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» Next-gen Circular Madiech Frontier : The Rise of Smart & Sustainable Plastics
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+ Understanding Thermoplastic Polyurethane: An Adapiable Material for
Medical Devices
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m HighRich]Ja

}Elﬁﬁiﬁgﬂ Precision Extrusion Machinery Co. Ltd.

HRJ EXTRUSION

Extrusion Lines

Not only Extruder Manufacturer,
but also ExtrusionSolution Provider

TH EXTRUSION

HR1

l” e HighRich]a Precision
FEERE Excrusion Machinery Co. Ltd.
Mo.1 Industrial Park, Baitang \ilkage, Taoyuan West Rd. Shishan Town, Nanhai District, Foshan City, Guamgdong, China - Tel +88-757-88407501
Fax:+56-757-86407500 www.chinahrj.com.cn E-mail: whyi@chinahr).com.cn
Whatsapp'Wechal +0086-13928609286, +0086-13434861212, +0086-13220219297, +0086-13326786657



LU b r l Z O L Imagined for Life. Enabled by Sclence,™

MEDICAL GRADE THERMOPLASTIC POLYURETHANE (TPU)

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

Superior s ... Processing
: Pt . Biocompatibility 5
Biostability | P y Versatility
Connect for more details: Rajnish.Singh@Lubrizol.com o !'I'i u
Lubrizol Advanced Materials India Pvr. Ltd., 5,6 and 9 Floor, : -

Jaswanti Landrmark, LB.S Marg, Vikhrali (W), Mumbai, India 400079




Yizumi $HPM

Ab Series

Advanced and Intelligent Injection Molding Machine

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

Core Value Propositions

b Standard feature of KEBA controller fer all models «
» Intelligent clamping force management system «

Yizuml Advanced Processing Technology Pvt. Ltd

Plot e 1062+ 1063, GIDG-I, Sonand, Ahmedubod, Guparat - 382770, You Ll n m E’ﬁ

Contact +2]=90999 1&17TE Erncl, Infoina@wywizurmecor Wahaita, W dZHiTLeam it




HUSKY"

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

Enabling Driving
bigresin usage innovation
Improving Aligning with
cost-efficiency sustainability goals
. Ve »
Proud recipient of the “bﬁ";
Innovation in Bioplastics I u’i"

Contact us to learn more
about hot runners and controllers

Chennai Office

P-47 VIl Avenue,
Domestic Tanff Area,
Mahindra World City,
Chengalpet - 603 002

Phone number :
044 27476400




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

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

Platilon® TPU films for Wound-care Properties:
« Exceptional broathabifity
Focuses on the patient’s well-being, ensuring rapid + Superior stretchability
wound healing and minimum pain, * High resistance to tears and punctures
= Motte surface finish
« Waterproof
Platilon® TPU films for Surgery Features:
+ Effective barrier against viruses and bacteria
Due to their versatility and biocompatibaity, « Sterilization compatible:
Platiton TPU films are ideal for Surgical drapes ~Ciantrees eaBtIa
ang Eye drapas. - Ethylene oxide (E10)

Customization:
= Vanous surface toxtures possibie

Platilon®

WWW.flImS.C UVEStrﬂﬂﬂm Sedrgh Cotnfiimson
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Innovation is life

Ensuring Safe and Healthy

MEDICAL
PLASTICS

Drying...at the heart of it all

Bry-Air Knows Drying Best

Wonder Dryer Mano
(Bry—Dry BOX Series) Desiccant Dryer
BRY-AIR [ASIA) PVT. LTD. ' Connect with +918826990350
21, Becto-18, Gunsgram - 12205, Haryano, India - our Alrgineers® for
bryairmarksting@potwacom 8 waw,bryairoom - Soluthons ﬂ 15““ 'II'.'IZ '!"E:lﬂ
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in Medical Device Innovation

End-to-End Testing, Validation, and Regulatory
Approval with TUV Rheinland

' 2 i 1
TLY Aheinland empowers medical device manufscturers o 4 o
* ¥ Nierabinlagical lesting Contral contamination
.-": C.'L risk and meel waisna standards.
# ———

navigste complas reguiatory landscapes with confidence
As 8 one-stop-service pravider, we dellver compranensive
teating, Inspection, and cartification acrass the full product Bioburden Testing
lifecycle - ansuning satety, relisbility, and market resdiness - Sterifity Testing

Bacterial Endotaxin IPyrogen Testing
KEY TESTING SERVICES FOR MEDICAL-GRADE

e T B L

PLASTICS 'f L e -- —
; - @ fhioranal Charactenzation: Gain nsghts into tha .|
a@ | Biocompatibiity Testing: Ensure biclogical \ / Properties of madical plastica !

/ | formit o
JBarely sl tapulslry, canlormity . Physical & Chemical Analysis (FTIR, SEM, Micro CT]

Cytatekcily (150 10993-5) - Thermal Proparties (DSC/TGA)

Skin Sensitization (150 1089310} - Mechamcal Proparties (Young's Modulus, Tensila)
Skin lrritation {150 14993-23) - Chemical Charactanzation & Leachablas (IS0 10993-
ETC Residua {150 10993-7| 12 & 18)

Biological Reactivity (ISP 87 - USSP 661 Complance

Achigws Global Compliance. Ensures Fationt Safety, Parinerwith TUY Rhelniand

Medical Device Cantre of Excallance: Head pffice:
AMTE Carmipus, Pragat Madan TUV Rbaintand Indie Pet Lid
Wi Stesl Progect 5.0, Visakhagatnam 278, 2nd Cross Road, Electronic

Andhra Pradish - 530031 City Phase |, Bangalare 560100, India é ; Tl'.'lv H hEi n I 3 nd @

infes@md. tuy. oo/ products®@ind tay, oom

www.tuv.com/india Precisely Right.
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rapidfacto software

SOFTWARE FOR MANUFACTURERS
Q Medical Devices QAutomobile

SOFTWARE GENERATES DOCUMENTS AS PER MDR-2017

Book a Free Demo

. +91 8708856807

contact@rapidfacto.com

« Audit Ready
" Full Traceability
+ Cloud Based

" Easy to use

v QMs

+" Inventory
« Sales, Purchase

«~ Resource
Planning
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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

Purchase Orders

Sales Orders

Stock Register

www.rapidfacto.com

SOFTWARE FOR PRODUCTION, STORE, QA, QC




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

Al SMC Medical Manufacturing we understand your need for a single source for
vour 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. assembile 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 visil: wawawr.smcltd.com

i SMC Medical Manufacturing Pvt. Ltd.
SM c Ltd Plot No. 53/54, EPIP Area, Whitefield
g Bangalore - 560 066, Karmataka, India

+91 9820305171 manoj.bhardwaj@smecltd.com




'S COSSET & HYGIENE LLP

Your Trusted Partner in Plastic Components

WHAT WE BELIEVE IN

" 0

TRUST SAFETY

We are honest and
forthright
in our dealings.

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

-9

OUALITY
The usefulness and
worth of products
o customers

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
PURCHASING MODEL
OPTIONS

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

Direct Import : Cost-efficient bulk

orders directly from our
manufacturing partners overseas.

MANUFACTURING e Hantech

PARTHER
Hantech Medical Device Co. Ltd.

FOR FURTHER DETAILS
GET IN TOUCH
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QUR PRODUCT
RANGE INCLUDES

* Flow Regulators

* Male Luer Lock

* Female Luer Lock
* Slide Clamps

* Pinch Clamps

» Back Check Valves
* Roller Clamps

mansi@cossetnhygiene.com
nirali@cossetnhygiene.com

+81-987028312]
+3]-99206135149

www.cossetnhygiene.com




Choose Millad® NX" 8000 clarified

polypropylene to improve the quality
and production of medical syringes

WS \RRARAES
e

Millad" NX" BOOO clarifying agent vields ultimate clarity and transparency to PP in injection molded
applicalions and allows clarilied PP to become a viable alternative to glass/\ransparent polymeérs.
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

A1 2

higher productivity,

B & &

Decraase Excellent Encigy Complies with Imerease in Eliminstian
termpematurne in clarity and Savings GB 15810, productivity of vaids
injection malding aesthetics YYo242
standards

For more information or technical support, please contact Milliken: Call: +91-20-67307507,
emall: asiachem@milliken.com, or visit us at chemical.milliken.com
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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 Quality & Standards Certificates:

« DINEN ISO 5001 Quality management « DINENISO 14001 Environmental management
DIN EN 150 13485 Quality management for medical * Cleanroom EG-GMP-guideline Annex 1 cleanroom
devices class D & 1ISO14644-1 (class 8)

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

Am Stockleinsbrunnen 10, 97762 Ha s|bure. Ge it Plot No.30. GIDC Electronic Pa

Tel: «49 {0) 9732 T8BES Aail stomer-technik.com .'.':;'Il'lr?rnl'm_ﬁ.ﬁr 3

Wabsite: ww istomer-technik.com Phone: +91 97277 63174 Email: adming@ omer-technik.in
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PRECISION ENGINEERING - STRONGER SEALS
SMARTER PRODUCTION

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

Spunbond - Melt blown - Spunbond:

This is the industry standard. it's a trilaminate fabric, g .

«  Pnaumatically controlled semi-automatic operation . |

= Seals polyethylene and other thermoplastic film / bag b r —
e

and any other thermoplastic film / bag quickly and efficiently.
Seal Length available from 15" lo 40" (depends upan model)
Seal width 1 mm, 2 mm, 3 mm, 5 mm, 8 mm
Equipped with Digital Timer

Two parallel seals are available upon request
Provision of Upper & Lower Jaw Healing Element

Compatible Materials:

= SMS, SMMS, Spun bond PF, PE Laminated
fabrics, Surgical Apparel.

Key Features:

= Digital PLC Control, Pneumatic Pressure adjustment,
Custorn Sealing Lengths.

Applications:
* Surgical Gowns, Drapes, Hoods, and Shoe Covers.

