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- Decoding Thermoplastic Polyurethanes (TPU)
- Performance Plastics & Their Applications in Food, Pharmaceuticals and Medical Devices
- Global Medical Elastomer Market

* Manufacturing: Medical Plastic Injection Molding
- Micro Injection Moldings for Medical Devices
! : - Molds: The Next Leap for India's MedTech Industry
B * Quality
& - ISO/FDIS 10993-1:2025: Recent Updates and Their Implications for Medical Device Manufacturers

* Markets
- Global Markets for Medical Devices: A Strategic Perspective

* Environment
- Single-Use Plastics in Healthcare: Circularity and Decarbonisation Stralegies

* 4th National Seminar on
W *Plastics for Medical & Healthcare Industry : New Materials, Developments and 50 “hd
A4 Opportunities”. Bangaluru, December 12, 2025 i"i ,o‘ ..\/tg@
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I ” HighRich]a

EEEE}H E Precision Extrusion Machinery Co. Ltd.

HROJ EXTRUSION

Not only Extruder Manufacturer,
but also ExtrusionSolution Provider

TH EXTRUSION

HR1

'y .. HighRichJa Precision
MR Excrusion Machinery Co. Ltd.
No.1 Industrial Park, Baitang 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 rl 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 I1I applications.

Superior . .. | Processin
A Biocompatibility ke
Biostability ; Versatility
_'__Can_!:qt rfm.rr_etm!s_
Connect for more details: Rajnish.Singh@Lubrizol.com E hﬂ E
Lubrizol Advanced Materials India Pvt, Ltd., 5",6" and 9" Floor, g

Jaswanti Landmark, L.B.S Marg, Vikhroli (W), Mumbai, India 400079

=7




/@ Celanese

There's no need to
take the plunge into
the unknown

Santoprene® TPV
For syringe and autoinjector

components

Scan and download

solulion showoate

Ol0)
" Celanese

celanese.com

L)
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Single -use, pre-filled syringes (PFS), and autoinjeclors are growing in demand as they remain

an efficient means of delivering a measured dose of vital medicines or vactines. The elastomer
components used within these devices must conform to entical tolerances and demanstrate specific
material characteristics (o maintain dose integrity and meet performance requirements. For over

0 years, components moulded from Santoprene® TPV - a medical -grade thermoplastic vulcanizate
trom Celanese - have ensured drugs are lully protecied and palient needs are fully met.

2, Syringe and sutoinjector- Drug integrity ane Procuctconsistency
speciiic solutisns patlent safety g and avallability
Enatling eose of injegtion Relivening improved Globalfiocal manulacturing

and aceurdle dasnge lsng-term soealling ensares setunty of supply,
centrol patiormance USP Closs Vi, 15010993, OMF

Syringe and autoinjector applications

= Syringe stopper or plunger tips
= Syringe caps or needle covers
* Stoppers and seals in PFS and non-PFS syringes and auloinjeclors

Visit healthcare.celanese.com to learn more
ordownload our solutions showcase using the QR code

Learn more about Caelanese India’s commitment to the medical and pharmaceutical Industry.
+91-22-62596200 | healthcare@celanese.com
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HUSKY"

ULTRA HELIX™
PRECISION, PERFORMANCE, AND UPTIME
FOR HIGH-VOLUME MOLDING SUCCESS

Specialty ond
Beverage Closures

Medical

Cosmetic
Packaging

Contact us to learn more
about hot runners and controllers

Chennai Office

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

Rajendran Kasi
+919884709703
krajendr@husky.ca




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

« Superior stretchability

* High resistance to tears and punctures

« Matte surface finish

* Waterproof

Platilon® TPU films for Surgery Features:

« Effective barrier against viruses and bacteria

Focuses on the patient’s well-being, ensuring rapid
wound healing and minimum pain,

Due to their versatility and biocompatibility,
Platilon TPU films are ideal for Surgical drapes
and Eye drapes.

Platilon®

www.films.covestro.com

« Sterilization campatible;

- Gamma radiation

- Ethylene oxide (E10)
Customization:
= Various surface textures possible

TPU &itns Product
Soanch Compuion



PAZTWAGROUP

Innowvation s life

Ensuring Safe and Healthy

MEDICAL
PLASTICS

Drying...at the heart of it all

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

BRY-AIR [ASIA) PVT.LTD. connect with +918826990350

21C, Sector-18, Gurugram - 122015, Haryana, India our Alrgineers® for =
9 bryoirmaorketing@pohwacom @ www.bryaircom sotions ke 1800102 7620 3
FENPEOPTR Makirain GG« Swmilond s (i« Meses s Wigwia « Vietram « rdonesia igeines ﬂ. -
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Advancing Medical
Innovation with Confidence

TUV Rheinland - Your One-Stop Partner for Compliance,

Testing & Certification.

Bringing safe, reliable, and innovative moedical devicos to
market i& critical for hoalthcare progress. At TUV Rheinland
India, we simphfy the path 1o compliance by guiding you
through complex regulatory réquirements. From product
design validation 1o global certifications, our experts ensuro
your medical eguipment meets intemational standards -
making it trusted, compliant, and ready lor patients world-
widle.

OUR COMPREMENSIVE SERVICES FOR MEDICAL
DEVICE MANUFACTURERS
o0 Satety Testing: Full campliance with IEC 60601-1
=3 and collatoral standards
Electromagnetic Compatibitity (£MC) Testing
&) IEC/EN B0BO1-1-2 (dth Edition) for full and
pre-compliance lesting
hen  Wirsless Testing: Specalized evaluation of
A’ connected medical devices
Blocompatibdity Testng: As poer 1ISO 10993
standards
,-Tu.- Aumt Services @ EN ISO 13486, NABCB, MDR
=3 CE Marking. COSCO Audits
~g  Emvronmental Testng: Dusability and reliability
X under real-world conditions
1 Material Charactenzation: Advanced analysis of
medical plastcs
Mecrobiological Testing Ensuring product safety
and stenlity
fYe Treiming Services: Expert-led sessions on medical
A% device standadds and compliance

Madical Doviee Centro of Excollonce!
AMTZ Campus, Pragat Masdan

VM Stoot Progect 5.0 Visakhopatnam
Andhia Pradosh - 530031

Hoad of flice:

www.tuv.com/india

SCAN TO READ
MORE ABOUT
OUR SERVICES

AUDIT & CERTIFICATION EXPERTISE

«  European Medwcal Device Regulation (EU MDR
2017/745)

= IS0 134852018 & ICMED 134852018 Corufication

«  CDSCO Schedule IV & V Audits (IMDR 2017}

- Awareness & auditor training on IS0 13485:2016, 1ISO
14971:2019, EU MDR 2017/745 & IMDR 2017

WHY CHOOSE TUV RHEINLAND?

® End-to-End Services; From design vabdation to final
shp certfication, we cover every stage of your product

Ifecyche

= Global Standards Camplance: Aligning with [EC, 1S0,
(Jj EU MDR, CDSCO, and other intemational standards,
~ ansures smooth market antry in India and worldwide.
Specnlized Medical Device Testing: Safoty, EMC,
bBiocornpatibility, wiralass, ervironmental, and
microbiological testing - all under one roof.
Trusted Corulicavons: Recognised expaertise in IS0
13485, MDR CE Marking, ICMED, and CDSCO
audits.
Tailotod Training Programs: Customized training on
medical device regulatons, siandards, and audns 10
bulld internal compalance,
Accaloratod Market Access: Streamiined testing and
certification processes reduce delays, enabling faster
product launches
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Partner with TUV Rheintand India and bring trusted
healtheare innovations 10 matkel with conlidence

TUV Rhginlend Endia Pyt Lid

27B. Ind Crons Road, Electronic

City Phaze |, Bangaiore 560100, Inda
nfo@nd tev.com / products@nd tuv.com

/A TOVRheinland®
Precisely Right.
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rapidfacto software

SOFTWARE FOR MANUFACTURERS
a Medical Devices &Automobile

SOFTWARE GENERATES DOCUMENTS AS PER MDR-2017

Book a Free Demo

. +91 8708856807

contact@rapidfacto.com

« Audit Ready
v~ Full Traceability
v Cloud Based

«" Easy to use

v~ QMs

«" Inventory
" Sales, Purchase

v~ 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 S-of'twa re
Sales Orders

Stock Register

www.rapidfacto.com

SOFTWARE FOR PRODUCTION, STORE, QA, QC




VICTREX PC™

PEEK FOR PHARMACEUTICAL
CONTACT

Key Features & Benefits

* USP Class VI, USP 87 & Class 861.1 Compliant.
* Blood & tissue contact <24 hours.

» Granules or Film.

* High Purity Material &Chemical Resistance.

* High Performance.

* PFAS free. Manufactured under I50:8001

VICTREX PC" PEEK RANGE

= VICTREX PC 101: Granules> Unfilled

* VICTREX PC 101 WH;: Granules> White

* VICTREX PC 140 CPD: Granules* Reinforced
» APTIV PC FILM: Film>» Unfilled

VICTREX PC"PEEK
APPLICATIONS

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

* Manufacturing & Proocessing Equipment:
Conveyors, nozzles, aseptic zones

* Diagnostics & Biopharma: Connectors, bioreactors

* Primary Packaging: Containers

“Authorised Distributor in India®

—‘ll= PADMINI

House of Engineering Polyvmers

A

-

A A
victrex

VICTREX PC™
PHARMACEUTICAL
CONTACT- PEEK

A POTENTIAL PFAS
REPLACEMENT

The VICTREX PC range could provide
a PFAS-free altamative for existing
device packaging or equipment parts
that have been adversely effected by
the nead to remove FFAS from theil
system

Solutions
#1085, Trupsti Udyog | B. Patel Road,
Opp. Laghu Udyog. Goregaon (East),
Mumbai- 400 DG3, India.




£7S COSSET & HYGIENE LLP

Your Trusted Partner in Plastic Components

WHAT WE BELIEVE IN

[T %

0

QUALITY
The usefulness and
waorth of products

to customers

TRUST SAFETY
We are honest and Making safety a depot value
. forthright leads to building a workplace
in our dealings. 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 parts in
bulk packaging — ideal for further production and assembly processes.

TWO CONVENIENT OUR PRODUCT
PURCHASING MODEL |
OPTIONS RANGE INCLUDES

* Flow Regulators

* Male Luer Lock

* Female Luer Lock
« Slide Clamps

* Pinch Clamps

* Back Check Valves
* Roller Clamps

Stock & Sell : Immediate dispatch
from our inventory for timely
delivery.

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

MANUFACTURING 6 HontQCh mansi@cossetnhygiene.com

nirali@cossetnhygiene.com

PARTNER
Hantech Medical Device Co. Ltd.

+91-9870283121

} +91-9920613149
FOR FURTHER DETAILS

GET IN TOUCH

S/ (]|

www.cossetnhygiene.com




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

NN \RAA Y v
\ R -

Millad' NX* 8000 clarifying agent yields ultimate clarity and transparency to PP in injection molded
applications and allows clarified PP to become a viable aiternative 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

® & ® E 3 A

Decrense Excellent Energy Complies with Incroase in Elimination
temperature in clarity and Savings GE 15810, productivity of voids
injection molding sesthetics Yyo242
standards

For more information or technical support, please contact Milliken: Call; +91-20-67307501,
email: asiachem@milliken.com, or visit us at chemical.milliken.com

O PUSO N AL b WAZ ikt b s iliesd % pdarn et ) of Wlhen & Congey



Elastomer Technik

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 9001 Quality managemant « DINEN ISO 14001 Erwironmental management
DIN EN 150 13485 Quality management for medical +« Cleanroom EG-GMP-guideline Annex 1 cleanroom
devices class D & 1S014644-1 (classB)

ET Elastomer Technik GmbH ET Elastomer Technik India Pvt. Ltd.
Am Stéckleinshrunnen 10, 97762 Hammelburg, Germany or - 26

1865 ' ner-technik.com arat, india

Website: www mer-techni Phone




Since 1967

Above 250 + Models 30,000 + Customers
EXPORT TO 55 + COUNTRIES

AUGER FILLER | BLISTER SEALER BLOOD & URINE BAG
MAKING MACHINE

— | b

8LO00 FILTER CONTINUOUS

‘ DISPOSABLE HAND
MAKING MACHINE | BELT SEALER

GLOVE MAKING | FOIL& CAP SEALER INDUCTION
MACHINE I MANUAL HAND PRESS TYPE CAP SEALER

. ‘ % . h i
l SEALING MACHINE
MOTOR GEAR WITH VACUUM +

LIGUID CUM OPERATED NITROGEN GAS SEMLAUTOMATIC
L'SEALER CREAM FILLER PASTE-CREAM FILLER PURGING FOIL & CAP SEALER

*»

SHRINK PACKAGING I
MACHINE TUBE SEALER TVYEK SEALER ' VACCUM FORMING ' VACUUM SEALER

List of Company name for Pharma

Akums Drugs&Pharmaceuticals Lid | 9 Claris Life-science Lid 17 Marck Bio-science Lid

Ahlcon Parenterats India Lid | 10. Core Healthcare Lid 18.Paras Pharmaceuticals Lid
Albert Dawid Lid 1. DSM Sinochem Pharmaceuticals 18 Phzer Pharmaceuticals Lid
Alembic Pharma Lid 12, Eurolife Healthcare Pt Lid 20 Ranbaxy Laboratory Lid

Axa Parenterais Litd 13. Fresenius Kabi India Pyt L1 21 Torent Pharmacauticals Ltd

Bal Pharma Lid 14, Glenmark Pharmaceuticals 22 Trolka Laboratories Lid

Baxter Healthcare Lid 15. Intas Pharmaceuticals Lid 23 Wockhardl Lid

Caddia Healthcare Ltd [ 16. J B Chemicals & Pharmaceuticats Lid 24 Zoelis Phamma Research Pyl Lid

o~ RO -

Eewa Englneermg Co. Pvt. Ltd slefax : +91 79 2274 3075 / 2274 8559
: i J\I‘df'll Estate, Opp. Comet & +91 9825038559
‘ =y = t\‘,a;"n-”v

Gujarat (INDIA) Email : contact@eewaengineering.com

oo lin i IR L ERE P IS www.eewaengineering.com




ACCUPREC”

RESEARCHLABSPVT.LTD.
— Ultimate solution...

Sayujya 2024

g pora

(150 17025:2017, OECP GLP, AAALAC, & USFDA approved Lab)

Globally Ranked Top 10 Lab for Medical Device Testing*

Blocompatibility Testing of Medical Devices (As per 150 10993-1:2018)

, Degrodation Testing (150 10893-8,
150 1099313, |0 10963-14 &
50 10993-15) Toxicokinetic study of
Degradation Products (IS0 10093-16)

* jn-vitro Skin irritotion Test
(150 10993-23)

* in+vitro $kin Sensitizotion
Test (IS0 10893-10)

* Mucosal Membrane irritation Test
(Oral. Ocular, Penile, inal &
Rectal) (150 10893-11)

* giological Evaluction
Pian (BEP) & BER

* Toxicological Risk Assessment

i * Chronic Toxicity Test
(is010933-n)
= implantation Test (M/sc/
introocular/ Intra-
Intra- artericl) (150 10992-8)
* Genotoxicity Tests
?mis. CHA, MNT)
IS0 10993-3 & 150 10993-33)
Test (13010093-1)
* Hoermocompatibllity Tests
* Matericl Medicted (150 10893-4)
Pyrogen Test (150 10093-11) it

reinogenicity
* Sub-Acute Systemic Toxkeity (150 10933-11)
Test (15010993-11) Sub-Chronic  « peproductive | Developmentol
Toxicity Test (150 10993-11) Taxicology (150 10883-11)

* in=vitro Cytotoxicity
Tosting (150 10693-5)

* Skin Sensititation
Tosting (150 10993+10)

* irritotion or Intracutaneous
Reactivity Test (150 10993-23)

* Acute Systemic Toxicity

1. Biacompatibility Testing
of Medical Devices
(As per 150 10993-1:2018)

Tost

7. Mgl PPE Gioven

. Pocoging Tewting 4
& Tentile Testing

1 2ologen Testing of
Trmnapen Yosdonion

{inroriase & isochobie R Mo of

Tating of Aoy Moteril &
Friahed Wedoo Devices

i Pedtormance Testing
of Mgl
Devices

Plostcs, Hubitmr,

Lo, Pelymars otc

U Padarmante
festing of Ragsd in
Vit (eagnostc Lits

NORTH AMERICA OFFICE: |
Pittsburgh, PA, USA

CANADA OFFICE:
Sudbury, ON, Canada

Visit us on www.accuprec.com | Stay connected withus on | §

@)
OECD

GLP

Stunty

1 Gt Gy
feix)

REGISTERED OFFICE:
Opp. Zydus Pharmez, Changodar-Bavla Highway,
Near Matoda Patiyo, Po. ; Matodo, Ahmedabad

382 213, Gujarat, INDIA.

*As per two Independent Reports Published by:

1) Credible Markets, USA
2) MR Accuracy Reports, Canada

https:/[tly/60d10
https:/ftiy/Ca-g2

|(in](w] 20996 18769, 90999 81023, 89099 19545




www.kljindia.com

INFUSION SET

Trust Built on Performance

TOTAL SOLUTION IN PLASTICIZER & POLYMER COMPOUNDS

We. KLJ Polymers & Chemicals Ltd. Dehi, one of the largest

manufacturer ol Healthcare Polymer Compounds e, PVC, TPE
and PP compounds for Breath Care. Surgi Care, Storage &
Disposables in a single facilty having large capacity and expanding
with global supply demand

MmfuuemnaomGMF! Bocompatibdities and Healthcare
standards as per USP Class-\, 180 10152:2002/ 80 3826:2013,
ISO 10993:2013, 1S 10148 & IS 10181, Calfornia -65,A0HS,
REACHh compliances,

We are [S0-0001:2016, I1SC-14001:2015 and [ATF-16949

certifed. Our laboratories are accrediated by ISOAMEC- 17025 and
RE&D center is approved by DSIR. Steps forward for certification of
1S0-134865 lor Medical device Quality Manapgement Sysiem.

