine Preventive Maintenance Records
Material Inspection Reports
Material Test Reports

Material Requisition Slip

Material Issuance Records

Material Receipt Note

Outgoing Payments

Product Transfer Slip

Production Register BMR
Purchase Orders Software
Sales Orders

Stock Register

www.rapidfacto.com

SOFTWARE FOR PRODUCTION, STORE, QA, QC




Medical Device Solutions:

Your Medical Device End-To-End Provider

At SMC Medical Manufacturing we understand your need for a single source for
yvour full medical device. With over 30 years experience in the medical device
market, SMC is an end-to-end provider with capabilities across all aspects of
medical device manufacturing. SMC can design. develop prototypes. build
tools, manufacture components, assemble and package your finished device
while managing the entire supply chain along the way. We've created a
seamless process that ensures the highest level of quality while keeping your
bottom line and timeline in mind, To see how we can partner with you on your

next medical device visit: www.smclid.com

it SMC Medical Manufacturing Pvt. Ltd.
M Lt Plot Mo. 53/54, EPIP Area, Whitefield
@ Bangalore - 560 066, Karnataka, India

+81 98203 05171  manoj.bhardwaj@smcltd.com



J COSSET & HYGIENE LLP

Your Trusted Partner in Plastic Components

WHAT WE BELIEVE IN

T

0

TRUST SAFETY
We are honest and SAFE
forthright
in our dealings.

Q[.'.—\Ll'l‘ Y
The usefulness and
worth of products
to customers

Making safety a depot value
leads to building a workplace
safety culture.

WHO WE ARE

Cosset & Hygiene LLP is a committed distributor of high-quality plastic
components. We support manufacturers by supplying non-sterile plastic partsin
bulk packaging — ideal for further production and assembly processes.

TWO CONVENIENT OUR PRODUCT
PURCHASING MODEL RANGE INCLUDE
OPTIONS © CLUDES

* Flow Regulators
Stock & Sell : Immediate dispatch

from our inventory for timely
delivery.

* Male Luer Lock

* Female Luer Lock
* Slide Clamps

= Pinch Clamps

» Back Check Valves
* Roller Clamps

Direct Import : Cost-efficient bulk
orders directly from our
manufacturing partners overseas.

MANUFACTURING % Honte(:h mansi@cossetnhygiene.com

PARTNER I :
nirali@cossetnhygiene.com
Hantech Medical Device Co. Ltd.

+91-9870283121

> +91-9920613149
FOR FURTHER DETAILS

GET IN TOUCH

www.cossetnhygiene.com




Choose Millad” NX" 8000 clarified
polypropylene to improve the quality
and production of medical syringes

A\

Millad” NX" 8000 clarifying agent yields ultimate clarity and transparency to PP in injection molded
applications and allows clarified PP to become a viable alternative to glass/transparent polymers.
In addition, Millad NX 8000 clarified PP enables low-temperature processing in injection molding
compared to PP with traditional clarifiers, which in turn yields energy savings, faster cycle time and
higher productivity.

(H & &

Decrease Excellent Energy Complies with Increase in Elimination
temperature in clarity and savings GEB 15810, productivity of voids
injection molding aesthetics ¥Y0242
standards

For more information or technical support, please contact Milliken: Call; +97-20-67307501,
email: asiachem@milliken.com, or visit us at chemical.milliken.com

£ 000 N, Malad, sad Wilken do gl ered Wdemaik o Millhen & Cismparsy,



Your Professional Partner In The
Development & Manufacturing Of
Silicone Products For The

Medical & Pharmaceutical Applications.

ET Elastomer Technik GmbH develops high quality Silicone Products in close cooperation with
our Customers from all over the world. We offer Complete Product assembly services
with on-site clean room & tool shop attached with CAD/CAM systems.

Our Range Of Products Includes:
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Our Quality & Standards Certificates:

DIN EN 150 3001 Quality management = DINENISO 14001 Environmental management
DI EN 150 13485 Quality management for medical +« Cleanroom EG-GMP-guideline Annex 1 cleanroom
devices class D & 15014644-1 [class B)

ET Elastomer Technik GmbH: ET Elastomer Technik India Pvt. Ltd.

Am Stackleinsbrunnen 10, 97762 Hammelburg, Germany, Plot No.30, GIDC Electranic Park SEZ, Sectar - 26,
382 0

Tel: +49 (0} 9732 78865 0 Mall; info@elastomer-technik.com Gandhinagar - 382 028, Gujarat, India
Website: www.elastomer-technik.com Phone: 491 97277 63274 Emall: admin@elastomer-technik.in




@ eewa Since 1967 | 300+ 35000+ 60+

Models | Customers | Countries Export

PRECISION ENGINEERING - STRONGER SEALS
SMARTER PRODUCTION

Your material is high-tech. Your dreams should be, too. EEWA’s advanced sealing
technology ensures 100% hermetic bonds on SMS and Polypropylene, meeting the
rigorous demands of AAMI Level 3 and 4 protections. No needle holes. No leaks.
Just pure barrier integrity.

Spunbond - Melt blown - Spunbond:

This is the industry standard. It’s a trilaminate fabric. .‘," 1 ¥
*  Pneumatically controlled semi-automatic operation : J
« Seals polyethylene and other thermoplastic film / bag .

and any other thermoplastic film / bag quickly and efficiently.
» Seal Length available from 15” to 40” (depends upon model)
« Seal width 1 mm, 2 mm, 3 mm, 5 mm, 8 mm
» Equipped with Digital Timer
» Two parallel seals are available upon request
* Provision of Upper & Lower Jaw Heating Element

Compatible Materials:
* SMS, SMMS, Spun bond PP, PE Laminated
fabrics, Surgical Apparel.

Key Features:
» Digital PLC Control, Pneumatic Pressure adjustment,

Custom Sealing Lengths. " 4
Applications: :

» Surgical Gowns, Drapes, Hoods, and Shoe Covers.

Eewa Engineering Co. Pvt. Ltd.
Mobile :+91 98795 38559, 98250 38559
E-mail :contact@eewaengineering.com

Website : www.eewaengineering.com ‘ m‘ X ‘DYauTuhe ‘ n E P y
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Sayujya 2025 el ACCUPREC
1Y 2025 8%'® RESEARCHLABSPVT. LTD.
—_— Ultimate solution...

(10 17025:20217, OECD GLP, AAALAC, USFDA & ASCA-A2LA Approved Lab)

Globally Ranked Top 10 Lab for Medical Device Testing*

Biocompatibility Testing of Medical Devices (As per ISO 10993-1:2018)

In-vitro Cytotoxicity Testing (ISO 10993-5)
Skin Sensitization Testing (15O 10993-10)

Irritation or Intracutaneous Reactivity Test (ISO 10993-23) ' _ e
1. Blocompatibility Testing * ﬁ’:‘;.?.?;i:'u?: g o e

4 ] o of Medical Devi Tastin a3~ T
Acute Systemic Toxicity Test (ISO 10093-11) (e Dwtcas. g 20 10893104 on, Sy g

Material Mediated Pyrogen Test (ISO 10093-11)

Sub-Acute Systemic Toxicity Test (ISO 10993-11)
Sub-Chronic Toxicity Test (ISO 10993-11)

Chronic Toxicity Test (1SO 10993-11)

. e 4. Microbiological 5. Packaging Integrity 6. Stability Testing
Implantation Test (IM/SC/Intraocular/Intra-biliary/ Testing Services Testing Services & Transport

Intra- arterial) (ISO 10993-6) simulation Testing

Genotoxicity Tests (AMES, CHA, MNT)
(15010993-3 & 150 10993-33)

Hemocompatibility Tests (IS0 10993-4)

Carcinogenicity Test (ISO 10993-11) S il 9 Bhiion B riimance Tling 4. Performonice
& Textile Performance of Medical Testing of Rapid In
Vitro Diognostic Kits

Reproductive | Developmental Toxicology (15O 10993-11) Testing Devices
Degradation Testing (ISO 10993-9, ISO 10993-13,
ISO 10993-14 & ISO 10993-15) Toxicokinetic study of
Degradation Products (1SO 10993-16)

In-vitro Skin Irritation Test (ISO 10993-23)

: . . 10. Research & 12, Regulatory Dossier
In-vitro Skin Sensitization Test (ISO 10993-10) Development Services (cer) preparation
For Devices

Mucosal Membrane Irritation Test (Oral, Ocular, Penile,
Vaginal & Rectal) (IS0 10993-11)

Biological Evaluation Plan (BEP) & BER

Toxicological Risk Assessment (TRA)
13. IPR Management
Services

With Best Compliments From

Shri.Mulubhai Kandoriya | Dr.Rina Gokani | Dr.Manish Rachchh | Mr.Mayur Kandoriya
(Director & CSO) (Director & CEO) (Director & CMO)
® +9190996 16769 | & +9190999 81023 ® +91 99099 19545

Email Your Inquiry On : info@accuprec.com

= (1D 220 ¥~ e == E

GLP L 2

(Managing Director)

REGISTERED OFFICE: o =13, E
Opp. Zydus Pharmez, Changodar-Bavla Highway,

Near Matoda Patiya, Po. . Matoda, Ahmedabad [=]

382 213, Gujarat, INDIA. SCANGRCODE

FOR MORE DETAILS

NORTH AMERICA OFFICE: 2= | CANADA OFFICE: | + [
Accuprec Research Labs Inc. Accuprec Research Labs Inc.

Delaware, USA Hamilton, ON, Canada

*As per two Independent Reports Published by:

1) Credible Markets, USA https:/[tly/60dfo
2) MR Accuracy Reports, Canada https:/[tly/C4-g2

o

Visit us on www.accuprec.com | Stay connected withuson § in X




www.kljindia.com

L[58

TOTAL SOLUTION IN PLASTICIZER & POLYMER COMPOUNDS

Ve, KLJ Polymers & Chemicals Ltd. Delhi, one of the largest
manufacturer of Healthcare Polymer Compounds i.e. FVC, TPE
and PP compounds for Breath Canz, Surgi Care, Storage &
Disposabiles in a single faciity having large capacity and expanding
with global supply demand,

We care fior Clean-Room GME, Biocompatibiliies and Healthcars
standards as per USP Class-VI, 1SO 10152:2002/ 1ISO 3826:2013,
IS0 10993:2013, 1S 10148 & IS 10151, Calfornia -65 RoHS,
REACH compliances.

We am IS0-9001:2015, 1S0-14001:2015 and IATF-16949
certified. Our laboralories are accrediated by ISONEC-170256 and
RED center is approved by DSIR. Steps forward for certification of
1S0-13485 for Medical device Quality Management System.

Our Compounds are also available with special propertios like
Phthalate Free, Antimicrobial, Antifogging, Radio Opaque,
ESD (Electro Static Discharge) properties on demand.

Tel: #3971 11 41427427/28029 | Fa: +91 11 25459709 | Email: dethi@kljindia.com

RANGE OF PLASTICIERS

PHTHALATES | ADIPATES | TRIMELLITATES | CITRATES |
STEARATES | SEBACATES | DI-BENZOATES | TERE-PHTHAL-
ATES | BIO PLASTICIZERS | MALEATES | FLAME RETATRDANTS |
CHLORINATED PARAFFING | ESBO |

RANGE OF COMPOUNDS

PVC | TPE | PP | TPR | EVA | XLPE-PEROKIDE | SEMICONDUCTIVE
| XLPE-SIOPLAS | ZHFR | EFR | PE | MASTERBATCH-PVC, PE &
UNIVERSAL |

COMPOUNDS FOR APPLICATIONS

FVC COMPOUND BASED ON PHTHALATE, PHTHALATE FREE &
DINGH | TPE | PP |

Phthalate Free / REACH Compliant Piasticizers available

Murmbak: 91 22 61830000, mumbai@klindia.com | Chennai +91 44 423835622, chennai@kfindia.com
Kolkata: +91 33 22823851, kolkata@idjindia.com

Plasticizer | Polymer Compound | Petrochemical Trading | Real Estate Development | Chlor Alkali

KLWAD-0V/ 21-015




Shibaura Machine

All Electric Injection Moulding Machine
A

| —1 S )/ p—
S-Concept

30 - 3000T

66

Next-generation'molding machine te achieve
even higher productivity, labor savings, and
environmental friendlines

Medical Component
Moulding

Fast. Precise. Consistent.

=8.2302A0

Contact Us

shibauramachine.co.in sales@shibauramachine.co.in 9150021901 / 8925188110




»PVC NON-TOXIC MEDICAL TUBE PLANT

FAKERS OT PLAETIC MAGHINERIES

Models TTIX-45 | TTX50 | TTX-65 |
Screw Diameter 45mm | 50mm B5MM |
LiD Ratio %1 | e 2%6:1 |
Tube SizeRange  |11030mm| 11038 mm| 5TOS0mm |
Extruder Motor SS5KW | 75KW | 11.0KW |

Tube Puller Motor | 0.75KW | 075KW | 075KW |
*Output Kg.Hour 024 | 2832 | 3085 |

Total Connected Load| 125KW | 14KW | 205KW

PPVC NON-TOXIC MEDICAL TUBE PLANT
WITH AUTO CUTTER

For making medical use tubes for | V set, scalp vein tubes,
Rail tubes, Blood & Urine tubes

ENGINEERING LWORHKS
Ci1, 4410, Phase-4, G|.0.C. Estale, Road Mo, 41, Vatva, B indo-German Tool Room,
Ahmedabad - 362445, (Gugaral] INDIA. Phones : 91-T9-46014068. 98250 28418, 98960 28416

E-mail : twistew@gmail.com Website : www.iwistplasticmachinery.com

L MED wsuenemer  NEDICAL PLASTICS

MADE FOR COMFORT DATA SERVICE

CONFEREMCE SPECH

PEDIATRIC, ADULT, OPEN TIP, TIP HOLE
& TIEMANN - 2WAY & 3WAY

LEELAVATHY MEDICAL DEVICES COMFANY
No.1/122, Paraniputhur-Kovur Service Road, Periyapanicherry, a8

Chennai-800128, INDIA
Email Id : sales@Imed.co.in | Web : www.imed.co.in

Phone: +91 8939480062, 9884399735




DRHP TESTING SOLUTIONS PVT. LTD.

DRIVEN BY QUALITY & SERVICE EXCELLENCE

About Us

Cr. HP Testing Solutions Pt Ltd, (DRHP) is a pioneering leader in the medical
device and pharmaoceutical testing industry. We are committed to providing
500+ Products Tested with 50 Mational and reflinble ond proven testing services for medical devices and pharmacautical

mission of holistic quality International custamers.  products, making us a trusted partner for companies across the globe.
services in testing. delivery
dnd inspection

We have successfully submitted many chemical characterization reports to
LISFDA for 510k and got approvals, We strive for excellence in every service
offering accuracy, precision, and reliability at competitive pricing.

Our services span chemical testing, physical testing, analytical testing, and
consulting. We are dedicated to adding value through pre- and post-testing
support, ensuring our customers meet their requlotory and reseorch needs

15+ Countrias having 100+ Combined effectively,
regular custormers Experienced Team.

+ |50 10893-1; Biglogical Evaluation Plan (BEP)  + 150 18562-3; VOCs from Gas Pathways = TOC, THC as per ISO 19227:2018; BS EN
and Biological Evaluation Report (BER) + |50 18562-4; Condensale L eachables from Gas 1484:1997

+ IS0 10893-T: Ethylene oxide sterilization Pathways + Pariiculate Matier as per USP <78B> and EP
residuals Analysis + ASTM O7823-18: Residual Phthalate Testing 2819, 150 19227:2018

+ |50 10993-13: Identification and quantification  + Raw material and finished products testing * Syringe Tests as per IS0 7886-1
of degradation products from polymeric medical  + Ink Migration and Glassware Delamination  * Nitrosamines and NDSRIs Method development
devices Studies, and Validation

+ |50 10993-14: |denfification and quantification  + Toys tesfing for nitrosamines and phthalates as  + USP <B61> Plasfic Packaging Systems and
of degradation products from ceramics per EN 143502020, EN-T1-12, EN-73-14 Thelr Materials of Construction

+ IS0 10893-15: Identification and quantification  + REACH Study as per regulation (EC) No.1907  + Unknown peak identification and charact-
of degradation products from metals and alloys el erization

+ |50 10893-17: Toxicological Risk Assessment  + BS EN 455-3 and ASTM D5712: Agueous
(TRA) of medical devices, packaging materials Estractable Protein Test
and CCS + ASTM D6459: Antigenic Protein fests.

« |80 10993-18; Chemical characterization of +« ASTM D7558: Extractable Chemical
medical device. (Exaggerated/Exhaustive Dialkyldithiocarbamate, Thiuram, and
extraction studies and study designing). Mercaptobenzothiazole Acoslerators Test

+ BBl for Pharma, Packing and Medical devices gy e -
as per ICH, PORI, USP <1663> & <1664, |50 ‘1
10943-12 &18 etc.

+ |50 11979-5: |0OLs; Physicochemical tests like

Exiractables. Leachables, Hydrolytic Stability,

Photo Stabiity and Insoluble Incrganics.

150 11981 & 1SO 11986: Soft Contact Lenses,

Physicochemical tests

+ 21 CFR 177.1500 Chemical Tesfing of Nylon
Resins and Polymers

+ EM 1186 Migration Study

« |30 18562-2: Emission of Parficulate Matter
from Gas Pathways

Forced degradation Study

Residual solvents analysis

Heavy metal analysis.

Elemental analysis as per [CHO30 & USP<233>

MO - 40 Indian FO&

P Mo 4-11-47/5F, Usha Arcade, Information Cofony, Injapur Road, Hayathnagar. Ranga Reddy, Hyderabad-501505, Telangana, India.
+ Contact: +91 9989023412 or +91 BE85424543 or +91 B328487343 « E-mail: infoi@drhp.co.in or avinash(@drhp.co.in




ADVANCED MEDICAL-GRADE POLYMERS

Every Day, Medical Devices Rely on High-Performance Polymers
As healthcare innovation accelerates, manufacturers require materials that are:

Safer. Stronger. Lighter.
More Reliable. More Sustainable.