. - L] Ll -

Eewa Engineering Co. Pvt. Ltd.
Mohile :+91 98795 38559, 98250 38553 @ MRENINGR

E-mail :contact@eewaengineesring.com
Wehbsite : www.eewaengineering.com m| Xlll‘fn‘ih][i E i
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= Ultimiote solation.

(IS0 17025:20217, OECD GLP, AAALAC, USFDA & ASCA-A2LA Approved Lab)

Globally Ranked Top 10 Lab for Medical Device Testing*

Blocompatibility Testing of Medical Devices [As per IS0 10883-1:2018)

In-vitra Cytetoxicity Testing (SO 10893-6)

Skin Sensitizotion Testing (150 10983-10)

Irritation or Intracutonsous Reactivty Test (IS0 10893-23)
Acute Systemic Toxicity Test (150 10083-11)

Material Mediated Pyrogen Test (150 10093-11)

Sub-Acule Systermnic Toxicity Test (IS0 10993-11)
Sub-Chronic Toxicity Test (IS0 10993-11)

Chronic Toxlcity Test (150 10883-11)

implantdtion Test (IM/5C/iIntraccular fintra- biliory/
Intra- arterial) (150 10883-8)

Ganotoxicity Tests (AMES, CHA, MNT)
(150 10883-3 & 150 10893-23)

Hemocompatibility Tests (IS0 108993-4)
Corginogenicity Test (150 l099a-11)
Rapraductive | Devaloprmental Toxicolagy (150 10883-11)
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Degradation Testing (150 10983-, 1301088313, Ve s
IS0 10893-14 & 1SO 10883-15) Toxicokinetic study of f \
|

Degradation Products (IS0 10883-18) T |

» w v, /
In=vitre Skin Irritation Tast (IS0 10083-23) | 1 x,_'E._,.-
1. g Study 12. Regulatory Dassiar
{ } Praguarnthon

In=vitro Skin Sensitization Test (IS0 10993-10)

Develsprmant Sefuloss
Fur Barvicos

Mucasal Membrane Irritation Test (Oral Oculor, Penile,
Vaginal & Reclal) (150 10993-11)

Biologinal Evaluotion Fan (BEF) & BER
Towcologleol Risk Assessrmant (TRA)
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With Bast Compliments From

Dr.Rina Gokani | Dr.Manish Rachehh
{Dirsctor & CH0) (Director & CEO) (Director & CMO)
@ +0] 0090616760 | @ +9] 905049 BI023 & 431 §O099 19545

Ernail Your Inquiry On : info@accuprec.com
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REGISTERED OFFICE:
canapa ofFfice: [+

Cpp, Tydus Pharmez, Changodaor- Bovio Highwoy,
uprec Resen Labs ing.
:{t::lr:l'rmn AN C';'::Imdns i Meor Matoda Pativa, Po: Motoda, Arrecaltod

3E2 N3, Gujarat, INCiA.
*As per two Independent Reports Published by:

1} Gradibls Markets, USA httos:/ Ly Godto
2] MR Accuracy Reports, Conada nttgsf Ly /Ca-a2

Shri.Mulubhai Kandoriya
(Monoging Director)

Mr.Mayur Kandoriya
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& |1

NORTH AMERICA OFFICE: ==
Accupr&c Rasantch Labsg Ine,
Dhedawnres, LISA

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



www.kljindia.com

WE VALUE
YOUR

CROWN CAP LINER

@

TOTAL SOLUTION IN PLASTICIZER & POLYMER COMPOUNDS

Wi, KLJ Polymors & Chemicals Lid. Deni, ong of the lagest
manufacturer ol Heahhcare Polymer Compounds Le, PVE, TPE
&nd PP compounds for Breath Cam. Surg Care, Sioraga &
Disposables in a sngle facity having lamge capacity and expanding
with global supply damand,

W caso for Clean-Room GMP. Bocompalibiiies and Healthcars
standands as per USP Class-V, IS0 10152:2002/ B0 3826:2013,
IS0 10893:2012, IS 10148 & IS 10151, Calomnia -85,RoHS,
REACH complances.

We ame 1SO-9001:2015, I1S0-14001:2015 and  |ATF-16949
cartified. Our abomtones ame accrediated by ISOMEC-17025 and
RED center is approved by DSIA. Steps forward for certification of
1503 13485 fior Medical device Cuality Management System,

Our Compounds aro also available with special propertias like
Phthalate Froo, Antimicrobial, Antifogging, Radio Opaque,
ESD (Electro Static Discharge) propearties on demand.

| )
=1
il b e

Corporate Office: KLJ Hosa. 8A, Shivas

Marg. Najalgarh Road, New Daihi-110 015, Inda
Tal: #9111 4142742720020 | Fax: 01 1125450700 | Email danibkiindsa com

RANGE OF PLASTICIERS

PHTHALATES | ADIPATES | TRIMELLITATES | 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-FEROXIDE | SEMICONDUCTIVE
| XLPE-SIOPLAS | ZHFR | EPR| PE | MASTERBATCH-PVC. PE &
UNIVERGAL

COMPOUNDS FOR APPLICATIONS

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

Phthalate Froo f REAGH Compliant Plasticizors availale

os | Dip chambers | Biood

Mumbal: <81 22 81830000, mumbaidindm.com | Chennac +81 44 42383600, channasfindiacom
Holkala: 451 33 22623851, kokatadtidjindia.com

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

Trust Bullt on Performance

KLJAD-0V 21-05



Shibaura Machine

All Electric Injection Moulding Machine
ESo

u :A SERIES
S-Concept

30 - 3000T

66

Next-generationmalding maochine to achieva
evan higher productivity. labor sovings and
environmental friendlines

29

Medical Component
Moulding

Fast. Precise. Consistent.

=L 230 A0

Contact Us

shibaouramachine.co.n salesg@shibauramachine.coin 9150021901 /| 8925188110




»PVC NON-TOXIC MEDICAL TUBE PLANT

ARG ERE OF P AR MAGT RS

C Models TIX45 | TTXS0 | TTX-65

' Screw Diameter 45mm | 50mm BSMM. |
L/D Ratio R 26:1 | 26:1 |
TubeSizeRange |10 30mm| 138 mm STOS0mm
Extruder Motor S5KW | 75KW | TOKW |

Tube Puller Motor | 075K | OTSKW | O75KW
‘OutputKg/Hour | 2024 | 2832 | 3085

Total Connected Load| 125 KW 14 KW 205 KW

PPVC NON-TOXIC MEDICAL TUBE PLANT
WITH AUTO CUTTER

For making medical use tubes for | V 564, scalp vein ubes,
Rail ubes, Blood & Urine tubes

TEtwist

ENGINEERING WORKMS e

G, 4410 Phase-4, G| [.C. Extain, Road No. 4L, Vatva, B Indo-German Tool Rosm;
Armadabed - 352445 (Guarat] INDIA. Phones | 51-T3-46014068, 90250 28418, D8980 I8418
E-mall : twistewflgmall.com Websila : wew twistplastemachinerycom

Our MMith Yeor of Pablication

EMED Sismomers  MEDIGAL PLASTICS

IlATA SEHVII:E

A R EoOHGRIC nE mebal e POn RESCAL PLALTICL. BESHCAL PEVIES. MAGHOLTICH el Mekinid BT

PEDIATRIC, ADULT, OPEN TIP. TIP HOLE
& TIEMANN - 2WAY & IWAY

LEELAVATHY MEDICAL DEVICES COMPANY
No M2 Paranipulhior-Movir Semvice Road, Peiivapanicheiry,
Chennal-B00128, INDNA

Emall 14 : salesi@imod colin | Wab : e imad co ln

Phone: +91 8939480062, 9884399725




@ DRHP TESTING SOLUTIONS PVT. LTD.
DRIVEN BY QUALITY & SERVICE EXCELLEMCE

About Us

Dr. HP Testing Solutons Pvt Ltd (DRHP) is o ploneenng lsader in the medical

device ond pharmoceutical testing industry, We ore committed to providing

B00+ Products Tested with S0+ Mational and relinbde ond proven testing services for medicol devices and phormoceutical

mission of hollstic quality  |nternotionol customens  products. making us o trusted partner for companies acrass the globe

werdeid in testing dalivery
and inspection

Wi have succaseiully submitted rmany chemical charactaization repons 1o
USFD& For 590k ond got approvals, W strive for sxcellance [ every service
offering acournoy, precision. and reliohsdity ot compstitive pricing

-af Cur sarvices snan chemical testing, physical tedting, onalytical testing, and
consuiting 'We are dedieated to adding value through pre- and post-testing
e cupport. ensuring our customers mest thair regulatory and res=arch nzeds
15+ Countries having 100+ Combined effectively

regular customsrs Exporenced Toom.