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

RANGE OF PLASTICIERS

PHTHALATES | ADIPATES | TRIMELUITATES | CITRATES |
STEARATES | SEBACATES | DI-BENZOATES | TERE-PHTHAL-
ATES | BIO PLASTICIZERS | MALEATES | FLAME RETATRDANTS |
CHLORINATED PARAFFINS | ESBO |
RANGE OF COMPOUNDS

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

COMPOUNDS FOR APPLICATIONS

PVC COMPOUND BASED ON PHTHALATE, PHTHALATE FREE &
DINCH | TPE | PP |

Phthaiate Froe / REACH Compliant Plasticizers available

Office: KLJ Hose, msnmuag Nasafgnmnnad NawDelhi 110 015, India
Tel.: 491 11 41427427/28/29 | Fewc +91 1125459700 | Email: defhi@ifindia,com
Mumbai: 481 22 61830000, mumbaidigindia.com | Chennaic 491 44 42383622, chernaidiinga com
Kokata: +01 33 22823851, kokata@idndia.com

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

KLVAD-01/ 21015



C CEPHAS &,

A Strong Foundation on Quality &

Right the First Time Principles Manufacturers & Exporters
o of Medical Devices, Nitrile
c € Certification = o
Gloves and Injection Molded

=7 U.S. FOOD & DRUG N

AT AT Products we specialize
UK + Self-Adhesive Silicone Male External Catheter
(=

+ Nitrile Industrial Gloves
TR (I : : .
% + 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 (CII)

CEPHAS MEDICAL PVT, LTD, F 4 Phone: +91 B7762 64608
B13. MEPZ Special Economic Zone, Email: cephas@cephasmedical net

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




»PVC NON-TOXIC MEDICAL TUBE PLANT

____Models | TTX45 | TIX50 | TTX65
Serew Diameter 45mm | 50mm MM
UDRatio | 2:1 21 | 2%:1
Tube SizeRange | 11030 mm 1m38m 5 TO 50 mm
Extruder Motor | 55KW | T5KW | 11.0KW
Tube Puller Motor | 075KW | O75KW | 0.75Kw
‘OutptKgHour | 2024 | 8% | 3055 |
Total Connected Load| 125KW | 14KW | 205KW

PANERE OF FLARTI MACIANETES

PPVC NON-TOXIC MEDICAL TUBE PLANT

WITH AUTO CUTTER

Rall fubes, Biood & Urine fubes

For making medical use fubes for | V s, scalp vesn tubss,

ENGINEERING LWORHS e e

G, 4410 Phase-4. G| D.C. Estate, Road Mo, 4U, Viatva, B Indo-German Towd Room
Anmedabad - 382443 (Guzrat) INDIA. Phones : 91-T9-46014068, 38250 28418, 98930 28418
E-mail : twistewiBgmail.com Website : www twistplasticmachinary.com

L MED

MADE FOR COMFORT

ALL SILICONE FOLEY
BALLOON CATHETER

Low-Cost, Low-Risk.

Opportunity to Reach
Indian Medical Devices &

Plastics Disposables / Implants Industry

Advertise | ‘
MEDIAL PLASTIC

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

SINCE 1994
Unique Opportunity For :

« Suppliers of Machineries / Equipments / Raw Materials / Services to Medical
Plastics Processors

PEDIATRIC, ADULT, OPEN TIP, 2WAY & 3WAY

LEELAVATHY MEDICAL DEVICES COMPANY
No. 1122, Paraniputhur-Kovur Service Road, Periyapanichetry,

Chennal-&00128, INDIA
Email Id : sales@imed.coin | Web ;| www.Imad.co.in

Phone: +91 8939480062, 9884399735

= Vendors to Medical Devices/Equipments Manufactures

« Supplying Raw Materials/Clean Room Equipments / Assemblies / Sub-
Assemblies / Components / Technology etc.

» Medical Equipments/Devices Manufacturers / Suppliers and Marketing
Companies

* Technical/Quality/Management Consultants for Medical Devices
[Disposables / Implant Industries

www.medicalplasticsindia.com




Yizumi OHPM

SKIII Series Generl-purpose Ab Series Advanced and Intelligent
Injection Molding Machine Injection Molding Machine

P-S3 Series Thin-wall YR Series YIZUMI Robot for
Injection Molding Machine Injection Molding Machine

140+Years of Experience

Yizumi Advanced Processing Technology Pvt. Ltd.

Address: Plot No.1062-1063, GIDC-Il, Sonand, Ahmedabad, Gujarat = 382170.
Contact No, : +91-90999 06175 Email address: Info.ind@yizumi.com Website: www.yizumi.com



500+ Producu Tested with
mission of holistic guality:
semvices in testing, delivery

DRHP TESTING SOLUTIONS PVT. LTD.

DRIVEN BY QUALITY & SERVICE EXCELLENCE

About Us

Cr. HP Testing Solutions Pvt. Ltd, {DRHP) is a pioneering leader in the medical
device ond pharmaceutical testing industry, We are committed to providing
refiable and proven testing services for medical devices and pharmaceutical
products, making us a trusted partner for companies across the globe.

50+ Mational and
Internotional customers

We have succassfully submitted mony chemical characterzation reports to
LISFDA for 510k ond got opprovals, We strive for excellence in every service
offering accuracy, precizion, and reliability at competitive pricing.

and inspection

Our sarvices span chemical testing, physical testing, analytical testing, and
consulting. We are dedicated to adding value through pre- and post-testing
suppart, ensuring our customers meet their regulatory and research needs

effectively,

100+ Combined

15+ Countries having

reqular custormers

150 10893-1: Biclogical Evaluation Plan (BEP)
and Biological Evaluation Report (BER)

150 10993-7: Efhylene oxide sterilization
residuals Analysis

150 10993-13; Identification and guarntification
of degradation products from palymenic medical
devices

+ 130 10993-14: Identification and guantification

« 150 11879-5: |OLs; Physicochemical tests fike

+ 130 11981 & 150 11986; Soft Contact Lenses

of degradation products from ceramics
150 10993-15: Identification and guantification
of degradation products from metals and alioys
150 10983-17: Toxicological Risk Assessment
(TRA) of medical devices, packaging matenals
and CCS

150 10893-18 Chemical characterization of
medical device. (Exaggerated/Exhaustive
extraction studies and study designing).

E&L for Phama, Packing and Medical devices
as per [CH, PORI, USP <1663= & <1664>, 150
10993-12 &18 efc.

Extractables, Leachables, Hydrolylic Stability,
Phto Stability and Insoluble Inorganics

Physicochemical tests
21 CFR 1771500 Chemma] Tesamg of Nylan
Resins and Palyme

EM 1186 Migrafion Shudl_.l
IS0 18562-2; Emission of Particulate Matter

from Gas Pathways

Experienced Team.

150 18562-3; VOCs from Gas Pathways

IS0 18562-4: Condensate L eachables from Gas
Pathways

ASTM D7823-18: Residual Phihalate Testing

« Raw material and finished producis testing
« Ink Migeation and Glassware Delamination

Studies,

« Toys testing for nitrosamines and phthalates as

per EN 14350:2020, EN-T1-12, EN-T3-14
REACH Study as per regulation (EC) Mo 1807
elc.

BS EN 455-3 and ASTM D5T12: Agueous
Estractable Protein Test

« ASTM DB499: Antigenic Protein tests.
« ASTM D7558: Extractable Chemical

Dialkyldithiocarbamate, Thiuram, and
Mercaptobenzothiazole Accelerators Test

TOC, THC as per 150 19227.2018; BS EN
14B84:1997

Pariculate Matter as per USP <788> and EP
2519, 150 192272018

Syringe Tesls as per 150 7B36-1

« Nitrosamines and NDSRIs Method development

and Validation

+ USP <G61> Plastic Packaging Systems and

Their Materials of Construction

Unknown peak identification and charact-
erization

Forced degradation Study

* Residual solvents analysis
+ Heavy metal analysis.
+ Elemental analysis as per ICHO3D & USP<233=

9[?01 2{&!5

MABL

US - FDA

Iniian FOub,

P No. 4-11-47/5F, Usha Arcade, Information Coleny, Injapur Read, Hayathnagar, Ranga Reddy, Hyderabad-501505, Telangana, India.
« Contact; +91 9989023412 or +91 BAB5424543 or +91 8328487393 + E-mail: info@drhp.co.in or avinash@drhp.co.in
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IMDI 2025 - the 23rd National Conference and Technology Exhibition on the Medical Devices Industry
—held on August 29th and 30th at Chennai was organized under IMDI| Conferences promoted by “MEDICAL
PLASTICS DATA SERVICE' with the Association of Tamil Nadu Medical Device Industry (ATMED) as co-
organizer along with SPE INDIA Medical Plastics Division.

The event was a celebration of innovation, collaboration, and knowledge sharing by combining technical
sessions, success stories, One-to-one interactions, technology Show Exhibition and field visits.

MATERIALS

Decoding Thermoplastic Polyurethane (TPU)
- Jennifer Green, Sr. Global Technical Business Development Manager, Lubrizol

Thermoplastic polyurethanes (TPUs) are some of the most adaptable materials for medical devices, offering
a balance between rigid polymers and elastomers. TPUs can be processed via extrusion, molding and
thermal bonding techniques. When selecting a TPU for your medical device, evaluate ...........

Performance Plastics & Their Applications In Food Pharmaceuticals and Medical Devices
- Asim Datta Consultant Faculty, Indian Institute of Packaging & NIPPER Chandigarh

The article is in continuation to the one published in MPDS, volume 33 ( Jan-Feb 2025). It explores few more
important performance plastics which are in use in the field of Food, Pharmaceutical & Medical devices.

MANUFACTURING

Precision Begins at the Mold: The Next Leap for India’s MedTech Industry
- Dr. Teja Maganti CEO, Medi. Mold Design and Fabrication Association (AMTZ)

Behind every life-saving plastic component lies a silent enabler that rarely makes headlines: the mold. While
startups and manufacturers focus on design and materials, the lack of local, high-precision tooling continues
to delay launches, inflate costs, and stifle scale. Dr Teja Maganti explains why India needs a network of
precision tool rooms located within medical manufacturing clusters.

QUALITY

Recent Updates to ISO/FDIS 10993-1:2025 and Their Implications for Medical Device Manufacturers
-Dr. T. S. Kumaravel, MD, PhD, FRCPath, DABT Chairman, MDR Laboratories Pvt Ltd

ISO/FDIS 10993-1:2025 represents a significant turning point in the regulation of biological safety for
medical devices. Among the many updates introduced in the 2025 revision, several stand out for their
immediate impact on manufacturers. The message for manufacturers is clear: adaptation is not optional.
Companies that act early, invest in updating their processes, and engage proactively with regulators will be
best position

GLOBAL TRENDS

* Global Medical Elastomer Market
The Medical Elastomer Market is witnessing strong growth driven by demand for flexible, durable, and
biocompatible materials in medical devices, implants, and packaging.

« Single-Use Plastics In Healthcare : Circularity And Decarbonisation Strategies
Protecting patient health is non-negotiable — but many plastics pose their own risks. Information on five
practical, evidence-based circular economy strategies are highlighted .

July-August 2025
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GLOBAL MARKETS : MEDICAL DEVICES

Exploring International Markets for Medical Devices : A Strategic Perspective

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

Highlights: How To Select A Market For The Export Plan - Market Scanning As Well As Market Selection
Based On The Regulatory Aspect

AiMeD & REGULATORY UPDATES

* AiMeD Welcomes Government’s GST Rate Cut and MRP Implementation Relief for Medical Devices
« NPPA Directs Drug Makers To Reduce Medicine Prices Following GST Rate Cut
¢ India-UK Trade Deal: Med Device Firms Cautious About Country Of Origin

E INDUSTRY NEWS

+ “Medical Plastics Data Service” to be the Knowledge Partner for Skill Development Certificate
Course for Plastics in Medical and Healthcare Industry by AIPMA’'s AMTEC

* India Set To Drive Affordable Innovative Healthcare Solutions :

PRESS RELEASE

Qosina Debuts Interactive Vending Machines for Engineering Samples

PRODUCT GALLERY

Bry-Air Plastic Drying Equipment

DID YOU KNOW?

About Plastic Miro Injection Moldings For Medical Devices

SINCE 1994
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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.
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Solutions for Plasticizers & Polymer k‘°g8: e &]

Compounds

- Jagdish Parmar, DGM- Sales & Technical,
KLJ Group, Mumbai, India

KLJ Group is a multi-product and multi-
locational business conglomerate, with a
turnover of INR 109 billion (US$ 1.40 billion)
having manufacturing capacity of over 1.40
million tpa and a 2200+ dedicated and
qualified personnel persistently pursuing
Innovation, Development and Growth...
(January- February 2023)

MATERIALS : KRAIBURG TPE offers
innovation and superior support for medical
and pharmaceutical TPE Aapplications

- Aditya Purandare, Managing Director,
India. Kraiburg TPE Pvt. Ltd.

When selecting any materials for medical
device and pharma packaging applications,
the primary focus should be on the choosing
the right materials to accomplish the
application requirement, complemented by
reducing the risk to a minimal.

(January- February 2023)

GLOBAL MARKET : MEDICAL DEVICES
Marketing Strategies By The Indian Medical
Devices Exporters: A Detailed Study

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

The study finds very useful information about
promotion models, distribution set ups and
pricing strategies followed by the Indian
medical device exporters...

(January- February 2023)

GLOBAL TRENDS : - Liability Risks faced by
Polymer Suppliers and its negative impact on
downstream innovation in medical implants
Liability laws designed to compensate for
harms caused by defective products may also
affect innovation.

The study mentioned above examined this
issue by exploiting a major quasi-exogenous
increase in liabilityrisk faced by US suppliers
of polymers used to manufacture medical
implants (January- February 2023)

* AiMeD & REGULATORY UPDATES:
« Rajeev Singh Raghuvanshi Appointed As The
New Drug Controller General Of India

« DCGI Calls For Medical Devices Testing
Laboratories To Register With Its Network Of
Laboratories

About Plastic Miro Injection Moldings
For Medical Devices

Micro molding for medical devices is a specialized injection molding process
that produces extremely small, high-precision components with micron-level
tolerances for use in medical devices, implants, surgical instruments, and drug
delivery systems. This process enables the miniaturization of devices, leading
to less invasive procedures and improved patient care, and requires expertise
in biocompatible materials, advanced tooling, strict quality control, and
specialized equipment to meet regulatory requirements.

Micro-scale Manufacturing creates components so small they can weigh
less than a gram or have cross-sections smaller than 1 mm, with features
measured in microns. It is a highly precise form of plastic injection molding that
uses specialized molds and meticulously controlled processes to produce
intricate and tiny plastic parts.

Reasons for use in Medical Devices are:

« Device Miniaturization: It allows for the creation of smaller, more complex
medical devices, leading to less invasive surgical procedures and improved
patient recovery.

Enhanced Functionality: Micro molding enables the integration of more
functions into a single, smaller device, facilitating more efficient and targeted
diagnostics and treatments.

Biocompatibility: The process uses materials that are safe for use in the
body (biocompatible), which is critical for implants and intemal medical
components.

Key Aspects and Challenges for Miro molding are : Material Selection,

Precision Tooling, Process Control and Quality and Regulation.

Applications

* Surgical Instruments : Micro molded components are used to create
smaller, more precise surgical tools.

= Implants: Highly specialized, tiny implants and bioresorbable devices rely
on micro molding for their precise dimensions.

* Drug Delivery Systems: Components for advanced drug delivery systems
that require fine features and precision are often produced via micro
molding.

* Diagnostics and Wearables: It is vital for producing components in
advanced diagnostic tools and portable, wearable health devices.

to continue holding labor headcount
relatively flat and insted rely more on
robotic and vision system-based

automation technologies...”.

-Steve Bieszczat
CMO, DELMIAWarks
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From the E ditO g S
Desk

The IMDI 2025 - the 23rd National Conference and
Technology Exhibition on the Medical Devices Industry —
was held on August 29th and 30th at Anna University, Chennai. -~
Organized under IMDI Conferences promoted by “MEDICAL
PLASTICS DATA SERVICE’ with the Association of Tamil
Nadu Medical Device Industry (ATMED) as co-organiser
along with SPE INDIA Medical Plastics Division.

The event also included visits and workshops at two prominent Institutes of National
repute. Visit to the ‘Bureau of Indian Standards (BIS) office for a workshop on latest
developments in the Medical Device Standards and their implementations and the
visit to CIPET to understand various plastics processing & testing technologies with
focus on Medical Plastic applications.

The event was more than a conference. It was a celebration of innovation,
collaboration, and knowledge sharing by combining technical sessions,
success stories, One-to-one interactions, technology Show Exhibition and
field visits. The event was a unique showcase for the next phase of India’s
journey in the global medical device industry.