JRD Polymer is your trusted distribution partner, delivering a comprehensive
portfolio of medical-grade polymers engineered to meet the highest standards
of regulatory compliance, biocompatibility, and performance.

PA6 - AKULON® Care

Advanced wound care ¢
Interventional cardiology devices ®
Precision molded components

PBT & PET - ARNITE® Care
Catheters © Inhaler valve systems
MIS instruments

TPC - ARNITEL® Care
Dialysis tubing ¢ Flexible films o
Breathable healthcare applications

PPA - FORTII® Care

Continuous glucose monitors (CGM) ¢

Dental implants ® Trauma fixation
devices

PA6/66 - NOVAMID® Care
IV fluid bags ® Medical barrier films
Sterile packaging

TPE-S - Franplast®
(Medical Grades)

Seals & gaskets ® Tubing & fluid handling

¢ Respiratory & mask components ©
Wearable healthcare devices

POM - Kepital / lupital

(Medical Grade)

High-precision parts ® Drug delivery
systems ® Inhaler components

PMMA
Transparent medical housings
Diagnostics ® Optical components

Medical-Grade Acrylic Copolymers
High-clarity ® Impact-resistant ¢
Healthcare enclosures

ABS Medical Grade + GPPS & HIPS
Device housings ¢ Structural parts ®
Disposable components

Polycarbonate (PC) - Medical Grade
Surgical instrument housings ®

Oxygenators ® IV connectors © Dialysis
components ® Transparent reservoirs ®

Impact-resistant device enclosures

Key features & compliance

USP Class VI & USP <87>
compliant grades available
Blood & tissue contact (<24
hours) options

ISO 10993 aligned materials
High purity & chemical resistance
Exceptional dimensional stability
Sterilization compatible (EtO,
Gamma, Steam*)

PFAS-free solutions available
Manufactured under ISO 9001

standards

Full compliance documentation

available

Biocompatibility certificates

supported

Address: Office No. 204, B wing, Naman Midtown, Next to One International Center,

Off Senapati Bapat Mart, Prabhadevi (West), Mumbai 400013. Phone No.: +91 9323 184 471/ +91 9967 332 111

For enquiries: amol@jrdpolymer.com / jrdoffice@gmail.com / jrdcorporation@gmail.com

jrd polymer

www.jrdpolymer.com
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COVER STORY

Engineering Polymers & Ultra Engineered Polymers (UEP) for Medical Device Industry

These polymers have greater engineering properties than commodity materials but are more difficult to
process. The end result is in terms of the quality and stability they bring to medical components.Key
properties like biocompatibility, strength, durability, and resistance to sterilization make them suitable for
these uses.

Next-gen Circular Medtech Frontier : The Rise of Smart & Sustainable Plastics

- Falgun Jani, Business Head India Region, Freudenberg Medical

The evolution of medical plastics from 1970 to the present has transitioned from simple, single-use
disposables to high-performance, biocompatible polymers and 3D-printed solutions. This journey has been
driven by the need for infection control, patient safety, and advanced surgical outcomes. Transitioning to a
circular Medtech economy requires a commitment to high value, affordable healthcare. By prioritizing.....

Polytetrafluoroethylene (PTFE) in Medical Applications: Properties, Developments, and Clinical
Relevance

- Anupam Gogoi & Anandakrishnan, Application Development Centre-FP, SRF Ltd
Polytetrafluoroethylene (PTFE) has played a foundational role in medical device engineering due to its
biocompatibility, chemical inertness, and durability. Its clinical relevance has expanded from early vascular
grafts to modern smart materials and drug eluting systems. Recent regulatory assessments.........

Understanding Thermoplastic Polyurethane: An Adaptable Material for Medical Devices

- Surendra Kumar Pandey, Technical Marketing Manager, Lubrizol Advanced Materials India Pvt. Ltd.
Thermoplastic Polyurethane (TPU) is one of the most versatile material platforms used in modern medical
devices. For long-term implantable application, a new thermoplastic material is designed exclusively for
implanted medical devices. It delivers boosted biostability—superior tolerance to oxidative and hydrolytic
attack—without sacrificing softness.

GLOBAL TRENDS

Shape Memory Polymer Market Trends

Due to the shape memory effect, the medical devices based on SMP can be implanted into body through
minimally invasive surgery in contraction or folded state and recovered to their requisite original shapes at
target position. The global shape memory polymer (SMP) market for medical devices is experiencing rapid
growth, projected to exceed.....

GLOBAL MARKETS : MEDICAL DEVICES

Malaysia Medical Devices Market

Mr. Amit Dave M. Pharm, MBA, Former CEO — Brazil operations/ Vice President Export - Zydus Cadila
Claris Lifesciences

More than 90% requirement of Malaysia's medical device market is catered by Imports and thus the export
opportunity for medical devices is huge. The government’s centralised procurement system is also a big
opportunity. As a rubber manufacturer, Malaysia supplies 60% of the world’s medical gloves and 80% of the
world's rubber catheters.
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AiMeD & REGULATORY UPDATES

* Dr Rajeev Singh Raghuvanshi’s Reappointment As Drugs Controller (India)

* AiMeD Welcomes CDSCO's Initiative To Boost Drug Factory Inspections via QCI-NABCB
Accredited Bodies

¢ ICMR Launches "Medical Innovations Patent Mitra" to Support Biomedical Innovations
* Medical Devices Sector Hopes India-EU FTA To Be Beneficial To The Industry

@ INDUSTRY NEWS

* “MEDICAL PLASTICS DATA SERVICE” RECEIVES 16 TH MT INDIA HEALTHCARE AWARD 2026
AS “MOST PROMISING COMPANY IN TRAINING & CAPACITY BUILDING”

* Fake ISO Certificates Claiming Safety And Quality Of Medical Devices Need To Be Verified: Experts
¢ Shape-Memory Polymers Redefine Heart Valve Implants

DID YOU KNOW?

About Bioabsorbable Polymers for Implantable Medical Devices

Bioabsorbable polymers degrade and disappear at predictable rates, making them an ideal material for parts
of implantable devices that could otherwise impair healing or create an ongoing risk of injury or infection.

FAST FACTS

¢ About the term “Plastics”

* Improving Recyclability and Market Value

* Benefits of Pre-Material Selection for Medical Devices
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Applications, Book Review, Company Profiles, Country Profiles, Design, Discovery, Eminent
Institutions, Eminent Personalities, Events, Global Opportunities and Trends, Health Update,
Import-Export News, Industry News, Manufacturing, Markets, Materials, Product Profiles,
Products & Processes, Regulatory Affairs, Sterilization, Quality, Technology ............. All related
to Medical Plastics/Devices and Equipments Industry and Trade.

E MEDICAL PLASTICS January February 2026

ATA SERVI



March-June 2023
PRESS RELEASE

* Qosina Unveils New ISO Class 8 Cleanroom
(March-April 2023)

DID YOU KNOW?

About Innovations and Techniques in Medical
Tubing Manufacturing Different processing
options have led to ground-breaking ways of
producing tubing in order to optimize the
performance and usability of medical devices...
(March-April 2023)

COVER STORY

IMDI 2023 : 21st National Conference And
Technology Exhibition on Medical Devices
(Plastic Disposables & Implants) Industry :
Manufacturing, Quality & Regulatory -
Challenges & Opportunities Pioneer & The Only
Event For Medical Plastic Disposables &
Implants Industry In India Workshop on *
Biocompatibility for Medical Devices,
Biomaterials & Polymeric Materials” :
Interlinking Chemical Characterization -
Includes Facility Tour ¢ Limited Seats (40 Nos)
on first cum first basis (May-June 2023)
COMPLIANCE

Need For Medical Devices Industry To Align
With Global Norms In Conjunction With :
Technology Display show 2023 EXHIBITION Mr.
Anil Jauhri, Ex CEO — NABCB, The National
Accreditation Board for Certification Bodies
(NABCB), Delhi. The Indian medical device
market is relatively smaller than other overseas
markets but holds significant growth potential.
To fully capitalize on this potential, it is crucial to
assess the country’s compliance with global
standards... (May-June 2023)

QUALITY

» The Biocompatibility and Biostability of the
Materials Chosen for Your Device will Affect its
Clinical Success The biocompatibility and
biostability requirements of a particular
medical device are dependent upon its
application-specific design and performance
requirements. The article explains key
application-specific biocompatibility and
biostability factors to consider...

(May-June 2023)

Dry Lubrication Coating Improves Lifetime &
Performance of Medical Device S.M.
Kanakaraj, Managing Director, Mark TechPro
& Consultants Pvt. Ltd. Dry Lubrication
Coating is one of the techniques used to
reduce friction of components and increase its
life as well. This coating enables reduction in
friction between two surfaces during sliding
between each other with or without the need
for a liquid medium...(May-June 2023)

About Bioabsorbable Polymers for
Implantable Medical Devices

Bioabsorbable polymers degrade and disappear at predictable rates, making
them an ideal material for parts of implantable devices that could otherwise
impair healing or create an ongoing risk of injury or infection.

Bioabsorbable sutures made of glycolide/lactide polymers, first developed in
the 1970s, are strong and flexible enough to hold tissue together to promote
healing.

But unlike synthetic sutures which stay in the patient long after a wound has
healed, bioabsorbable sutures do not create a long-term risk of foreign-body
reactions or require a second intervention to remove.

Bioabsorbable materials have also allowed the development of devices that
must be rigid when they are initially implanted, but become flexible as the
natural tissue heals around them.

Bioabsorbable polymer materials can also create a scaffold to promote the
regeneration of the patient's own cells into new tissue, such as a living,
growing heart valve that replaces a defective valve.

Bioabsorbability can also require a compromise on strength or weight.
Bioabsorbable orthopaedic Implants:

The use of bioabsorbable implants in orthopaedic surgical procedures is
becoming more frequent. Advances in polymer science have allowed the
production of implants with the mechanical strength necessary for such
procedures. Bioabsorbable materials have been utilized for the fixation of
fractures as well as for soft-tissue fixation. These implants offer the
advantages of gradual load transfer to the healing tissue, reduced need for
hardware removal, and radiolucency, which facilitates postoperative
radiographic evaluation.
Ref :
https.//www.medicaltubingandextrusion.com/absorbable-polymers-
bioresorbable-bioabsorbable-implantable-medical-devices/
https://pubmed.ncbi.nlm.nih.gov/11575907/

Ina
utshell....

“Once a new technology rolls
over you, if you're not part of the
steamroller, you're part of

the road.

- Stewart Brand
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With this Jan. — Feb. 2026 issue of magazine, “MEDICAL
PLASTICS DATA SERVICE” IS NOW IN 34TH YEAR OF
PUBLICATION. We feel proud to mention that Looking to 33
years’ of Service to the Indian Medical Devices and Medical
Plastics Industry, the Grand Jury Panel awarded 16th MT
INDIA HEALTHCARE AWARD 2026 to “MEDICAL PLASTICS
DATA SERVICE” The Title of “Most Promising Company in
Training & Capacity Building” Presented by Medgate Today International
Magazine, in association with Medical Fair India and Medicare Asia.

EDchL Pt

Coming to the focus of this issue, development of new polymeric materials leads to
development of new range of medical devices.

The lead article by Mr Falgun Jani, Business Head — India, Freudenberg very
elaborately introduced history and evolution of Medical Grade Plastics. The article
starts with a historical timeline of polymers and plastics, charting key discoveries and
commercial milestones from 1830 to 1970 and goes on to emphasis on circular
economy. AS rightly mentioned in his article, “circular Medtech economy requires a
commitment to high value, affordable healthcare. By prioritizing innovative product
design, responsible manufacturing, and re use strategies, the industry can
safeguard supply chains, reduce environmental impact, and build a sustainable
healthcare future.

Various technical articles cover polymeric materials including Polytetra-
fluoroethylene (PTFE), Thermoplastic Polyurethane as well as Shape Memory
Polymers, Bioplastics, Smart Plastics etc.

The Cover Story introduces a range of materials under Engineering and Ultra-
Engineering categories.

As per a very elaborate and well researched article by Dr Anandakrishnan and Mr
Anupam Gogoi from Application Development Centre-FP, SRF Ltd,
Polytetrafluoroethylene (PTFE) has played a foundational role in medical device
engineering due to its biocompatibility, chemical inertness, and durability. Its clinical
relevance has expanded from early vascular grafts to modern smart materials and
drug eluting systems. Recent regulatory assessments continue to confirm its safety
in medical applications. The article starts with explaining basic properties, covers
various quality aspects, current and future applications and markets.

One more article by Mr Surendra Kumar Pandey, Technical Sales Manager, TPU,
Lubrizol Advanced Materials India Pvt. Ltd. Explains how Thermoplastic
Polyurethane is an adaptable material for medical devices.

The “Global Trends” column introduces one more critical application material under
the category of Shape memory polymers. These polymers will “remember” their
original shape when deformed, and flip back to the initial shape when exposed to an
external stimulus.Due to the shape memory effect, the medical devices based on
SMP can be implanted into body through minimally invasive surgery in contraction or
folded state and recovered to their requisite original shapes at target position.

Another category of Medical Polymers introduced in this issue in the “Did You Know”
column is Bioabsorbable Polymers which degrade and disappear at predictable
rates. The use of bioabsorbable implants in orthopaedic surgical procedures is
becoming more frequent since it also helps production of implants with mechanical

strength necessary for such procedures.
pLf, %

Events and more.

any opinion expressed herein.

As always, this issue includes, Global Trends, Industry News,
January-February 2026
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Engineering Polymers & Ultra Engineered Polymers (UEP)
for Medical Device Industry

There are many different types of polymers that can be used in
the manufacture of medical components. Commodity
thermoplastic materials are starting to be replaced with
engineering polymers that can offer better performance qualities
and increased stability.

These polymers have greater engineering properties than
commodity materials but are more difficult to process. The end
result is in terms of the quality and stability they bring to medical

components.

Key properties like
biocompatibility,
strength, durability, and
resistance to
sterilization make them
suitable for these uses.

Specific medical
applications

eIlmplantable

devices: Used for
devices like knee and
hip replacements,
spinal fusion cages,
and heart valves due
to strength, durability,
and biocompatibility.

Surgical
instruments: Used
for handles, grips, and
internal components
that must withstand
repeated sterilization.

Drug delivery systems: Used to manufacture precision
components for syringes, IV connectors, and inhalers.
Diagnostic and imaging equipment: Used for the casings
and internal components of machines like X-ray and MRI
machines.

Hospital equipment: Used for components in ventilators,
hospital beds, and other equipment that require chemical
resistance and light weight.

Prosthetics: Used for artificial limbs and other aids, focusing
on strength, fatigue life, and often cosmetic appearance.
Packaging: Used for packaging pharmaceuticals and sterile
medical devices due to excellent barrier properties that prevent
contamination.

Laboratory supplies: Used for test tubes, beakers, and other
containers.

Common engineering plastics and their uses are:

PEEK (Polyetheretherketone): Used for spinal implants,
orthopaedic trauma fixation, and replacement joints due to its
high strength, biocompatibility, and ability to withstand
sterilization.

(PMP) Polymethyl Pentene: TPX (PMP) is a transparent
polymer with a very high melting point. Itis the lightest polymer
available, has low moisture absorption and is chemical and
heat resistant so is ideal for medical instruments and laboratory
equipment that need to be sterilised or autoclaved. Other
applications include optical components containing lenses and
windows.

Copolyester: Copolyesters are versatile, transparent resins
that are impact and chemical resistant, retaining their
mechanical properties when exposed to aggressive chemicals
such as medical disinfectants and oncology drugs that would
affect other polymers. Copolyesters perform well throughout
the plastic injection moulding process and are suited to high
speed, high volume production. Medical applications include IV
components and connectors.

*Polybutylene
terephthalate (PBT):
PBT has consistent
mechanical
properties, low
moisture absorption
and produces
parts that have good
dimensional stability.
It performs
particularly well during
the injection moulding
process allowing
for faster cycle times.
Applications include
valves and
connectors, clamps,
clips, handles and
sleeves for surgical,
diagnostic and drug
delivery devices as
well as housings for
monitoring
equipment.

Polyethylene terephthalate (PET):

PET is a lightweight but exceptionally strong material with
excellent mechanical and thermal properties combined with
resistance to abrasives and chemicals. It is an inert material
that promotes tissue growth and is anti-microbial so can be
used for surgical implants.

Polyamide (PA) Nylon: Polyamide (PA) Nylon is a lightweight
polymer that is strong and durable with exceptional resistance
to corrosion and abrasion. It is heat and chemical resistant to
oil, grease, solvents and detergent so is ideal for laboratory
equipment, medical device components, tubing and surgical
instruments that require frequent or repeated sterilisation.

Polyoxymethylene (POM or acetal): Known for its
dimensional stability, POM is a rigid, hard and strong
engineering polymer that is low friction and has good electrical
insulation. Itis a highly crystalline thermoplastic that is ideal for
complex components due to its strength and machining ability.
It offers excellent wear resistance and chemical resistance
particularly to alkalis, disinfectants and solvents. ldeal
applications include precision parts for drug delivery
equipment, medical devices and orthopaedic instruments.

Polycarbonates (PC): Polycarbonates have high temperature
and impact resistance which makes them easy to process
without cracking or breaking. PC is transparent, lightweight and
robust which makes it ideal for instruments used during surgical
procedures. It is also resistant to gamma radiation and can
handle tough sterilisation processes. Other devices PC is

January-February 2026
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suited to include endoscopic equipment and dialysis
components.