* |30 10993-1. Biplogical Evaluation Plan (BEP) = 1S0 18562-3; VOCs from Gas « TOC. THC as per 1SO 192275018 BS EN
and Binlogical Evaluation Reporl (BER) « 1S018582-4: Condensale | sachahies (Gas 1484-1097

« |50 10893.7; Ethylena oxide stenilization Pathways + Particilate Matter as per USP <7BB> and EP
residuals Analysis « ASTM [7823-18: Residual Phinalate Testing 28.19, 150 182272018

+ 150 10993-13: Identification and quantification  « Raw material and finshed products testing
of degradation products from palymeric medical  « Ink Migration and Glassware Defamination

Syringa Tests as par (SO 78861
Mitrosamines and NOSRIs Method development

devices Sidies and Valkdation

= |50 10993-14: |dentification and quantification  « Toys testing for nitrosamines and phihalales as  + USP <G61> Plastic Packaging Systems and
of degradation producls from Ceramcs per EN 143502020, EN-T1-12 EN-T3-14 Thieir Matenals of Constructon

+ IS0 10993-15; Identification and quantification  » REACH Study as per regulation (EC) No. 1807  * Unknown peak (dentification and charact-
of degradation products om mefsls and alloys elc erzabon

o 1SO 10993-17: Toxicological Resk Assessmant  « BS EN 4551 and ASTM D5712: Aquesus  + Forced degradation Study
(TRA) of medical devices, packaging maienais Extractable Protein Test * Resyiual solvenis analysis
and CCS + ASTM D6488. Antigenic Protein tests * Heavy medal anatysls

+ IS0 1099318 Chemical characierizafion of + ASTM D7558: Exiractable Chemical + ElemenialanalyssasperiCHOID & USP<223>
medical device. (Exagpesated/Exhauslive Dialkyldithiocarbamate, Thiuram, and
exfraction studies and study designing). Mercaptobenzothiazole Accaleralors Tast

+ E&L for Phama, Packing and Medical devices ; gy - "
as par ICH, PORI, USP <1863> & <1B664>, IS0 ‘1 "
10949312 818 el :

= 150 119795 1OLs; Physlcochemical lests like
Extraciables. Leachables, Hydrolytic Siability,
Photo Stability and Insoluble inorganics

= 150 11981 & 150 11986; Sof Contart Lenses
Physicochemical lesls

+ 21 CFR 177.1500 Chemical Tesiing of Nylon
Resins and

* EN 1188 Migration Study

+ IS0 18562-Z. Emission of Parficulate Matier
trom Gas Pattways

Accreditations
A s ¥
s A
ISO AFOA &
QD:H 2m~ = s
MABL S - FD& WD) - 40

P No. 4-11-47/SF, Usha Arcade, Information Colony, Injapur Road, Hayathnagar, Ranga Reddy, Hyderabad-501605, Tetangana, India.
* Contact; +31 9369023412 or +01 8885424543 or +81 6320487393 + E-mail: infof@xdrhp.co.in or avinashi@drhp.co.in




ADVANCED MEDICAL-GRADE POLYMERS

Every Day, Medical Devices Rely on High-Performance Polymers

As healthcare innovation accelerates, manufacturers require materials that are:

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

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

PAS - AKULON® Care

Advanced wound care #
Interventional cardiclogy devices »
Precision molded components

PBT & PET - ARNITE® Care
Cathaters # Inhaler valve systems &
MIS instruments

TPC - ARNITEL® Care
Dialysis tubing * Flexible films =
Breathable healthcare applications

PPA - FORTII® Care

Centinueus glucose monitors (CGM) »
Dental implants * Trauma fixation
devices

PAA/&E - NOVAMID® Care
IV fluid bBags = Medical harrier filmsg =
Sterile packaging

TPE-5 - Franplast®
{Medical Grades)

Seals & gaskets e Tubing & fluid handling

* Respiratory & mask companents *
Wearable healthcare davices

POM - Kepital / lupital

{Medical Grade)

High-precision parts * Drug delivery
systems ® Inhaler e omponents

PMMA,
lransparent medical housings #
Diagnostics * Optical componants

Medical-Grade Acrylic Copolymers
High-clarity = Impact-resistant »
Healthcare endosures

ABS Medical Grade + GPPS & HIPS
Device housings » Structural pars «
Disposable components

Polycarbonate (PC) - Medical Grade
5-.||-'_ji|_.|| Pt |||,|-._|5'nh|'. =
Oxygenators » IV connectors * Dialysis
companents ® Transparent reserdoin »
Impact-resistant dewice enclosures
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COVER STORY

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

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

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

= Falgun Jani, Business Head India Region, Frecdenberg Medical

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

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

- Anupam Gogoi & Anandakrishnan, Application Development Centre-FP, SRF Lid
Polytetrafluoroethylene (PFTFE) has played a foundational role in medical device engineering due o its
biocompatibility, chemical ineriness, and durability. Its clinical relevance has expanded from eary vascular
grafts fo modem smart materials and drug eluting systems. Recent regulatory assessments........

Understanding Thermoplastic Polyurethane: An Adaptable Material for Medical Devices

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

GLOBAL TRENDS

Shape Memory Polymer Market Trends
Due to the shape memory effect, the medical devices based on SMP can be implanted into body through
minimally invasive surgery in contraction or folded state and recovered to their requisite ungmﬂi’ shapes at

target position. The global shape memory polymer (SMP) market for medical devices is experiencing rapid
growth, projected o exceed..

GLOBAL MARKETS : MEDICAL DEVICES

Malaysia Medical Devices Market

Mr. Amit Dave M. Pham, MBA, Former CEQ - Brazil operations/ Vice President Export - Zydus Cadila
Claris Lifesciences

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

world's rubber catheters.
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AiMeD & REGULATORY UPDATES

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

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

* ICMR Launches “"Medical Innovations Patent Mitra™ to Support Biomedical Innovations

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

E INDUSTRY NEWS

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

= Fake |50 Certificates Claiming Safety And Quality Of Medical Devices Need To Be Verified: Experis

= Shape-Memory Polymers Redefine Heart Valve Implants

DID YOU KNOW?

About Biocabsorbable Polymers for Implantable Medical Devices
Bioabsorbable polymers degrade and disappear at predictable rates, making them an ideal material for parts
of implantable devices that could otherwise impair healing or create an ongoing nisk of injury or infection.

FAST FACTS
- About the term “Plastics™

i - improving Recyclability and Market Value

= Benefits of Pre-Material Selection for Medical Devices
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Applications, Book Review, Company Profiles, Country Profiles, Design, Discovery, Eminent
Institutions, Eminent Personalities, Events, Global Opportunities and Trends, Health Update,
Import-Export News, Industry News, Manufacturing, Markets, Materials, Product Profiles,
Products & Processes, Regulatory Affairs, Sterilization, Quality, Technology ............. All related
to Medical Plastics/Devices and Equipments Industry and Trade.
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March-June 2023
PRESS RELEASE
= Oosina Unveils New IS0 Class 8 Cleanroom
(March-April 2023)
DID YOU KNOW?
About Innovations and Technigues. in Medical
Tubing Manufacturing Different processing
options have led to ground-breaking ways of
producing tubing in order to oplimize the
performance and usability of medical devices.__
(March-April 2023)
COVER STORY
IMDI 2023 : 21st Mational Conference And
Technology Exhibition on Medical Devices
(Plastic Disposables & Implants) Industry :
Manufacturing, Quality & Regulatory -
Challenges & Opporiunities Pioneer & The Only
Event For Medical Plastic Disposables &
Implants Industry In India Workshop on ©
Biocompatibility for Medical Devices,
Biomaterials & Polymeric Maleriais® :
Interlinking Chemical Characterization »
Includes Facility Tour = Limited Seats (40 Nos)
on first cum first basis (May-June 2023)
COMPLIANCE
MNeed For Medical Devices Industry To Align
With Global Morms In Conjunction With
Technology Display show 2023 EXHIBITION Mr.
Anil Jauhri, Ex CEO — NABCB, The National
Accreditation Board for Certification Bodies
(NABCB), Delhii The Indian medical device
market is relatively smaller than other overseas
markets but holds significant growth polential.
To fully capitalize on this potential, it is crucial to
assess the country’s compliance with global
standards... (May-June 2023)
QUALITY
= The Biccompatibility and Biostability of the
Materials Chosen for Your Device will Affect its
Climical Success The biocompatibility and
biostability requirements of a particular
medical device are dependent upon its
application-specific design and performance
requirements. The arlicle explains key
application-specific biocompatibility and
biostability factors lo consider...
{(May-June 2023)
= Dry Lubrication Coating Improves Lifetime &
Performance of Medical Device S.M.
Kanakaraj, Managing Director, Mark TechPro
& Consultants Pvt. Ltd. Dry Lubrication
Coaling is one of the lechniques used to
reduce friction of components and increase its
life as well. This coating enables reduchion in
friction between bwo surfaces during sliding
betwean each other with or without the nead
for a higuid medium.__(May-June 2023)

Did
You
Know ?

About Bioabsorbable Polymers for

Implantable Medical Devices

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

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

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

Binabzsorbable materials have also allowed the development of devices that

must be rigid when they are initially implanted, but become flexible as the
natural tissue heals arourd them.

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

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

The use of bioabsorbabie implants in orthopaedic surgical procedures is
becoming more frequent Advances in polymer science have allowed the
production of implants with the mechanical strength necessary for such
procedures. Bioabsorbable matenals have been ulilized for the fixation of
fractures as well as for soft-tissue fixation. These implants offer the
advantages of gradual load transfer to the healing tissue, reduced need for
hardware removal, and radiolucency, which facilitates postoperative
radingraphic evaluabion.

Ref:

http=s#www medicatubingandextrusion. comiabsorbable-polymers-
bioresorbable-hivabsorbable-implantable-medical-device s/
hitps:fpubmed ncbinim.nib. gow 11575907/

- .
shell....

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

the road.

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

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

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

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

The Cover Slory introduces a range of materals under Engineering and Ultra-
Engineering categornies.

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

One more article by Mr Surendra Kumar Pandey, Technical Sales Manager, TPU,

Lubrnzol Advanced Materials India Pvl Lid. Explains how Thermoplastic
Polyurethane is an adaptable material for medical devices.

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

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

strength necessary for such procedures.
Bl PQQQ

Evenis and more.

@y opinio expressed henoin.

As always, this issue includes, Global Trends, Industry News,
January-February 2026

MEDICAL PLASTICS

DATA SERVICE



m

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

There are many different types of polymers that can be used in -
the manufacture of medical components. Commodity
thermoplastic materizls are slarting to be replaced with
engineering polymers that can offer better performance qualities

and increased stability.

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

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

Specific medical
applications

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

*Surgical
instruments: Used
for handles, grips, and Commonny
intemal components
thal musl withsiand
repeated sternlization.

= Drug delivery systems: Used to manufacture precision
components for syringes, IV connectors, and inhalers.

= Diagnostic and imaging equipment: Used for the casings
and internal components of machines like X-ray and MRI
machines.