Our Contribution Towards Human Resource Development for Indian Medical
Device Industry :

Plastics play a major role in manufacturing of Medical Devices, Hygiene products as
well as Pharmaceutical Packaging. As an important responsibility and contribution
towards human resource development for the Indian Medical Device Industry, MPDS
associated with two prominent Institutions as Knowledge Partner for Online and Off
-line training activities.

01 Supported CIPET-IPT, Ahmedabad to successfully organize a 40 hours’
Online course on “Fundamentals of of Medical Plastics"(June 16 — July 11,
2025)

The course was carefully curated to provide a comprehensive understanding of
medical plastics, their applications, the materials used, their properties and their role
in the development of medical devices and healthcare products. The course covered
Regulatory Standards, Manufacturing Processes and Emerging Trends in the Field,
as well As Career Opportunities in Medical Plastic Domain.

02 MPDS to be the Knowledge Partner for a 70 hours’ off-line Skill Development
Certificate Course for Plastics in Medical and Healthcare Industry by AIPMA’s
AMTEC.

The Arvind Mehta Technology & Entrepreneurship Centre (AMTEC), represents a
bold step toward bridging the gap between academic theory and industry practice
backed by nearly eight decades of the All-India Plastics Manufacturers Association
(AIPMA)s leadership in driving policy, innovation, and sustainability,

Through all these activities as mentioned above, our mission is to integrate
important stake holders of Indian Medical Device Industry and provide support
its healthy growth. We are sincerely grateful to a large number of Industry
Leaders & professionals without whose help and contributions; we simply
cannot carry out such knowledge-based activities.

This issue coverers very important and very well researched articles covering
Materials, Manufacturing Processes, Quality, Environmental, Domestic &
Global Markets, Regulatory, Association and Industry News.

D LP%)b

any opinion expressed herein.

July-August 2025
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August 29-30, 2025. Chennai

HI HLI HT IMDI 2025 — the 23rd National Conference and Technology
Exhibition on the Medical Devices Industry — was held on August
29th and 30th at Anna University, Chennai. Organized under

Eamwm AN IMDI Conferences promoted by “MEDICAL PLASTICS DATA
i E SERVICE' with the Association of Tamil Nadu Medical Device
APEEUHEL (phcd Industry
Merheal Dovices | Zanllc DIspsanies. & Mo - (ATMED) as co-organiser along with SPE INDIA Medical Plastics

Do dustr g hangggsca y Horvarg) &% Division.
j : The event highlights included:

= Inspiring Inaugural Session with Dr. Ezhilan Naganathan, MLA
and Member of the State Planning Commission, Tamil Nadu as
the Chief Guest along with a Galaxy of Dignitaries from Medical
Device & Healthcare Industry, Research & Academic
Institutions, Government Regulatory & Standardization
Departments (CDSCO & BIS) as well as Industry Associations.
The dignitaries shared their knowledge and vision on research,
quality standards, biocompatibility, and India’s drive to become
a global MedTech hub.

* The Technology Show Exhibition showcased advanced medical
devices, disposables, and electronic innovations, offering a
unique platform for collaboration between industry and
academia. It included all major partners of Medical Device
Manufacturing Eco-System.

= A special session discussing Industry—Institute linkages and
Start-up Success Stories.

- One focussed session on cutting-edge advancements in
polymers and processing. From corrugated medical tubes to
eco-friendly nanogel plasticizers, speakers high-lighted how
materials science is reshaping safer, greener medical devices.

« Experts shared innovations in medical electronics and next-
generation devices. Highlights included India’s first indigenous
Deep Brain Stimulator, fibre optic sensors for diagnostics,
medical textiles, and compliance frameworks for global
competitiveness.

» On the second day of the event participants had opportunity
benefit for two visits:

Hlect - Visit to the '‘Bureau of Indian Standards (BIS) office for a
v Forv workshop on latest developments in the Medical Device
. Standards and their implementations.

- A visit to CIPET to understand various plastics processing &
testing technologies with focus on Medical Plastic
8 applications.

E IMDI 2025 event was more than a conference — it was a

celebration of innovation, collaboration, and knowledge sharing
by combining technical sessions, success stories, One-to-one
interactions, technology Show Exhibition and field visits. The
event was a unigue showcase for the next phase of India's
journey in the global medical device industry.
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EVENT REPORT

i P Dr. Sanjay Behari

Director, Sree Chitra Tirunal Institute for
Medical Sciences & Technology,
Thiruvananthapuram

« A wonderful initiative

= | learnt a lot and am honoured and privileged

« Qutstanding participants who have spent a lifetime making
biomedical products.
= Excellent amalgamation between academia and industry

4

Scientist - Grade F, Centre of Excellence in
Medical Devices NIPER - Ahmedabad

= Please accept my sincere greetings for the efforts to organise
the conference. It was a great event to attend.

* Liked speakers and their content

= Also, the arrangement and execution over the 2 days

= Visiting the 2 reputed institutions and interacting with the
people there was really valuable and got a lot of clarity while
discussing with them.

Prasad Nivritti Bhagat (Ph.D.),
Co-Founder & CTO, Weinnovate BioSolutions Pvt. Ltd. Pune

August 29-30, 2025. Chennai

Feedbacks from Expert Speakers, Exhibitors & Delegates

Kishore Kumar

Technical Sales Support & Project
Manager, Sterile World Technologies LLP.
Maharashtra INDIA,

= Excellent networking opportunities with industry stakeholders
= Relevant topics covering current challenges and innovations
in Medical Devices / Medical Plastics.

= Venue selection and lunch arrangements are good.
= Overall, a well-organized and impactful event.

« The panelists and the overall panel arrangement were
excellent

« The event started on time and was managed efficiently without
much delays

= The number of attendees was exactly as communicated in
advance

* [t was truly a great initiative that helped manufacturers clarify
their doubts.

Snehadarshini R Scindia, TUV Rheinland India Pvt Ltd,

Bangalore

« Liked the latest medical device technologies presentations

= Also, the inspirational speech especially by the owners of the
Startup companies

« And discussion on fibre optic spectroscopy, deep brain
stimulator

« Liked the presentation by a neurosurgeon doctor

= Visit to CIPET was useful since | have not worked or visited a
manufacturing company.

Reghuram S

Information Resources For Medical Technology Industry And Markets

snomoscomernmomsromoarans IED|GAL PLASTICS
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INDIA

www.medicalpla

E ! ND 1A {HEONLY INDIAN PORTAL SITE ON MEDICAL

. PLASTICS/DEVICES TECHNOLOGY AND TRADE a s 0 u r c e ]
; medid asia

www.imdiconferences.com

www.medisoueceasia.com

AN AUTHENTIC PORTAL SITE ON MEDICAL TECHNOLOGY AND MARKETS IN ASIA

M m N Indian Medical Devices & Plastics Disposables Industry

Celebration Of Knowledge Sharing, Brain Storming And Networking

CLASSIC COMPUTER SERVICES

B-4, Mandir Apartments, Opp. Jodhpur Char Rasta BRTS Bus Stop, Satellite Road, Ahmedabad-380 015. Gujarat, INDIA.
Mobile : +91 98254 57563 / 98254 57518 « E-mail : dipandya@gmail.com; medicalplastics@gmail.com; info@medicalplasticsindia.com
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Jennifer Green is the senior global technical
business development manager at Lubrizol,
where she specializes in innovative material
solutions for medical devices and health care
applications. With more than 15 years in the
industry, Green has a deep understanding of
polymer science and a passion for advancing
biocompatible materials like thermoplastic
polyurethanes (TPUs) and medical-grade
silicones. She collaborates closely with
medical device developers to enhance patient

outcomes, focusing on sustainability, material
performance, and regulatory compliance.

Choosing the Best TPU for Implantable Medical
Devices

Thermoplastic polyurethanes (TPUs) are some of the most
adaptable materials for medical devices, offering a balance
between rigid polymers and elastomers. They're customizable,
resistant to wear and can transition from stiffness outside the
body to softness inside, which improves patient comfort. They're
also great for catheters

requiring thin walls,

excellent strength

and radiopacity.

TPUs are segmented

block copolymers made

of hard segments,

containing isocyanates,

and soft segments,

containing long-chain

alcohols (polyols). By

selecting different

chemistries for these segments—aliphatic or aromatic
isocyanates for hard segmenis and polyether, polyester,
polycarbonate or specialty polyols for soft segments—TPUs can
be tailored to specific performance needs. Adjusting the ratio of
hard to soft segments enables the creation of materials ranging
from soft and flexible, approaching softness of silicones, to stiff
and rigid for structural applications.

TPUs can be processed via extrusion, molding and thermal
bonding techniques, but their flexibility doesn't stop there. They
are also compatible with solvent-based methods and 3D printing,
giving manufacturers the tools to produce intricate designs and

Decoding Thermoplastic
Polyurethane (TPU)

Jennifer Green
Sr. Global Technical Business Development Manager

Choosing TPUs: Soft Segments

The starting point for choosing the right TPU is to understand its
use case—where in the body it will be located and the length of
time it will remain there. This informs the optimal soft segment
chemistry for biostability. For example, the choice of soft segment
affects resistance to degradation, with polyether soft segment
offering better hydrolytic stability than polyester soft segment.

Once this is understood, chemical resistance, strength and
fatigue requirements help inform the choice of hard segments.
Other factors, such as processing methods and visual criteria,
including transparency, also play a role. By answering these
guestions, manufacturers can narrow down the chemistry to a
few promising options for bench testing. It's important to
remember that enhancing one characteristic can affect others, so
balancing these trade-offs through a structured decision matrix
helps in arriving at the best solution.

For instance, material selection for long-term blood-contacting
devices must address both physical durability and biological
stability. Polyester-based TPUs are usually avoided because of
their susceptibility to hydrolytic instability. Polyether-based TPUs
provide better hydrolytic resistance but can be vulnerable to
oxidative attack on the material surface, which may impact long-
term performance
depending on the
device's design and
function. Known for their
durability,
polycarbonate-based
TPUs offer excellent
resistance to both
hydrolytic and oxidative
degradation. At Lubrizol,
we continually innovate
to extend the implant
lifespan of polyurethanes, and in the future, specialty chemistries
may offer even greater biostability than what is available today.

Rigid materials demonstrate comparable performance trends.
Polyether and polycarbonate-based TPUs offer significantly
better durability in long-term blood-contacting applications than
polyester-based TPUs. Polyether-based TPUs are the most
stable option for devices exposed to low-pH environments such
as long-term gastric implants. Polycarbonate-based TPUs, while
offering strong oxidative and hydrolytic resistance, may be less
suitable to such demands due to their vulnerability to hydrolytic
attack in acidic conditions .

quickly prototype new devices.
July-August 2025 MEDICA
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Choosing TPUs: Hard Segments

Aromatic and aliphatic TPUs each have their own strengths,
giving medical device developers plenty to think about. Aromatic
TPUs stand out for their toughness and chemical durability,
providing roughly 20% greater tensile strength, fatigue
resistance and abrasion resistance
compared to their aliphatic counterparts.
That said, they can yellow over time because
their aromatic ring structure reacts to light,
heat or radiation. While this discoloration
requires additional design considerations for
applications requiring long-term clarity, it
doesn't affect their overall performance. In
fact, aromatic TPUs are a great choice for
devices where strength and durability are the
top priorities .

Aliphatic TPUs may be considered in
applications where patient comfort and
transparency are key, like vascular access
and infusion devices. They resist yellowing,
which means they stay clear and visually

appealing even after extended use .

Manufacturers also value their ease of
processing when it comes to adding fillers,
such as radiopaque materials, making it -
simpler to meet functional needs.

One of the key advantages of TPUs in
medical manufacturing is the versatility in
how they can be processed. Technigues like |
extrusion, molding and thermal bonding -
make it possible to create thin, flexible, and
durable tubing components which can be assembled into
complex catheters.

Solvent processing takes advantage of TPU versatility by
dissolving the material into a liquid form, allowing for precise
shaping and coating. As the solvent evaporates, the TPU remains
in its finished shape. This technique is especially useful for
creating fine details or thin, consistent coatings that other
processes can't easily replicate. It can also be used to
incorporate thermally sensitive ingredients that might further
enhance the device's performance.

TPUs aren't just versatile—they're a breakthrough material for
implantable medical devices. The beauty of TPUs is how easily
they can be adapted to fit different applications. OEMs and
material manufacturers have an opportunity to work together to
fine-tune their chemistry and performance traits to meet the most
demanding medical device performance requirements.

Sidebar: Is TPU the Right Material?

When selecting a TPU for your medical device,
evaluate the following key factors:

= Application: What is the device’s purpose, and what specific
functions will it need to perform?

= Materials: How do TPUs compare in terms of performance and
compatibility to other materials being evaluated?

« Body contact: Will the device come into contact with blood,
tissue or other body fluids?

« Contact duration: For how long must the material perform
safely?

= Physical criteria: What are the strength, flexibility and durability
needs?

« Chemical criteria: Must the device withstand body fluids or
cleaning agents?

= Thermal criteria: Will it be exposed to high or low temperatures
during use, sterilization or transportation?

/

« Sterilization: Is the device intended for single use or will it be
reprocessed?

= Processing: Does the material suit the planned processing
techniques?

= Visual properties: Does the device require clarity or specific

color properties?

Radiopacity: Is radiopacity necessary for

imaging or diagnostic purposes?

Compliance: Does the material meet the

required industry and medical standards?

Material efficiency: Is the material being

evaluated available from the supplier in

quantities aligned to your project’s scale

and budget?

About Lubrizol
Lubrizol, a Berkshire Hathaway company, is
a science-based company whose specialty
chemistry delivers sustainable solutions to
advance mobility, improve well-being and
enhance modern life. Every day, the
innovators of Lubrizol strive to create
extraordinary value for customers at the
intersection of science, market needs and
business success, driving discovery and
s creating breakthrough solutions that
- enhance life and make the world work better.
+ Founded in 1928, Lubrizol has global reach
and local presence, with more than 100
* manufacturing facilities, sales and technical
offices and more than 7,000 employees
around the world.
For more information, visit www.Lubrizol.com
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This is in continuation to my last writeup published in MPDS
magazine volume 33 ( Jan-Feb 2025). Let us explore few more
important performance plastics which are in use in the field of
Food, Pharmaceutical & Medical devices.

A (Acquaintance )
A c B ( Behaviour )
Cc (Consumption)

PERFORMACE PLASTICS.....................Food,
Pharmaceuticals & Medical device

Polyvinyl chloride (PVC)
—6CH2—? H-z
Ci

KEY PROPERTIES

« High clarity

« Moderate barrier for gas and moisture
« Hard and rigid.

« Excellent thermoforming property

« Density - 1.35-1.38 gm/cm3

MAJOR PACKAGING APPLICATIONS
« Blister packaging in pharmaceuticals.
« Packaging of meat,cheese

« Medical bag / kit

= Shrink film / sleeve

'ABC Of Performance Plastics
& Their Applications In Food
Pharmaceuticals And
Medical Devices

Asim Datta
. Consultant Faculty, Indian Institute of Packaging & NIPPER
Chandigarh
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Vinyl Chloride Palyvinyl Chloride

PVC is produced by polymerization of vinyl chloride monomer
(VCM). The main polymerization methods include suspension,
emulsion, and bulk (mass) methods.VCM is then sent through a
reactor containing a catalyst where polymerization occurs. This
process links the vinyl chloride molecules together to form PVC
chains. The resulting PVC is a white powder.

About 80% of production involves suspension polymerization.
First, the raw material VCM is pressurized and liquefied, and then
fed into the polymerization reactor, which contains water and
suspending agents in advance. Next, the initiator is fed into the
reactor, and PVC is produced under pressure Pressure (13 atm)

at 40 — 60°C.
CH,=CHCl ——225, CHZ—CHCI}
13 atm n

chioroathane poly(chiorosthens)

In suspension polymerization an initiator, an organic peroxide is
used, which is soluble in chloroethene. After the reaction, excess
monomer is removed and the polymer is separated, by
centrifuging and drying.

PVC is used for many life-saving and healthcare
products like

Blood and plasma transfusion sets
Catheters and cannula

Blood bags

intravenous solution giving sets
Surgical and examination gloves
Mattress and bedding covers
Blister packs for pharmaceutical solid dosage medicines
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polysulfone

Polysulfones are a family of high performance amorphous
thermoplastics. These polymers are known for their toughness
and stability at high temperatures. Aromatic polysulfones can be
produced by the polycondensation reaction of bisphenol salts
with 4,4-dichlorodiphenyl sulfone (4,4-DCDPS) Reactions are
carried out in high- boiling polar solvents like dimethyl sulfoxide
(DMSO), and N-methyl pyrrolidone (NMP) at temperatures
ranging from 130 to 160°C
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fits

Polysulfone polymer is known for its unique properties like:

Transparency
=

Sterilizability.

High impact resistance

Chemical resistance .