* Polycarbonate/Acrylonitrile Butadiene Styrene (PC/ABS):
PC on its own has poor chemical resistance. It is the
acrylonitrile that provides the chemical resistance in ABS.
PC/ABS produces a material that has the best of both worlds.

Alot of hospital electrical equipment and devices rely on the use
of PC/ABS, PC, and ABS for the outer housing due to its glossy
appearance and good impact strength.

Ultra Engineered Polymers (UEP) for the
Medical Device industry

With a drive within the medical industry to improve patient
outcomes using minimally invasive, quicker procedures,
traditional materials have not been able to meet the necessary
requirements. Due to their unique performance attributes, UEPs
can work in environments and applications in which common
engineering polymers would fail. From high temperature
exposure, exhaustive sterilization requirements, aggressive
chemistry handling, high tensile strength/flexural modulus
needs, or excellent dielectric properties, I-JEPS allow for
solutions in the most challenging of applications.

There is a wide range of I-JEPS and many are described also as
"high-heat" polymers due to their required high temperature
processing conditions and heat resistance — the major ones
being PEEK, PPSU, PSU, PESU and PEI. They have added a
level of performance to plastics that was relatively unknown until
not that long ago.

These materials are crucial for medical innovation, as they can
withstand demanding environments and multiple sterilization
cycles, meeting the requirements for both current and future
minimally invasive procedures

Key characteristics and benefits

* High performance: I-JEPS possess high tensile and flexural
strength, and excellent impact resistance, allowing for the
creation of strong and durable parts.

Chemical resistance: They resist aggressive chemicals,
solvents, and cleaning agents, making them ideal for use in
hospital environments and fluid-handling components.

Sterilization compatibility: Many UEPs can withstand
repeated high-temperature sterilization methods like
autoclaving and gamma radiation, which is critical for reusable
medical devices.

Biocompatibility: UEPs are often biocompatible, making
them suitable for medical implants and long-term patient
contact.

Dielectric properties: Some UEPs have excellent dielectric
properties, which is beneficial for the electronic components
found in many medical devices.

An important requirement before using an ultra-engineering
material is to find a processor that has the knowledge, skills, and
experience necessary for converting them to extruded or
injection moulded components. All of these materials require
specialized equipment; purpose designed tooling and the
knowledge of unique processing methods.

( Ref : Spectrum Plastic Group White Paper ).

Manufacturer of Unsterilized Bulk Disposable Needles and Surgical Products

\\ \

Available sizes for Needles 18G, 19G, 20G, 21G, 22G, 23G, 24G 5

with Imported Cannula & Components

18G PINK 1.20 MM
19¢  |[NCREAMMN 1.10 MM
20G YELLOW  0.90 MM
21G GREEN  0.80 MM
22G 0.70 MM
23¢  EEE 0.60 MM
24G  |PURPEEM 0.55 MM

v/

Production Facility
Automatic Needle Assembly Machine

With Testing Equipments like

® Penetration Force Measurement Test Unit
T Digital Bond Strength Test Unit

Beacon Plastics

9, Revabhai Estate Part-2, Opp. Shriji Hotel, C.T.M., Ahmedabad - 380 026.
Ph. : +91 9824041538 e E-Mail : beaconplastics@hotmail.com e www.beaconplastics.com

AN ISO 2001:2017% Cerrified Company

28] MEDICAL PLASTICS Sy Febrany 202

TA

SERVI




Next-gen Circular Medtech
Frontier : The Rise of Smart
& Sustainable Plastics

Falgun Jani
Business Head India Region, Freudenberg Medical

Modern medicine would be unthinkable without plastics. They are used in a wide variety of forms and textures and not only
save many lives, but also make the everyday lives of medical staff much more comfortable and efficient.
History & Evolution of Medical Plastics :

Historically, the term "plastic" in a surgical context ("plastic surgery") dates back to 1816-1838 (derived from the Greek
plastikos meaning “to mold”).

The specific term "medical plastics," referring to synthetic polymers used in medicine, came into common usage around
the mid-20th century.

In the modern age, Medical Plastics (or "medical-grade" plastics) are referred to the specialized polymers engineered
and manufactured for use in healthcare applications, ranging from surgical tools and implants to diagnostic equipment
and pharmaceutical packaging.

i % ' Poly(téréphtalate
., Galalithe = d'éthylane)
. 3 Du Pont
Poly{chlorure de vinyle) PVC ) Trilat o Téflon s i
Regnault 1835 - Baumann 1872 1899 ¢ Polystyré Du Pont :eo;:emrs Du Pontde Nemours R S :“IMCABS ; ‘l.,°f{§."|:
o " Viscose synthétique |G Farben 1835 1038 Y Lﬁanﬂmny o 1954
’/ o Hilaire de Hofmann 1931 « Styréne-Butadiéne »
[ y Chardonnet 1807-1909 (Guerre) Pol
: rih Polyéthyléne sl lymires super-
Caoutchouc >/ Celluloid PVC additivé basse densité L « Mblaming. TOlfthytine hauts ) RSO
Goodyear Parkes/Hyatt Bakélite BF Goodrich {LDPE) Polyuréthanes | Silicones' " | gorridghyde, 9NSH (HOPE) = HAGh
1839 18551869 Baekeland | 1926 i 0.Bayer  Dow Chemical 1830-aprés guerre z;"g“” Polycarbonates

b

Cellophane
Brandenberger
1908

1907 1937 1940 953 i

1965-1970 4
[V

1970 ‘

L .

1830 1840 1850 1860 1870 1880 1900 1910 1920 1830 1935 1940 1945 1950 1960
Thisimage is a historical timeline of polymers and plastics, charting key discoveries and commercial milestones from
1830to 1970. It highlights the evolution from natural and semi-synthetic materials to the sophisticated synthetic polymers
that define modern industry.

The evolution of medical plastics from 1970 to the present has transitioned from simple, single-use disposables to high-
performance, biocompatible polymers and 3D-printed solutions. This journey has been driven by the need for infection
control, patient safety, and advanced surgical outcomes.
Decade | Key Developments and Milestones Primary Materials
1970s | Introduction of first flexible plastic IV bag (1970), enabling closed transfusions. PVC, Poly-
Polycarbonate became widely used for its toughness and PEEK was first prepared (1977) carbonate, PEEK
1980s First artificial heart made primarily with Polyurethane implanted (1982). Rapid expansion of | Polyurethane,
high-performance plastics for complex medical tools HDPE
1990s | Use of artificial arteries made of Teflon (1994). Introduction of Polylactic Acid (PLA) as a PTFE (Teflon),
commercially successful Bioplastic (1990s) PLA
2000s Rise of Nanotechnology in medical polymers. Advanced prosthetic devices offering greater | Nanocomposites,
flexibility and comfort became common Bio-Polymers
2010s to | Dominance of 3D Printing for personalized implants and surgical guides. Shift towards Bio-based resins,
2020s | sustainable Biopolymers and anti-microbial varieties. Engineered
Plastics
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Healthcare Plastic ‘OR’ Medical Plastic ?

Since both these terms are commonly used interchangeably in recent times, It is important to understand the difference
between them.

Healthcare plastics is a broader term encompassing all plastic materials used within a healthcare environment,
including non-medical applications like cafeteria utensils, packaging, and office supplies

Medical plastics are specialized, biocompatible polymers engineered to meet strict regulatory, sterilization, and safety
standards for direct patient contact, such as implants, tools, and drug delivery systems.

Feature Healthcare Plastic Medical Plastic
Primary Scope Broad use across hospitals and clinics including Specialized polymers for diagnostic and treatment
support activities devices
Common Uses Cafeteria trays, administrative tools, Janitorial Syringes, Catheters, Implants, Surgical tools, 1V
supplies and non-sterile packaging Delivery systems
Biocompatibility | Typically not required for non-clinical applications Mandatory : must pass ISO 10993 or USP Class VI
testing
Sterilization Standard cleaning with mild disinfectants Must withstand autoclaving, gamma irradiation or EtO
(Ethylene Oxide) sterilization
Material Origin Often standard commercial or industrial grades Medical grade materials specifically engineered for
high purity & stability
Regulatory Risk | Low, Often classified as non-medical High, strictly regulated by different agencies like FDA
depending on risk to the patient
Examples Industrial grades of PP, PE, PVC, PC, PS, Medical grades of Silicones, PVC, PEEK, PP,
PET, ABS UHMWPE, PMMA, TPU, PSU, PES, PPSU

Linear Economy Vs Circular Economy :-

Linear economy operates on a "take-make-dispose" model, extracting raw materials to create products that are
discarded as waste, leading to resource depletion.

Circular economy focuses on "reduce-reuse-recycle," designing products for longevity and keeping resources in use
to eliminate waste and regenerate natural systems

» Linear Economy Ty - Circular Economy
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Circular and Linear Economy: The Key Differences

Circular Economy Strategies for Medical Plastics :-

Circular economy strategies for medical plastics focus on reducing, reusing, and recycling, transitioning from linear "take-
make-dispose" models to closed-loop systems.

Key strategies include designing for recyclability, utilizing sterilization for safe reuse, implementing advanced recycling
techniques (pyrolysis, depolymerization), adopting bio-based materials, and employing Extended Producer
Responsibility (EPR).
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Key Circular Economy Strategies:

Design and Material Substitution: Redesigning medical devices to allow for easier, safer sterilization and reuse instead
of single-use. Substituting conventional plastics with bio-based, biodegradable, or recyclable alternatives.

Safe Reuse and Reprocessing: Establishing systems for cleaning, testing, and re-sterilizing medical instruments, which
can significantly reduce waste and costs.

Advanced Recycling (Chemical/Mechanical): Utilizing technologies like pyrolysis to break down complex medical
plastics into raw materials (e.g., oil) for new product manufacturing, avoiding downcycling.

Waste Segregation and Management: Implementing rigorous, hospital-level waste sorting, such as distinguishing
clean, recyclable packaging from infectious plastic, and utilizing autoclave chemical techniques.

Extended Producer Responsibility (EPR): Mandating that manufacturers take responsibility for the entire lifecycle of
their products, encouraging sustainable design and take-back programs.

Digital Tracking: Utilizing Al-driven sorting and blockchain to enhance traceability and efficiency in managing and
recycling medical plastic waste.

é Petroleum Strategies
Extraction and = -
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.@ N () Replace %0“‘““*“ Mm%mu%gmwmmmwpeﬁﬁm
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Difference between BioPlastics and Biodegradable plastic :-

Bioplastics are derived from renewable resources (like corn, sugarcane, or cellulose), while biodegradable plastics
are designed to break down into natural elements by microorganisms, regardless of their source.

Akey distinction is that not all bioplastics are biodegradable (e.g., Bio-PE), and not all biodegradable plastics come from
renewable sources.
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Bioplastics Examples (Bio-based, not always
biodegradable)

These focus on the source of the material (biomass).

PLA (Polylactic Acid): Derived from fermented plant starch
(corn/sugarcane); used in food packaging and cutlery.

PHA (Polyhydroxyalkanoates): Produced by microorganisms,
often used in medical devices and food packaging.

Bio-PET (Polyethylene Terephthalate): Made from bio-
ethanol, used in beverage bottles (e.g., Coca-Cola's PlantBottle).

Bio-PE (Polyethylene): Derived from sugarcane, used in plastic
bags and bottles. Starch-based plastics: Often blended for films
and packaging

Biodegradable Plastics Examples
(Decomposable, not always bio-based)

These focus on the disposal method (breaking down by
microbes).

PBAT (Polybutylene Adipate Terephthalate): Petroleum-
based but fully biodegradable; often used in compostable bags
and agricultural mulch films.

PCL (Polycaprolactone): Petroleum-based, used for long-term
biodegradability, such as in biomedical applications.

PBS (Polybutylene Succinate): Can be bio-based or petro-
based; used for food packaging and films.

PHA/PLA Blends: Frequently used to increase durability while
remaining compostable.
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s Bio-based # Biodegradable: Bio-PE and Bio-PET are
bioplastics, but they are not-biodegradable.

* Petro-based # Non-biodegradable: PBAT is a
petroleum-based plastic that is biodegradable.

= Overlap: Materials like PHA and PLA are both bio-based
and biodegradable.

Rise of Smart & Sustainable Plastics :-

« Smartplastics, also known as intelligent or active plastics, are a
type of plastic material engineered to respond to external
stimuli like heat, light, or pressure.

* They are sophisticated materials with embedded sensors,
actuators, and even data processing capabilities.

e This allows them to interact with their environment, monitor
conditions, and potentially change their properties or behaviour
in response.

* The term ‘bioactive materials’ was defined by Hench et al.
(1971) as “a bioactive material is one that elicits a specific
biological response at the interface of the material, which
results in the formation of a bond between the tissues and the
material.”

Bioplastics are increasingly used in the medical field for
biocompatible, biodegradable, and sustainable applications,
including drug delivery, tissue engineering, and temporary
implants like stents or sutures. Common types include PLA, PCL,
and PHA, which offer advantages like controlled resorption in the
body, reducing the need for secondary surgeries.
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Here is a structured overview of smart polymers and their
expanding role in medical device innovation.

This graphic emphasizes how the synergy between cutting edge
polymer science and enabling technologies is driving a new
generation of medical devices with improved responsiveness,
adaptability, and therapeutic precision.

Types of smart polymers
« Stimuii responsive: pH, T extern|
field. bioconjugates
* Hydrogels, shape memory polvmers
= Nanaparticles and surfaces

Advanced technologies

* Molecular imprinted

+ Nanopatterning surfaces:
nanoiithography

+ Microfluidics

( Smart polymers >
For medical devices
1

MNovel applications

Smart polymers-based  Minimally invasive Cancer therapy
medical devices surgery
Diagnosis Biosensors Microfluidics-based

medical devices
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It highlights two foundational pillars that enable the development
of these advanced materials:

1. Types of Smart Polymers, including stimuli responsive
polymers (triggered by pH, temperature, or external fields),
hydrogels, shape memory polymers, and nanoparticle based
systems.

2. Advanced Technologies that enhance their functionality,
such as molecular imprinting, nanopatterned surfaces using
nanolithography, and microfluidics.
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Conclusion & Key Takeaways :-

Transitioning to a circular Medtech economy requires a
commitment to high value, affordable healthcare. By prioritizing
innovative product design, responsible manufacturing, and re
use strategies, the industry can safeguard supply chains, reduce
environmental impact, and build a sustainable healthcare future.
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defines as a plastic.

The term plastic comes from the Greek word “plasticos”
shaped. This property refers to the ability of these materials to be formed into a variety of shapes.Another
commonly used term for plastics is polymers — also derived from Greek language where “poly” is many and “mer” is a unit or
part. Therefore a material thant can be shaped in various forms and is composed of a long chain of many repeating units is

, meaning capable of being molded or

Saimax Healthcare is india (Delhi NCR) based company
providing consultancy service to Medical Devices, Diagnostic (IVD) Kits,

Orthopedic Implants, Medical Oxygen
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Press Release

Qosina and Informa Markets Launch Student Education Initiative
to Empower the Next Generation of MedTech Engineers

RONKONKOMA, NY—January 21,2026— Building on more
than four decades of collaboration, Qosina, a leading global
supplier of OEM medical device components, and Informa
Markets today announced the launch of a new Student Education
Initiative designed to empower future medical technology
engineers through hands-on industry exposure, professional
networking and real-world learning opportunities.

The initiative introduces students to the medical device
ecosystem by connecting academic learning with live industry
environments, including leading manufacturing and medtech
trade shows. Through curated educational programming, in-
booth engagement, student-focused surveys and video
interviews, the partnership highlights the critical role that quality
components, trusted suppliers and professional relationships
play in both successful academic projects and long-term careers.

“This initiative reflects Qosina’s long-standing commitment to
education and to the future of the medical device industry,” said
Lee Pochter, CEO of Qosina. “By working alongside Informa,
we’re helping students move beyond the classroom and into the
real-world environments where innovation happens, showing
them how supplier quality, industry knowledge and networking
directly impact patient outcomes and career success.”

The Student Education Initiative will be activated before, during
and after key Informa Markets manufacturing events, including
MD&M West taking place February 3-5, with touchpoints
designed to maximize student engagement and insight. Planned
activities include pre-show student surveys, in-booth educational
signage announcements within student education tracks and on-
site video interviews capturing student perspectives.

As part of the initiative, MD&M West 2026 will also feature
Workforce Connect, a career panel and networking program
connecting students with employers, including a session hosted
in collaboration with Dr. P. K. Shukla, The Shah Family Endowed
Chair in Innovativeness at Chapman University, and Tim Engel,

Improving Recyclability and
Market Value

* Avoid multiple material types used within one
product

* Avoid paper tapes or labels attached directly

to products

Avoid metalized plastics and paper/film

packaging combinations

Allow for the identification and removal of

product residue

* Minimize the use of pigments in products

President of the Society of Manufacturing Engineers (SME) —Los
Angeles Chapter.

“Students are the future of manufacturing and medtech, and it's
critical that they understand how the industry truly works,” said
Adrienne Zepeda, VP, Growth Portfolio Leader at Informa
Markets — Manufacturing. “By partnering with Qosina, we're
creating meaningful opportunities for students to engage directly
with suppliers, engineers and industry leaders, helping them
build confidence, professional skills and a clearer path from
education to employment.”

Together, Qosina and Informa aim to strengthen the bridge
between education and industry—ensuring the next generation
of medtech professionals is informed, connected and prepared to
innovate.