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

= Prosthetics: Used for artificial limbs and other aids, focusing
on sirength, fatigue life. and often cosmetic appearance.

= Packaging: Used for packaging pharmaceuticals and sterile
medical devices due to excellent barrier properties that prevent
contamination.

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

Commeon engineering plastics and their uses are:

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

= (PMP)} Polymethyl Pentene: TPX (PMP) is a transparent
polymer with a very high meliing point. It is the lightest polymer
available, has low moisture absorption and is chemical and
hesat resistant o is ideal for medical instruments and laboratory
eguipment that need to be sterlised or autoclaved. Other
applications include optical components containing lenses and
windows.

Copolyester: Copolyeslers are versalile, transparent resins
that are impact and chemical resistant, retaining their
mechanical properties when exposed to aggressive chemicals
such as medical disinfectanis and oncology drugs that would
affect other polymers. Copolyesters perform well throughout
the plastic injection moulding process and are suited 1o high
speed, high volume production. Medical applications include IV
components and connectors.

*Polybutylene
terephthalate (PBT):
PBT has consistent
mechanical
properties, low
moisture absorption
and produces

parts that have good
dimensional stability.
it performs
particulary well during
the injection moulding
process allowing
for faster cycle times.
Applications include
valves and
connectors, clamps,
r clips, handles and
: sleeves for surgical,
diagnostic and drug
delivery devices as
well as housings for
monitoring

equipment.

Polyethylene terephthalate (PET):

PET is a lightweight but exceptionally strong material with
excellenl mechanical and thermal properties combined with
resistance o abrasives and chemicals. It is an inert material
that promoles tissue growth and is anti-microbial so0 can be
used for surgical implants.

Polyamide (PA) Nylon: Polyamide (PA) Nylon is a lightweight
polymer that is strong and durable with exceptional resistance
o corresion and abrasion. It is heat and chemical resistant to
oil, grease, solvenis and detergent so is ideal for laboratory
equipment, medical device components, tubing and surgical
instruments that require frequent or repeated sterilisation.
Polyoxymethylene (POM or acetal): Known for its
dimensional stability, POM is a rigid, hard and strong
engineering polymer that is low friction and has good electrical
insulation. It is a highly crystaliine thermoplastic that is ideal for
complex components due to its strength and machining ability.
It offers excellent wear resistance and chemical resistance
particularly to alkalis, disinfectants and soclvents. |deal
applications include precision pars for drug delivery
equipment, medical devices and orthopaedic instruments.
Polycarbonates (PC): Polycarbonates have high temperature
and impact resistance which makes them easy to process
without cracking or breaking. PC is transparent, lightweight and
robust which makes it ideal for instruments esed during surgical
procedures. It is also resistant o gamma radiation and can
handle tough stenlisation processes. Other devices PC is

January February 2026 MEDICAL PLASTICS |27



suited to include endoscopic equipment and dialysis
components.
= Polycarbonate/Acrylonitrile Butadiene Styrene (PC/ABS):
PC on its own has poor chemical resistance. It is the
acrylonitrile thal provides the chemical resistance in ABS.
PC/ABS produces a material that has the best of both worlds.
A lot of hospital electrical equipment and devices rely on the use
of PC/ABS, PC, and ABS for the outer housing due to its glossy
appearance and good impact strength.

Ultra Engineered Polymers (UEP) for the
Medical Device industry

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

There is a wide range of I-JEPS and many are described also as
*high-heat” polymers due lo their required high temperature
processing conditions and heal resistance — the major ones
being PEEK, PPSU, PSU, PESU and PEL They have added a
level of performance to plastics thal was relatively unknown until

not that long ago.

These matenals are crucial for medical innovation, as they can

wilhstand demanding environments and multiple sterifization

cycles, meeling the requirements for both current and future

minimally invasive procedures

Key characteristics and benefits

= High performance: |- JEPS possess high lensile and flexural
strength, and excellent impact resistance, allowing for the
creation of strong and durable paris.

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

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

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

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

An important reguirement before using an ulira-engineernng

material is to find a processor that has the knowledge, skills, and

experience necessary for converling them to extruded or

injection moulded components. All of these materials require

specialized equipment; purpose designed toofing and the

knowledge of unigue processing methods.

{ Ref : Spectrum Plastic Group White Paper ).

Manufacturer of Unsterilized Bulk Disposable Needles and Surgical Producrs

@

with Impnﬂad Cannula & Components

186G PINK  1.20 MM
19¢ [JEREEN 1.10 MM
20G YELLOW  0.90 MM
21G GREEN

~ 0.80 MM

\ D

Available sizes for Needles 18G, 19G, ZIJG, 21G, ZZG. 23G, 246 7

Production Fagcility
Automalic Needle Assembly Machine
With Tesling Equipments like

# Penetration Force Measurement Test Unit

? Digital Bond Strength Test Unit

Beacon Plastics

9, Revabhai Estate Part-2, Opp. Shriji Hotel, C.T.M., Ahmedabad - 380 0286,
Pn. ; +91 9824041538 « E-Mail : beaconplastics@hotmail.com e www beaconplastics.com

An 1SO 9001:2015% Cerrified Company
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Next-gen Circular Medtech
Frontier : The Rise of Smart
& Sustainable Plastics

Falgun Jani
Business Head india Region, Freudenberg Medical

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

History & Evolution of Medical Plastics :

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

The specific term “medical plastics,” referring o synthetic polymers used in medicine, came inlo common usage around
the mid-20th century.

In the modem age, Medical Plasties (or "medical-grade® plastics) are refemed o the specialized polymers engineered
and manufactured for use in healthcare applications, ranging from surgical tools and implants to diagnostic equipment

and pharmaceutical packaging.
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This image is a historical timeline of polymers and plastics, charting key discoveries and commercial milestones from
1830 to 1970. It highlights the evolution from natural and semi-synthetic materials to the sophisticated synthetic polymers
that define modem industry.

The evolution of medical plastics from 1970 to the present has transitioned from simple, single-use disposables to high-
performance, biocompatible polymers and 3D-printed solutions. This jourmey has been driven by the need for infection
control, patient safety, and advanced surgical oulcomes.

Decade | Key Developments and Milestones Primary Materials

1970s | Introduction of first flexible plastic IV bag (1970), enabling closed transfusions. PVC, Poly-
Polycarbonate became widely used for its toughness and PEEK was first prepared (1977) carbonate, PEEK

1980s | Firsl artificial heart made primarily with Polyurethane implanted (1982). Rapid expansion of | Polyurethane,
high-performance _plasti-[:s for complex medical tools HDPE

1990s | Use of artificial arteries made of Teflon (1994). Introduction of Polylactic Acid (PLA)asa | PTFE (Tefion),
commercially successful Bioplastic (1980s) PLA

2000s | Rise of Nanotechnology in medical polymers. Advanced prosthetic devices offering greater | Nanoccomposites,

fexibility and comfort became common Bio-Polymers
2010s to | Dominance of 3D Printing for personalized implants and surgical guides. Shift towards Bio-based resins,
2020s | sustainable Biopolymers and anti-microbial vaneties. Engineered
Plastics
January February 2025 MEDICAL PLASTICS E

BATA EERVIEE



m

Healthcare Plastic "OR’ Medical Plastic ?

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

between them.
Healthcare plastics is a broader term enco

all plastic matenals used within a healthcare environmenl,

including non-medical applications like cafeteria utensils, packaging, and office supplies

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

Feature Healthcare Plastic Medical Plastic
Primary Scope Broad use across hospitals and clinics including Specialized polymers for diagnostic and treatment
support activiies devices
Common Uses Cafeteria trays, administrative tools, Janitorial Syringes, Catheters, Implants, Surgical tools, IV
| suppliesand non-sterile packaging o Delivery systems A |
Biocompatibility | Typically not requ1red for non-clinical applications Mandatory - must pass ISO 109393 or USP Class VI
testing
Sterilization Standard cleaning with mild disinfectants Must withstand autoclaving, gamma irradiation or EtO
{Ethylene Oxide) sterlization
Material Origin Often standard commercial or industrial grades Medical grade materials specifically engineered for
high purity & stability
Regulatory Risk | Low, Often classified as non-medical High, strictly regulated by different agencies like FDA
depending on risk o the patient
Examples Industrial grades of PP, PE, PVC, PC, PS, Medical grades of Silicones, PVC, PEEK, PP,
PET, ABS UHMWPE, PMMA, TPU, PSU, PES, PPSU

Linear Economy Vs Circular Economy :-

Linear economy operates on a “take-make-dispose™ model, extracling raw materials to creale products that are

discarded as waste, leading to resource depletion.

Circular economy focuses on “reduce-reuse-recycle,” designing products for longevity and keeping resources in use

to eliminate waste and regenerate natural systems

Linear Economy
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Circular and Linear Economy: The Key Differences

Circular Economy Strategies for Medical Plastics :-
Circular economy strategies for medical plastics focus on reducing, reusing, and recyciing, transitioning from linear "take-

make-dispose” modeis to closed-loop systems.

Key strategies include designing for recyclability, utilizing sterilization for sale reuse, implementing advanced recycling
techniques (pyrolysis; depolymerization), adopting bio-based materials, and employing Extended Producer

Responsibility (EPR).
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Key Circular Economy Strategies:

Design and Material Substitution: Redesigning medical devices o allow for easier, safer sterilization and reuse instead
of single-use. Subshituting conventional piastics with bio-based, biodegradable, or recyclabie altematives.

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

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

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

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

Digital Tracking: Utilizing Al-driven sorting and blockchain to enhance traceability and efficiency in managing and

recycling medical plastic waste.
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Difference between BioPlastics and Biodegradable plastic :-

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

Akey distinction is that not all bioplastics are biodegradable (e.g., Bio-PE), and not all biedegradable plastics come from

renewable sources.
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Bioplastics Examples (Bio-based, not always
biodegradable)

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

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

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

Bio-PET (Polyethylene Terephthalate): Made from bio-
ethanol, used in beverage botlles (e g., Coca-Cola’s PlantBottle).
Bio-PE (Polyethylene): Derved from sugarcane, used in plastic
bags and boltles. Starch-based plastics: Often blended for films
and packaging

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

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

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

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

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

PHAJ/PLA Blends: Freguently used to increase durability while
remaining compostable.