Flame retardancy & and good /

electrical properties

( Good Insulator) Implantable

* High creep resistance and thermal  polysulfone port
stability

* Biocompatibility

Examples of medical devices that use polysulfones are :

Implants, surgical instruments, and diagnostic equipment like

MRI machines, CT scanners, X-ray machines ,Medical fittings

and connectors

. 8 8 8w

Polysulfone Surgical
Storage Containers

Polysulfone Membrane
Blood Dialyzer

Polycondensation reaction

Aromatic polysulfones can be produced by the reaction of
bisphenol salts with 4,4- dichlorodiphenyl sulfone (4,4-DCDPS)
(Figure 8.2). Reactions typically are conducted in high-boiling
polar solvents like sulfolane, dimethyl sulfoxide (DMSQ), and N-
methyl pyrrolidone (NMP) at temperatures ranging from 100 to
250°C This reaction involves diphenoxide and bis(4-
chlorophenyl)sulfone (DCDPS). The diphenoxide is produced in
situ from a diphenol and sodium hydroxide. The polymerization is
carried outin a polar, aprotic solvent, such as dimethyl sulfoxide,
at 130-160°C

Polysulfone is used in medical devices, such as synthetic
membranes, hemodialysis, blood circulation, and implant
materials

The bisphenol monomers and a salt forming agent react to form
bisphenolate. The bisphenolate and 4,4'-dihalodiphenyl sulfone
undergo polycondensation to produce polysulfone.

wz=Q
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polysulfone

POLYETHERIMIDE (PEIl): AN UNIQUE & RELIABLE
POLYMER FOR MEDICAL DEVICES

Polyetherimide(PEI) is an amorphous, transparent
engineering thermoplastic. The unigue polymer offers an
exceptional combination of high heat resistance, flame
retardancy, and chemical resistance. PEl can maintain its
mechanical strength & dimensional stability across a wide
range of temperatures. PEl is also sterilizable through
autoclaving, radiation, chemical methods therefore it is very
useful and a favoured option for medical devices.

PEls are made through a polycondensation reaction, whichis a
reaction consisting of two or more monomers, each containing
one or more functional groups, which in this case are a
dianhydride and a diamine,
:[I__ = S .-‘-‘:_- _—E\ =
YLy - L

B
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Fergutharimide |FEL)

Synthesis of PE| between bisphenol-A phthalanhydride
and a diamine PEl is used in many medical devices

« Surgical instruments like the handles, forceps, and retractors of
surgical instruments.

= Implantable devices like orthopedic implants, cardiovascular
devices, and dental implants.

= Diagnostic equipment like blood analyzers, imaging devices,
and diagnostic reagent containers.

= Medical tubing due to its strength characteristics, thinner walls,
and larger inner diameter requirements

surgical devices made from medical grades PEI maintain
properties after repeated autoclave cycles.
Polyetherimide (PEl) Compression Spring

PEEK (Polyether ether ketone) Plastic

Chemical Structure

PEEK
PEEK belongs to_polyaryletherketone (PAEK) family of

polymers.

MEDICAL PLASTICS
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PEEK Plastic Polymerization
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Disodium Hydroquinone

Polyetheretherketone (PEEK) is a high-performance polymer
that is produced through a step-growth polymerization process:
4 4'-difluorobenzophenone is reacted with the disodium salt of
hydroquinone in a polar aprotic solvent, such as diphenyl
sulfone.The sodium phenoxide attacks the fluorine atoms in the
difluorobenzophenone, forming ether linkages and longer
polymer chains.

PEEK is a semicrystalline polymer with a rigid aromatic backbone
that gives it a high glass transition and melting temperature. It has
excellent mechanical properties and chemical resistance, and
can be used conveniently at temperatures up to 240°C

PEEK® is an organic thermoplastic polymer that offers excellent
mechanical and chemical resistance properties because of its
chemical make-up. PEEK® is short for polyether ether ketone,
which means it's a member of the polyaryletherketone family.
These polymers are notable for their phenylene rings and oxygen
bridges, which result in resilience, durability and strength.

Many medical device manufacturers now use PEEK® as a way to
improve the biocompatibility of load bearing implants. PEEK® is
increasingly becoming the new standard biomaterial across a
range of medical, orthopedic, and dental applications.

Polyetheretherketone (PEEK) is a thermoplastic polymer with
many uses, including: Medical implants. Polyetheretherketone
provides cost-effective, innovative parts with excellent wear,
heat, electrical and chemical resistance. Its applications in
healthcare industry mainly in the area of dental instruments,
endoscopes and dialyzers.

PEEK polymers maintains outstanding mechanical strength,
excellent stress cracking resistance and hydrolytic stability in the
presence of hot water, steam, solvents and chemicals. This
plastic offers improved biocompatibility of load bearing
implants.PEEK is used in medical implants like bone
replacement materials, screws, and plates for spinal surgeries
and cranial implants. PEEK is biocompatible and has a modulus
of elasticity similar to bone.

High Precision,
PEEK, Thermoplastic
Medical Spinal
Implant Component

Polyetheretherketone (PEEK) in |
dentistry.

PEEK has been established as a
biocompatible material, meaning it
is safe for use in vivo (within the
living body). Extensive research
has shown that PEEK exhibits no
signs of cytotoxicity, genotoxicity, or immunogenicity. Studies
spanning more than 20 years have demonstrated its
effectiveness in various applications, including spinal fusion
cages, orthopedic implants, and dental devices.

COC (Cyclic olefin copolymer)
It is an amorphous transparent copolymer possessing a cyclic
olefin structure.

Tu‘_.—t Hy ——1—CH CH —a—
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KEY PROPERTIES

* Low Density

« Highly transparent

= Good water vapour resistant

» Very good acid and alkali resistant
= Density —1.02 gm/cm3

MAJOR PACKAGING APPLICATIONS

Blister packaging material

COC Vials replace the glass vials.

Co-extruded film & laminates used for food & pharmaceutical

packaging

Pre filled syringes.

Cyclicolefin copolymer (COC) is a plastic material thatis widely

used in medical devices and packaging applications due fo its

unique properties COC is used in a variety of medical devices,

including:

Laboratory and diagnostic devices: Syringes, vials, ampoules,

cuvettes, microtiter plates, test tubes, petri dishes, and pipettes

= Needleless injectors, injector pens, and inhalers: COC is used
in the development of drug- delivery systems

« Blister packs: COC is ideally suitable for the production of

blister packs due to its good thermoformability

c¢OC is a good choice for medical devices because of its:

= Clarity: COC is highly transparent and clear, which ensures

accurate results in assays

Biocompatibility: COC is biocompatible with the tissues and

proteins used in assays

Heat resistance; COC can withstand high temperatures during

the manufacturing process and sterilization through

autoclaving

Chemical resistance: COC is resistant to solvents like alcohol

Sterilization compatibility: Most COC grades can undergo

sterilization by gamma radiation, steam, or ethylene oxide

* Low water absorption: COC has a low water absorption value
of less than 0.01% Norbornene or norbornylene or
norcamphene is a highly strained bridged cyclic hydrocarbon.
It is a white solid with a pungent sour odor.

The molecule consists of a cyclohexene ring with a methylene
bridge between carbons 1 and 4. The molecule carries a double
bond which induces significant ring strain and significant
reactivity.

Ethylene/norbornene content within cyclic olefin copolymer
(COC) is well known to affect the chemical and physical
properties of the copolymer, such as the glass transition
temperature (Tg) and transparency.

-~ -

- -
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TOPAS® COC is manufactured by
TOPAS Advanced Polymers GmbH
and sold by Polyplastics in the
Americas, Japan and Asia Pacific.
TOPAS COC

<|> CH,——CHR CH—CH
¥

TOPAS® COC (cyclic olefin copolymer) is a glass-clear and
extremely pure plastic for healthcare, packaging, and electronics
applications. From insulin delivery, to food contact films,
TOPAS® COC is the high-performance material of choice.

The broad global regulatory compliance of TOPAS® COC can
make your next development a simpler task.

TOPAS® COC is manufactured by TOPAS Advanced Polymers
GmbH and sold by Polyplastics in the Americas, Japan and Asia
Pacific.

Raw ingredients and production method
{ CH,—CH -CH— @
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Norbormene

7

TOPAS® COC is a cyclo olefin copolymer (COC) copolymerized
from norbornene and ethylene using a metallocene catalyst.
Comonomer content determines the glass transition
temperature, so TOPAS® COC grades with high cyclic olefin
content have higher heat resistance.
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Manufacturers & Exporters of
Disposable Medical Devices
Infusion Set, Blood Administration Set,
IV Cannula, Urine Bag, Catheters, Gloves,
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Precision Begins at the Mold:
The Next Leap for India’s
MedTech Industry

Dr. Teja Maganti
CEO, Medi. Mold Design and Fabrication Association
(AMTZ)

Indiais racing ahead in medical device innovation—but behind every life-saving plastic
component lies a silent enabler that rarely makes headlines: the mold. While startups
and manufacturers focus on design and materials, the lack of local, high-precision
tooling continues to delay launches, inflate costs, and stifle scale. Why are we still
importing the very tools that define our MedTech future? If India wants to lead in
affordable, world-class healthcare manufacturing, it must start thinking not just about
making in India—but about molding in India. Because in medical plastics, precision
doesn’t start on the shop floor—it starts inside the toolroom.

India's MedTech sector is '\‘
experiencing an exciting
phase of growth. With rising
domestic demand, favorable
regulatory reforms, and a
surge in homegrown
innovation, the country is
quickly becoming a hotspot
for medical device
manufacturing. From
diagnostic kits to surgical
disposables and implants,
there isan increasing appetite
for high-quality, affordable
solutions that can serve both
Indian and global markets.
But beneath every device
made of plastic—be it a nasal
cannula, a lancet, or a
diagnostic cartridge—there
lies an often-unseen but absolutely essential element: the mold.

Tooling remains one of the least talked-about yet most influential
factorsin the success of any medical plastic product. Itis the mold
that determines whether a part will meet dimensional tolerances,
whether it can be replicated over thousands of cycles, and
whether it will pass sfringent regulatory checks. While polymer
selection, injection molding precision, and process control are all
critical, they mean little without the right tooling. Unfortunately, in
India, most high-precision medical molds are still imported.
Despite our ambitions of becoming self-reliant in MedTech, we
are heavily dependent on tooling ecosystems in East Asia and
Europe—an issue that not only delays development timelines but
also adds significant cost, complicates compliance, and
compromises IP control.

This reliance on foreign tooling creates several layers of
challenges. For instance, a startup developing a novel diagnostic
cartridge may find itself stuck in a 12-week wait cycle for an
overseas tool. Clinical trials get delayed. Minor design changes

reguire an entirely new loop of
communication and
fabrication. Documentation
from foreign vendors may not
match Indian regulatory
requirements, and the cost of
each mold—especially in
foreign currency—can
severely stretch early-stage
budgets. More critically, with
IP shared across borders and
without local accountability for
design iterations, innovation
becomes sluggish and risk-
prone. In an industry that
thrives on speed, accuracy,
and clinical readiness, such
delays are no longer
acceptable.

The medical plastics industry
must begin to see tooling not as a purchase order but as strategic
infrastructure. It's not just a matter of producing a few molded
parts: it's about enabling a system that can evolve quickly, comply
rigorously, and manufacture consistently. A poor mold doesn't
just create a defective part—it creates regulatory exposure,
clinical setbacks, and financial strain. This is especially important
for the types of devices where India hopes to lead—high-volume,
low-margin consumables like syringes, cartridges, swabs, and
connectors that require millions of consistent units with minimal
scope for error.

The solution lies in building local, specialized tooling capabilities
that are tailored to the medical industry. India needs a network of
precision tool rooms located within medical manufacturing
clusters—facilities that understand not just how to cut steel, but
how to validate molds for ISO 13485 compliance, traceability, and
performance under cleanroom production conditions. These tool
rooms must be integrated into the broader ecosystem of device
manufacturing—situated near sterilization units, quality labs,
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molding shops, and regulatory cells. Only then can tooling
become part of the innovation cycle, not a barrier to it.

\What's promising is that this change has already begun, albeit in
a limited but encouraging manner. Some manufacturing
clusters—most notably Andhra Pradesh MedTech Zone (AMTZ)
in Visakhapatnam—have started housing dedicated tooling and
precision manufacturing facilities such as Medi Mold, which
provide 1SO-certified infrastructure,
CNC and EDM capabilities, and
shared access to molding, 3D
printing, and quality control systems.
Such centers are empowering
MedTech startups to drastically cut
lead times, retain IP, and validate
products without being at the mercy of
overseas vendors. This model of co-
locating design, tooling, validation,
and regulatory infrastructure
represents a scalable, national
opportunity that must now be :
replicated across emerging MedTech
hubs.

In a few documented cases, |
companies that were initially reliant on
imported molds transitioned to local
suppliers and managed to reduce
their development time by nearly 70%
and costs by up to 40%. Others have
begun to combine traditional tooling |
with additive manufacturing, using
3D-printed inserts or conformal
cooling channels to accelerate
prototype iteration and improve final
part performance. These examples B2
demonstrate that India already has |
the capability—it now needs greater
coordination and investment to scale
that success. ¢

While 3D printing won't replace
tooling for high-volume medical
plastic parts anytime soon, it is quickly
becoming an important partner in the process. Hybrid tooling
strategies—where 3D-printed components are used alongside
machined parts—allow for faster design cycles and more
complex geometries, especially for pilot runs and limited editions.
This fusion of subtractive and additive manufacturing is enabling
a new wave of flexibility in tooling that India must leverage if it
hopes to lead in responsive, scalable medical manufacturing.

For the plastics industry, this shift requires a new mindset. Tool
makers must begin to specialize in medical device standards,
understanding not only geometric precision but also the
documentation, validation, and lifecycle expectations of
regulated markets. At the same time, device manufacturers must
bring tooling into the conversation much earlier. Instead of
treating the mold as the final step before mass production, it must
be integrated into the earliest phases of product design. The
earlier tooling engineers are involved, the fewer surprises,
delays, and redesigns occur downstream.

This transformation also demands policy support. Government
schemes such as the Assistance to Medical Device Clusters for
Common Facilities (AMD-CF) have created a model worth
scaling. Incentivizing the development of certified tool
rooms—especially in states with emerging MedTech hubs—can
go a long way in creating the foundational infrastructure required
for self-reliant manufacturing. Similarly, skill development

programs focused on mold design, CAM programming, and
metrology for MedTech applications will be critical in bridging the
capability gap.

What India must avoid is the illusion of self-reliance.
Manufacturing a product locally using imported molds is not self-
reliance. It is dependency wrapped in domestic packaging. True
sovereignty in MedTech manufacturing means owning the entire
value chain—from design to tooling to
production to compliance. And
tooling, though hidden, is a central
pillar of that sovereignty. Without it,
we're simply assembling someone
else’s vision.

If India wants to be the world’'s
supplier of affordable, high-quality
medical devices, it must become the
world’'s supplier of medical-grade
tooling—at least for itself. It must
create infrastructure that allows every
startup to prototype and iterate
without delay, every MSME to scale
. with confidence, and every
- multinational to look at India not just
as a market, but as a manufacturing
partner.

The future of medical plastics won't be
written only in polymer grades and
processing speeds. It will be
' determined by how well we build and
control our molds. It will depend on
how many engineers are trained not
just in design, but in DFM (Design for
Manufacturability). It will be shaped
by how quickly we can move from
CAD to cavity to clinic. In this future,
those who control the mold will control
the market.

R India has the talent. It now has a

B growing policy framework and a

demonstrated appetite for localized

manufacturing. What's needed is a shift in how we think about

tooling—not as a purchase but as a platform. Not as an input but

as an infrastructure. The challenge is large, but the opportunity is
larger.

We can continue to depend on imported tools, waiting months to
test our ideas and paying heavily for delays and redesigns. Or we
can invest, as an industry and as a country, in the capacity to mold
our future—literally and figuratively. If we choose the latter, we
don't just become makers of medical products. We become
makers of possibility.

Let us stop outsourcing agility. Let us stop exporting control. Let
us build India’s medical plastics leadership—from the mold up.

The medical plastic injection mold sector faces a critical
shortage of engineers and technicians proficient in
advanced CAD/CAM Systems, CNC programming and
mold analysis , constraining production and
innovation.
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| . Recent Updates to ISO/FDIS

Introduction

15O 10993-1 has long stood as the cormnerstone of international
guidance for the biological evaluation of medical devices. From
its inception in 1992, the standard provided a unified framework
that allowed regulators, manufacturers, and test laboratories
across the globe to converge on a common language and
methodology for assessing the biocompatibility of materials and
finished devices. Its central purpose has always been to ensure
that medical devices do not pose unacceptable biological risks to
patients when used as intended. Over time, this standard has
evolved in response to new technologies, fresh scientific insights,
changing regulatory landscapes, and a growing ethical
commitment to reduce animal testing. Major revisions were
published in 2003, 2009, and 2018, each reflecting shifts in both
science and policy. The upcoming revision, ISO/FDIS 10993-
1:2025, represents not only an incremental update but a
substantial restructuring of the standard. It introduces tighter
integration with ISO 14971, a redefinition of exposure durations,
new device categorization rules, and more explicit expectations
regarding chemical characterization and toxicological risk
assessment. For manufacturers, these changes mean more than
academic adjustments; they represent tangible regulatory
obligations, with significant consequences for timelines, testing
strategies, and market access. This article examines the
technical updates in detail, explains their implications, and
provides practical insights into how manufacturers can adapt.
Development of FDIS 10993-1

Like all ISO standards, 1SO 10993-1 passes through a series of
clearly defined developmental stages. It begins as a working draft
(WD), progresses to a committee draft (CD), is circulated as a
draft international standard (DIS), and finally reaches the Final
Draft International Standard (FDIS). At the FDIS stage, only
editorial refinements are possible, since the technical content
has already been agreed upon by consensus. ISO/TC 194,
Working Group 8, is responsible for this part of the series and has
drawn upon decades of collective expertise from regulators,
academics, lest laboratories, and device manufacturers. The
motivations for the 2025 revision are multifaceted. One major
driver is the need for harmonization with 1SO 14971, which
governs risk management of medical devices. The two standards
increasingly overlap, and discrepancies between their definitions
or processes have led to confusion in the past. Another driver is
the steady advancement of scientific tools, particularly in the
areas of chemical characterization and mechanistic toxicology.
The ability to identify and assess extractables and leachables

10993-1:2025 and Their
Implications for Medical
Device Manufacturers

Dr. T. S. Kumaravel, MD, PhD, FRCPath, DABT
Chairman, MDR Laboratories Pvt Ltd

4 Exchange, Colwerth Science Park, Shambrook MK44 1L.Z UNITED KINGDOM
444, Gokulam Street, Mathur, Chennai 600068 INDIA
enquiries@mdrtox.com | www.mdrtox.com

has grown considerably in the past decade, making it possible to
substitute or supplement biological testing with detailed
toxicological risk assessments. Furthermore, global regulatory
requirements have intensified, particularly under the EU MDR,
which places far greater emphasis on justification of safety
through structured evidence. The US FDA has also pressed
manufacturers to rely on chemical characterization as a primary
tool, especially to reduce animal use. These scientific and
regulatory forces, coupled with the ethical imperative of the 3Rs
(replacement, reduction, and refinement of animal testing), have
shaped a document that is more demanding but also better
aligned with current expectations.