About Qosina

Qosina is a leading global supplier of OEM single-use
components to the medical and biopharmaceutical industries.
With over 45 years of experience, Qosina offers one of the world’s
largest selections of stock components—including connectors,
fittings, valves, tubing and other critical parts—to help companies
accelerate innovation and reduce time to market. In addition to its
extensive catalog, Qosina provides custom sourcing, molding
and assembly solutions. Headquartered in Ronkonkoma, New
York, with a European office in Milan, Italy, Qosina serves
customers worldwide with a commitment to quality, compliance
and innovation.
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Manufacturers & Exporters of
Disposable Medical Devices
Infusion Set, Blood Administration Set,
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(Blades), Cap, Mask, Gown, Drapes, Bandages,
Dressings etc.

Specialized in Handling Large Quantity
& OEM / Contract Manufacturing

Factory : 16, Ranchodnagar, Near Vinzol Railway,

Crossing, Vatva, Ahmedabad-382445, INDIA

Tele : +91-79-25835567, +91-79-25834850
E-mail: info@jimitsurgicals.com e Web: www.jimitsurgicals.com
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QOSI

Thousands of Stock Components

For nearly 45 years,

Qosina has been a trusted partner to
medical device engineers, providing
thousands of in-stock components
and innovative solutions to meet the
industry’s evolving needs. Qosina
delivers high-quality components
and practical support.

Serving diverse applications, Qosina’s
extensive product portfolio includes
over 5,000 components across 25+
categories. With same-day shipping,
flexible order quantities, and an

ISO 8 Class 100,000 cleanroom for
repackaging, Qosina ensures timely,
customized solutions that meet your
project’s unique demands.

Whether you're in the design or
development phase, Qosina is here
to support you with practical, reliable
solutions at every step.

Log on to gosina.com today to see
our full product offering.

I
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Low-Cost, Low-Risk

Opportunity

To Reach Indian Medical Devices &
Plastics Disposables / Implants Industry

DATA SERVICGE

A TECHNO-ECONOMIC NEWS MAGAZINE FOR MEDICAL PLASTICS, MEDICAL DEVICES, DIAGNOSTICS AND PHARMA INDUSTRY
SINCE 1994
+ Suppliers of Machineries / Equipments / Row Materials / Services to Medical Plastics Processors
U n |q ue + Vendors to Medical Devices / Equipments Manufacturers
« Supplying Row Materials / Clean Room Equipments / Assemblies / Sub-Assemblies / Components /

0 p po rtu n |ty Technology etc.

FO r: + Medical Equipments / Device Manufacturers / Suppliers and Marketing Companies
« Technical / Quality / Management Consultants for Medical Devices Disposables / Implant Industries

www.medicalplasticsindia.com

“A man who stops
advertising to save money
is like a man who stops a

clock to save time.”

- Henry Ford
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Eminent Personalities, Events, Global Opportunities and Trends, Health update, Import - Export News,
Industry News, Manufacturing, Markets, Materials, Product Profiles, Products & Processes, Regulatory

Affairs, Sterilization, Quality, Technology and more.....
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Cover Story + Innovations in Polymer Films for Medical Packaging
Medical Device Packaging: Material and Design of Sterile
Barriers Sanjay Shah, Director, Unikal Consultants,
Ahmedabad
Materials + ABC of Performance Plastics & Their Applications in
Medical Devices, Pharmaceuticals & Food.
Asim Datta, Consultant Faculty, Indian Institute of
Packaging & NIPPER Chandigarh.
Corporate Profiles Biomaterial and Medical Device Testing Services at
SCTIMST
Testing of Syringes and Needles
Dr Renijith S, Biomedical Technology Wing, Sree Chitra
Tirunal Institute for Medical Sciences and Technology,
Thiruvanthpuram.
+ Soaring Growth in High Performance Medical Plastics
Market
Medical Polymeric Materials Development for Healthcare
Applications.
Global Market  + Medical Devices - Argentina Medical Devices Market
Mr. Amit Dave - M. Pharm, MBA, Former CEO - Brazil
operations/ Vice President Export - Zydus Cadila Claris

Qulaity

Global Trends

Lifesciences.
AiMeD & + UIDAI CEO Amit Agrawal Appointed as New
Regulatory Pharmaceuticals Secretary in Major Bureaucratic
Updates Reshuffle

Union Budget 2025, Disappointing Budget for Medical

Devices Industry

AiMeD Seeks Monitoring of MRP Of Imported Medical

Devices Against Import Landed Cost

Medical Device Manufacturers Hail CDSCO Move on

Stopping Import of Used Medical Devices

MoHFW To Establish an Expert Committee to Monitor

Adverse Effects Caused by Medical Devices.

IndustryNews  + India's Push for Self-reliance: Medical Devices Sector

Shows Promising Growth

Congratulation to HMD team! Well done Exports

Department award won once again - for year 2021-22

MP Showcases Ujjain Medical Device Park to Woo

Japanese Investors.

Inauguration of New Pradhan Mantri Swasthya Suraksha

Yojana (PMSSY) Building at SCTIMST

PressRelease * QosinaAnnounces Collaboration with B. Braun, Expanding
Access to Small-Quantity Purchases

DidYoyKnow? « 3 Common Misconceptions About Medical Device

Packaging
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Cover Story  + Innovations in Medical Plastics Disposables
Strengthening India’s MedTech Ecosystem Through Skill
Development and R & D Jatin Mahajan-Managing Director,
J Mitra & Company / Secretary, Association of Diagnostics
Manufacturers of India-ADMI.

Challenges of 3D Printing Technology for Manufacturing
Biomedical Products: A Case Study of Malaysian
Manufacturing Firms.

Environment& ¢ Medical Plastics and their Recycling: Challenges and
Sustainability Opportunities in India and Globally Indrajit Ghosh - Global
Chairman MSME Chamber of Commerce and Industry of
India & Chairman and Managing Director World GREXPO
Foundation.

Importance of Risk Management (ISO 14971) for Materials
& Components Suppliers to MedTech Industry

Sanjay Shah, Unikal Consultant.
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Technology

Qulaity

Global Trends + Europe Medical Disposable Products Market outlook, 2028.
Global Market + Medical Devices - Ecuador Medical Devices Market
Mr. Amit Dave - M. Pharma, MBA Former CEO-Brazil
operations/ Vice President Export - Zydus Cadila Claris
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AiMeD & + Medical Devices Makers Demand 7.5% Safeguard Duty on
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Updates « AiMeD Applauds Gujarat Government Decision for

Revocation of Dual Pricing Order on Stents

Export Promotion Council for Medical Devices (EPCMD)

Launched

CDSCO establishes “Coordination Division” to Stramline

Operations

CDSCO Introduces Automated Process for Compliance

Certificate Applications for Medical Device Manufacturers.

Industry News + AMTZ Joins Hands with FORGE To Build India’s Strongest

MedTech Innovation Ecosystem

Setting The Record Straight: USTR Claims Vs India's

Medical Device Policy

PressRelease « Qosina Expands Tubing Portfolio Through New
Collaboration.

Did You Know? « About Innovation in Indian MedTech Startups

Target Readers

All who are involved or interested in Medical Plastics user industries
ranging from Medical Plastic Devices / Equipments Manufacturers /
Marketing Companies, Diagnostic & Pharmaceuticals industries,
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+ “IMDI 2025: The 23rd Two Day National Conference and

Technology Show Exhibition on “Medical Devices / Medical
Plastics: Changing Scenario and Way Forward” in
Conjunction with Technology Show Exhibition. Aug. 29 —
30, 2025. 26 It includes Field Visits on Day 2. Details
highlighted in the magazine.

Medical Device Industry Clusters in India: Growth
Dynamics.

Focus on Tamil Nadu Medical Device Industry Ecosystem
Jayasing Morris - Coordinator & General Secretary,
Association of Tamil Nadu Medical Device Industry
(ATMED)

Materiovigilance in India: Strengthening Safety
Surveillance for Medical Devices - Dr. Shatrunajay Shukla,
Indian Pharmacopoeia Commission, Ministry of Health &
Family Welfare, Government of India

Innovation for Medical Plastics Injection Molding

Keyur Parikh, Founder, Engistart Consulting, Ahmedabad
Global Medical Devices Outsourcing Market

DoP Modifies Guidelines on Capacity Building Scheme for
Medical Devices

Covestro Launches Production of Medical-grade TPU In
Asia Pacific

Qosina Announces Distribution Partnership with Sealed Air
to Offer NEXCEL® BIO1250 Bioprocessing Bag Film

+ Bry-Air Plastic Drying Equipment

Did You Know? « About Challenges facing injection moulding of micro

sized parts for medical industry.
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Medical Device Industry (ATMED) as co-organizer along
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Materials + Decoding Thermoplastic Polyurethane (TPU)
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+ Performance Plastics & Their Applications in Food
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Abstract

Polytetrafluoroethylene (PTFE) has played a foundational role in
medical device engineering due to its biocompatibility, chemical
inertness, and durability. Its clinical relevance has expanded from
early vascular grafts to modern smart materials and drug eluting
systems. Recent regulatory assessments continue to confirm its
safety in medical applications.

1. Introduction

Polytetrafluoroethylene (PTFE) is one of the most influential
synthetic polymers of the modern industrial and medical era.
Discovered accidentally in 1938 by Dr. Roy J. Plunkett at DuPont,
PTFE rapidly transitioned from a laboratory curiosity to a material
of global significance due to its exceptional chemical stability,
thermal resistance, and friction reducing characteristics [7]. Its
commercial introduction as Teflon in 1945 marked the beginning
of its widespread industrial use, catalyzing applications in
aerospace, electronics, chemical processing, and later, the
medical sector.

PTFE had emerged as a transformative material in medical
technology, first being used in vascular grafts—a breakthrough
that reshaped cardiovascular surgery [8]. Throughout the
following decades, its role expanded into surgical tools,
implantable devices, coatings, and diagnostic instrumentation.
The development of expanded PTFE (ePTFE) further enhanced
its functionality, introducing controlled porosity for better tissue
integration and enabling new possibilities in reconstructive and
regenerative medicine [8].

In the contemporary world, PTFE’s unique combination of
properties—chemical inertness, biocompatibility, hydrophobicity,
and thermal stability—has made it indispensable across
industries. Today, PTFE is integral to minimally invasive medical
devices, high performance electronics, advanced
manufacturing, and energy technologies. The medical industry,
in particular, relies heavily on PTFE for catheters, stents, grafts,
surgical implants, and microfluidic systems due to its low friction
and long term stability [6].

Additionally, regulatory evaluations continue to solidify its place in
modern healthcare. In 2025, the U.S. FDA reaffirmed that
fluoropolymers such as PTFE remain safe for continued use in
medical devices, following extensive review of clinical data and
decades of real world performance [2]. With ongoing
advancements in nanotechnology, biofunctional coatings, and
smart materials, PTFE continues to evolve, maintaining its status
as one of the most essential polymers shaping modern scientific
and industrial progress [8].

Polytetrafluoroethylene (PTFE)
in Medical Applications:
Properties, Developments,
and Clinical Relevance

Evolution of PTFE in Medicine:
Early Adoption (1960s—1980s)

PTFE’s entry into vascular graft applications during the 1960s
revolutionized cardiovascular surgery. Advances in the
1970-80s improved PTFE’s porosity and biocompatibility,
leading to ePTFE. [1]

Diversification (1990s—-2010s)

PTFE use expanded to dental implants, orthopaedic
components, surgical coatings, and microfluidic diagnostic
devices, supported

by nanotechnology-driven surface engineering. [1]

Modern Innovations (2010s—present)

Recent developments include:

* PTFE composite biomaterials

* Drug eluting PTFE structures

« Surface biofunctionalization

» Nanostructured PTFE for regenerative medicine [1]

2. Material Properties Relevant to Medicine

2.1 Biocompatibility and Safety
PTFE is biologically inert and does not trigger inflammation
or adverse tissue reactions. This quality makes it ideal for
implants and long term medical devices [1].
The U.S. FDA further confirmed in 2025 that fluoropolymers,
including PTFE, show no evidence of patient-care issues,
reinforcing its necessity and continued use [2].

2.2 Chemical Resistance and Durability
PTFE maintains its structural integrity even when exposed to
bodily fluids, chemicals, and aggressive substances used in
hospitals. This ensures reliability in implants, catheter
coatings, and surgical instruments [3].

2.3 Extremely Low Friction Surface

PTFE has one of the lowest friction coefficients of any solid
material. This lubricity is essential for medical devices that
must glide through the body [4]. PTFE enables smooth
passage of catheters, guidewires, stents, etc. Italsoreduces
irritation, while its non stick surface prevents tissue
adhesion—important in wound dressings and surgical
instruments. [5]

2.4 Porous ePTFE Enhances Tissue Integration
Expanded PTFE (ePTFE) has controlled porosity that
supports tissue ingrowth, making it critical for vascular grafts,
patches, and reconstructive implants [1]. It also enhances
tissue integration and healing, especially in vascular grafts
and reconstructive grafting.
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2.6

3.

Fig-1, Porous structure of Expanded PTFE
High Thermal Stability Supporting Sterilization
PTFE withstands autoclaving, gamma irradiation, and other
sterilization techniques without degradation. This makes it
suitable for reusable surgical tools and diagnostic
components [4]

Chemical and Biological Inertness

PTFE is highly resistant to bodily fluids and does not react
with tissues, minimizing risks of inflammation or
rejection—key requirements for implants and long term
medical devices. [5]

Purification required in PTFE

Polytetrafluoroethylene (PTFE) does not naturally exist in a form

suitable for medical devices.

It must undergo a series of

engineered processing steps to achieve the required purity,
mechanical properties, porosity, biocompatibility, and shapes
needed for implants, catheters, grafts, and diagnostic tools. The
transformation from raw polymer to medical grade PTFE involves
polymerization, purification, molding/extrusion, controlled
expansion, and surface modification.

3.1

3.2,

Polymerization and Raw Material Formation

PTFE originates from the polymerization of
tetrafluoroethylene (TFE), where the TFE monomers link into
long chains to form PTFE. This reaction was first observed
during the accidental discovery in 1938, laying the
foundation for controlled industrial synthesis today [1].

The polymerization process produces PTFE resin in forms
such as:

» Fine powder

» Granular resin

* Aqueous dispersion

These grades then serve as feedstock for medical
processing lines [4].

Purification to Meet Medical Grade Requirements
PTFE used in medical devices must meet extremely high
purity standards to ensure biocompatibility, chemical
stability, and long term safety when placed inside the human
body. These requirements come from regulatory findings
confirming the importance of fluoropolymers' safety and
inertness in clinical environments [2], as well as the known
biological inertia of PTFE essential for implants and long-
term device use [3].

3.2.1. Removal of Residual Monomers and Processing

Aids
PTFE is produced through polymerization of
tetrafluoroethylene (TFE). After polymerization, the raw
PTFE contains residual monomers, surfactants, catalysts,
and emulsifiers, all of which must be removed to achieve
medical-grade purity.
Key Purification Steps
Thermal outgassing to evaporate and remove volatile
monomers.
» Repeated washing and filtration to eliminate emulsifiers
and polymerization residues.
* Vacuum drying to ensure no moisture or processing
contaminants remain.
These steps are critical because PTFE’s medical value
comes from its non-reactive nature and resistance to

3.2.2.

3.2.3.

3.2.4.

3.2.5.

3.2.6.

bodily fluids, which depends entirely on proper purification

(3]

Particle Purification and Size Control

Medical PTFE must have precisely controlled particle size

and molecular weight to ensure predictable extrusion and

molding behaviour.

Methods Used

* Mechanical sieving to ensure narrow particle size
distribution.

» Centrifugal purification to remove ultra-fine particles
and aggregates.

* Chemical neutrality testing confirming absence of
reactive species.

These refinements ensure the mechanical reliability of

PTFE medical products such as catheters and grafts,

which depend on smooth extrusion and structural

consistency. PTFE’s beneficial properties, such as low

friction used in catheters, rely on this precision [4].

Removal of Extractables and Leachables

Extractables and leachables refer to chemicals that may
migrate from the material into the patient's body.
Purification Techniques

* Hot solvent extraction (using high purity alcohols).

» High-pressure deionized water flushing.

» Thermal vacuum cycling to drive off trace chemicals.
These steps are necessary because recent FDA reviews
of PTFE medical devices confirm that patient safety is tied
to ensuring no harmful substances leach out of
fluoropolymer components [2].

Purification During ePTFE Production

Expanded PTFE (ePTFE), essential for vascular grafts

and surgical implants, requires further purification during

and after expansion.

Steps Include

+ Controlled stretching to create microporosity.

» Complete removal of lubrication oils used during
extrusion.

» High temperature sintering to stabilize structure.

The tissue integration ability of ePTFE, which makes it

invaluable for grafts and patches, depends on achieving a

clean, uniform porous structure free of residues [1].

Final Surface Cleaning and Biofunctional Preparation
Before being incorporated into medical devices, PTFE
components undergo:

Final Cleaning Procedures

» Plasma cleaning to remove organic residues.

» Ultrapure water rinsing to remove particulates.

» Cleanroom drying and packaging to maintain sterility.
Recent developments in PTFE medical technology,
including nano engineered and bio-functional surfaces,
rely on the polymer being free of contaminants so that
advanced coatings or drug eluting layers can bond
properly [1].

Required Purity Levels for Medical Grade PTFE
Although exact values vary by manufacturer and device
type, the industry generally follows stringent thresholds
consistent with FDA expectations:

Parameter Medical Grade Requirement
Residual monomers Non detectable
Surfactants/emulsifiers Non detectable or <1 ppm

Lubrication oils 0 ppm detectable

Particulates 210 um Very low (cleanroom standard)

Heavy metals Below toxicological limits

Endotoxins Below medical device regulatory limits
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These purity controls align with the FDA's fluoropolymer safety
review, which confirms PTFE remains safe when manufactured
according to stringent purification and processing standards.

3.3.