» Bio-based # Biodegradable: Bio-PE and Bio-PET are
bioplastics, but they are not-bicdegradable.

+ Petro-based # Non-biodegradable: PBAT isa
petroleum-based plastic that is biodegradable.

 Bio-based

Blodegradahle

» Owverlap; Materials like PHA and PLA are both bio-based
and biodegradabie.

Rise of Smart & Sustainable Plastics :-

= Smart plastics, also known as intelligent or active plastics, are a
type of plastic materal enginesred o respond lo extemal
stimuli like heal, light, or pressure.

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

= This gllows them o interact with their environment, monitor
conditions, and polentially change their properties or behaviour
in response.

= The term ‘bioactive materials’ was defined by Hench et al

(1971) as “a bivactive material is one that elicils a specific
biclogical response at the interface of the materal, which
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Bioplastics are increasingly used in the medical field for
biocompatible, biodegradable, and sustainable applications,
including drug delivery, lissue engineering, and temporary
impianis like stents or sutures. Commeon types include PLA, PCL,
and PHA, which offer advantages like controlled resorption in the
body, reducing the need for secondary surgeries.
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Here is a structured overview of smart polymers and their
expanding role in medical device innovation.

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

Types of smart polymers Advanced technoloales
« Stimutl respansive: pH, T externl = Motecular imprinted
flela, bioconjugates * Nanopatieming surfaces;
+ Hydrogets, shape memony ponvmers nanolithograpty
= Mictoffuldics

+ Nanopastiches shd surfaces J
( Smart polymers )
For medical devices
|

Maval applications
Sfmart polymers-baged  Minimally invasive
madical davices

Cancer therepy

results in the formation of a bond between the tissues and the surgery
alecal” Diagnoss Biosensors Mmg:::::“
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It highlights two foundational pillars that enable the development
of these advanced matenals:

Conclusion & Key Takeaways :-
Transitioning to a circular Medtech economy reguires a

commitment to high value, affordable healthcare. By prioritizing
innovative product design, responsible manufacturing, and re
use strategies, the mdustry can safeguard supply chaing, reduce
environmental impact, and build 2 sustainable healthcare future.

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

2. Advanced Technologies that enhance their funclionality,
such as molecular imprinting, nanopattemed surfaces using
nanolithography, and microfluidics.

The term plastic comes from lhe Greek word “plaslicos”, meaning copable of being malded or
shaped. This praperly refers lo the abilily of these malarials o be formed inle a variely of shapes Anather
commonly used larm for plastices is palymers — alse denved from Greek languoge where “poly” is many and “mer” iz o unil or
port. Therelore o mateniol thant can be shoped in various forms and is composed of a long chain of many repeating units is
dofines as-a plastic.

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

We serve our dients by providing services, syslem
implemenlalion, fruining, licensing, regulotory
opprovals, and cerifications. The Knowledge and »
experience of our ledwicolly expert leam help our L -
dienl 1o ochieve desired results. Our cost-effedive r
services, limely deliverables. We help monufodurers
lo implemen! process developmenl, products
developmen o ensure sofe ond elffedive produds for
theend users. !

Products Developments Tool & Die Development

o

Plant Setup for
medicals Devices

* Layout Designing

* Drug License MD-5 (For Class A & B)
* Drug License MD-9 (For Class C& D)
* 150 13485:2016

+ Technical Documentation

* Import License for medical devices

Contact Details:

SAIMAX HEALTHCARE & SURGICALS et b

TC-524D0, 5th Floor, Capital Highdtreetl, Phool Bagh Chowk, ——

Riico Ind. Area, Bhiwadi, Rajasthan-301019 T e
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Calk@ +91 9716263625, +97 7023353183 o
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Qosina and Informa Markets Launch Student Education Initiative
to Empower the Next Generation of MedTech Engineers

RONKONKOMA, NY—lanuary 21.2026— Building on more
than four decades of collaboration, Qosina, a leading global
supplier of OEM medical device components, and Informa
Markets today announced the launch of a new Student Education
Initiative designed to empower fulure medical technology
engineers through hands-on industry exposure, professional
networking and real-world leaming opportunities.

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

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

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

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

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

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

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

About Qosina

QOosina is a leading global supplier of OEM single-use
camponents to the medical and biopharmaceutical indusiries.
With over 45 years of expenence, Qosina offers one of the world's
largesl 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 calalog, Qosina provides custom sourcing, molding
and assembly solutions. Headquartered in Ronkonkoma, New
York, with a European office in Milan, ltaly, Qosina serves
customers worldwide with a commitment to quality, compliance
and innovation.

Improving Recyclability and
Market Value

= Avoid mulliple material types used within one
product

= Avoid paper tapes or labels attached directly
to producis

* Avoid metalized plastics and paper/film
packaging combinations

* Allow for the identification and removal of
product residue

* Minimize the use of pigments in products

TMIT
:d

( E 1023

JIMIT MEDICO
SURGICALS PVT. LTD.

AN IS0 13485 : 2012 &c GEEHTIFIED COMPANY

Manufacturers & Exporters of
Disposable Medical Devices
Infusion Set, Blood Administration Set,

IV Cannula, Urine Bag, Catheters, Gloves,
HIV KITs, Ophthalmic KiITs, Ophthalmic Knives

(Blades), Cap, Mask, Gown, Drapes, Bandages,
Dressings etc.

Specialized in Handling Large Quantity
& OEM / Contract Manufacturing

Factory : 16, Ranchodnagar, Mear Vinzol Railway,
Crossing, Valva, Ahmedabad-382445, INDIA

Tele : +91-79-25835567, +91-79-25834850

E-mail; info @ jimitsurgicals.com » Web: www.jimitsurgicals.com
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QOSINA

Thousands of Stock Components

For nearly 45 years,

Ciosina has been a trusted partner to
medical device engineers, providing
thousands ol in-slock componenis
and innovative solutions to meet the
industry’ s evolving needs. Cosina
defivers high-quality components
and practical support.

Serving diverse applic .qhunr Qosina's
extensive product portioli '

5,000 components acros
ories. th same- d;w ﬂh.ppmq

customized solutions thal meet your
project’s unique demands.

Whether you're In the design or
develapment phase, Qosina is here
to support you with practical, reliable

; solutions at every step.
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= = Log on to gosina.com today o see
— e our full product offering.
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Abstract

Polytetrafluoroethylene (PTFE) has played a foundational rofe in
medical device engineering due 1o its biocompatibility, chemical
ineriness, and durability. ts clinical relevance has expanded from
early vascular grafts to modern smart matenals and drug eluting
systems. Recent regulatory assessments continue to confirm its
salety in medical applications.

1. Introduction

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

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

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

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

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

Evolution of PTFE in Medicine:

Early Adoption [1960s—1980s)

PTFE's entry into vascular graft applications during the 1960s

revolutionized cardiovascular surgery. Advances in the

1970-80s improved PTFE's porosity and biocompatibility,

leading o ePTFE. [1]

Diversification (1990s-2010s)

PTFE use expanded to dental implants, orthopaedic

components, surgical coalings, and microfluidic diagnostic

devices, supported

by nanotechnology-driven surface engineering. [1]

Modem Innovations (2010s—present)

Recent developmentis mclude:

« PTFE composite biomatenals

= Drug eluting PTFE structures

=« Surface biofunctionalization

= Manostructured PTFE for regenerative medicine [1]

2. Material Properties Relevant to Medicine

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

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

2.3 Extremely Low Friction Surface
PTFE has one of the lowest fricion coefficients of any solid
miaterial. This lubricity is essential for medical devices that
must glide through the body [4]. PTFE enables smooth
passage of catheters, guidewires, stenis, etc. It also reduces
irritation, while its non stick surface prevenls lissue
adhesion—important in wound dressings and surgical
instruments. [5]

2.4 Porous ePTFE Enhances Tissue Integration
Expanded PTFE (ePTFE) has controlled porosity that
supports lissue ingrowth, making it critical for vascular grafis,
patches, and reconstructive implants [1]. It also enhances
tizsue integration and healing, especially in vascular grafis
and reconstructive grafting.
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Fig-1, Porous structure of Expanded PTFE

2.5 High Thermal Stability Supporting Sterilization
PTFE withslands aulnclaving, gamma irradiation, and other
sterilization technigques without degradation. This makes it
suitable for reusable surgical lools and diagnostic
components [4]

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

3. Purification required in PTFE

lene (PTFE) does not naturally exist in a form
suitable for medical devices. It must undergo a series of
engineered processing steps to achieve the required purity,
mechanical properties, porosity, biocompatibility, and shapes
neaded for implants, catheters, grafts, and diagnostic tools. The
transformation from raw polymer to medical grade PTFE involves
polymerization, purification, moldingfextrusion, controlled
expansion, and surface modification.

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

The polymerization process produces PTFE resin in forms
such as:

= Fine powder

« Granular resin

= Aqueous dispersion

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

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

3.2.1. Removal of Residual Monomers and Processing

Aids

PTFE is produced through polymerization of
letrafluoroethylene (TFE). After polymerization, the raw
PTFE contains residual monomers, surfactants, catalysts,
and emulsifiers, all of which must be removed to achieve
medical-grade purity.

Keg.r Furification Steps

bodily fluids, which depends entirely on proper purification
(3L
3.2.2. Particle Purification and Size Control

Medical PTFE must have precisely controlled particle size

and molecular weight to ensure predictable extrusion and

molding behaviour.

Methods Used

= Mechanical sieving to ensure narmrow particle size
distribution.

= Centrifugal purification to remove ulira-fine pariicles
and aggregates.

= Chemical neutrality testing confirming absence of
reactive species.