Major Updates in ISO/FDIS 10993-1:2025

Among the many updates introduced in the 2025 revision,
several stand out for their immediate impact on manufacturers.
The title itself has changed, shifting from 'evaluation and testing
within a risk management process' to 'requirements and general
principles for the evaluation of biological safety within a risk
management process.' This is more than semantics; it signals a
movement away from checklist-driven testing towards a holistic
framework in which biological safety must be established as part
of a broader, risk-based decision-making process. The standard
now requires explicit consideration of reasonably foreseeable
misuse. Examples include devices being used for longer than
intended, applied at a different anatomical location, or used by
populations not originally targeted by the manufacturer. This
expectation aligns directly with ISO 14971, which has long
required consideration of misuse scenarios as part of risk
management. Another critical change is the redefinition of
exposure duration. Previously, cumulative hours or minutes of
use determined whether a device was categorized as limited,
prolonged, or long-term. The 2025 version instead counts
calendar days of contact. Thus, a device used intermittently for
short periods across many days will be up-classified compared to
its previous designation. Device categorization has also been
reorganized. The older distinction between surface-contact,
external-communicating, and implant devices has been replaced
by four categories: contact with intact skin, contact with intact
mucosa, contact with breached or compromised tissue or internal
tissues, and contact with circulating blood. Annex A has been
substantially rewritten. The former single table of endpoints has
been replaced with four separate tables describing biological
effects to be considered. The emphasis is no longer on ticking
boxes but on conducting a genuine risk-based assessment.
These biological effects include systemic toxicity, local tissue
effects, genotoxicity, carcinogenicity, and hemocompatibility,
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along with reproductive or developmental toxicity,
immunotoxicity, or neurotoxicity where relevant. The clear
message is that manufacturers can no longer rely on prescriptive
test lists; they must demonstrate, through evidence and
justification, that all relevant risks have been identified and
addressed.

Comparison with 1ISO 10993-1:2018

The differences between the 2018 edition and the 2025 FDIS are
striking. The 2018 document contained eighty-one mandatory
'shall' statements, but it also offered one hundred and twenty-four
advisory 'should' statements, giving manufacturers considerable
interpretive flexibility. The 2025 revision has increased the
number of mandatory requirements to one hundred and thirty
while reducing the number of advisory statements to just thirty-
six. This signals a shift towards a more prescriptive standard with
fewer areas left to discretion. The number of definitions has
expanded from fourteen to forty-three, many of which align with
ISO 14971, ensuring that biological evaluation and risk
management speak the same language. Another visible change
is the increased emphasis on life cycle thinking. Whereas the
2018 version tended to focus on pre-market evaluation, the 2025
revision emphasizes that biological safety must be monitored
and reassessed throughout the total product lifecycle, including
post-market surveillance. The net effect is to raise the bar for
compliance, making it more difficult for manufacturers to rely on
legacy data or minimal justifications. Instead, they must produce
structured, well-documented Biological Evaluation Plans and
Biological Evaluation Reports that integrate fully with their risk
management systems.

Regulatory Perspectives

The regulatory consequences of ISO/FDIS 10993-1:2025 are
profound. Within the European Union, harmonization with the
Medical Device Regulation is expected soon after publication,
meaning that compliance will be obligatory for CE marking.
Notified Bodies will scrutinize BEPs and BERs for alignment with
the new requirements, and gaps are unlikely to be tolerated. In
the United States, while the FDA may not formally endorse every
aspect of the revision, it has already emphasized the importance
of chemical characterization and toxicological risk assessmentin
its biocompatibility guidance documents. Manufacturers seeking
FDAapproval will need to reconcile the revised 1ISO requirements
with specific FDA expectations, but in most cases the alignment
will be beneficial rather than contradictory. Other global
jurisdictions, from Japan to Brazil, tend to follow ISO standards
closely, meaning that the 2025 version will soon become a global
reference point. For multinational manufacturers, the practical
reality is that compliance with ISO 10993-1:2025 will be essential
for maintaining global market access.

Practical Implications for Manufacturers

The practical implications for manufacturers are extensive. For
new devices, the expectation is that a comprehensive biological
evaluation plan and report will be prepared from the outset,
aligned with 1ISO 14971 and capable of withstanding scrutiny by
regulators. Exposure duration must be carefully calculated
according to the new rules, and classification into one of the four
contact categories must be justified. This will inevitably lead to
more devices being up-classified, requiring assessments for
systemic toxicity, genotoxicity, and even carcinogenicity.
Chemical characterization and toxicological risk assessment will
assume a central role in these evaluations, enabling
manufacturers to address multiple endpoints simultaneously and
minimize animal use. For existing devices, the challenge will be
conducting gap analyses that identify where current data fall
short of the new requirements. In many cases, previously

approved devices may suddenly require additional data
generation, either through chemical characterization,
toxicological assessment, or new biological testing. These
requirements will extend timelines and increase costs, making
early planning essential. For companies with large portfolios of
legacy devices, prioritization strategies will be necessary to
ensure that the most commercially critical products are
addressed first. Across the board, manufacturers must recognize
that these changes are not optional; they represent the new
baseline for regulatory acceptability.

Case Scenarios

The impact of the new classification rules can be illustrated
through concrete case examples. Consider a dental device
intended for daily use for one hour across a period of ten days.
Under the 2018 version, the cumulative exposure of ten hours
would have placed it in the category of limited exposure. Under
the 2025 FDIS, however, the same device is categorized as
prolonged exposure because the number of calendar days is
counted rather than the number of hours. This reclassification
triggers additional requirements for systemic toxicity and
genotoxicity assessment. Another example is a catheter
intended for mucosal contact over several weeks. Under the
previous standard, it may have required limited testing. Under the
new version, it falls into the prolonged mucosal contact category,
necessitating genotoxicity evaluation and potentially
carcinogenicity assessment. Similarly, exiracorporeal blood-
contact devices, even when used intermittently, may now fall into
categories requiring hemocompatibility, genotoxicity, and
systemic toxicity assessments. These examples demonstrate
how the revised definitions of duration and categorization have
real and immediate consequences for product development and
market access.

Combination Products

Combination products, which include drug-device or biologic-
device systems, face particularly complex challenges under the
new framework, Manufacturers of these products must navigate
overlapping and sometimes conflicting requirements from
multiple standards and regulatory guidelines. For instance,
device components must be assessed under 1ISO 10993-1, -17,
and -18, while the drug components are subject to USP 1663 and
1664, ICH Q3C, Q3D, and M7. Extractables and leachables
testing becomes doubly demanding, as it must address both
device-related and drug-related expectations. Toxicological risk
assessment must reconcile different approaches to uncertainty
factors and acceptable daily exposures. The only practical
strategy for manufacturers is to plan early, integrate testing
strategies, and maintain open lines of communication with
regulators. In many cases, pre-submission meetings with
agencies such as the FDA will be essential to ensure that testing
plans are acceptable. The regulatory pathway for combination
products is already complex, and ISO/FDIS 10993-1:2025 adds
another layer of requirements that manufacturers must be ready
to meet.

Implementation Timelines

Publication of ISO/FDIS 10993-1:2025 is expected before the
end of the year, with harmonization under the European MDR to
follow shortly thereafter. Manufacturers cannot afford to wait until
harmonization is formally announced. By the time that occurs,
regulators and notified bodies will already expect to see evidence
of compliance with the new framework. The FDA will likely
incorporate elements selectively into its own guidance, but the
trend towards greater reliance on chemical characterization and
toxicological risk assessment is already evident in the United
States. In practice, this means that manufacturers must begin
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preparing now. Gap analyses, internal training, updated standard
operating procedures, and revised biclogical evaluation plans
and reports are all required. Failure to act proactively risks delays
in regulatory approval, market withdrawal of legacy devices, and
reputational damage.

Conclusion and Recommendations

ISO/FDIS 10993-1:2025 represents a significant turning point in
the regulation of biological safety for medical devices. It redefines
fundamental concepts such as exposure duration, reclassifies
devices into new categories, strengthens alignment with 1SO
14971, and emphasizes life cycle safety. It requires
manufacturers to adopt more rigorous, structured, and risk-
based approaches to biological evaluation. The implications are
substantial: increased testing requirements, higher costs, longer
timelines, and more complex documentation. At the same time,
there are opportunities to improve efficiency, reduce animal
testing, and enhance patient safety by embracing chemical
characterization and toxicological risk assessment. The
message for manufacturers is clear: adaptation is not optional.
Companies that act early, invest in updating their processes, and
engage proactively with regulators will be best positioned to
thrive in the new environment.

How MDR Laboratories Can Help

MDR Laboratories is uniquely positioned to support
manufacturers in adapting to the requirements of ISO/FDIS
10993-1:2025. With decades of experience in genetic toxicology,
regulatory toxicology, and biocompatibility, the laboratory has
built a strong reputation for delivering comprehensive and

regulatorily robust Biological Evaluation Plans (BEPs), Biological
Evaluation Reports (BERs), and Toxicological Risk Assessments
(TRAs). The team combines deep scientific expertise with state-
of-the-art analytical capabilities in chemical characterization to
address even the most complex regulatory challenges.
Operating under ISO/IEC 17025 accreditation and OECD-GLP
compliance, MDR ensures that every report and dataset it
produces meets the highest standards of reliability and
international acceptance.

MDR’s approach begins with detailed gap analyses of existing
data packages, identifying precisely where updates are needed
to bring devices in line with the 2025 FDIS requirements. The
laboratory then develops tailored BEPs and BERs that integrate
seamlessly with ISO 14971 risk management principles, while its
in-house toxicologists prepare TRAs that withstand scrutiny from
both Notified Bodies and the FDA. By leveraging advanced
chemical analysis platforms, MDR minimizes unnecessary in
vivotesting and provides clear, evidence-based justifications that
accelerate approvals. Beyond testing and documentation, MDR
offers training, requlatory strategy, and dossier preparation to
give clients a competitive advantage.

In an era of heightened regulatory expectations and evolving
standards, MDR Laboratories acts as a trusted partner, helping
manufacturers navigate complexity with confidence. By
delivering authoritative BEPs, BERs, TRAs, and chemical
characterization reports, MDR ensures smoother regulatory
pathways, reduced risk, and faster market access for medical
devices worldwide.
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Global Trends

Global Medical Elastomer Market

The Medical Elastomer Market is witnessing strong growth driven
by demand for flexible, durable, and biocompatible materials in
medical devices, implants, and packaging. Rising healthcare
advancements and minimally invasive procedures further boost
adoption. Key players such as DuPont, BASF, SABIC, Dow, and
Celanese are focusing on innovation and sustainability to meet
evolving industry needs.

The medical elastomer market is expected to grow at a CAGR of
8.3% to reach USD 14.27 billion by 2029 from USD 9.57 billion in
2024 as per a recent report by “MarketsandMarkets ™"

The medical elastomer market is driven by the growing demand
of medical devices fuelled by expansion of healthcare
technologies. Medical devices such as surgical instruments and
diagnostic tools need components which are durable, flexible
and biocompatible.

The medical elastomers offer these properties. Additionally, the
increased elderly population across the globe is enhancing the
demand for devices such as catheters, syringes, and prosthetics
where medical elastomers are crucial in order to ensure patient
comfort and improved performance. Furthermore, the
advancement in wearable medical devices and remote
monitoring systems is also driving the demand for medical
elastomers as such materials offering durable and comfortable
designs. The globally risen healthcare expenditure as well as the
continuous innovation and R&D is further increasing the demand
for medical elastomers.

“Thermoplastic Elastomers are the fastest growing type in
the medical elastomer market during the forecast period, in
terms of value.”

Thermoplastic elastomers are the fastest growing type of the
medical elastomer. These elastomers are combination of unique
properties such as elasticity, durability, and processability. Unlike
traditional elastomers these can be processed like plastics along

with retention of rubberlike properties. This makes them
compatible for various medical applications. Their versatility
increases their utility in various applications in the healthcare
sector. These elastomers can be used to manufacture catheters,
medical tubing, syringes, and wearable devices. In addition to
this, they provide superior biocompatibility and sterilizability
complying with strict healthcare regulations. Moreover, the
increasing requirement for lightweight, flexible, and low-cost
materials and R&D and innovations in TPE formulations are
added factors driving the demand for thermoplastic elastomersin
the medical elastomer market.

“Catheters accounts second largest market share of
medical elastomer market by application during the forecast
period, in terms of value.”

The catheters sector account the second largest market share in
medical elastomer market due to their vital critical role in medical
procedures such as urology, cardiology, and drug delivery.
Medical elastomers offer the flexibility, biocompatibility, and
durability required by catheter to ensure efficient performance
resulting into patient safety and comfort. The increasing
prevalence of chronic diseases like cardiovascular disorders and
diabetes are resulting into rising demand for catheters for
minimally invasive procedures. Moreover, ongoing innovations
such as antimicrobial elastomers are further enhancing utility of
the catheters in healthcare industry. This segment remains one of
the key growth drivers within the medical elastomer market,
which is increasingly growing due to demands in healthcare.
“MarketsandMarkets™ has been recognized as one of
America’s best management consulting firms by Forbes, as
per their recent report.

https://www. theglobeandmail.com/investing/markets/markets-
news/GetNews/34817282/medical-elastomer-market-size-
sales-volume-price-growth-rate-analysis-report-20252029-
expert-review/

Single-Use Plastics In Healthcare : Circularity And
Decarbonisation Strategies

A new report from global sustainability consultancies Eunomia
and Systemiq highlights the healthcare sector's use of single-use
plastics, which drive up costs, waste, and greenhouse gas (GHG)
emissions.

Among the regions analyzed, the U.S. and Canada generated
the most healthcare plastics waste, together producing 1.2
million metric tons of single-use healthcare plastics waste, 4.3
million metric tons of CO e emissions, and costs to health
systems as high as $29 billion in 2023 alone.

"This report presents the strongest evidence yet to galvanize the
global healthcare community into urgent action on plastic waste,"
says Pallavi Madakasira, managing consultant at Eunomia. "It
offers a common set of priority interventions and a data-driven
roadmap to accelerate progress. Most importantly, it shows that
safe, proven, and cost-saving solutions are already within reach."

The report, A Prescription for Change: Rethinking plastics use in
healthcare to reduce waste, greenhouse gas emissions and
costs, quantifies the environmental and financial impacts of
single-use plastics across seven high-volume product
categories: gloves, fluid bags and tubing, rigid devices, rigid
device packaging, PPE, wipes, and pharmaceutical packaging.
"Healthcare has become overly dependent on disposable
plastics, locking hospitals into rising costs and increasing
greenhouse gas emissions," says Yoni Shiran, partner and

plastics lead at Systemig. "By redesigning products and
procurement around circular economy principles, we can protect
patients, protect budgets, and build resilience against future
shocks."

The report highlights five practical, evidence-based circular

economy strategies that U.S. hospitals and suppliers can scale

today:

» Refuse and reduce unnecessary use (e.g. overuse of gloves).

= Reuse safe, durable alternatives such as gowns, trays, and
masks.

= Substitute with paper-based or compostable materials where
safe.

- Improve recycling through better design and segregation.

+ Procure low-GHG emissions plastics from biobased or Carbon
Capture and Storage (CCS)- derived sources.

If scaled across the system, these interventions could, by 2040,
cut single-use plastics waste in North America by 54 percent,
reduce GHG emissions by 58 percent, and deliver almost $8
billion in annual savings (a 21 percent reduction) compared to a
business-as-usual scenario. If no action is taken, costs could go
up to $37 billion per year by 2040.

Realizing this "high-ambition scenario" will require decisive and
coordinated action from all system actors, including regulators
and policymakers, who have sometimes exempted healthcare
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plastics from past policies.

"Protecting patient health is non-negotiable — but many plastics
pose their own risks," says Will Clark, international supply chain
transformation director at Health Care Without Harm, a global
non-governmental organization that provided a health sector
perspective on the findings. "This report shows we can safely
reduce or replace plastics, cut costs and environmental harm,
and still deliver high-quality care."

More details @ https://feunomia.eco/reports/a-prescription-for-
change/

Medical Device Quality Management
System (QMS)

Establishing a quality management system (QMS)
is often seen as a burden—or at least a fairly high
hurdle for medical device startups to get over.