3.3.1

3.3.2

3.3.3

3.34

3.3.5

3.3.6

41
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Forming PTFE into Medical Device
Structures

Compression Molding & Sintering

PTFE powder can be molded and sintered into:

» Surgical instrument coatings

» Solid components

» Seals and gaskets

The high thermal stability of PTFE allows it to retain
structural integrity through sintering, which is crucial for
sterilizable products [3].

Paste Extrusion for Tubes & Catheter Liners

Medical grade PTFE tubes for catheters, guidewires, and
vascular devices are produced through paste extrusion.
This method creates:

» Ultra-thin, smooth-walled tubing

* Low-friction catheter liners

PTFE’s lubricity is critical in minimizing friction and
improving patient comfort. [3][5].

Film Stretching & Skiving

For wound dressings, membrane filters, and implantable
patches:

* PTFE blocks are skived into thin films

« Films may be stretched to adjust porosity

This ensures a non-stick surface, reducing tissue
adhesion during healing [5].

Expansion to Create ePTFE (Expanded PTFE)

A breakthrough was the development of expanded PTFE
(ePTFE), which is produced by stretching PTFE under
controlled heat and tension.

This creates:

* A microporous structure

* Tunable pore sizes

* High flexibility

» Tissue integrative surfaces

ePTFE is widely used in vascular grafts, soft tissue
patches, and reconstructive implants, where porosity
promotes tissue ingrowth [2].

Surface Modification & Biofunctionalization

Modern medical applications require PTFE surfaces to
perform specific biological functions. Techniques include:
* Plasma treatment to improve cell adhesion

* Chemical grafting for improved tissue compatibility

» Nanostructuring to mimic natural biological surfaces
Recent advances even include smart PTFE devices
capable of controlled drug release and responsive
behaviour in the body [2].

Quality Control and Regulatory Testing

Before PTFE can be used in medical devices, it
undergoes:

» Biocompatibility testing

» Extractables and leachables analysis

* Mechanical integrity tests

* Long term stability evaluations

Clinical Applications of PTFE

Implantable Devices

Vascular Grafts

PTFE and ePTFE remain widely used in cardiovascular
bypass and vascular reconstruction due to stability and
hemocompatibility. [5]

4.1.2

Fig-2, PTFE vascular Grafts in blood dialysis

Stents and Guidewires

PTFE is commonly used as a lubricious coating for
cardiovascular and urological stents, supporting reduced
tissue adhesion and improved delivery. [5]

g §

Fig-3, PTFE guidewires

Orthopaedic and Dental Applications

PTFE composites are used in orthopaedic and dental
reconstructive materials alongside PEEK and titanium-
based systems. [5]

T
’ -
>

Fig-4, Guided bone regeneration using PTFE membrane

4.2

4.21

4.2.2

Interventional and Minimally Invasive
Devices

Catheters

PTFE coatings are widely adopted for intravenous,

urinary, and cardiovascular catheters due to its lubricity
and patient comfort advantages. [5][6]

-

Fig-5, Guide catheters PTFE

Medical Tubing and Drains
PTFE serves as a durable, chemically resistant material
for abdominal drains and chest tubes. [6]

Fig-6, Ultra-thin PTFE tubing
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Medical Instruments and Diagnostic Equipment
PTFE is used in:

» Surgical forceps, scalpels

» Syringe filters

* Mass spectrometer components

» Lab on chip microfluidic platforms

(6]

5. Standards:

Standard Purpose Key Criteria Required

ISO 10993 Biological safety | No cytotoxicity, no irritation,

no sensitization, no systemic toxicity,
hemocompatibility [10]

ISO 13485 Quality Controlled manufacturing, traceability,
management | contamination control [10]

FDA Device & Biocompatibility, no harmful leachables,

Regulations | material safety | material master file, safety validation [2]

ASTM Mechanical & | Tensile strength (D638), biological test

Standards chemical method guidance (F748), mechanical

performance reliability [7]

Industry Purity | Medical-specific | Zero residuals, minimal particulates,
Standards purity high sterilization resistance [2][10]

6.

8.2.

8.3.

8.4.

Market Landscape

The global medical PTFE market was worth $3.9B in 2023
and is expected to reach $7.0B by 2033. Surgical
applications account for 45% of usage, followed by
cardiovascular (30%) and orthopedic (25%). [4]

Regulatory and Safety Assessment

In 2025, the U.S. FDA concluded that fluoropolymers
including PTFE remain safe for medical device use, based
on analysis of 1,800 healthcare providers and 1,750+
scientific publications. [2]

The U.S. FDA has reaffirmed PTFE’s safety in medical
devices after reviewing extensive clinical and laboratory
data, ensuring it remains an approved and trusted material.
Additionally, FDA's PTFE Material Safety Summary outlines
decades of clinical evidence affirming PTFE’s
biocompatibility and safety profile. [3]

Future Directions

. Shift Toward Smart, Drug Eluting, and Bioactive PTFE

Systems

Smart PTFE materials, including drug eluting PTFE,
biofunctionalized surfaces, and responsive coatings that
adapt biologically after implantation. These developments
aim to reduce thrombosis, enhance endothelialisation, and
enable long term controlled drug delivery. [11], [15], [30]

Rise of Electrospun and Double Expanded PTFE for
Next Gen Grafts

Electrospun PTFE membranes show superior
hemocompatibility, while double — expanded PTFE
(dePTFE) with hydrogel layers significantly improves
compliance, burst pressure, and endothelialization—all
essential for small diameter vascular grafts. [16], [15]

Industrial Scale Precision Processing Will Enable
Uniform ePTFE Devices

New biaxial stretching techniques solve traditional issues of
uneven thickness and porosity variation, allowing reliable
industrial scale fabrication of uniform ePTFE membranes
with validated biological performance. [14]

Regulatory Endorsement Supports Continued PTFE

Use
FDA's 2025 evaluation concludes PTFE remains safe,

irreplaceable, and critical for devices such as stents, grafts,
pacemakers, and guidewires. This assures strong future
adoption with innovations centered on surface and drug
delivery enhancements rather than replacement. [12], [13]

8.5. Patents Reveal Next Generation Catheter Liners and

Ultra Thin PTFE Structures

« Tie layer coated ePTFE liners for improved adhesion and
lubricity

» Stretched PTFE liners with greater toughness and
controlled friction

* Ultra thin (<0.001”) PTFE catheter liners for deeper
vascular navigation

These enable future catheters with higher flexibility, lower

deployment force, and better navigability. [21], [22], [20]

8.6. Long Term Calcification
Studies highlight the need for anti-fouling coatings,
endothelialisation strategies, and calcification resistant
PTFE for long term graft success. Future work includes
integrating biological layers and nanostructured surfaces to
combat these issues. [17], [18]

8.7. Advanced Mechanical Modelling Will Accelerate

Device Development

A new anisotropic constitutive model for ePTFE enables
precise surgical simulations and accelerates the design of
vascular grafts and stent grafts. Such models will integrate
deeply in regulatory submissions and design cycles. [19]

8.8. MRI Safety Evidence Will Improve Clinical Use of PTFE
Based Implants
Updated MRI guidance confirms safe imaging of PTFE
covered grafts and stents at 3T, enabling seamless clinical
workflows. This will encourage broader adoption of PTFE
covered devices in high risk cardiovascular patients. [23]

8.9. Nanostructuring and Hybrid Composites Emerging as
Surface Enhancement Tools
Nanostructured interfaces, supramolecular surface
assemblies, and carbon/graphene composite
enhancements are gaining interest for improving PTFE’s
biological interactions, wear properties, and cell responses.
[25], [26]

8.10.Electrospun Stent Grafts and Drug Eluting ePTFE
Companies are actively commercializing electrospun PTFE
membranes and launching drug eluting ePTFE stent grafts
with clinical trials underway (DEScover Trial). This
demonstrates a rapid shift from R&D to marketed advanced
PTFE vascular devices. [28], [29], [30]

9. Conclusion
PTFE continues to be indispensable in modern medicine,
supported by its biocompatibility, stability, and diverse
applicability. With ongoing advances and regulatory
validation, PTFE is set to remain a critical component in
future medical device innovation.
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- Allows product designers to determine the function of a component in the end product application.
- Selection is based on polymers meeting environmental and mechanical/physical requirements.

Benefits of Pre-Material Selection for Medical Devices
- Preselection is a valuable tool for helping product designers find materials that comply with safety standards.

- It greatly reduces time and cost associated with final end product testing, certification and development thereby
speeding time to market. Also helps manufacturers maintain a competitive advantage in turnaround time.
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Who is Lubrizol? Our Scale, Science, and Focus

Lubrizol’s science is embedded in products people rely on every
day—from personal and home care to transportation,
electronics, and, importantly, healthcare. Our advanced
materials enable performance in everything from medical
catheters and dental aligners to the electric vehicles that support
modern healthcare logistics. This breadth isn’t incidental—it
reflects deep, cross disciplinary expertise in chemistry,
formulation, and application development, all of which directly
strengthen the medical devices we help bring to market.

For nearly 100 years, Lubrizol has been at the forefront of
innovation, delivering breakthrough solutions that enhance
everyday life and make the modern world work better. With a
heritage dating back to 1928, we’ve built a robust foundation of
thousands of patents and an extensive product portfolio that
continuously fuels our innovation pipeline. For medical device
partners, this translates into unwavering reliability, strong
regulatory discipline, and long term investment in the next
generation of materials that enhance patient outcomes and
elevate device performance.

Medical Device Capabilities: End-to-End
Partnership

Beyond supplying high performance resins, Lubrizol delivers end
to end medical device development capabilities. Our design and
engineering hubs in Europe and USA, support customers with
contract R&D, OEM services, balloon forming, and advanced
drug—device combination coating technologies.

On the manufacturing side, we offer precision thermoplastic
extrusion—including balloon tubing, heat shrink, and braided
reinforced constructions—along with a full scale silicone platform
spanning extrusion, molding, assembly, packaging, and
sterilization. This integrated model ensures consistency, quality,
and scalability across the entire device lifecycle.

We are also coming up with our newest state of the art facility in
Tamil Nadu, India. The site delivers single- and multi lumen
precision extrusion in TPU, Nylon, Pebax®, tri layer structures,
braiding, balloon tubing, and more. lts presence significantly
reduces supply chain complexity and lead times for both India
based and export oriented OEMs, all while maintaining Lubrizol’'s
global quality standards.

Thermoplastic Polyurethane (TPU)
Fundamentals: Chemistry and Versatility

TPU is a segmented block copolymer built from hard
segments—formed by diisocyanates and chain extenders—that

Understanding Thermoplastic
Polyurethane: An Adaptable
Material for Medical Devices

Surendra Kumar Pandey
Technical Marketing Manager, Lubrizol

provide strength, and soft segments—polyols—that deliver
flexibility. This hard-soft architecture creates reversible
crosslinks, giving TPU its hallmark combination of elasticity,
toughness, and processability.

This chemistry can be tuned across polyether and polyester
backbones to dial in properties like hydrolysis resistance,
oxidative stability, and barrier performance. From a processing
standpoint, TPU is thermoplastic—so you can extrude, injection
mold, solvent cast, dip, spin, coat, 3D print, bond, or blow it. That
breadth of processing methods empowers design teams to
iterate quickly, integrate features, and reduce assemblies.

Is TPU the Right Material? Decision Criteria

Selecting TPU starts with the use case: the device’s function and
required properties; type and duration of body contact;
mechanical profile—tensile, tear, kink resistance; chemical and
thermal resistance; sterilization route; processing method;
optical requirements; and whether you need radio-opacity.

TPU stands out because we can tune stiffness, softness, and
strength while still leveraging thermoplastic process economics.

Why Medical TPU from Lubrizol

Amedical grade TPU from Lubrizol is more than a material—it's a
quality and regulatory partnership. You benefit from ISO 9001
manufacturing, strict change control processes, product integrity
risk management, and strong medical device regulatory support
backed by biocompatibility expertise and long term supply
continuity planning.

TPU outperforms silicone in catheter and tubing applications with
higher strength, thinner wall capability, and superior burst
performance. TPU’s unique softening behavior is a clinical
advantage: stiffer at room temperature for trackability and
placement and softening at body temperature to enhance patient
comfort. As a thermoplastic with high melt strength, TPU also
enables efficient secondary operations like tipping, reflow,
thermal forming, and integrated features.

And with Lubrizol's customization capabilities—from hardness
and clarity to lubricity, radiopacity, and more—you get a tailored
TPU solution engineered to match your device’'s exact
performance needs.

Lubrizol’s Medical TPU Portfolio
Lubrizol’s families cover the performance envelope required by
today’s devices:

* Pellethane®, Tecoflex®, Tecothane® TPU: Workhorse
polyether grades for peripheral vascular and gastric

TA

IBJEDICAL PLASTIS::SE January-February 2026

SERVI



catheters—combining strength at thin walls, easy colorability
for identification, patient-comfort softening, and compatibility
with radiopacifiers for X-ray visibility.

* Isoplast® TPU: Aromatic TPU for high tensile and impact
strength, dimensional stability, optical clarity, and excellent
chemical resistance—ideal when solvents, lipids, or
aggressive disinfectants are in play.

» Film-grade TPUs: Shore A aromatic polyether TPUs for IV
dressings, wound-care and barrier films where breathability,
conformability, and extrusion consistency are critical.

This portfolio allows engineers to choose the optimal balance of
softness, resilience, clarity, chemical resistance, and
processability for each component.

Latest Innovation in Medical TPU: Tolerathane™
TPU

Innovation is key to Lubrizol, through our strong backing of R&D
we have introduced our newest offering for 2026.

Forlong-term implantable, Lubrizol introduced Tolerathane™—a
new thermoplastic material designed exclusively for implanted
medical devices. It delivers boosted biostability—superior
tolerance to oxidative and hydrolytic attack—without sacrificing
softness. Crucially, it maintains mechanical integrity at the softest
durometers and scales on standard thermoplastic processes,
enabling customization and fine-tuned performance.

Where does this matter? Think neuromodulation and cardiac
pacing leads, structural heart implants, percutaneous catheters
and cables, and implanted textiles. In each of these, designers
are balancing chronic durability with flexible, low-profile
constructions; Tolerathane opens new design space by coupling
softness and strength with improved long-term stability.

India and US Market Relevance

India’s MedTech industry is rapidly scaling, driving demand for
high performance polymers that meet global standards while
supporting local manufacturing. Lubrizol’s upcoming Tamil Nadu
facility brings precision TPU and advanced extrusion
capabilities—such as tri layers, braiding, and balloon
tubing—closer to Indian OEMs and multinational device makers.
This local presence shortens lead times, reduces logistics risks,
and accelerates validation.

Globally, Lubrizol’'s network of R&D centers, silicone and
thermoplastic platforms, and device design hubs enables rapid
prototyping in one region and seamless manufacturing scale up
in another—all while maintaining consistent specifications,
quality systems, and change controls.

Putting It All Together: What This Means for
OEMs

» Faster concept-to-clinic: TPU’s thermoplastic nature and
Lubrizol’'s extrusion, molding, and secondary processes
accelerate iteration.

» Risk reduction: Proven medical-grade governance—change
control, audits, and biocompatibility support—stabilizes
regulatory pathways.

* Performance tuning: From Pellethane®, Tecoflex®,
Tecothane® to Isoplast® and Tolerathane™, you can tune for
flow, kink resistance, clarity, chemical resistance, or chronic
stability—within one partner ecosystem.

* Global-local execution: Design where it makes sense;
manufacture where it's most efficient—leveraging Tamil Nadu
and our global footprint.

Summary & Closing

Thermoplastic Polyurethane (TPU) is one of the most versatile
material platforms used in modern medical devices. With nearly a
century of materials science expertise, Lubrizol offers end to end
medical capabilities and an industry leading TPU
portfolio—ranging from reliable, proven catheter grades to
advanced implantable solutions like next generation
Tolerathane.

If you are developing a vascular access device, structural heart
component, neurostimulation system, or an advanced wound
care platform, partnering early can make a significant difference.
Lubrizol can support you through material grade selection,
device design considerations, component development,
sterilization and process validation, and scalable
manufacturing—both locally and globally.

Speaker Contact:

Surendra Kumar Pandey

Technical Marketing Manager, Lubrizol

Email: Surendra.Pandey@Lubrizol.com

Phone: +91-8657033987

Lubrizol Advanced Materials India Pvt. Ltd., Mumbai

Note: This transcript aligns with content presented at the Medical
Plastics Conference, Plastindia 2026, and the Lubrizol medical
TPU portfolio overview.

Disclaimer: “The author of this article serves as the Technical
Sales Manager at Lubrizol Advanced Materials India Private
Limited. The views and opinions expressed herein are solely
those of the author and do not necessarily reflect the official
policies or positions of Lubrizol or its affiliates.”
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Global Trends

Shape Memory Polymer Market Trends

These polymers (like shape-memory alloys) will “remember” their
original shape when deformed, and flip back to the initial shape

when exposed to an external stimulus.

The stimuli may be an electric field, light, changes in pH-value, or

as most commonly, changes in temperature.

Due to the shape memory effect, the
medical devices based on SMP can be
implanted into body through minimally
invasive surgery in contraction or folded
state and recovered to their requisite
original shapes at target position.

The global shape memory polymer
market size was estimated at USD
927.66 million in 2022 and is expected to
grow at a compound annual growth rate
(CAGR) of 23.35% from 2023 to 2030.
The growing use of shape-memory
polymers (SMPs) in the medical industry
is projected to drive the growth of the
market. The U.S. market has
experienced strong growth in recent
years, with several factors leading to this
expansion. The advancement and
increase in R&D activities in nhumerous

sectors in the U.S. are expected to drive the growth of the U.S.
market. Shape-memory polymers are used in the aerospace and
defense sectors in the U.S. for various applications, such as
morphing aircraft components and self-healing materials.