Thesze refinements ensure the mechanical reliability of

PTFE medical products such as catheters and grafls,

which depend on smooth extrusion and structural

consistency. PTFE's beneficial properies, such as low

friction used in catheters, rely on this precision [4

3.2.3. Removal of Extractables and Leachables
Extractables and leachables refer to chemicals that may
migrate from the material into the patient’s body.
Purification Techniques
= Hot solvent extraction {using high punty alcohols).
= High-pressure deionized water flushing.
= Thermal vacuum cycling to drive off trace chemicals.
These sleps are necessary because recent FDA reviews
of PTFE medical devices confirm that pabient safety is bed
te ensuring no harmful substances leach out of
fluoropolymer components [2].

3.2.4. Purification During ePTFE Production
Expanded PTFE (ePTFE), essential for vascular grafts
and surgical implants, requires further purification during
and after expansion.

Steps Include

= Controlled stretching to create microporosity.

= Complete removal of lubrication oils used during
extrusion.

= High temperature sintering o stabilize structure.

The tissue integration ability of ePTFE, which makes it

invaluable for grafis and patches, depends on achieving a

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

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

Final Cleaning Procedures

= Plasma cleaning o remove organic residues.

= Ultrapure water rinsing to remove particulates.

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

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

= Thermal outgassing to evaporate and remove volatile Parameter Medical Grade Requirement
MONomEers. I —— deteciahle
* Repealed washing and filtration to eliminate emulsifiers = z s
and polymerization residues. Smﬁda_n‘ts."&lmulafﬁs Non detectable or <1 ppm
= Vacuum drying to ensure no moisture or processing Lubrication oils 0 ppm defectable
contaminants remain. Particulates =10 pm Very low {cleanroom standand)
These steps are critical because PTFE's medical value Heavy metals Below toxicological limits
comes from ils non-reactive nature and resistance to Endoloxins Below medical device regulatory limits
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These purity controls align with the FDA's fluoropolymer safety
review, which confirms PTFE remains safe when manufactured
according to stringent purification and processing standards.
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Forming PTFE into Medical Device
Structures

Compression Molding & Sintering

PTFE powder can be molded and sintered into:

= Surgical instrument coatings

= Solid componenis

= Seals and gaskels

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

Paste Extrusion for Tubes & Catheter Liners

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

= Ultra-thin, smooth-walled tubing

= Low-friction catheler liners

PTFE's lubricity is critical in minimizing friction and
improving patient comforL. [3]f5].

Film Stretching & Skiving

For wound dressings, membrane filters, and implantable
patches:

= PTFE blocks are skived into thin films

= Films may be stretched to adjust porosity

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

Expansion to Create ePTFE (Expanded PTFE)

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

This creates:

= A microporous structure

= Tunable pore sizes

= High flexibility

= Tissue integrative surfaces

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

Surface Modification & Biofunctionalization

Modern medical applications require PTFE surfaces o
perlorm specific biological functions. Technigues include:
« Plasma treatment to improve cell adhesion

= Chemical grafting for improved tissue compatibifity

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

Quality Control and Regulatory Testing

Before PTFE can be used in medical devices, it
u .

= Biocompatibility testing

= Extractables and leachables analysis

= Mechanical integrity tests

= Long term siability evaluations

Clinical Applications of PTFE
implantable Devices

Vascular Grafis

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

41.2

4.1.3

|

;
—

Fig-2, PTFE vascular Grafts in blood diafysis
Stents and Guidewires
PTFE is commonly used as a lubricious coating for
cardiovascular and urological stents, supporting reduced
tissue adhesion and improved delivery. [5]

=

Fig-3, PTFE guidewires

Orthopaedic and Dental Applications
PTFE composites are used in orthopaedic and dental
reconstructive materials alongside PEEK and titanium-

based systems. [5]

Fig-4, Guided bone regeneration using PTFE membrane

4.2

421

422

Interventional and Minimally Invasive
Devices

Catheters

PTFE coatings are widely adopted for intravenous,
urinary, and cardiovascular catheters due to its lubricity
and patient comfort advantages. [5][6]

Fig-5, Guide catheters PTFE

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

Fig-6, Ultra-thin PTFE tubing
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Medical Instruments and Diagnostic Equipment
PTFE is used in:
= Surgical forceps, scalpels
= Syringe filters
= Mass spectrometer components
= Lab on chip microfluidic platforms
[6]

5. Standards:

Standard Purpose Key Criteria Reguired

ISD 10993 | Biological safety | No cyiotoxicity, no iritation,

no sensifization, no systemic tmocity,
hemocompatibility | 10]

15013485 | Quality Confrolled manufacturing, traceability,

management | contamination control [10]

ASTM Mecharical & | Tensile sirength (D638), biological test
Standards | chemical method guidance (F748), mechanical

Device & Biocompsatitslity, no hammiul leachables,

perfonmance reliability [7)

indusiry Purity | Medical-specific | Zero residuals, minimal particulates,
Standards

purity high sieriiization resistance [2]10]

8.
8.1

8.2,

8.3.

Market Landscape

The global medical PTFE market was worth $3.98 in 2023
and is expected to reach 37.0B by 2033. Surgical
applications account for 45% of usage, followed by
cardiovascular (30%) and orthopedic (25%). [4]

Regulatory and Safety Assessment

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

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

Future Directions

Shift Toward Smart, Drug Eluting, and Bioactive PTFE
Systems

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

Rise of Electrospun and Double Expanded PTFE for
Next Gen Grafts

Electrospun PTFE membranes show superior
hemocompatibility, while double — expanded PTFE
(dePTFE) with hydrogel layers significantly improves
compliance, burst pressure, and endothelalization—all
essential for small diameter vascular grafts. [16], [15]
Industrial Scale Precision Processing Will Enable
Uniform ePTFE Devices

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

8.4. Regulatory Endorsement Supports Continued PTFE

Use
FDA's 2025 evaluation concludes PTFE remains safe,

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

8.5 Patents Reveal Next Generation Catheter Liners and
Uttra Thin PTFE Structures
« Tie layer coated ePTFE liners for improved adhesion and
lubricity

« Stretched PTFE liners with greater toughness and
controlied friction

= Ultra thin {<0.001") PTFE catheter liners for deeper
vascular navigation

These enable future catheters with higher flexibility, lower

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

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

8.7. Advanced Mechanical Modelling Will Accelerate
Device Development
A new anisotropic constitutive mode! for ePTFE enables
precise surgical simulations and accelerates the design of
vascular grafts and slent grafts. Such models will integrate
deeply in reguiatory submissions and design cycles. [19]

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

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

B8.10. Electrospun Stent Grafis and Drug Eluting ePTFE
Companies are achively commercializing electrospun PTFE
membranes and launching drug eluting ePTFE slent grafts
with clinical trials underway (DEScover Trial). This
demonstrates a rapid shift from R&D to marketed advanced
PTFE vascular devices. [28], [29], [30]

9. Conclusion
PTFE continues to be indispensable in modem medicine,
supporied by ils biocompatibility, stability, and diverse
applicability. With ongoing advances and regulatory
validation, PTFE is s=t to remain a critical component in
future medical device innovation.
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Who is Lubrizol? Our Scale, Science, and Focus
Lubnzol's science is embedded in products people rely on every

day—from personal and home care to transporiation,
electronics, and, importantly, healthcare. Our zdvanced
materials enable performance in everything from medical
cathelers and dental aligners to the electric vehicles that support
modem healthcare logistics. This breadth isn't incidental—it
reflects deep, cross disciplinary expertise in chemistry,
formulation, and application development, all of which directly
strengthen the medical devices we help bring to market.

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

Medical Device Capabilities: End-to-End
Partnership

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

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

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

Thermoplastic Polyurethane (TPU)
Fundamentals: Chemistry and Versatility

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

Understanding Thermoplastic
Polyurethane: An Adaptable
Material for Medical Devices

Surendra Kumar Pandey
Technical Marketing Manager, Lubrizal

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

This chemistry can be tuned across polyether and polyesier
backbones o dial in properties like hydrolysis resistance,
oxidative stability, and barrier perfformance. From a processing
standpoini, TPU is thermoplastic—so you can exirude, injection
moid, solvent cast, dip, spin, coat, 3D print, bond, or blow it. That
breadth of processing methods empowers design teams o
iterate quickly, integrale features, and reduce assembilies.

Is TPU the Right Material? Decision Criteria

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

TPU slands oul because we can wne stiffness, sofiness, and
strength while still leveraging thermoplastic process economics.

Why Medical TPU from Lubrizol

Amedical grade TPU from Lubrizol is more than a malenal—it's a
quality and regulatory partnership. You benefit from 1SO 9001
manufacturing, strict change control processes, product integrity
risk management, and strong medical device regulatory support
backed by biocompatibility expertise and long term supply
continuity planning.

TPU outperforms silicone in catheter and ubing applications with
higher strength, thinner wall capability, and superor burst
parfformance. TPUW's unigue softening behavior is a clinical
advantage: stiffer at room temperature for trackability and
placement and softening at body temperature to enhance patient
comfort. As a thermoplastic with high melt strength, TPU also
enables efficient secondary operations like lipping, reflow,
thermal forming, and integrated features.

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

Lubrizol's Medical TPU Portfolio

Lubrizol’s families cover the performance envelope required by

today's devices:

=« Pellethane®, Tecoflex®, Tecothane® TPU: Workhorse
polyether grades for peripheral vascular and gastric
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catheters—combining strength at thin walls, easy colorability
for identification, patient-comfort softening, and compatibility
with radiopacifiers for X-ray visibility.

= lsoplast® TPU: Aromatic TPU for high tensile and impact
strength, dimensional siability, oplical clarity, and excellent
chemical resistance—ideal when solvents, lipids, or
aggressive disinfectants are in play.

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

This portfolio allows engineers to choose the optimal balance of

softness, resilience, clarity, chemical resistance, and

processability for each component.