The truth is that your QMS is a vital part of your
organization’s success. And while it is a regulatory
requirement, it may not be as difficult to build as
you think.
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Mr. Amit Dave
M. Pharm, MBA

We have been discussing the international markets for medical
Devices with a focus on the export opportunity for more than two
years now. The ultimate objective is to facilitate and support
medical device exports from India. We have covered almost all
the major markets of Asia and Latin America by now. This time,
we would like to give a slightly different perspective with an
overview of what has been covered so far.

How to select a market for the Export plan -
Market scanning

The most studied and recommended model for market selection
is the GE McKinsey Matrix for Market Scanning (also known
as The Market Attractiveness-Competitive Strength Mairix). The
readers are encouraged to read about this conceptual
framework, as sufficient material about this model is available on
the internet. However, a quick summary here will help.

This Matrix is a strategic planning tool used for evaluating various
markets and then selecting or prioritising a specific market. The
matrix assesses market attractiveness in the form of potential
and matches the same with the company's competitive strength
in a particular market. The classical use is for different market
segments, but with some modifications, we will use the same
model for countries (geographical segments).

The following dimensions are used in this matrix —
- Market size

- Market growth rate

- Loyalty or switching rate, and ultimately

- Strength of the competition

These parameters are finally matched with . LI

the strengths of the decision-making nghhghls
company.

The original matrix is fairly complex, but we
will simplify the concept for our quick use.
The data on these parameters, when
compared, gives an objective selection
method of a country (meaning a
geographical segment).

Let us take an example of some LATAM
countries and understand the concept in
more detail. Based on the recent articles,
the reader will recollect the following data _recommeqdegi

for selection.

Exploring International Markets For
Medical Devices - A Strategic
Perspective

Former CED - Brazil operations/ Vice President Export -
Zydus Cadila Claris Lifesciences

for the market size —

Market size| Growth Import Major Buyers
bn USD

Smaller Markets
Argentina 14 5% 65% Public hospitals
Colombia 15 3% 65% Public hospitals
Large Markets
Brazil 12 2.5% 50% Public + Pvt hospitals
Mexico 15 8% Net expori | Public + Pvt hospitals

» The Market Attractiveness-Competitive
Strength Matrix is a good objective model
for market selection.

* A company needs to decide its own criteria

* A clear contract documentation is highly

All these countries have the Latin languages (Spanish or

_ Portuguese), all are almost equally
far from India, and all have similar
political systems (Socialism). So
these factors being equal (“ceteris
paribus”), we can overlook those
parameters, making the comparison
easier.

Argentina and Colombia are both
smaller markets. If we are to decide
between them and select only one,
we can see that market size is
almost same, both are public
hospital-oriented markets and both
have equal import dependence. So
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these factors are the same for the Market Attractiveness-
Competitive Strength Matrix discussed above. Growth rate-wise,
Argentina is better (5% vs 3%).

For larger markets, a comparison between Brazil and Mexico will
show that Mexico is better for market size as well as growth.
Market style (public tenders) is the same. Competition may be
higher since there are local manufacturers. In other words, for an
exporter, if the product manufactured can compete on price and
quality against local manufacturers, Mexico is a better
choice.

Market selection based on the Regulatory aspect
If we compare the Regulatory classification of Brazil and Mexico,
Brazil follows a risk level-based classification with four classes —
* Class | — low risk « Class Il — medium risk

= Class Ill - high risk = Class IV — maximum risk

Mexico, on the other hand, has three classes, and the
classification is ambiguous. Also, hard copies of the documents
are generally required. So, an exporting company’s capability on
Regulatory aspects becomes important here as complexity is
more in Mexico.

A comparison between Argentina and Colombia will show that
both are at par for Regulatory rules.

Contractual arrangements

Over and above these factors taken form the model discussed,
one factor which cannot be overlooked is the local partner. To find
the right local partner, a company needs sufficient efforts, some
access (the local Indian embassy, for example, can help), clear
legal & contractual understanding (documentation), and luck.
Since the local partner handles an Indian company’s regulatory
affairs, the right people (or a Regulatory consultant) should be
accessible with the local partner. The contract must include
mutual exclusivity, registration transferability (even by paying
registration costs if applicable), due diligence clause, and an exit
clause.

The last words

Economic and political factors also play a role in selection in the
international scenario. In the cases discussed here, Colombia is
much stable compared to Argentina. On the other side, both
Brazil and Mexico are fairly stable and predictable markets.

An ultimate decision will depend on the Selection Criteria, the
Company's regulatory, financial and market access capability. It
may also be useful to use one country's registration or
documentation for a similar country, without much additional
investment.

In this article series, we will eventually cover a similar summary
for the Asian and African markets, which will give a similar
strategic perspective of those markets to the readers.

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
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

MORRISONS

IFECARE PVT. LTD.

Manufacturer of

SURGICAL DISPOSABLE & MEDICAL DEVICES
with state-of-art munufacturing & muintsining International Standards

CCISOGMP

MORRISONS’ caters to the needs of:

Urology [ Anacsthesia | Surgery | Gynace & Ohst. I Orthopedies

Na:3 Anna Street, Padikuppam, Chennal - 600 107, India.
Ph: 91 - 44 - 26155047 | 26156047, Telefax: 91 - 44 - 26154047
email@morrisonslifecare.com

www.morrisonslifecare.com
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AiMeD Welcomes Government’s GST Rate Cut and
MRP Implementation Relief for Medical Devices

New Delhi, 13 September 2025; The Association of Indian
Medical Device Industry (AiMeD) has welcomed the timely
directions issued by the Department of Pharmaceuticals (DoP),
National Pharmaceutical Pricing Authority (NPPA) and the
Central Drugs Standard Control Organisation (CDSCO) to
ensure smooth implementation of the revised GST rates on
drugs, formulations, and medical devices, effective from 22nd
September 2025.

The Office Memorandum issued by DoP-NPPA clarifies that
while manufacturers and marketers are required fo revise
Maximum Retail Prices (MRPs) to reflect reduced GST, recalling
or re-labelling of existing stock already released in the market will
not be mandatory, provided price compliance is ensured at the
retailer level. CDSCO has further permitted the use of stickering
on medical devices (Class C and D) within three months to reflect
revised MRPs, thereby easing operational challenges for
importers and manufacturers.

Commenting on the development, Mr. Rajiv Nath, Forum
Coordinator, AiMeD, stated:

“This is a timely and pragmatic step by the Government that
addresses an important operational challenge faced by retailers,
manufacturers, importers, and distributors whenever GST rates
are revised. The provision ensures compliance, consumer
transparency, and prevents wastage of packaging material while
also safeguarding the industry against undue stock losses. We
appreciate that the Government has struck the right balance
between protecting consumer interests and supporting industry
ease of doing business.”

He further added:

“The allowance to use existing packaging material by DoCA till
31st December 2025 is a cost-saving very welcome measure that
will benefit MSMEs and reduce unnecessary waste. We urge all
industry members as well as our channel partners and
stakeholders to strictly comply with the guidelines and issue
prompt public notifications to ensure transparency and consumer
frust.”

“We await clarification for applicability for Class A & B medical

devices as well as on pre-printed flexible packaging stocks with
prior MRP for small packs of disposable medical devices like
needles where online over-printing may be a challenge.”

“We also await decision on GST reforms of refund on GST paid
on services and on capital expenditure as is available in many
countries globally so that reduction of prices is possible to be
globally competitive, as the purpose of GST was to tax value
addition at each step of the supply chain and not cause working
capital stress to manufacturers or traders.”

AiMeD reiterated its commitment to extend full cooperationtothe
Government for ensuring smooth transition of revised GST rates,
safeguarding patientinterests, and strengthening India's medical
device manufacturing and healthcare delivery ecosystem.

A LANDMARK STEP FOR
AFFORDABLE HEALTHCARE

Thank you, Hon'ble Prime Minister Shri Narendra Modi Ji,

for reducing GST on medical devices from 12% to 5%,
making them more affordable for every citizen.

Trew landmark reform will losses Irestmen| costs wvl expand
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NPPA Directs Drug Makers To Reduce Medicine Prices
Following GST Rate Cut

NPPA has directed pharmaceutical and medical device
companies to cut MRPs in line with recent GST reductions,
effective 22 September. The move aims to pass tax relief directly
to consumers and reduce healthcare costs.

New Delhi: The National Pharmaceutical Pricing Authority
(NPPA) on Friday issued a directive to all drug and medical
device manufacturers, directing them to immediately reduce the
maximum retail price (MRP) of their products.

This move comes as a response to the government's decision to
rationalize goods and services tax (GST) rates on drugs and
formulations, a recommendation made during the 56th meeting
of the GST Council.

The NPPA's action, effective 22 September, aims to ensure that

the benefits of the GST reduction are passed directly to the
public.

In an official memorandum on Friday, the NPPA laid out clear
instructions for the pharmaceutical industry.

It said that all manufacturers and marketing companies must
revise the maximum retail price of their drugs and medical
devices to reflect the new GST rates.

While the NPPA communication does not specify penalties for
non-compliance, it has the authority to monitor prices of drugs
and medical devices and can take corrective action. Non-
compliance with NPPA's price notifications can lead to
prosecution under the Essential Commodities Act, 1955, which
may result in imprisonment and fines.
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To ensure this is implemented smoothly, they are required to
issue a revised or supplementary price list to dealers, retailers,
state drug controllers, and the government.

“The NPPA's directive is of immense importance to the public. By
mandating the revision of MRPs, the authority is ensuring thatthe
GST rate reduction translates into lower prices for consumers,
making essential medicines and medical devices more
affordable and accessible. This decision is of benefit for patients
across the country, as it directly impacts their out-of-pocket
healthcare expenses,” an official familiar with the matter said.

Communication push

The regulator has also emphasized the need for widespread
communication to ensure the public is aware of these changes.
Manufacturers and marketing companies are instructed to use all
possible channels, including electronic, print, and social media,
to inform dealers, retailers, and consumers about the reduced
GST rates and the corresponding revised MRPs.

Industry associations have also been asked to release
advertisements in national and vernacular newspapers to ensure
compliance.

The decision holds great significance for both the government
and the pharmaceutical industry's stakeholders.

For the government, it demonstrates a commitment to consumer
welfare and health equity, leveraging fiscal policy to reduce the
financial burden of healthcare on citizens. For the industry, the
NPPA has provided guidance on how to manage the transition.

The memorandum clarifies that recalling or re-labelling existing
stock released before 22 September, is not mandatory if
companies can ensure price compliance at the retail level.

Industry response
However, companies that wish to re-label their stock may dosoin
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a phased manner to prevent any market shortages of essential
drugs and devices, it said.

“This is a timely and pragmatic step by the government that
addresses an important operational challenge faced by retailers,
manufacturers, importers, and distributors whenever GST rates
are revised. The provision ensures compliance, consumer
fransparency, and prevents wastage of packaging material while
also safeguarding the industry against undue stock losses. We
appreciate that the government has struck the right balance
between protecting consumer interests and supporting industry
ease of doing business,” said Rajiv Nath, forum coordinator,
AiMeD (Association of Indian Medical Devices Industry).

Nath reiterated the industry’s commitment to working with the
government to smooth GST transition support and strengthen
India’'s medical device manufacturing and healthcare delivery
ecosystem.

Earlier this month, Mint reported that the GST council had
announced a complete removal of GST, from 12% to nil, on 33
life-saving drugs used for severe conditions like cancer and rare
diseases.

Additionally, three other vital life-saving drugs have also been
made tax-exempt, down from a 5% GST rate.

Furthermore, the tax benefits extend to a broad spectrum of
healthcare products.

GST on all other drugs and medicines has been reduced from
12% to a more affordable 5%.

Similarly, a wide array of medical devices and supplies, including
surgical equipment, dental apparatus, diagnostic kits, and
common items like glucometers and bandages, will now attract a
GST rate of just 5%, a significant drop from the previous 12% and
18% rates.

India-UK Trade Deal: Med Device Firms Cautious
About Country Of Origin

Bilateral trade in pharmaceuticals and medical devices is set to
receive a boost post the UK-India Free Trade Agreement (FTA),
according to industry veterans.

India's imports of medical devices from the UK grew by 36
percent to Rs 2,295 crore in FY24, while exports to the UK
increased by 13 percentto Rs 1,015 crore. Rajiv Nath, Chairman
and MD of Hindustan Syringes and Medical Devices
(HMD)—one of the top three disposable syringe makers in the
world—and the forum coordinator of the medical devices industry
body Association of Indian Medical Device Industry (AiMeD),
believes that bilateral trade will rise on both sides post the FTA.
"Our top exports to the UK were contact lenses, diagnostic
reagents, surgical instruments, and PPE kits, while our major
imports were oxygen therapy equipment like ventilators, X-ray
equipment, diagnostic testing reagents, and IVD analysis
instruments. Mostly, small and mid-sized manufacturers export
through distributors in niche markets," Nath said.

“Previously, medical devices imported into the UK were duty-free,
so tariff restrictions were not an issue, but regulatory approval
costs and time were a challenge. We sought recognition of Indian
CDSCO regulatory approval or QCl's voluntary Indian

certification for medical devices to fast-track regulatory approval
by the UK MHRA and address non-tariff barriers faced by Indian
exporters, and we look forward to an update on this,” Nath added.

Regarding imports into India, AiMeD has emphasized the need
for strict monitoring and verification of Rules of Origin to prevent
misuse of the FTA through the potential routing of third-country
products as purportedly UK-made goods. "We welcome UK-
made medical products into India via this FTA," he added. Import
duties levied by India were mostly at 7.5 percent, which, post-
FTA, are expected to come down in a phased manner. The
industry is, however, awaiting the fine print.

As part of this agreement, import duties on MedTech products will
be reduced from approximately 15 percent to around 3 percent,
significantly lowering costs and improving access to advanced
medical technologies, said Pavan Choudary, Chairman of the
Medical Technology Association of India (MTal).

For pharmaceutical exports, the UK is already an important and
growing market. Companies like Torrent Pharmaceuticals, Dr
Reddy's Laboratories, and Aurobindo have a presence in the UK.
“With India's pharmaceutical exports to the UK reaching $914
million in FY24, the agreement strengthens supply chains,
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enhances access to affordable medicines, and drives Foreign
Direct Investment (FDI). This partnership paves the way for
collaborations in bulk drug imports, CDMO, and joint research,
empowering India's competitive edge and promoting global
partnerships,” said Namit Joshi, Chairman of the Pharmaceutical
Exports Promotion Council.

Sudarshan Jain, Secretary General of the Indian Pharmaceutical
Alliance, noted that the pharma sector will have opportunities to
supply affordable and quality-assured medicine, contributing to
better patient care in the UK. “We are awaiting further details to
identify specific areas where these opportunities can be

effectively leveraged,” Jain said.
httos://www.business-standard. com/economy/news/trade-
boost-med-device-players-cautious-country-origin-
125072401618_1.html

“"Countries worldwide now look to India not

only as a market, but as a leader in healthcare
innovation”

- Shri Amit Agrawal,

Secretary, Department of Pharmaceuticals

UNIKAL
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 EN1SO 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 lll
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

F8, Goyal Plaza, Vastrapur, Ahmedabad 380015. INDIA.
Website: www.unikalconsultants.com Email: sanjay@unikalconsultants.com; unikal@gmail.com
Tel: +81 (0)79 48007850; M: +91 9824017850

Manufacturer of Unsterilized Bulk Disposable Needles and Surgical Producrs

RO | N

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

with Imported Cannula & Components

18G PINK 1.20 MM
19¢ |[NEREAMIN 1.10 MM
20G YELLOW  0.90 MM

0.80 MM

21G GREEN
226 0.70 MM
23c I 0.60 MM
224G |BPURBEEN 0.55 MM

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 1SO 9001:2015% Cervified Company
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ARVIMD MEH T TRCHBOLOGY AND
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Plastics play a major role in the manufacturing of Medical
Devices including Medical Disposables, Medical Equipment,
Diagnostics, Hygiene products as well as Pharmaceutical
Packaging. These sectors are growing at more than 15 %
annually. The sector is considered sun rise sector and supported
by State and central Governments under *Make-in-India’
program.

Understanding of Medical Plastics Materials, their
processing, productivity, quality and regulatory
requirements will help the candidates to perform effectively
and help them develop careers successfully with relatively
high potential for earning and growth. This is a unique and
only such skill development course for Indian
Medical Disposables and healthcare industry.

“MEDICAL PLASTICS DATA SERVICE", THE BIMONTHLY
MAGAZINE BEING PUBLISHED FOR LAST 33 YEARS, WILL
BE SUPORTING AIPMA’S AMTEC AS KNOWLEDGE
PARTNER FOR A 70 |
HOURS' OFF-LINE SKILL
DEVELOPMENT
COURSE FOR CURRENT
AND POTENTIAL
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Established by the All India
Plastics Manufacturers
Association (AIPMA), a

From let to right : Dr Ashutosh Gor,
Mr D L Pandya, Mr Arvind Mehta and
Mr Ajit Gupte during the meeting held on
September 5, 2025
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“Medical Plastics Data Service* to be the
Knowledge Partner for Skill Development

| Certificate Course for Plastics in Medical and
' Healthcare Industry by AIPMA’s AMTEC

pioneering industry body founded 8
in 1945. the Arvind Mehta ©%
Technology & Entrepreneurship
Centre (AMTEC), represents a 4
bold step toward bridging the gap '

between academic theory and
industry practice. Backed by
nearly eight decades of AIPMA's
leadership in driving policy,
innovation, and sustainability,
AMTEC is purpose-built to shape future-ready professionals.

AIPMA'S AMTEC offers expert-led programs focused on
advanced design, manufacturing, automation, and sustainable
practices. Through real-world simulations, hands-on training,
and global collaborations, our curriculum ensures that students,
entrepreneurs, and professionals alike are equipped with
practical skills that meet global industry standards.