The global shape memory polymer (SMP) market for medical
devices is experiencing rapid growth, projected to exceed USD 5
billion by 2030, driven by the demand for minimally invasive,
biocompatible, and intelligent, self-repairing materials. Key
applications include smart stents, orthopedic scaffolds, sutures,
and surgical tools that offer enhanced control and reduced

trauma compared to traditional materials.

Market Growth and Trends
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¢ Orthopedic and Surgical Tools: Self-tightening sutures,

bone fixation, and tissue scaffolds.

e Controlled Drug Delivery: Smart polymers designed to

release medication based on environmental trigger

Key Market Players and

Regions

* Top Players: Major companies
involved in the development of shape
memory materials include BASF
SECovestro AGEvonik Industries
AGSMP Technologies Inc, and
Cornerstone Research Group Inc.

* Regional Dominance: North America
currently holds the largest market
share (approx. 38.5%) due to high
demand for advanced medical
technologies and significant R&D.

The market is shifting toward materials
that offer higher biocompatibility, precise
recovery accuracy, and improved
responsiveness, making them crucial for
next-generation, patient-specific medical
solutions.

https.//www.grandviewresearch.com/industry-analysis/shape-
memory-polymers-market-report

S

» Key Drivers: The surge is fueled by an aging population, rising

demand for minimally invasive surgeries, and advancements in
biomedical engineering.

Dominant Materials: Polyurethane (PU) holds a dominant
position, accounting for over 47% of the market due to its
versatility and biocompatibility.

Medical Sector Dominance: The biomedical segment is a
major contributor, with SMPs allowing for devices that adapt to
the individual shape of blood vessels or tissue.

Key Medical Applications

Cardiovascular Devices: SMP stents, endovascular devices,
and embolization devices that trigger at body temperature.
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Country Profile

Malaysia is composed of two land parts, which are not in contact
with each other - West Malaysia (above Singapore) and East
Malaysia (above Indonesia), with the South China Sea between
them. Kuala Lumpur (KL), the capital city, is in West Malaysia (but
the administrative centre is a new town called Putrajaya, about 25
km south of KL). Malaysia's population is 3.4 cr, and almost 80%
of this is in West Malaysia. 75% population resides in urban
centres. 64% population follows Islam (the official religion of the
country) while about 6% are Hindus. The nation is quite young, as
70% population is below 44 years of age. Now the economy is
highly diversified and is the fastest-growing in the region. Besides
rubber, palm oil, petroleum, natural gas and commercial
hardwoods are the main products for export. Exports contribute
to over 60% of GDP. Electronics and electrical products also
make up a large share of exports. China, the U.S., and Singapore
are the major partners for trade. Kuala Lumpur has emerged as a
regional financial hub. The tourism industry is a key contributor to
employment.

Educated low-cost labour is a strong plus point of the country.
NDP (New Development Policy) aims at a balance between
economic growth and wealth redistribution, as well as to bring
local Malays into focus. Privatisation of many public-sector
activities like railways, airlines, telecommunications, and
electricity companies is underway. The economy is projected to
maintain steady growth because of its robust industrial base,
strong trade links, and rising domestic consumption. Political
instability and activities of the lower end in
the value chain in manufacturing,
however, are challenges.

Medical Device Registration in
Malaysia

The Medical Device Act 2012 stipulates
that MDA (Medical Device Authority under
the Ministry of Health Malaysia (MoHM) is
authorised to grant registrations for
medical devices. The process of
registration follows the ASEAN Medical
Devices Directive (AMDD) standards. The
classification of medical devices in
Malaysia follows the standard four classes

Highlights

level products

catheters

Zydus Cadila Claris Lifesciences

* High dependence on Imports for higher-

* Predictable registration with
documentation in English
* Qutsourcing possibilities for gloves and
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based on the risk involved -

» Class A (low risk)

» Class B (low-medium risk)
» Class C (medium-high risk)
» Class D (high risk)

Additionally, for combination devices, a fifth category is also
prescribed. For Class Adevices, review time is two months, while
for other categories, it is 6 to 8 months. Applications are to be
submitted through the MEDCAST system, which is online.
Manufacturers and importers need an “establishment license”.
Manufacturers with no local presence in Malaysia are also
required to appoint a Malaysia Authorised Representative.
Submissions are supposed to be made by this local company that
acts as the license holder (Malaysia Authorised Holder, or MAH).

One very important point is the involvement of CAB. All the
applications need a Certificate of Conformity from a Conformity
Assessment Body (CAB) that is authorised by the ministry.
However, medical devices with approval from specified reference
countries are allowed a window of up to 5 years to submit this
Certificate of Conformity under the fast-track system. Such
applications will be issued a provisional registration for this
period.

Licenses are transferable from one
Authorised Representative (AR) to
another through an application on
the same MEDCAST online portal,
with all the necessary documents,
along with a Termination Letter of the
last AR and a Letter of Authorisation
from the new AR.

The following Government website
for medical device registration gives
a very detailed description of the
whole process in English, along with
many links leading to the relevant
subjects.
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https://portal.mda.gov.my/index.php/industry/medical-device-
registration/medical-device-registration-information

Medical Devices Market
Broad scenario:

More than 90% requirement of Malaysia's medical device market
is catered by Imports and thus the export opportunity for medical
devices is huge. The government’s centralised procurement
system is also a big opportunity. As a rubber manufacturer,
Malaysia supplies 60% of the world’s medical gloves and 80% of
the world's rubber catheters. There can be an outsourcing
opportunity for such products from Malaysia, on the other hand.
Recent high tariffs on Chinese-produced rubber gloves by the
USA for medical and surgical use are expected to help the
manufacturers in Malaysia. The healthcare system of the country
has two parts: a government-sponsored universal healthcare
system and a high-quality private healthcare system with
patients’ payments or private insurance reimbursements. This
private sector treatment is expected to grow with economic
growth and rising incomes. Malaysia boasts one of the lowest
medical fees in the world, which is about 40% lower than in the
US and UK. This, along with the special visa systems for the
elderly, makes Malaysia a potential health service hub, adding to
the device market. The Government’s efforts are to support

EDICAL DEVI

products with high value and complexity instead of lower-end
products in the value chain, which are labour-intensive. Some
well-known Multinational Corporations have their APAC regional
headquarters in Malaysia, along with research centres. The
medical device sector is a priority sector for the Government, and
ambitious Indian players may evaluate the joint venture
possibilities in Malaysia.

Market in numbers:

Market size -The Malaysian medical device market size is
estimated to be about 2.5 bn USD

Market growth rate — The medical device market growth rate is
about 7.5% pa.

Import contribution - Imports make up around 95% of its need for
medical devices for domestic consumption of medical devices.
Hospital bed density — For Malaysia, this is 2 beds/1,000
population (India Hospital bed density is 1.6 beds/1,000
population, both 2021 estimates)

Opportunities and Challenges

Fairly large and fast-growing market, along with heavy import
dependence, makes Malaysia a good opportunity. Clear and
predictable regulatory process, again, is a positive. English as
a language of commerce also helps. Geographical distance
being less adds to the ease of exploring this market.

: Attention :

MEDICAL PRODUCTS MANUFACTURERS
FOR
Surgical Peelable & Tearable Pouches,
Lids & Reels For Sterilized
Medical Disposables & Devices
Contact :

Surgi Pack India Pvt. Lid.

PLANT : J/49, MIDC Tarapur Indi. Area, Boisar, Taluka : Palghar,
Thane - 401 506 India. 0 Tel. No. : 93245 51325
OFFICE : 102, Pran Kutir, Ram Lane, Off. S. V. Road, Kandivali (West),
Mumbai - 400 067 India.

Contact Person :

BIRJU TANNA (CEO)
Cell : +91 98199 70333
E-mail : birju.t@surgipackindia.com [ Sales @surgipackindia.com
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Synopsis

Dr Rajeev Singh Raghuvanshi will continue as Drugs Controller
(India) at CDSCO. His reappointment is on a contract basis for
one year starting March 1, 2026. This decision follows a proposal
from the Department of Health and Family Welfare. Dr
Raghuvanshi heads the CDSCO, responsible for drug quality
and new drug approvals.

The Appointments Committee of the Cabinet has approved the
reappointment of Dr Rajeev Singh Raghuvanshi as Drugs
Controller (India) at the Central Drugs Standard Control
Organisation (CDSCO). The decision follows a proposal from the
Department of Health and Family Welfare.

According to an official notification issued by the Ministry of
Personnel, Public Grievances and Pensions, Department of
Personnel and Training, Dr Raghuvanshi will continue in his role
on a contractual basis for one year from 1 March 2026.

“The Appointments Committee of the Cabinet has approved the
proposal of the Department of Health and Family Welfare for the

Dr Rajeev Singh Raghuvanshi’s
Reappointment As Drugs Controller (India)

re-employment of Dr. Rajeev Singh Raghuvanshi as Drugs
Controller (India), Central Drugs Standard Control Organization
(CDSCO) on a contract basis for a further period of one year
w.e.f.01.03.2026, or till the appointment of a regularincumbent to
the post, or until further orders, whichever is the earliest, by
keeping the Recruitment Rules (RRs) for the postin abeyance,” ..

The DCGI heads the Central Drugs Standard Control
Organisation (CDSCO)which is responsible for ensuring quality
drugs supply across the country. It also has authority to give
approval to new drugs and regulating clinical trials.

Dr Raghuvanshi had joined the IPC as secretary-cum-scientific
director on February 16, 2021.

Read more at:
https://economictimes.indiatimes.com/industry/healthcare/biote
ch/pharmaceuticals/acc-clears-dr-rajeev-singh-raghuvanshis-
reappointment-as-drugs-controller-
india/articleshow/128888994.cms?utm_source=contentofintere
st&utm_medium=text&utm_campaign=cppst

AiMeD Welcomes CDSCO's Initiative To Boost Drug Factory Inspections
via QCI-NABCB Accredited Bodies

“The Central Drugs Standard Control Organisation's (CDSCO)
decision to enhance factory inspections for drug regulation
compliance by engaging QCI's NABCB-accredited certification
bodies is a commendable step toward integrating third-party
certification.

Medical devices set this precedent, and it's high time Class C & D

devices follow suit—as long recommended by the Association of
Indian Medical Device Industry (AiMeD)—moving beyond a
drug-centric approach.

For true success, however, notified bodies' work must be sample-
supervised by regulators and NABCB, with regular feedback
from stakeholders.”

ICMR Launches "Medical Innovations Patent Mitra"
to Support Biomedical Innovations

New Delhi, [8th March 2025] — In a significant move towards
enhancing India's healthcare innovation ecosystem, the Indian
Council of Medical Research (ICMR) has launched the Medical
Innovations Patent Mitra initiative during the International
Symposium on Health Technology Assessment (ISHTA). This
program, developed under the guidance of NITI Aayog and in
partnership with the Department of Pharmaceuticals (DoP), is
supported by the Department for Promotion of Industry and
Internal Trade (DPIIT). It aims to provide end-to end guidance
and handholding support to innovators for patent filings and
technology transfer of medical innovations to industry. The
launch was followed by a panel discussion that brought together
bureaucrats, industry leaders, investors, and public health
experts to explore the challenges, opportunities, and strategies
for enhancing patent filing and technology transfer in the context
of translational research and medical innovation.

The Hon’ble Minister of Health and Family Welfare, Shri J.P.

Nadda, launched this pioneering initiative. He said, “Medical
innovation Patent Mitra is a testament of ICMR’s commitment to
advancing medical innovation. With the launch the launch of this
initiative, our country is taking significant lead towards supporting
our innovators. This platform will ensure that the ground breaking
work done by our scientists & researchers is protected through
patent and made available to public through seamless
technology transfer. This visionary effort propels India towards
the attaining the goal of Viksit Bharat.”

Dr. Paul emphasized on the significance of the Patent Mitra
initiative in directly contributing to the goals of Ayushman Bharat,
ensuring that innovative technologies developed in India are
reached in every corner of the country. Stressing on the need for
building a self-reliant Innovation Ecosystem in the country, he
stated, “India’s journey towards becoming a self-reliant nation
rests on our ability to innovate within our own borders. Through
Medical Innovation Patent Mitra, we are creating an environment
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where indigenous innovations in the biomedical field are not only
encouraged but effectively protected, paving the way for a self-
sustaining healthcare ecosystem.”

For more information on the Medical Innovations Patent Mitra,
visit patentmitra.icmr.org.in.

About ICMR: The Indian Council of Medical Research (ICMR),
New Delhi, is the apex body in India for the formulation,
coordination, and promotion of biomedical research. With a
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mission to improve health outcomes in India, ICMR plays a key
role in fostering innovation and research that addresses critical
public health challenges.

Contacts Dr. Suchita Markan In-Charge, Innovation & Translation
Research (ITR) Unit, Scientist-E & Mission In-Charge, Medical
Device and Diagnostics Mission Secretariat (MDMS), Division of
Development Research, Indian Council of Medical Research
Email: suchita.markan@icmr.gov.in

Medical Devices Sector Hopes India-EU FTA
To Be Beneficial To The Industry

Even as the India-European Union Free Trade Agreement (India-
EU FTA), announced by India and European Union on January
27, is expected to eliminate tariffs of up to 6.7% across 99.1%
trade lines, enabling cost-competitive entry in European markets
for medical devices and testing instruments. The domestic
medical devices industry has now expressed hope that the FTA
would ensure level playing field for the domestic manufacturers
and act as a catalyst for exports and innovation, while the
research-based firms expect that it may help European
companies to explore local manufacturing and R&D.

According to the ministry of commerce, India’s medical
instruments, appliances, and vital supplies built on cutting-edge
manufacturing, innovation, and skilled talent are set for a
quantum leap in the EU, following the FTA. The FTA enables
preferential market access and unlocks opportunities in the
$572.3 billion EU pharmaceutical and medical devices market.

"Tariffs of up to 6.7% eliminated across 99.1% of trade lines,
enabling cost-competitive entry in European markets for lenses,
spectacles, medical devices, measuring and testing
instruments," while briefing the sector-wise gains under the FTA.

Rajiv Nath, forum coordinator, Association of Indian Medical
Device Industry (AiMeD), said, “The India—EU FTAmust ensure a
level playing field for India’s medical device manufacturers. With
fair regulatory alignment and safeguards against predatory
imports, especially from third countries, this agreement can
unlock high-value collaboration, boost domestic manufacturing,
and support India’s ambition to become a top-five global
MedTech hub".

He said that the goal should be mutual growth anchored in
quality, transparency, and patient safety under a Mutual
Recognition Agreement based on common ISO standards.
AiMeD is looking forward to reviewing the fine print and the
follow-on cooperation discussions.

Jatin Mahajan, president, Association of Diagnostics
Manufacturers of India (ADMI), said that the Association views
this agreement as a catalyst for exports, innovation, and global
leadership for India’s diagnostics companies.

Pavan Choudary, chairman, Medical Technology Association of
India (MTal), said, “We congratulate India and the European
Union on concluding this landmark agreement, which is expected
to open a new chapterin healthcare cooperation - where success
will be measured not only in GDP, but in lives improved and
saved".

If the fine print is in line with the announcements made, this FTA
will enable India to strengthen its role as a reliable, innovation-
driven partner by expanding exports of medical textiles, surgical

instruments and disposables which India specializes in.

“European companies in India are hoping to benefit from lower
duties, stronger participation in public procurement, and greater
incentives for local manufacturing and R&D. Most importantly for
patients, any eventual tariff reductions on medical devices should
help improve affordability and access to advanced therapies,
making this agreement a potential example of how ethical and
equitable trade can reinforce health systems on both sides,”
added Choudary.

Elaborating ADMI's stand, Mahajan said, “The conclusion of the
India—EU Free Trade Agreement marks a defining moment for
India’s diagnostics and in-vitro diagnostics industry. With
preferential access for over 99% of Indian exports to the
European Union, the FTA significantly strengthens the global
competitiveness of Indian IVD manufacturers, particularly those
driven by innovation, quality manufacturing, and regulatory
compliance".

For the Indian IVD sector, the agreement goes beyond tariff
liberalisation. Greater regulatory cooperation, transparency on
technical barriers to trade, and streamlined customs and SPS
procedures will help reduce the long-standing non-tariff
challenges that diagnostic exporters face in EU markets. This
creates a more predictable, rules-based environment for Indian
companies to scale exports of rapid tests, ELISA, CLIA platforms,
reagents, and diagnostic instruments.

Importantly, the FTA aligns strongly with the ‘Make in India’ vision
by enabling Indian diagnostics manufacturers, including MSMEs,
to integrate deeper into European value chains while continuing
to invest in R&D, quality systems, and global certifications. As
demand for reliable, affordable, and scalable diagnostics rises
globally, the India—EU FTA positions Indian IVD companies as
trusted partners in strengthening healthcare systems across
Europe, opined Mahajan.

India and the European Union have on January 27, jointly
announced the conclusion of the India-EU FTA, referred to as the
'mother of all deals', at the 16th India—EU Summit, held during the
visit of the European leaders to India.

The European Union is India’s one of the largest trading partners,
with bilateral trade in goods and services growing steadily over
the years. In 2024-25, India’s bilateral trade in goods with the EU
stood at Rs. 11.5 lakh crore ($136.54 billion) with exports worth
Rs. 6.4 lakh crore ($75.85 billion) and imports amounting to Rs.
5.1 lakh crore ($60.68 billion). India-EU trade in services reached
Rs. 7.2 lakh crore ($83.10 billion) in 2024.

https.//www.pharmabiz.com/NewsDetails.aspx?aid=183856&si
da=1
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““MEDICAL PLASTICS DATA SERVICE” RECEIVES
16 TH MT INDIA HEALTHCARE AWARD 2026 AS
“MOST PROMISING COMPANY IN TRAINING & CAPACITY BUILDING”

Most Pmmlsmo “ompaj

The 16th MT India Healthcare Awards 2026 concluded
successfully on Jan. 30,2026 at the iconic Bharat Mandapam,
Pragati Maidan, New Delhi, emerging as one of India’s most
authorative and internationally aligned healthcare recognition
platforms. Presented by Medgate Today International Magazine,
in association with Medical Fair India and Medicare Asia, the
Awards ceremony unfolded on a grand scale with distinguished
participation from India and overseas, rearming India’s growing
stature in global healthcare leadership.