Latest Innovation in Medical TPU: Tolerathane™
TPU

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

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

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

India and US Market Relevance

India’s MedTech industry is rapidly scaling, driving demand for
high periormance polymers that meet global standards while
supporting local manufacturing. Lubrizol's upcoming Tamil Madu
facility brings precision TPU and advanced extrusion
capabilities—such as tri layers, braiding, and balloon
tubing—closer to Indian OEMs and multinational device makers.

This local presence shortens lead times, reduces logistics risks,
and accelerates validation.

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

Putting it All Together: What This Means for
OEMs

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

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

= Performance tuning: From Pellethane®, Tecoflex®,
Tecothane® to |soplast® and Tolerathane™ , you can tune for
flow, kink resistance, clarity, chemical resistance, or chronic
stabifity—within one pariner ecosystem.

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

Summary & Closing

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

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

Speaker Contact:

Surendra Kumar Pandey

Technical Marketing Manager, Lubrizol

Email: Surendra Pandey@l ubrizol.com

Phone: +91-B657033987

Lubrizol Marketing Matenals India Pyt Lid., Mumbai

Mote: This transcript aligns with content presented at the Medical
Plastics Conference, Plastindia 2026, and the Lubrzol medical
TPU portiolio overview.

Disclaimer: “The author of this article serves as the Technical
Sales Manager at Lubrizol Advanced Malenals India Private
Limited. The views and opinions expressed herein are solely
those of the author and do nol necessarily reflect the official
policies or positions of Lubrizol or its affiliates ”
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Global Trends

Shape Memory Polymer Market Trends
These polymers (like shape-memory alloys) will “remember” their = Orthopedic and Surgical Tools: Seli-tightening sutures,
original shape when deformed, and flip back to the initial shape bone fixation, and tissue scaffolds.

when exposed to an external stimulus. * Controlled Drug Delivery: Smart polymers designed to
The stimuli may be an electric field, light, changes in pH-value, or release medicalion based on environmental trigger

as most commaonly, changes in temperature.

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

The global shape memory polymer
market size was estimated at USD
927 66 million in 2022 and is expected io
grow at a compound annual growth rate
(CAGR) of 23.35% from 2023 to 2030.
The growing use of shape-memory
palymers (SMPs) in the medical industry
iz projected o drive the growth of the
market. The U.5. market has
experienced strong growth in recent
years, with several factors leading 1o this
expansion. The advancement and
increase in R&D activiies in numerous
sectors in the U.S. are expecled to drive the growth of the U.S.
market. Shape-memory polymers are used in the aemspace and
defense sectors in the U.5. for varous applications, such as
morphing aircraft components and self-healing materials.

The ghobal shape memory polymer (SMP) market for medical
devices is experiencing rapid growth, projected to exceed USD 5
billion by 2030, driven by the demand for minimally invasive,
biocompatible, and intelligent, seff-repairing materials. Key
applications include smart slents, orthopedic scafiolds, sutures,
and surgical tools thal offer enhanced control and reduced
trauma compared o traditional matenals.

Market Growth and Trends

= Key Drivers: The surge is fueled by an aging population, rising
demand for minimally invasive surgeries, and advancementis in
biomedical engineering.

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

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

Key Medical Applications

= Cardiovascular Devices: SMP stents, endovascular devices,
and embualization devices that trigger at body temperature.

mm MEDICAL
PLASTICS
I NDI A
EB Medical Plastics

Medical Devices

I N D I A Diagnostics« Pharma

www.medicalplasticsindia.com

Key Market Players and
Regions

= Top Players: Major companies
involved in the development of shape
memory materials include BASF
SECovestro AGEvonik Industries
AGSMP Technologies Inc, and
Comerstone Research Group Inc.
= Regional Dominance: North America
currenlly holds the largest market
share (approx. 38.5%) due to high
demand for advanced medical
technologies and significant R&D.
The markel is shifting toward malerials
that offer higher biocompatibility, precise
recovery accuracy, and improved
respansiveness, making them crucial for
next-generation, pabient-specific medical
solutions.
hilps#www.grandviewresearch. comindustry-analysisfshape-
memory-polymers-market-report

MORRISONS

LIFECARE PVT. LTD.

Manufacturer of

SURGICAL DISPFOSABLE & MEDICAL DEVICES
with stule-ol-art manelactaring & malnluining Interastioaal Stundards

CEIIBOGMP

MORRISONS' caters to the needs of:

Ll | Anaesthesia | Surgery | Gy nmee & Dhst. :' Orrthopedics

Mol Anna Street. Padikuppam, Channal - 30 107, India
Phi: 91 - 44 - 28155047 | 20156047, Tedafax: 31 - 44 - 26154047

smadgmomsomlifecans.com

www.morrisonslifecare.com
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Country Profile

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

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

Class A (low risk)

Class B (low-medium risk)

Class C {medium-high risk)

Class D (high risk)

Additionally, for combination devices, a fifth category is also
prescribed. For Class A devices, review time is two months, while
for other categories, it is 6 o 8 months. Applications are to be
submitied through the MEDCAST system, which is onfine.
Manufacturers and imporiers need an “establishment license”.
Manufacturers with no local presence in Malaysia are also
required to appoint a Malaysia Authorised Representative.
Submissions are supposed to be made by this local company that
acts as the license holder (Malaysia Authorsed Holder, or MAH).
One very imporiant point i the involvement of CAB. All the
applications need a Certificate of Conformity from & Conformity
Assessment Body (CAB) that is authorised by the ministry.
However, medical devices with approval from specified reference
countries are allowed a window of up to 5 years to submit this
Cerificale of Conformity under the fastirack system. Such
applications will be issued a provisional registration for this
period.

the value chain in manufacturing,
however, are challenges.

Medical Device Registration in
Malaysia

The Medical Device Act 2012 stipulates
that MDA (Medical Device Authority under
the Ministry of Health Malaysia (MoHM) is
authorised to grant registrations for

medical devices. The process of
registration follows the ASEAN Medical

Highlights

level products

* High dependence on Imporis for higher-

* Predictable registration with
documentation in English
* Quisourdng possibilities for gloves and

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

The following Government website
for medical device registration gives
a very delailed description of the

Devices Directive (AMDD) standards. The totheters whaole process iﬂrEﬁgliSh, along with
classification of medical devices in many links leading to the relevant
Malaysia follows the standard four classes subjects.
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hitps://portal. mda_gov.myfindex. phpfindustry/medical-device-
registration/medical-device-registration-information
Medical Devices Market

Broad scenario:

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

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

Market in numbers:

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

Markel growth rate — The medical device market growth rate i1s
about 7.5% pa.

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

Opportunities and Challenges

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

: Attention :

MEDICAL PRODUCTS MANUFACTURERS
FOR
Surgical Peelable & Tearable Pouches,
Lids & Reels For Sterilized
Medical Disposables & Devices
Contact ;
Surgi Pack India Pvt. Ltd.

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

Contact Person :

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

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

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

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

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

VG

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

re-employment of Dr. Rajeev Singh Raghuvanshi as Drugs
Controller (India), Central Drugs Standard Control Organization
(COSCO) on a contract basis for a further period of one year
we. f.01.032026, ortill the appointment of a regular incumbent io
the post, or until further orders, whichever is the earliest, by
keeping the Recruitment Rules (RRs) for the post in abeyance,” ..
The DCGI heads the Central Drugs Standard Control
Organisation (CDSCO)which is responsible for ensurning quality
drugs supply across the country. It also has authonty lo give
approval to new drugs and regulating clinical trials.

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

Read more at:

https:feconomictimes.indiatimes. comfindustry/healthcare/biote
chipharmaceuticalsfacc-clears-dr-rajeev-singh-raghuvanshis-
reappoiniment-as-drugs-controfler-

indial/articleshow! 128888994 cms?utm  source=contentofintere
stiutm_medium=text&utm_campaign=cppst

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

“The Central Drugs Standard Control Organisation’s (CDSCO)
decision to enhance factory inspections for drug regulation
compliance by engaging QCl's NABCB-accredited certification
bodies is a commendable step toward infegrating third-party
Medical devices set this precedent, and it's hightime Class C&D

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

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

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

New Delhi, [8th March 2025] — In a significant move towards
enhancing India's healthcare mnovalion ecosystem, the Indian
Council of Medical Research (ICMR) has launched the Medical
Innovations Patent Mitra initiative during the International
Symposium on Health Technology Assessment (ISHTA). This
program, developed under the guidance of NITI Aayog and in
parinership with the Department of Pharmaceuticals (DoP), is
supporied by the Depariment for Promotion of Industry and
Internal Trade (DPIT). It aims to provide end-to end guidance
and handholding support to innovators for patent filings and
technology transfer of medical innovations o industry. The
launch was followed by a panel discussion that brought together
bureaucrats, industry leaders, investors, and public health
experis {0 explore the challenges, opportunities, and strategies
for enhancing patent filing and technology transfer in the context
of translational research and medical innowvation.

The Hon'ble Minister of Health and Family Welfare, Shn J.P.

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

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

For more information on the Medical Innovations Patenl Mitra,
visit patentmitra.icmrong.in.

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

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

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

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

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

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

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

He =aid that the goal should be mutual growth anchored in
quality, transparency, and patient safety under a Mutual
Recognition Agreement based on common IS0 standards.
AiMeD is looking forward to reviewing the fine print and the
follow-on cooperation discussions.

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

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

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

instruments and disposables which India specializes in.

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

Elaborating ADMI's stand, Mahajan said, *The conclusion of the
India—EU Free Trade Agresment marks a defining moment for
India's diagnostics and in-vitro diagnostics industry. With
preferential access for over 99% of Indian exporis to the
European Union, the FTA significantly strengthens the global
compeliiveness of Indian VD manufacturers, particularly those
driven by innovation, quality manufacturing, and reguiatory
caompliance®.