From product design and
prototyping to full-scale
production and market
~ readiness, AMTEC
. provides end-to-end
support. With state-of-the-
art technology, research
facilities, and a future-
forward mindset, we are
proud to play a key role in
driving self-reliance,
¥ growth, and innovation
| within the Indian plastics
sector and beyond.

Government policies and competitive industry driving
India’s MedTech sector for sustained double-digit growth.

India making major strides towards self-reliance in high end
medical devices

Shri Amit Agrawal, Secretary, Department of Pharmaceuticals,
highlighted India’s transformation into an emerging hub for
medical technology at the 17th Cll Global MedTech Summit,
themed “Innovating for a Healthier Future — Advancing MedTech
for Global Impact: Make in India, Make for the World", in New
Delhi.

Addressing medical technology stakeholders at its opening
plenary, Shri Agrawal stated that with India being home to the
world's largest population and a rapidly growing economy, the
domestic demand for affordable and innovative healthcare
solutions is set to grow sustainably at double-digit rates of growth
over the coming decades. He emphasized that the MedTech
sector’s core mission must remain cantered on patient well-being
and on developing high-quality, cost-effective medical devices for
both domestic and global markets.

Shri Agrawal noted that, post-COVID, India has successfully
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crossed a significant milestone in domestic manufacturing of
advanced equipment, including MRI and CT scan machines,
mammography units, ventilators, stents, heart valves, dialysis
machines and a range of implant devices. He stated: "Products
that seemed impossible for local production a decade ago are
now manufactured in India, demonstrating the country's growing
capabilities and innovation ecosystem.”

Highlighting Government’s support for the sector, the Secretary
referred to the three upcoming dedicated medical device parks
expected to be functional in the coming year, support planned for
their continued infrastructure upgrade and the Production Linked
Incentive (PLI) Scheme for Medical Devices as major policy
steps propelling the industry forward. Shri Agrawal called for
deep collaboration among innovators, entrepreneurs and
investors to accelerate the journey of new ideas from laboratory
to market, thereby strengthening India’s global competitiveness.

Expanding medical device park facilities, targeted policy
initiatives like the PLI scheme and the Marginal Investment
Scheme for backward integration, and the soon-to-be launched
5,000 crore Promotion of Research and Innovation in Pharma
MedTech Sector (PRIP) Scheme would result in enhancing
Indian MedTech sector’s cost - competitiveness and production
efficiency, deepening of the domestic value chain and creation of
a strong innovation ecosystem. The Secretary said that these will
enable India to not only meet its own requirements but also offer
affordable innovative healthcare solutions to the global North and
South alike.

“Countries worldwide now look to India not only as a market, but
as a leader in healthcare innovation, We must believe in our own
capabilities and intensify industry-goverment partnership to

realize the full potential of the MedTech sector,” said Shri
Agrawal. He stated that with ongoing economic reforms and
international trade agreements, the sector will generate millions
of new jobs while helping ensure accessible, high-quality
healthcare for all.

He concluded by inviting all stakeholders to contribute to shaping
India’s MedTech vision and called for collaborative and concerted
efforts across the value chain — in partnership with all
stakeholders — to realize India’s vision of Viksit Bharat 2047.

( Ref : Posted On: 30 AUG 2025 9:17AM by PIB Delhi)
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www.atplworld.com
ISO 13485:2012

Snapshot of ATPL...

- Enthusiastic and qualified workforce

- Land Area 55000 sq ft

- Production Area 30000 sq ft

- Finished Store Area 10000 sq ft

- 100% dedicated in house Molding Unit

g

We Are pioneer in Manufacturing medical devices like
ranGe of Infusion Sers, Blood Transfusion Sers, Measured Volume Sers, Scalp Vein Sers erc.

- Dedicated and Well Qualified Top Management

ATPL

'hbmaarm.

- 100% dedicated in house Extrusion Unit

- 1SO 9001

- ISO 13485

- CE certification for 44 products

- Production Capacity - 50 million medical
devices per year and increasing rapidly

ALPHA THERAPEUTICS PVT. LTD.

ATPL Corporate House, Rajoda, Nr. Kanlavati Hotel, Sarkhej-Bawla Road, Ahmedabad-382220,
Gujarat, India. Email; atplalpha@gmall.com (M) 0091-9374073644 (0) 0091-9376809551
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QOSINA

Thousands of Stock Components

For nearly 45 years,

Qosina has been a trusted pariner 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 pertfolio 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 gqosina.com today to see
our full product offering.
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Press Release

QOSINA

Thousands of Stock Components

Qosina Debuts Interactive Vending Machines for Engineering Samples

Qosina, a global supplier of OEM single-use components to the
medical and pharmaceutical industries, is rolling out a new way to
sample: vending machines stocked with medical device
components.

With instant availability and an engaging format, the vending
machines—nicknamed Qosina Qubes—turn sampling into a
hands-on experience that encourages discovery and innovation.

Companies will soon be able to request a machine for their own
offices or labs, putting Qosina's thousands of components within
arm’s reach for rapid prototyping and exploration.

“Engineers love solving problems but often face delays in getting
the right part they need when they need it,” said Lee Pochter,
CEO of Qosina. “In addition to our traditional sampling options,
the Qosina Qubes provide instant access—no forms, no
delays—uwith the simple push of a button. Equal parts functional
and engaging, they make discovery faster and easier, so
engineers can focus on driving their next breakthrough.”

The new vending solution will launch at MEDevice Boston
(September 30-October 1, 2025) and ISPE (October 1, 2025),
giving attendees a first look at the interactive concept. Following
the trade show debut, the machines will be introduced at M2D2,

an incubator in the Boston area, and at additional customer
locations, expanding access for engineers and innovators.

For more information, or to learn how to bring a Qosina vending
machine to your workplace, visit https://bit.ly/qosinaqube-
vendingmachines.

About Qosina

Qosina is a leading global supplier of OEM single-use
components to the medical and biopharmaceutical industries.
With 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.

Contact : Rachelle Morrow, Senior Manager, Communications,
Qosina Corp. QOSMEDIX , Email: rmorrow@gosina.com,
www.gosina.com www.qosmedix.com
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Bry Air Plastic Drying Equipment

Since childhood, you've likely heard warnings about plastic—that
it's not good for health, even avoiding it for drinking water. Yet,
walk into any hospital, and you'll find plastic everywhere: in
syringes, medical packaging, blood bags, surgical tools, trauma
implants and much more.

How can something viewed with such caution be trusted in the
most sensitive medical applications?

The potential for plastics to interact harmfully with the body is a
serious threat. Leaching substances, causingirritation, triggering
immune responses — these interactions can be very dangerous
and directly harm the body.

We've seen the devastating consequences: implants causing
chronic inflammation and pain, IV lines leaching toxins leading to
severe systemic complications, and packaging failures exposing
life-saving devices to contaminants. These aren't just fears;
they're hard lessons from instances where material
biocompatibility was not sufficiently guaranteed, causing
significant patient harm and costly recalls.

Moisture in medical plastic resins is a significant factor that can
directly contribute to the serious problems you described.

It's not just about moisture being present in the final product. The
critical issue happens during the plastic's processing — like
extrusion or molding — which involves high heat.

When plastic resins containing moisture are heated, a chemical
reaction called hydrolysis canoccur. This breaks down the
polymer chains, causing degradation.

Medical Grade Plastics are rigorously tested, measured, and

certified by essential guardians : international standards like ISO
and USP Class VI.

ISO, particularly 18O 10993,
provides comprehensive
guidelines and tests for evaluating
biological responses, ensuring
materials are safe. USP Class Vlis
a crucial US standard for long-
term contact devices, demanding
extensive testing for the highest
safety level.

In the precise process of
transforming raw resins into safe
medical plastics, controlling
moisture is necessary. Bry-Air
plastic drying equipment ensures
resins are thoroughly dried,
reaching dew points as low as -40
degrees, which is vital for material
stability and purity. With features
like a low footprint and energy
efficiency, these systems play a
quiet but critical role, helping
manufacturers process medical
plastics that can safely meet the
demanding requirements of global
safety standards.

https://lomnexus.specialchem.com/tech-library/article/medical-
grade-plastics#:~:text=Medical%20plastics %20must%20be%
20compliant,irritation%2C%20systemic%20toxicity %2C%20et.

https://www.vidhata.co.in/post/manufacturing-plastic-
components-for-the-medical-industry
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July-August 2025



dipra ® Alpha Medicare and Devices Pvt. Ltd.
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taking care...Since1984)

Manufacturers & Exporters of Disposable Medical Devices

Our ProductRange:

» Infusion Set « Blood Transfusion Set « Measured Volume Burette Set * Alpha Foley's Balloon Catheters « Scalp Vein
Sets (Blister Pack) « Urine Bags * Uromeasure Urine Bags * Mucus Extractors = Cord Clamp (Blister Pack) = Guedel
Airway = Three Way Stop Cocks = Extension Tubes with 3 way Stop cock « High pressure Monitoring Tubes « Feeding
Tubes - All kinds of Catheters « Closed Wound Suction Unit « Yankaur Suction Set « A.D. Kit Sets » Water Sealed
Drainage Bags « Other Diagnostic Products like Urine Culture Bottles Screw Type [30ml. 45ml. & 60ml.] « Petri Dish

(55mm & 90mm)
- Class 10000 Assembly [Clean Room] NEW PRODUCTS

« In house Imported Injection Molding Machines | * ;AIpha-F;I;w; IIV C:;mul:a ; gpinal gee('iJIes
« Latest ET.O. Sterilization Facilities UL RIS s

A * Nasal Oxy Set (Twin Bore) ¢ “Med-Exer” Spirometer (Three Balls)
+ Own Govt. certified laboratory to perform 3 . - :
Chemical, Physico Chemioal, Sterility & L.V. Flow Regulators Alpha Superfix" (Cannula Fixator)

Micro Biological Tests. * Surgical Paper Tape

« Exporting our products to almost more than 23 countries. —
Contact:
Mr. Sohil Saiyed (Director) 0434

(M) 9638979798

97, Alpha Estate, Near Abad Estate, Opp. Kashiram Textile, Narol, Ahmedabad 382 405. [GUJ] INDIA
phone: +91-79-29700601/29700832 » Office Mobile: +91- 9638979798
Website: www.alphamedicare.com « E-mail: contact@alphamedicare.com

@SZC GLOBaL

Align Energize... j
Management Consultants, Trainers, Customer Compliance %

Training for the following (National and International) | “

MDR 2017 : Medical Devices Rules, 2017
s — Application of risk managemen to medical devices

1SO 13485:2016 : Medlcgl- evices — Quality management systems
1SO 14971:2019 : Medical ¢

ISO/TR 20416:2020 : Medical devices — Post-market survelllancgfor manufacturers
IEC 62304:2006 : Medical device so e — Software life cycle processes
EU MDR : European Union MFaI Device Regulation ‘
QMSR : Quality Management System Regulation .
(As release by USFDA)
MDSAP : Medical Device Single Audit Program <
Schedule - M : As per dr&: and cosmetics act 2024 (Good Manufacturing Fractices for
pharmaceuticals)
SEDEX : Supplier Ethical Data Exchange [
Contact: Mr. Bhupesh Sood
SEC Global Consulting & Initiatives LLP
Mobile: +91 997 480 3399 / +91 95121 00909, Email: mfo@compllanceforgrowth com,
Website: www.complianceforgrowth.com " .
July-August 2025 MEDICAI. PLASTIGS 49
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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.

Annual Subscription (Incl. GST)

www.medicalplasticsindia.com
www.medisourceasia.com

One Year
Dispatch through | Dispatch through
regular post regular courier
1. Hard Copy Rs. 560.00 Rs. 963.00
2. Only Soft Copy| Rs. 695.00 |
3. Hard Copy + Rs. 784.00 Rs. 1187.00
Soft Copy
- Two Year
1. Hard Copy Rs. 986.00 Rs. 1388.00
2. Only Soft Copy| Rs. 1187.00 =
3. Hard Copy + Rs. 1378.00 Rs. 1781.00
Soft Copy
Payment Options

n 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

s For Online payment through :

vV

SHiMp LD

L L

Uiy AL dhis Cruilel wsing Aoy L FJ app

% L {.} ﬁ @
wPaigare Eﬁ a fobikwik s

Hielmbeak - |80 SIMETRIO202]

MERCHANT: {7 ASSIC COMPUTER AFRVICES
BMOAN & PAY

L L L3; D000 314 Sand:pob

SINCE 1994

MEDICAL PLASTICS

DATA SERVIGE

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

BSCRIPTION APPLICATION FORM

Agncs Subscription Period :

One Year Two Year
|| Hard Copy || Hard Copy
7l [ ] only Soft Copy [ only Soft Copy
D Hard Copy+Soft Copy D Hard Copy+ Soft Copy
Name
Designation :
Company :

Products/Service Offered :

Address :

Postal Code : Country :
Phone : Fax :
E-mail : URL :

Please attach business card if available
What is your Company's Primary Business :
Please Tick Wherever Applicable (v)

D Medical Device Manufacturer |:| Ancillary Services (Contract R&D,

Ly : Design, Contract Mfg., Packaging,
D In Vitro Diagnostic Manufacturer Testing, etc. Please Specy

Medical Device or Diagnostic :
D Distributor |:| Manufacturing Consultancy
D Pharmaceutical Manufacturer D aﬁﬂi&tﬁ,g:dml Device
D Gaveminet D 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



4th National Seminar On
Plastics For Medical Devices & Healthcare Industry :

New Materials, Developments and Opportunities
Dec 12, 2025. 9.00 AM to 6.00 PM; Venue : The Lalit Ashok, Kumarakrupa, Bengaluru.

MEDICAL weww medicalplasticsindia.com
ol=' pLASTICS @ HEDlGlI. PLASTICS

Jaintly Organized By

n-uh—a P Mogesing Fox Medice Piustics,
o, DIVISION INDIAN PLASTICS INSTITUTE | 15 ea i
FOCUS
* Medical Polymers & Processing = Packaging & Sterilization
* Quality Requirements & Testing = Enterpreunerships & Start-up Opportunities
* Domestic & Export Market Opportunities » Recycling & Sustainability

INTRODUCTION

The Medical Technalogy Industry s making mmportant contribubions o advancas in healthcare supooried by emerging

polymerc materiais and technologies for processing of the materiais. The global medical technaology industry invests

" heavily in Ressarch and Development, This has resulled in & significant impact on medical lechnology through

w0 advances in polymaric material science tharsby growth of the medical polymsrs' market.

1n 2020, over 32 billion pounds of healthcare plashcs were produced globally, and s expected to grow to 48 billion pounds

by 2025. The Indian MedTech industry with significant contribution from Madical Polymers is also expected fo grow at

more than 15 % . This growth (s driven by increasing healthcares expand|iure, rising demand for minimally invasive

surgenies, and the prevalence of chronic diseases

OBJECTIVES

+ To discuss e lalest rends in the Medical Device and Medical Plastics Industry and the challenges in the areas of
Technology, Material science, Testing and Policy framework

« The cpportunily for existing players lo showcase their products and technology and 1o seek growih opportumibses.

+ To seak invesiments mio the slate and lo alirac! new enirepraneurs in the saclor

ORGANIZERS

Society Of Plastics Engineers ( SPE ) INDIA Medical Plastics Division

SPE ., founded In 1942, with 60000 stakeholders from 84 countries unites plastics professionals worldwide - halping them
sutcaed and sirengihenmg therr skills through networking, evenls, Iraining and knowledge sharing. SPE INDIA Medical
Plastics Division encourages the interchange of technical and regulatory information on polymer matenals / components
used in Medical Devices among scientists and angineers who are working (n Medical Devices and related industries.

Indian Plastics Institute ( IPI ) - Bangalore Chapter

IPlis a sirong Professions| Body of Indusinalists, Plastic Technologists, Academicians, Economists and Students, spread
over 14 Chapters across Indla and 2 Overseas Association partnershios with Srf Lanka & Nepal Il s engaged in
Education, Training, Manpower Developmenl, and Dissemination of Knowledge on the lalest technological
developments in the worldwide Plastics Industry.

SPEAKERS

* Industry Leaders & Experts from Medical Polymers, Medical Devices. Medical Packaging Fronting Companies.