Hosted on a world-class stage and attended by policy makers,
eminent clinicians, hospital leaders, global industry captains,

researchers and international dignitaries from Germany, the
event went beyond celebration — positioning itself as a
convergence of purpose, policy and progress. The awards
honoured excellence across Doctors, Hospitals, Individual
Personalities and organizations, recognizing contributions that
are shaping resilient, ethical and future-ready healthcare
systems.

Looking to 33 years of Service to the Indian Medical Devices
and Medical Plastics Industry, the Grand Jury Panel awarded
“MEDICAL PLASTICS DATA SERVICE” The Title of “Most
Promising Company In Training & Capacity Building”.

Fake ISO Certificates Claiming Safety And Quality Of
Medical Devices Need To Be Verified: Experts

Experts have cautioned that fake International Organization for
Standardization (ISO) certificates claiming safety and quality of
medical devices need to be verified by the private and
government hospital procurement and purchasing agencies in
India. It has been learnt that cases of fake certificates have been
reported by government healthcare institutions and agencies
running healthcare schemes in India in the past few years.

“This has been happening due to lack of awareness around
verification of these certificates and associated accreditation
systems globally. 1SO 9001 certificate for any sector including
Pharma and Ayush or ISO 13485 certificate for medical devices
can be verified at https://www.iafcertsearch.org/. These fake
certificates are issued by certifying agencies not accredited
under the international system operated by International
Accreditation Forum (IAF) which is now known as Global
Accreditation Cooperation Incorporated (GACI). It maintains a
global database of certificates for some of the ISO standards
including ISO 9001 and ISO 13485 which are extensively sought
in the healthcare sector,” informs Anil Jauhri, former CEO,
National Accreditation Board for Certification Bodies (NABCB).

IAF CertSearch is the only global platform backed by the IAF,
accreditation bodies, and certification bodies. It enables industry,
regulators, and governments to verify some specific 1SO
certifications quickly and accurately.

From January 1, 2026, a new, single international accreditation
organisation, GACI, has been established to bring together the
work of the International Laboratory Accreditation Cooperation
(ILAC) and the International Accreditation Forum (IAF). The
formation of GACI will reduce duplication of efforts, harmonise

accreditation policies and procedures and enable more
consistent application of standards across sectors and borders.

There is a continuing risk of fake certificates on product quality
flooding Indian medical devices market despite proper regulatory
regime in place. A new medical device licensing regime- new
Medical Device Rules (MDR)- 2017 has been implemented since
October 1, 2023. While MDR, 2017 does not require ISO 13485
certificates and has instead prescribed its own quality
management systems (QMS) vide Schedule 5, many
manufacturers still go for 1ISO 13485 for its market value
especially in global markets.

“Since the risk of fake certificates in India remains very high
across sectors including for medical devices, the buyers or
hospital procurement agencies should be careful while accepting
any such certificates and verify them,” advises Jauhri.

The MDR, 2017, introduced by the Central Drugs Standard
Control Organization (CDSCO), have adopted a risk-based
classification system for medical devices, which is in line with the
guidelines of the Global Harmonization Task Force (GHTF). This
system categorizes medical devices into four classes based on
the potential risk associated with their use: Class A (low risk),
Class B (low-moderate risk), Class C (moderate-high risk), and
Class D (high risk).

Class A (Low Risk): Class A devices are non-invasive and
generally do not come into contact with the patient or contact only
the intact skin. Examples include devices like bandages, surgical
masks, examination gloves, and tongue depressors.

Class B (Low-Moderate Risk): Class B devices are non-invasive
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but come into contact with intact mucous membranes. Examples
include devices like hypodermic needles, suction equipment, and
aerosol nebulizers.

Class C (Moderate-High Risk): Class C devices are invasive,
entering the body through a body orifice or making contact with
the internal body fluid path. Examples include devices like bone
fixation implants, heart valves, and intraocular lenses (IOLs).

Class D (High Risk): Class D devices are invasive and come into
contact with the cardiovascular system, and central nervous

system, or are intended for life support or sustenance. Examples
include devices like pacemakers, defibrillators, and implantable
stents.

The classification is based on several factors, including the
degree of invasiveness, duration of use, potential for local or
systemic adverse effects, and the risk associated with the
device’s intended use.

https://www.pharmabiz.com/NewsDetails.aspx?aid=183562&si
a=1

Shape-Memory Polymers Redefine Heart Valve Implants

University of Akron researchers are developing fully polymeric,
bioprintable heart valves that eliminate metallic components,
utilize shape memory polymers, and integrate human cells for
enhanced biocompatibility and environmental sustainability.

In a development poised to shift the paradigm in cardiovascular
medicine, researchers are designing fully polymeric heart valves
to replace traditional metallic implants. These valves, crafted
from shape-memory polyester polymers, aim to enhance patient
outcomes, reduce environmental impact, and eliminate the need
for external interventions during implantation.

Hossein Ravanbakhsh, PhD, the project's lead researcher and
an assistant professor of biomedical engineering in the College of
Engineering and Polymer Science at the University of Akron in
Akron, OH, explained the motivation behind this cutting-edge
work.

"The idea is to get rid of the metallic meshes currently used in
heart valves and replace them with fully polymeric valves," he
said. "These materials are shape-memory polymers that can
recover their original shape when exposed to body temperature.”

The unique properties of these polymers allow the valves to be
compressed outside the body and delivered through the femoral
arteries. Once in place, they expand naturally when exposed to
body heat.

"There's no need for any external intervention to open those heart
valves up," Ravanbakhsh added. This eliminates the need for
balloons or other devices traditionally used to deploy heart
valves, making the procedure less invasive and potentially safer
for patients.

The American Heart Association (AHA) recently awarded
Ravanbakhsh a $200K research grant to develop these heart
valve implants. The AHA's Institutional Enhancement Award
provides two years of support in the university's BioEngineering
for Translational Applications Laboratory (BETA Lab), which
Ravanbakhsh leads. The lab focuses on functional biomaterials
and biofabrication technologies for tissue engineering,
regenerative medicine, and therapeutic applications.

https.//www.plasticstoday.com/medical/shape-memory-
polymers-redefine-heart-valve-implants

ISO 9001:2015
Certified Company

S. Nath & Co.

Excellence in Quality

Manufacturer & Exporter of
Surgical Disposable Products since 1980

* Infusion Set

* Blood Administration Set
* Urine Collection Bag

* Mucus Extractor

* Umbilical Cord Clamp

* Scalp Vein Set

* Measure Volume Set

* Microdrip Set

* Tubes & Catheters

* Specimen Containers

FINESTER®

Address:

S.Nath & Co.

B.N. Estate, Near Uttam Dairy, Sukhramnagar,
Ahmedabad-380021, Gujarat, India.

Contact No: 9825360531

Website: www.snathco.com ¢ E-mail: snathco@hotmail.com

UNIK AL
CONSULTANTS

We are a leading consulting organization Providing integrated
services with focus on compliance with quality management
systems and international regulations and project management
specializing in Medical Devices:

* QMS as per EN ISO 13485, CE marking complying to MDR (EU)
2017/745, FDA 510(k) as per (21 CFR 820);

* Consultations for compliances including documentation,
training, internal audits, plant layouts.

* Medical Devices consultation provided include Class llI
Devices, drug device combination products, Class lla and
Class lib implantable, Class | & related

Sanjay Y .Shah - Owner Promoter

We support as US FDA Agent for Medical Devices

Unikal Consultants are India representative for

Obelis European Authorized Representative Services.

Obelis is based in Brussels, Belgium; giving services as EAR
Since 1988. It is one of the largest Regulatory Centre in Europe.

@ UNIKAL CONSULTANTS

F6, Goyal Plaza, Vastrapur, Anmedabad 380015. INDIA.
Website: www.unikalconsultants.com Email: sanjay@unikalconsultants.com; unikal@gmail.com
Tel: +91 (0)79 48007850; M: +91 9824017850
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9 Celanese

The chemistry inside innovation

EVERY DAY MORE THAN 150 MILLION PATIENTS RELY ON

CELANESE MEDICAL POLYMERS
TO IMPROVE THEIR QUALITY OF LIFE

REDUCE RISK AND TIME TO MARKET

FOR YOUR MEDICAL DEVICES

Engage our tearn for

* One-pn-one guidance on material options
) = Regulatory and quality management®

; * Tooling optimization and process validation assistance
. *included in the Celanese Medical Technology service package
i

YEARS OF CLINICAL HISTORY

& ) HOSTAFORM® MT® POM  Engineered materials for complex drug delivery a
Drug Delivery & CELANEX® MT* PBT = Inhalation [DPI, MDI, BAI, Dose Counters)

Medical Devices FORTRON® MT® PPS * Injection [Dose by Dose, Autoinjector, Emergency) -
VECTRA™ MT® LCP » Smart Devices & Wearables {Smart Dose Counting, CGM; PRIEH

= Surgical Tools
GUR™ UHMW-PE Hip, knee & other implant applications where
Orthopaedic long-term implantation and wear performance
Implants are paramount

ATEVA™ G EVA Cryogenic Storage Bags, Medical Bags, Blow
Primary Packaging CELANESE LDPE Fill Seal, Tubing and Extrusion Coating

& Fluid Handling

Learn more about Celanese India’s commitment
Controlled Release Excipient a to the medical and pharmaceutical industry
Phar ma Ingredients crgsé?m Eululilun liT.'i' controlled  WWILIELAE @ +91-22-62506200
& Excipients i ekl —
Preservatives & Sweeteners healthcare.celanese.com

healthcare@celanese.com




AMBICA MEDICARE ENGINEERING

An 1SO 9001-2008 Certified Company

+ Fully Automation-PC Base/PLC Base-Touch Screen
+ Semi Automation 7
* Manual Type

Auto - Sliding Door
Auto - Center Door
Manual Type Door

* ETO Sterilizer Plant

* 100 % ETO Sterilizer — Table Model
* Steam Sterilizer Plant - Auto Clave
* Dry Heat Sterilizer

* Multicolumn Distillations Plant

* Pharmaceutical Sterilizer Tunnel

* Pure Steam Generator

* CIP System

« S|P System

* Pressure Vessel

* WFI Vessel

* Chilling Tank

* Rubber Stopper washer Sterilizer — Bunk Processer

Ambica Engg & Fabricators

Ambica Medicare Engineering
Plot Mo, 362, B/s Om Shant School, Mear Sakriba Party Plot, Amraiwadi Road, National Highway, Ahmedabad-380 D26.
Phone : 079-25856820 Fax : 073-25856820/25395927 M : 09426009872 / 09998716586

E-mail : ambicamedicare @ yahoo.co.in Website : www.ambicamedicareengg.com
Contact - Mr. J. R, Panchal, Mr. Amit J. Panchal




Speciality Medical Medical Regid PVC
Compound Compound Compound

| Kare USPs

1. | kare has an extensive selection of Medical and General PVC Compounds spe-
cially designed for Extrusion, Injection and Blow Moulding.

2. We manufacture products according to exact specifications of customers.

. Our Medical Compounds designed to meet requirements of sterilisation by ETO,
steam, Gamma Radiation

. Our PVC Compounds are available in both DEHP and NON-DEHP base as per
customer's requirement

. Our variety of Rigid PVYC Compounds excels in Gloss, high impact, clarity and
yield. Rigid compounds are designed to withstand degradation and discolor-
ation associated with sterilisation.

. Our Medical PVC Compounds are tested and complies to the global regulatory
requirement of ISO 10993 and ISO 3826.

| Kare Compounds Pvt Ltd

Q Sr No 244/14, Gala No. 1, Vraj Industrial Park, Morai, Vapi, Gujarat Pin 396191
Q +91 95179 11553, +91 93770 00389 == ikpp10815@gmail.com | care@i-kare.in




Addition to Engineering - New Production
Facility for Medical Device Manufacturing

Clean Room with
ISO 13485

Our services include reverse engineering, design, 3D printing,
proto development, mass production.

© Assemblies & Contract Manufacturing.

Medical plastics for diagnostic equipment, surgical instruments,
ortho products, endoscopy devices, medical tubes, PRP devices, etc.,

Raw material handling PP, PET, ABS, PC, PLA, PEEK, PS,
Pebax ect.,

73058-14196
+91 422 6616500

www.lecsindia.com

B)

contact@lecsindia.com , info@lecsindia.com

(e

Contract Manufacturing



Invisible Contribution..
Visible Success!

Rigid-Extro h&miﬁulﬂ'ng Cpmpnundtm-ﬁa standord
osper USP, P& 1SO.

Master Batches : Food Grade & General Purpose.

PVC COLOURING COMPOUNDING
& PROCESSING

64, GIDC, Phase-1, Opp. Citizen Industries, Naroda,
Ahmedabad-382 330. Phone : 079-2281 2004,
Telefax : +91 792282 2006, E-miail  info@pvelplastics.com
Website : www.pvelplastics.com




Applications, Book Review, Company Profiles,
Country Profiles, Design, Discovery, Eminent
Institutions, Eminent Personalities, Events, Global
Opportunities and Trends, Health Update, Import-
Export News, Industry News, Manufacturing,
Markets, Materials, Product Profiles, Products &
Processes, Regulatory Affairs, Sterilization, Quality,
Technology ........... All related to Medical
Plastics/Devices and Equipments Industry and
Trade.

Annual Subscription

One Year
Dispatch through| Dispatch through
regular post | regular courier
1. Hard Copy Rs. 500.00 Rs. 860.00
2. Only Soft Copy| Rs. 620.00 .
3. Hard Copy + Rs. 700.00 Rs. 1060.00
Soft Copy
Two Year
1. Hard Copy Rs. 880.00 Rs. 1240.00
2. Only Soft Copy| Rs. 1060.00 -
3. Hard Copy + Rs. 1230.00 Rs. 1590.00
Soft Copy
Payment Options

= Couriere Cheques / Demand Drafts in favour
of “Classic Computer Services”.

= Online payments (NEFT). Please send a
confirmatory email for all NEFT transfers.

+ Account Name : Classic Computer Services

« Bank : Punjab National Bank (C.G. Road
Branch, Ahmedabad)

+ Account Number : 10511010015730

+ |FSC Code : PUNB0105110

= For Online payment through :

v

BHInMp LI

Pay at this Outlet using any UP1 app

@ amazonpay  S1yn g6 [l} ﬁ

apagaee <) B iiobikwik s

Helpdesk : 18001800/18002021

MERCHANT: CLASSIC COMPUTER SERVICES
SCAN & PAY

UPLID: 9979093145m(@ pnb

SINCE 1994

MEDICAL PLASTICS

DATA SERVIGE

A TECHNO-ECONOMIC NEWS MAGAZINE FOR MEDICAL PLASTICS, MEDICAL DEVICES,
DIAGNOSTICS AND PHARMA INDUSTRY

www.medicalplasticsindia.com
www.medisourceasia.com

Subscription Period :

One Year Two Year

=~ | |Hard Copy || Hard Copy
: ' [ | only Soft Copy || only Soft Copy

=== -
D Hard CI]P‘I } Snﬂi Copv D Hard GIJPY-PSD“ Cﬂpy

Name :

Designation :
Company :

Products/Service Offered :
Address :

Postal Code :
Phone :

Country :
Fax:
E-mail : URL :
Please attach business card if available

What is your Company's Primary Business :

Please Tick Wherever Applicable (v)

[:] Medical Device Manufacturer [:] Ancillary Services (Contract R&D,
D In Vitro Diagnostic Manufacturer Design, Contract Mfg., Packaging,

: i : : Testing, etc. Please Specify
D Medical Device or Diagnostic D Mariisctfing ConeuliEncy

Distributor . . .
D Pharmaceutical Manufacturer [:I ﬁ,,‘;%'ﬂ}ﬁé}ﬁrz:: dlcal Device
[ | Government [ ] other Please Specify
D University / College
Date : Sign. :

contact : Classic Computer Services B-4, Mandir Apartment, Opp. Jodhpur Char
Rasta BRTS Bus Stop, Satellite Road, Ahmedabad - 380 015. Gujarat, INDIA.
Mobile : +91 98254 57563, 98254 57518 (10.30am to 1.30pm) E-mail ; dipandya@gmail.com *
info@medicalplasticsindia.com * medicalplastics@gmail.com

Target Readers

All who are involved or interested in Medical Plastics user
industries ranging from Medical Plastic Devices /| Equipments
Manufacturers /| Marketing Companies, Diagnostic &
Pharmaceuticals Industries, Hospitals, Doctors, Medical &
Pharmacy Colleges, Research Institutes.

www.medicalplasticsindia.com



Your Vision

Perfected

Contract Manufacturing

Precision Plastic Injection Moulding
Assembly units for Medical Devices

Optics

Our Bangalore facility features a brand new ISO 8 clean room
and our ISO 13485 certification ensures that you'll never worry
about the quality of your product.