= Policy Makers From Govermment and Pubiic Sector Executives, Experts from Research and Academic Institutions.
+ Technology, Services, Materials & Manufacturing Professionals, Consullants

EXPERT PRESENTATIONS / PANEL DISCUSSIONS HIGHLIGHTS
Keynole presentations, case studies and panel discussions by indusiry leaders with extensive knowledpe of their
respective indusines and specialties.
WHO SHOULD PARTICIPATE?
All the people direclly or indirectly associaled with Plastics & Medical Davices Compandes, Starl-ups, Enirepreneurs
Interested in diversification & Induslry Professionals.
CONTACTS :
B SPE INDIA - D L Pandya . Vice President , SPE India Medical Plastics Division, E-Mail : dipandya@gmail.cam /

! medicalptastics@omaill com, M - 9825457583
Rajiv Sanghavi, SPE India Intesnational Councllor, rsanghavi@speindia org , M 8519140018 / 9820088050
IPI Banglore - Vijay Kumar, vijaykumar{@rapidmkig.com , M : 5845000680
Navnesth Chavan, r&.mvan%m,m, M 9845320453 + Hariram Thakkar, mmmsggmau.mm . M 9845050208




TWO DAY NATIONAL SEMINAR ON PREVIOUS EVENT REPORT

EMERGING TRENDS, INNOVATIONS AND OPPORTUNITIES IN
PLASTICS/POLYMERS FOR MEDICAL DEVICES AND HEALTHCARE

Jan 20, 2023 Seminar, Jon 21, 2023 Industry Visit (Optional and Limited Porticipation); 9.30 AM onwords; Venue : Hotel Appole Dimora, Thiruvananthopuram

e MEDICAL PLASTICS
il'i INDIAN PLASTICS INSTITUTE INDIAN PLASTICS INSTITUTE DATA SERVICE
(Head Office, Mumbsai) COCHIN CHAPTER A fechns Erommic Mew: Mageaies Fae Ml Fiesic,
Rl Drrese. Drgmntin ded Prirsa indesin
Supporting Orgonizations
* Sree Chitra Tirunal Institute for Medical Sciences * Kerala Life Sciences Industries Parks Pyt Lid. (KLIP)
and Technology (SCTIMST) * Keralo Medical Technology Consortium
* Association of Indian Medical Industry (AiMeD) = Kerala Plastics Manufacturers Assodiation (KPMA)* |
* Kerola Startup Mission * HLL Life Care
* Terumo Penpol Pyt Lid. = CSIR — National Institute for Interdisciplinary
* Rajiv Gandhi Centre for Biotechnology (RGCB) Science and Technology (NIIST)
* Indian Institute of Science Education & Research HIGHLIGHTS
Day 1 Seminar Day 2, Visit To Industry, Testing & Research Facillty
Etpefl Presentations | Panel Discussions covering: | Visit to Following Two Organizations
Genaral Overview and Buginess Opportunities 1. Sroe Chitra Tirunal Institute for Medical Sclences
« Introduction o Polymers & Plashics for Medical and Technology (SCTIMST).
Applications < Including : Biomedical Technology Wing Testing
+ Developments & Opportunities in Medical Polymers Laboratories, Prolotype Development Centre,
+ Medlcal Plastios Processing, Design & Development, TiMeD (Technolngy Business Incubator).
Cuality, Testing, Recycling | 2. HLL Lifecare Limited Center of Excellence R & D.

15 2@

SPEAKERS EXHIBITORS




CUSTOM PVC i) LKare
MEDICAL COMPOUND POLYALLOYS

) ) Excellence Through Perfection
For Most Challengmg Requ:rements IS0 80012015 Cortited Co.)

i-Kare USPs

* |-kare has an extensive selection of Medical and

General PVC Compounds specially designed for Medical
Extrusion, Injection and Blow Moulding. Compounds

We manufacture products according to exacl
specifications of customers.

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

Gamma Radiation. Speciality
Medical
Our PVC Compounds are available in both DEHP Compound

and NON-DEHP base as per customer's
requirement

Our variety of Rigid PVYC Compounds excels in
Gloss, high impac!, clarity and yield. Rigid
compounds are designed to withstand degradation f Rigid

and discoloration associated with sterilisation . PVC
Compound

QOur Medical PVC Compounds are tested and
complies to the global requiatory requirement of
ISO 10893 and ISO 3826

I-Kare Polyalloys Pvt. Ltd.

Sr. No. 113/3-5, Ghelwad Faliya, Dabhel, Nani Daman - 396210. INDIA
L) +91 93770 00389, 78744 47777 = core@i-karein @l wwwi-kare.in



LAKSHMI ELECTRICAL CONTROL SYSTEMS LTD

Arasur, Coimbatore ,Tamil Nadu, India - 641 407
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Addition tc
 wE . Engineering —
-—“"New Production
Facility For
Medlical Device
Manufacturing

~-

Clean I{()().I'fi‘“‘
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, Medical Tubes & PRP device Etc.,

Raw Material Handling PP,PET, ABS, PC, PLA, PEEK, PS, Pebax etc.,

P

L

R i
S8 our capabiliies:
T

I

C

For enquiries : +91 422 6616500 | info@lecsindia.com , contact@lecsindia.com | wwwilecsindia.com



Invisible Contribution..
Visible Success!

PVC COLOURING COMPOUNDING
& PROCESSING

64, GIDC, Phase-1, Opp. Citizen Industries, Naroda,
Ahmedabad-382 330. Phone : 079-2281 2004,
Telefax : +91 79 2282 2006. E-mail ; infol@pvelplastics.com
Website : www.pvelplastics.com




AMBICA MEDICARE ENGINEERING &) @

An 150 9001-2008 Certified Company

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

Auto - Sliding Dbor
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

* SIP System

* Pressure Vessel

* WFI Vessel

* Chilling Tank

* Rubber Stopper washer Sterilizer - Bunk Processer

Ambica Engg & Fabricators

Ambica Medicare Engineerlng

Plot No. 362, B/s Om Shant School, Near Sakriba Party Plot, Amraiwad| Road, National Highway, Ahmedabad-380 026.
Phone : 079-25856820 Fax : 079-25856820/25395827 M : 09426000872 / 099987 16586

E-mail : ambicamedicare @yahoo.co.in Website : www.ambicamedicareengg.com

Contact - Mr, J. R. Panchal, Mr. Amit J, Panchal




Your Vision

Perfected

Contract Manufacturing
Precision Plastic Injection Moulding
Assembly units for Medical Devices
Optics
Our Bangalore facility features a brand new ISQO 8 clean room

and our ISO 13485 certification ensures that you'll never worry
about the quality of your product.

Doddaballapur, Bangalore 561203
carclo L5 57417 33655
rohid.khader@carclo-plc.com
technical plastics www.carclo-ctp.co.uk




Medical Device Solutions:
Your Medical Device End-To-End Provider

At SMC Medical Manufacturing we understand your need for a single source for
youlr 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.smcitd.com

® SMC Medical Manufacturing Pvt. Ltd.
s M c Ltd Plot No. 53/54, EPIP Area, Whitefield
& Bangalore - 560 066, Karnataka, India

+91 9820305171 manoj.bhardwaj@smcltd.com




Discover the future
of medical compounds

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

ISO 10993 | ISO 3826 | USP CLASS Vi CERTIFICATIONS

MCPP India Private Limited.



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

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

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

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

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

® Have adopted Advance Cylinder Re-Conditioning System to achieve the optimum
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.

m Can Provide Duracell & Porta-Cryo to the customers requiring bulk quantity of liquid

R R PATEL')

materials.
| EthyleneOxide |  DiluentGas | Flammability
10% 90% Carbon Dioxide ‘ Non-Flammable
20% 80% Carbon Dioxide | Non-Flammable
30% 70% Carbon Dioxide | Non-Flammable
90% 10% Carbon Dioxide |  Flammable

R. R. Patel Industrial Gases (P) Ltd.
Survey No. : 407, B/H Waterman Industries, Sarkhe] - Bavia Highway, Village : Moraiya, Sanand, Ahmedabad - 382 213,

Mobie : 07277 22437 - GST No. - 24AAACKBA17F12M = CIN No. : U99999GJ1990PTCO13968 » E mail: rpatelindustries@gmail com
Piot No. 1501, Ne. Tikampura Patiya, Vatva G..D.C, Phase - lil, Ahmedabad - 382 445.0

Mobille : 97277 22435.



Fioat Valves /

' Conn. Discs

JAIN RUBBERS

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

Injection Sites / Latex Bulbs

Manufacturing and Exporting Medical Rubber Products since, 1992

ISO - 83001:2015 certified.

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

R -
@ - =
Stoppers | Needle Covers

JAIN RUBBERS PVT.LTD.

Admn. Office : F-75, Sipcot Industrial Complax
Gummidipoondi - 601201, Tamiinadu, India
Te.. 9444275273 | 9840443762

Email. jainrubbars@yahos.com

Website : www.jainrubbers com

"V'\ Life-0-Line
nzcunummsr

FOR COMFORT IN BREATHING Mob -

(o 70 L. W B (SA0P CLETHRED COMPANT)

Life O Line Technologist

Plot Mo.: B64/1, Near Indian Petrol Pump, Hirapur Cross Road, Mahemdabad Road, Ahmedabad -382435. Gujarat. India.
+81 BBOB162576 « Web.. www.lifecline.com « Email.: lifecline2011@yahoo.com

Manufacturers & Exporters of Disposable Medical Devices

ANESTHESIA & RESPIRATORY CARE UROLOGY & NEPHROLOGY .
+ Nowal Cannuéa - Adult/ Paed | Noo + Urine Bag - Al Type -
- Mask - Adult | Paed - mmmm

+ Migh Concentration Mask * Homodialysis Cathator Kit

* Nebuiizer Mask - Adult / Pasd « Neftan'

+ Nebulizer Kit With Mask & T Pes. » Blood Sel

« Mullifiow Ventury Mask - Adult/ Paed = AV Fistula Nesdle

+ Swivel Mount - Sid & Exp. + OV Stent - All Type

: :.::“nm Adult | Paed [ Neo : infant Feeding Tube

+ Ventlistor Circult - Al Type * Ryles Tube o
+ Bain Circult - Adut / Paed - Stomach Tube

+ Endotrachenl Tube Plain & Cuf fe « Kher T Tube

+ Aircusion /. * Levins Tube

+ B.pap Mask & C-pap Mask Al Type . mmm

INFUSION THERAPY

. - SURGERY & DRAINAGE

* Sy Exnaon * Thareclo Oainage Colle
NSl il * Umblical Card Clamp

. slizer Maching mmm'ﬂﬂ

e “"&‘.?J."“‘”m i

+ Quygen Fiow Meler

« Cautery

d <

y




Shibaura Machine

All Electric Injection Moulding Machine
—_— e

u :A S5ERIES
S-Concept
30 - 3000T 4

roductivity

mental frie ‘

Medical Component
Moulding

Fast. Precise. Consistent.

=230/ 0

Contact Us

shibauramachine.co.in sales@shibauramachine.co.in 9150021901 /
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SOLUTIONS IN PLASTICS

Shriram PolyTech i focused on providing enhanced value to ite custamers In diverse application areas. Backod
by & highly qualified team of capable industry professionals and a state-of-the-art application development
center. The company has a world-class manufacturing facility at Kota (Rajasthan) that was established in 1964,

today ranks amongst one of the most advancod plants in the country, It s cortifiod by DNV for ISO 8001, ISO
14001 and SO 45001, Shriram PolyTech's wide portfolic of “PVC COMPOUNDS" products mests the
performance raguiremants of a broad range of segments, such as:

Automotive | |'Wires & Cables | | Healtheare | | Colour Masterbatches | | Speciality Applications |

HEALTHCARE DELIVERING A HEALTHY TOMORROW

Shnram PoiyTech dasslops uncus idess o impeoes tie
reans and wavs of delvoring bettor meclical sciitios
Trese arades 3dheno ko varkous Indlan Standards as wel 35
biclogeal tests prescribed under Biccompatibiity & USP
Cliss VI Shwikam PolyTech ensurs that all ingrodients
vzed in the compownds are manufactared mestng the
EMP nors prescribed by FDA. Thess compounrds ae
manuiaciuoed in & dabe-of-Phe-wl fully subomalesd &
cedicated tompaundng line with dass 00000 fecHdifes
coiovring to GMP recursamwants  Custorreosd mmsdios
compouricds am avstable for Rirdetroe, phthalabe-tree
radistion free appications

For more information, please contact Shriram PolyTech at:

MARMETING OFFCE

Pine NosR2, Sacton32, st Area, Gurugram
W00 Hangana, Kaks BN +8-124-45 3500
WORKE

Sha NASHE Kot R23004, Rt i
Pre =91 744=-24B001 1. +91 - 29424302340

MUMBAIL

Webate wiwsahwi rameoiviechoom | Emal infeeeshirampoiytacheom

Dvisional Sales Office

W05, Arum ChRanear, 151 Fooy I Tardes Road
Tk, Mumitsds - 400 054 Moharashira, hdda
P 012223516254

Clear Extrusion «

Fiexibile Tuinas for 1V Sets | Blooo Baos Sheet & Tubina |
Cathetor Tubing | Coralo Vascuir Tubes | Suction Tubes
Clear mjection Moalding

Oygen Mask | Drip Chamber | Connectnrs
Goggked | Yankaigr Suction Handle
Rigid PVC

Snall Bottles | Five Galkon Botfles
Hardgile | Veierinory Tobe

Saluty

Connecters | Suction

Scan the GR Code to

visit gur webiite






Peripheral indwelling venous cannulas for parenteral infusion




- TEKNIPLEX

Healthcare

Improving
patient health
is the only
mission that
matters.

Compaund & Tubing TEKNIPLEX

Barrier Solutions Materials Science Solutions

Solutions for Diagnostics Tekni-Plex.com/healtheare

Denesh Ral

TekniPlex, 278, 79 Ecotech-1 Extn, Gaytam Buddha Nagar, Greater Noada,
Uttar Pracesh- 200500, india | Mobile «8)-7428019120 +91-998825815)

E dineshraistekni-plexcom




Ensuring the Safety, Quality &
Compliance for Medical Devices

1y . Microbiolagy Testing

t@ Mechanical Testing 4"‘
¥ « Bioburden testing.

2 = Pesformande testing foe ]

i functional integrity. § + Endotomin and wtecility Ieiting
L o Tenude, compretion, burs « Aptemicrobial effectivensis,
senl seal strength esting.
Sterile Barrier Accelerated Ageing
- System Testing | Studies
» Package integrity and sea . dated Ik
’ Y swength ) 1-%;}1 m&?ﬂ L
4 © o Visud inspection s migrobial - Real ume and peedicer
basinies tetting foe p.'ncrl-:gll ] .I:'ﬂ dtﬁ::te-:?rﬂq
« Bubhlie and dye penctmtion
s
< Method Development Reusable Davice Testing
v
- Q & Validation - Cleaning valdation: Balogicd

= Method validation pesiomm in

osd protein and hemagiobin
sccordance with 150, USFDA, CE

Diunfochon and steedfization

-\ a
i ‘F

«tc guidchines waliclation: Compatibisty and
» Customiped test mwthod validation for efficacy testing
R & D Dewlopment peoc#ss « Reprocsusing Cycle umulation

TRUSTIN ANALYTICAL SOLUTIONS PRIVATE LIMITED

0 RK Complex, First Floor, Plot No.303/B, @ Mumbai Office
B.Block, Thirunsermalal Road, Commeodity Exchange Bullding,
Parvathypuram, Chrompet. Office No: 125,148 flsor,

Chennai, Tamil Nadu 600044 Plot No: 2, 3 & 4, Sector 19 Vashi,
Mavi Mumbal - 400 705,

(B 042-22731006 /92400 40833 3 +91 7092923302

customarcare@trustingroup.in
O vinushagstrustingroup.in

CUSTOMERS

WHY CHOOSE US?

@ ISO/IEC 17025 accredited lals
Trustedh by irsclyrtry beaders snd pravven track recosd

Regulatory expertise o mevting ol the regulations - 150, USFDA,
EUMOR, CE

Commnidited turm eround tme,

Ome-stop quakity s vice prosades

ABOUT US

TRUSTINGGs an leading medical dewoes testing laboratory committed
to delivering acourate, refable, andd compliant test results. With a
fotws on quality, safety, and reguilatory wtandaeds, our eipst teum

Suppod s manuiscturers with comprehenihe teshing vervices to

entore product performance End patient safety.

www.trustingroup.in




MEDICAL INDIA'S NO. 1 TRADE FAIR FOR HOSPITALS,
EEE FAIR HEALTH CENTRES AND CLINICS

INDIA

www,medicallair-india.com

International Exhibition
and Conference

AN e
New Dethi 1L

TWO LOCATIONS, JANUARY 2026

TWICE THE IMPACT Uk (55 5w Moy
SAVE THE DATES FOR 2026!

SEPTEMBER 2026

Hall 4
SPECIAL FEATURES I Bombay Ext?ib:tion Center

. CUNLAR | DuAowesTICA
MEDICAL
FAIR R
?En '&EM..@ —h CONFERENCE | Dmpratcs o
ek |

AiMell - Make In India Pavilion Clim Lak | WD Pavilien & Conlorence

| Meigter
! 4 FTR Future 3
MEDICAL s . MEDICAL s ARI MERICAL -
Fad reha 1) ') " FAIR for FAIR | AT a‘mm
—H e ||| HOSPITALS 4 H | hean =4
L1 . N o -“
Rehabelitabion Panlion Internationsl Conferances Future for Health Osgita MT India Healthsare Awards
Health Start-up Pawison &
Conlerence

- ATA SERVICE
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LR F H:.. L A Corter :Pif\ B e iof & A R — — e S

An initiative by Supported by Media Partaer
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@7 enquiries@mdrtox.com
ﬁrwﬁ,%werPﬁﬁ Pyt Ltd www.mdrtox.com

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
FDA, Notified Bodies and other
Global Requlators

= Committed to scientific and Dr. T S Kumaravel MD, PhD, DABT, FRCPath Dr. § S Murugan PhD
service excellence Charman Managing Director

= - = ‘,-'_'1 e —
L
! Taster

1200+ l :

OUR SERVICES TESTING DOMAINS

ological Evaluation Plan « Cardiovascular

« Orthot

Teut Facllity

| . IRELAND USA
444 Gokulam Strest. I 4E

vehange. Colworth L= View House, Suits 10ON #1005
Hatiwr, Tl | Scionce Bk South Terrace 4700 Sangivrcrn Roadd
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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,
‘Whatever your project needs, we've got the
¥ L pick to sweeten your success!

Shop syringes and thousands of in-stock

medical components at gosina.com.