Doddaballapur, Bangalore 561203
C G rc O +91 97417 22655
rohid.khader@carclo-plc.com
technical plastics www.carclo-ctp.co.uk




VICTREX PC™

PEEK FOR PHARMACEUTICAL
CONTACT

Key Features & Benefits VICTREX PC™
* USP Class VI, USP 87 & Class 661.1 Compliant. PHARMhCEUTICAL
: g!:-ﬂ-:;ii:l:::;;?ntact €24 hours, CONTACT- PEEK
: :::: z:::t;::::::al &Chemical Resistance. A POTENT'AL PFAS
« PFAS free. Manufactured under 1S0:3001 REPLAC EM ENT

VICTREX PC™PEEK RANGE o PEAS-fro abaraivs fo osatvg.

device, packaging or equipment parts

« WICTREX PC 101: Granules> Unfilled

: that have been adversely effected by
* VICTREX PC 101 WH: Granules» White i Al T Ferr o PEAS TFrorm their
* VICTREX PC 140 CPD: Granules> Reinforced system
* APTIV PC FILM: Film» Unfilled

VICTREX PC™PEEK
APPLICATIONS

* Drug Delivery Devices: Saoft-mist inhalers, dry
powder inhalers, injectables, wearables

« Manufacturing & Processing Equipment:
Conveyors, nozzles, aseptic zones

* Diagnostics & Biopharma: Connectors, bioreactors

* Primary Packaging: Containers

*Authorzed Distributor in India® 1
Padmini Innevative Marketing Solutions

-.=- PADMINI #105, Tirupati Udyog, |. B. Patel Road,

.- Houwse of Engineering Pelymers Opp. Lagh”hfdyzgzﬁ‘z;&g;c;n;fajrh
Wlpglat=1E8 ,ANCia

Contact Us:@+91-2820041309 |Qpravin@padmini.co | @ www.padmini.co



Discover the future
of medical compounds

Partner with MCPP's dedicated healthcare team for personalized support throughout the development process.

IS0 10993 | 1SO 3826 | USP CLASS VI CERTIFICATIONS

MCPP India Private Limited. A A MITSUBISHI CHEMICAL GROUP company



Since 1988

We are dealing in Ethylene Oxide Mixture Gas
for sterilization and all type industrial gas like
Carbon Dioxide Gas, Helium, Zero Air, Nitrogen,

Oxygen Argon and Dry Ice since 1988

Company Highlights
m Established in 1988 in Ahmedabad, We manufacturer and supply Industrial Gases -
Pure - 100 grade gases & all type of Gas Mixtures.

B Leading organization engaged in Delivering Consistent Quality liquid and gas cylinders,
high quality graded gases & their mixtures to broad spectrum of industries.

B Two Filling Stations with total filling capacity of 20 MT per day.

B Plants equipped with Sophisticated Analytical Instruments lo measure oxygen,
Moisture, CO2 in PPM & percentage level,

= Have adopted Advance Cylinder Re-Conditioning System to achieve the oplimum
product quality by reducing the moisture content from cylinders:

® Robust In-House Logistic Infrastructure for Un-Interrupted / Timely Delivery of gas
cylinder for un-interrupted needs of end users.

® Can Provide Duracell & Porta-Cryo to the cuslomers requiring bulk quantity of liquid

materials.
. Ethylene Oxide |  DiluentGas | Flammability
: 10% | 90% Carbon Dioxide | Non-Flammable
8 20% | 80% Carbon Dioxide | Non-Flammable
' 30% | 70% Carbon Dioxide | Non-Flammable
90% | 10% Carbon Dioxide |  Flammable

¥: XY (3») R. R. Patel Industrial Gases (P) Ltd.

LTI Survey No. : 407, B/H Waterman Industries, Sarkhe] - Bavia Highway, Village : Moraiya, Sanand, Ahmedabad - 382 213,
Mobite : 97277 22437 « GST No. : 24AAACKEIITF1ZM » CIM Mo. : U99%39GJ1990PTCO13969 « E mail : mpatefindustries@gomail.com

Plot No. 1501, Nr. Tikampura Paliya, Vatva G.1.D.C. Phase - lll, Ahmedabad - 382 445.0
Mobite | 97277 22435.




Float Valves | Y Conn. Discs

Manufacturing and Exporting Medical Rubber Products since, 1992,

IS0 - 9001:2015 certified.

JAIN RUBBERS

Manufacturers of Rubber Products for Medical Disposables &
Rubber Stoppers for Pharmaceutical Packaging.

Injection Sites | Latex Bulbs

¢ &
@ — &
Stoppers | Needle Covers

JAIN RUBBERS PVT. LTD.
Admn. Office ; F-75, Sipcot Industrial Complax

Medical Rubber Products compliant to Global Standards. Available in
various polymers Natural Rubber, Polyisoprene (Latex-free), Butyl,
Bromobutyl, Silicone etc., meeting IS/ISO/IP standards. Wide Range
of Products. Single source for all your medical rubber requirements.

Gummidipoondi - 601201, Tamilnadu, India.
Te.: 9444275273 | 9840443762,
Email: jainrubhersi@yahoo.com
Website ; www.jainrubbers.com

‘.M Life-0-Line
\/ TECHNOLOGIST

Life O Line Technologist

Plot No.: 864/1, Near Indian Petrol Pump, Hirapur Cross Road, Mahemdabad Road, Ahmedabad -382435. Gujarat, India.

EOR COMPORT IR BREATHING - \4oh - 461 0898162576 » Web.: www,lifecling.com + Emall.: lifecline2011 @yahoa.com

G T50, CE, 'Wie0 B GBP CERTIFSED COMPANY)

Manufacturers & Exporters of Disposable Medical Devices

ANESTHESIA & RESPIRATORY CARE  UROLOGY & NEPHROLOGY
« MNasal Cannula - Adult | Paed / Neo « Urina Bag - All Type
+ Oygen Mask - Adult / Paed = Urine Bag With Urometer o
+ High Concentration Mask « Hemodialysis Catheter Kit "
+ Nebulizar Mask - Adult / Paed + Neltan Catheter { c._\‘\
+ Nebulizer Kit With Mask & T Pes. « Blood Tubing Set ' =
« Multifiow Ventury Mask - Adult / Paed ~ + AV Fistula Needis ‘ ' T ‘
+ Swivel Mount - Std & Exp, = [ Stant - All Typa LS S
+ T Oxygenator With Tubing _//
+ Breathing Filter- All Type: GASTROENTROLOGY
+ 3 Bail Spirometer « Mueus Extractor
+ Ambu Bag - Adult / Paed ! Neo « Infant Feeding Tube
« Ventitator Circuit - All Type « Ryles Tiibe »
+ Baln Cireuit - Adult / Paed - Stomach Tube
+ Endotracheal Tube Piain & Cuf fa - Kher T Tube B
+ Aircusion | Anethesia Mask + Levins Tube R
+ B-pap Mask & C-pap Mask All Type + Salum Sump Tubs
INEUSION THERAPY
- Central Vianous Catheter mﬂgm A
« Pressurs Moniloring Line 1 Calhiter otk
* 3-Way Exlonsion Line R s B fidos Celteten
« Measurs Volume St * Adgom insyge KRt
» Dial Flow Regulator il
« |, V. Sel With Flow Regulator i o .« B
« Codan Sel Umbilical Ce lamp A ;
MISCELLENOUS s
» Nebulizer Compressor Machine AN I1SO 9001:2015 >
L {
-

7 ECBF!:EHB'&“ECGW' AN ISO 13485:2016 W
- Patient |0 Bel WHO & GMP
= Oiygen Flow Meter

- Caurtery Penci CERTIFIED COMPANY




C CEPHAS @

A.Streng F9und§tion op quality & =
Right the First Time Principles Manufacturers & Exporters

. of Medical Devices, Nitrile
C € Certification

Gloves and Injection Molded

=Snv ISO 13485:2016 COmponents
U.S. FOOD & DRUG .
ABRISARCR Products we specialize

EE ¢ Self-Adhesive Silicone Male External Catheter

<+ Nitrile Industrial Gloves

é\a"‘{% + Plastic Molded Components (Medical & Healthcare)
+ Rubber Molded Components
¢ Specialty Dipped Products (In Nitrile, Silicone,
Neoprene, Polyisoprene)
Facility 1 - Chennai

We Offer

¢ Cost Effective Contract Manufacturing

+ New Medical Device Product lines for
customers worldwide

Awards

¢ “Outstanding Business Partner”
from Hollister Inc. USA for Quality and Performance

+ “Highest Growth in Export”
from Min. of Commerce, Govt. of India

+ “Commitment Towards Performance Excellence” ;
from Confederation of Indian Industries (Cll)

CEPHAS MEDICAL PVT. LTD. ! Phone: +91 87782 64608
B13, MEPZ Special Economic Zone, Email: cephas@cephasmedical.net

Chennai - 45, INDIA Website: www.cephasmedical.net




Lo Shriram
DCM SHRIRAM YO PolyTech

Groranyy with truat N
N

INNOVATIVE
SOLUTIONS IN PLASTICS

Shriram PolyTech |s focused on providing enhanced value to Its customers In diverse application areas. Backed
by a highly qualified team of capable industry professicnals and a state-of-the-art application development
center. The company has a world-class manufacturing facility at Kota (Rajasthan) that was established in 1864,

today ranks amongst one of the most advanced plants In the country. It [s certified by DNV for IS0 5007, ISO
14001 and 1SOQ 45001, Shriram PolyTech's wide portfolio of "PVC COMPOUNDS" products meets the
performance requirements of a broad range of segments, such as:

HEALTHCARE DELIVERING A HEALTHY TOMORROW

Shriram PolyTech develops unigue ideas to improve the Clear Extrusion -

means and ways of delivering better medical facilities Flexible Tubings for IV Sets | Blood Bags Sheet & Tubing |
These grades adhere to various Indian Standards as wellas  Catheter Tubing | Cardio Vascular Tubes | Suction Tubes
biclogical tests prescribed under Biocompatibility & USSP epaar injection Moulding

Class VI. Shriram PolyTech ensures that all ingredients  oyygan Mask | Drip Chamber | Connectors | Safety
used in the compounds are manufactured meeting the
GMP norms prescribed by FDA. These compounds are

Gogales | Yankauer Suction Handle

Rigid PVC

manufactured in a state-of-the-art fully automated & ) ) _ .
Small Bottles | Five Gallon Bottles | Connectors | Suction

dedicated compounding line with class 100,000 facilities .

Handle | Veterinary Tube
conforming to GMP reguirements. Customized medical
compounds are available for kink-free, phthalate-free,

radiation free applications

MARKETING OFFICE Divisional Sales Office

Piot Mo-82, Sector-32, Inst. Area, Gurugram MUMBAI

122000, Haryana, India Ph: +91-124-4513700 10%, Arun Chamber, st Floor, 80, Tardeo Road,
WORKS Tardeo, Mumbai - 400 034 Maharashitra, India

Shriram Magar, Kota-324004, Rajasthan, India Ph.: +91-22-23512152-54
Ph: +81-744-2480011-1G, +31-744-2480210

Scan the QR Code to
Wiabsite: wwwshrirampolytech.com | Email: Info@shrirampolytach.com st bur website



hospital needs eﬁﬁéw

VISIT

IMedicall

INDIA'S LARGEST & NO. 1 HEALTHCARE EVENT
& HOSPITAL NEEDS EXHIBITION
HITEX EXHIBITION CENTER
HALL 4

46™ Edition | APR 2026
4 5.6
HYDERABAD

Call: +91 7305 780 780 | www.medicall.in | customercare@medicall.in



Peripheral indwelling venous cannulas for parenteral infusion




TEKNIPLEX

Healthcare

Improving
patient health
IS the only

mission that

Mmatters.
-

Compounds & Tubing TEKNIPLEX

mariarsoliniong Materials Science Solutions

Solutions for Diagnostics Tekni-Plex.com/healthcare

Danesh Rai

TekniPlex, #78, 79 Ecotech-1 Extn, Gautam Buddha Magar, Greater Moida,
Uttar Pradesh-201310, India | Mobile: +31-7428919120 +91-9999258151

E: chnesh ralatekni-plex.com




Ensuring the Safety, Quality &
Compliance for Medical Devices

Mechanical Testing ,q"'" y
» Performance testing for 3 s
functional integrity.
«  Temsile, compression, burst
arvd seal strength testing,

Microbiclogy Testing
« Bioburden testing,

g « Endotoxin and sterility testing,
2 . Antimicrobial effectiveneis,

Sterile Barrier Accelerated Ageing
o System Testing Studies
f A - Package integrity and seal » Simulated shelf-life testing per
! S i strength ASTMF1980,
« Wisualinspection and microtial & 3 & iy ok
barier testing, ﬁ”&"ﬂgﬂmﬂﬁ:gﬂm
= Bubble and dye penstration
Lol
<= Metliu:g Development Reusable Device Testing
i — "E&va idation . Cleaning validation: Biclogical

fowd peotein and hemoglobin

= Method vaildnt\unbg:rrorm; in
Diginfection and stenlamion

acoondanes with 150, USFDA, CE,

L
L |“"

eic guidedines. validation: Compatibility and
o Customized test method validation for efficacy testing,
R & D Development process. = Reprocessing cycle simulation,

TRUSTIN ANALYTICAL SOLUTIONS PRIVATE LIMITED

RK Complex, First Floor, Plot No.303/B, | () Mumbai Office

B-Block, Thiruneermalai Road, Commeodity Exchange Bullding,

Parvathypuram, Chrompet, Office No: 125,13t floor,

Chennal, Tamil Nadu 600044 Plot No: 2, 3 & 4, Sector 19 Vashi,
Navi Mumbal - 400705,

M +91 7092923302

customercare@trustingroup,in
D vinusha@trustingroup.in

G 044-22731006 /98400 40883

500+

CUSTOMERS

WHY CHOOSE Us?

W FSOJIEC 1025 accredited lab,

Trusted by industry leaders and proven track recosd

Regulatory expertise o meeting all the regullations - 150, UISFDA,
ELYMDF, CE.

Commitbed tum around time.

One-stop quakity servce provider.

ABOUT US

TRUSTIM s an leading medical dences testing laboratory committed
to delivering scourate, reliable;, and compliant test resolis: With a
focws on quality, safety, and regulatory standands, our expert team
supports manufacturers with comprehensive testing services to

ensue peadudt performance and patient safioty.

[ g

www.trustingroup.in
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. India’s No.1 Trade Fair
" Far  For Hospitals, Health Centres

and Clinics
INDIA

www.medicalfair-india.com

Connect, Witness &
Lead the Future of
Healthcare

17-19 Sep. 2026

Hall 4, Bombay Exhibition Center,
Goregaon (E), Mumbai

13-15 Mar. 2027

Hall 4 & 5, Bharat Mandapam
(Pragati Maidan) New Delhi, India

r® aineo s o | FTR IS | e
it
S e Y| | CONFERENCE | Basnescspaviion [N 4 H |teaith AR B B
INDIA INDIA INDIA
AiMeD - Make In India Pavilion Clin Lab / IVD Pavilion & Conference Future for Health Digital Health Start-up ~ Rehabilitation Pavilion

Pavilion & Conference

INTRODUCING NEW SEGMENT

MEDICAL HEALTHCARE Medgate
LEADERSHIP day Tap
AL MANUFACTURING "QH MEDICAL & NURSING MEDICAL®
M FAIR VW \» M FAIR FAIR

wois Bl | o erreamenne EXCELLENCE M r INDIAW
' SUMMIT THCARE AWARDS
INDIA INDIA [1\[)]/ Nl HONOURING EXCELLENCE]

g::«“;:::r’i’alfst,'g;:n::nents. Machinery, Services International Conferences MT |ndia Hea lthcare Awards

& MedTech Manufacturing Solutions

MMI Pavilion & Conference

For more information, please contact: VermaA@md-india.com | 91-124-4544 507

An initiative by Supported by Media Partner
§ o/\® o
m A{Mgﬂg ‘ @adwmj ‘ Ap_ﬂ_-r_'.ZT cﬁ o) ‘ _%El‘)“ wwwww medicalplasticsindia.com m
S e MEDICAL PLASTICS

nasscom

. DATA SERVICE
Genter of Excellence-loT & Al w W i

acho-conamic Nws MagaioeFor Nedlcl Plasti, Messe
Medical Devices, Diagnostics And Pharma Industry Dusseldorf

India




@7 enquiries@mdrtox.com
"’IT/ICII'” www.mdrtox.com

DR Laharafp&rin_ Puvt Lid

mmitied Vi

LEADERS IN

BIOCOMPATIBILITY TESTING,
CHEMICAL CHARACTERIZATION
AND BIOLOGICAL SAFETY
ASSESSMENT OF

MEDICAL DEVICES.

« Strong Scientific Reputation
and Regulatory Experience

« Cost Effective and High-Quality Testing

« Currently work with companies
in 50+ countries.

« Reports are readily accepted by
FDaA, Notified Bodies and other
Global Regulators

= Committed to scientific and Dr. T S Kumaravel MD, PhD, DABT, FRCPath Dr. 5 S Murugan PhD
sarvice excellance, Chairman Managing Director

80O+ | 50+ 1200+
Client Countries Devices
[ Tested

OUR SERVICES TESTING DOMAINS ACCREDITATIONS
« RBiological Evaluation Plan « Cardiovascular « QECD-GLP
VR . Orthopaedi - ISO/IEC 17025
* MNeurological « COSCO MD40
= Ocular
« Urologica
« Surgical
« Respiratory
« Gastro-intestinal
« Haematological
* Dental
« Personal Care

« Raw materials

Test Facllity LK IRELAND uUsA

444 Bohkulam Strest 4 Exchange, Colwarth Lee View Housa Suite 10N #5005
Mathur, Chennal | Schence Park, South Terrace 4701 Sangamore Road
BO00EE | Sharmirook, Cork Bathesda,

1T A | micaaiz | MO 208



QOSINA

Thousands of Stock Components

Hundreds of
syringe solutions
you can trust

With over 100 brightly colored, single-use syringe
options to choose from, Qosina’s component
‘selection is a candy store for engineers!

Designed for the medical device industry,

‘our syringes deliver accuracy, versatility and

unmatched reliability in every application.
tever your project needs, we've got the
| kto sweeten your success!

Shop syringes and thousands of in-stock

medical components at qosina.com.
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