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

Importantly, the FTA aligns strongly with the ‘Make in India’ vision
by enabling Indian dizagnostics manufacturers, including MSMEs,
to integrate deeper info European value chains while continuing
o invest in RED, quality systems, and global cerifications. As
demand for reliable, affordable, and scalable dizgnostics rises
globally, the India—EU FTA positions Indian IVD companies as
trusted pariners in strengthening healthcare systems across
Europe, opined Mahajan.

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

The European Union is India's one of the largest trading pariners,
with bilateral trade in goods and services growing steadily over
the years. In 202425, India's bilateral trade in goods with the EU
stood at Rs. 11.5 lakh crore ($136.54 billion) with expaorts worth
Rs. 6.4 lakh crore ($75.85 billion) and imports amounting o Rs.
5.1 lakh crore ($60.68 billion). India-EU trade in services reached

Rs. 7.2 lakh crore ($83.10 billion) in 2024.
htips:/www.pharmabiz.com/NewsDetalls.aspx?aid=183856&si
d=1
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“ MEDICAL PLASTICS DATA SERVICE” RECEIVES
16 TH MT INDIA HEALTHCARE AWARD 2026 AS
“MOST PROMISING COMPANY IN TRAINING & CAPACITY BUILDING™

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

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

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

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

Fake IS0 Certificates Claiming Safety And Quality Of
Medical Devices Need To Be Verified: Experts

Experts have cautioned that fake International Organization for
Standardization (150) cedificates claiming safely and quality of
medical devices need o be verified by the privale and
government hospital procurement and purchasing agencies in
India. It has been leamt that cases of fake cerificates have been
reported by govemnment healthcare instituions and agencies
running healthcare schemes in India in the past few years.
“This has been happening due to lack of awareness around
verification of these cerificates and associated accreditation
syslems giobally. 1SO 9001 certificate for any sector including
Pharma and Ayush or IS0 13485 certificate for medical devices
can be verified at hitps:/fwww.iafcertsearch.org/. These fake
certificates are issued by cerifying agencies nol accredited
under the international system operated by International
Accreditation Forum (IAF) which is now known as Global
Accreditation Cooperation Incorporated (GACI). It maintains a
giobal database of certificates for some of the 1SO standards
including 150 9001 and IS0 13485 which are extensively sought
in the healthcare sector” informs Anil Jauhn, former CEO,
National Accreditation Board for Cerification Bodies (NABCE).
IAF CertSearch is the only giobal platform backed by the IAF,
accreditation bodies, and certification bodies. It enables industry,
regulators, and governments to verify some specific 1SO
certifications quickly and accurately.

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

accreditation policies and procedures and enable more
consistent application of standards across seclors and borders.
There is a continuing risk of fake certificates on product quality
flooding Indizn medical devices market despile proper regulatory
regime in place. A new medical device licensing regime- new
Medical Device Rules (MDR}- 2017 has been implemented since
Octlober 1, 2023. While MDR, 2017 does not require 150 13485
certificates and has instead prescribed its own quality
management systems (QMS) vide Schedule 5 many
manufacturers still go for 150 13485 for iis market value
especially in global markets.

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

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

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

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

Class C (Moderate-High Risk): Class C devices are invasive,
entering the bedy through a body orifice or making contact with
the internal body fluid path. Examples include devices like bone
fixation implants, heart valves, and intraocular lenses (10Ls).
Class D (High Risk): Class D devices are invasive and come into
contact with the cardiovascular sysiem, and central nervous

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

The classification is based on several factors, including the
degree of invasiveness, duration of use, polential for local or
systemic adverse effects; and the risk associated with the
device's intended use.
htips:/www.pharmabiz.com/NewsDelalls. aspxPaid=183562&si
d=1

Shape-Memory Polymers Redefine Heart Valve Implants

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

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

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

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

The unique properties of these polymers allow the valves to be
compressed culside the body and delivered through the femoral
arteries. Once in place, they expand naturally when exposed to
body heat.
"There's no need for any external intervention to open those heart
valves up,” Ravanbakhsh added. This eliminates the need for
balloons or other devices traditionally used o deploy hearl
valves, making the procedure less invasive and potentially safer
for patients.
The American Heart Association (AHA) recently awarded
Ravanbakhsh a $200K research grant to develop these heart
valve implants. The AHA's Insblubonal Enhancement Award
provides two years of support in the university's BioEngineering
for Translational Applications Laboratory (BETA Lab), which
Ravanbakhsh leads. The lab focuses on functional biomatenats
and biofabrication technologies for lissue engineering,
regenerative medicine, and therapeutic applications.
https:fwww plasticstoday. comimedical/shape-mermory-
polymers-redefine-heart-valve-implants

ISO 9001:2015
Certified Company

S. Nath & Co.

Excellence in Quality

Manufacturer & Exporter of
Surgical Disposable Products since 1980

* Infusion Set

* Blood Administration Set
* Urine Collection Bag

* Mucus Extractor

* Umbilical Cord Clamp

« Scalp Vein Set

* Measure Volume Set

* Microdrip Set

* Tubes & Catheters

* Specimen Containers

INESTE

Address:

S.Nath & Co.

B.M. Estate, Near Uttam Dairy, Sukhramnagar,
Ahmedabad-380021, Gujaral, India.

Contact No: 9825360531

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

UNIK AL
CONSLILTANTS

We are a leading consuiting organization Providing integrated

services with focus on compliance with quality management

systems and intemational regulations and project management

specializing in Medical Devices:

= OMS as per EN 1SO 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 Il
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 Reguiatory Centre in Europe.

) uNIKAL cCONSULTANTS
5, Gayal Plaza, Vastrapur, Almedsbad 80015 INDIA

‘Wabsile: wearaunialconsultants com Emsl sanayiBunicsionsaitsnis. com; wnikafiigmeal com
Tet +01 (D)75 ABOOTESD, M +81 SE2401TE50
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"9 Celanese

The chemistry inside innovation

EVERY DAY MORE THAN 150 MILLION PATIENTS RELY ON

CELANESE MEDICAL POLYMERS
TO IMPROVE THEIR QUALITY OF LIFE

REDUCE RISK AND TIME TO MARKET

FOR YOUR MEDICAL DEVICES

Engage our team for

* Dne-on-one guidance an material options

* Ragulatory and quality management®

* Tooling optimization and process validation assistance

*incluged in the Celanese Medical Technolagy service pockage

HOSTAFORM® MT* POM  Engineered materiatsfor complax drug delivry ani
Drug Delivery & CELANEX® MT* PBT « Inhatation (OPI, MDI, BAI, Dose Counters)

Medical Devices FORTRON® MT* pps  * Injection [Dose by Dose, Autoinjector, Emergesicy)
VECTRA® MT® LCP « Smart Devices & Wearables [Smart ﬂﬂlmﬂnﬂ. LGM,

» Surgical Tools
GUR™ URMW-PE Hip, knee & other implant applications whare

Orthopaedic [ong-lerm implantation and wear performance
Implants i it

] = ATEVA™ GEVA Cryogenic Storage Bags, Medical Bags, Blow
Primary Packaging CELANESE LDPE Fill Seal, Tubing and Extrusion Coating
& Fluid Handling

Learn more about Celanese India’s commitment

Controlled Release Fxcipient a to the medical and pharmaceytical industry
Pharma Ingredients b Contacts: Q) 191.72-67696200

& Excipients =
healthcare celanase.com

healtheame@celanese.com




AMBICA MEDICARE ENGINEERING @@

An IS0 9001-2008 Certified Company

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

Auto - Sliding Door
Auto - Center Door
Manual Type Door

* ETO Sterilizer Plant

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

* Multicolumn Distillations Plant

* Pharmaceutical Sterilizer Tunnel

*+ Pure Steam Generator

* CIP System

* SIP System

* Pressure Vessel

* WF| Vessel

» Chilling Tank

* Rubber Stopper washer Sterilizer - Bunk Processer

Ambica Engg & Fabricators

Ambica Medicare Engineering

Plot No. 362, B'a Om Shant School, Near Sakriba Party Plot, Amraiwadi Road, National Highway, Ahmedabad-380 026.
Phone ; 079-25856820 Fax : 078-26B56820/25305927 M : 09426000872 / 05098716586

E-mall : amblcamedicare @ yahoo.on.in Webslte | www.ambicamedicareenagg.com

Caontact - My, J. R, Panchal, Mr. Amit J. Panchal




Speciality Medical Medical Regid PVC
Compound Compound Compound

| Kare USPs

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

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

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

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

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

. Our Medical PVC Compounds are tested and complies to the global regulatory
requirement of 1ISO 10993 and ISO 3826.

| Kare Compounds Pvt Lid

@ Sr No 244/14, Gala No. 1, Vraj Industrial Park, Morai, Vapi, Gujarat Pin 396191
) +71 95179 11553, +91 23770 00387 &8 ikpp10815@gmail.com | care@i-kare.in




Addition to Engineering - New Production
Facility for Medical Device Manufacturing

Clean Room with

ISO 13485

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

® Assemblies & Contract Manufacturing. Commericial Tool Room

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

Raw material handling PP, PET, ABS, PC, PLA, PEEK, P3,
Pebax ect.,

73058-14196
+91 422 6616500

wisw fecsindia.com

D) @D

comtactitlecsindin.com , infe@lecsindiacom

&

Contract Manufacturing



Invisible Contribution..
Visible Success!

PVC COLOURING COMPOUNDING
& PROCESSING

b4, GIDC, Phase-1, Opp. Citizen Industries, Naroda,
Ahmedabad-182 330. Phone : (079-2281 2004,
Teelefax < +91 79 2282 2006, E-mail : infof@pveiplastics.com
Website : www.pvelplustics.com
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Applications, Book Review, Company Profifes,
Country Profiles, Design, Discovery, Eminent
[nstitutions, Eminent Personalities, Events, Global
Opportunities and Trends, Health Update, import-
Export News, Indusiry News, Manufacturing,
Markets, Materfals, Product Profiles, Products &
Procosses, Regulatory Affairs, Sterilization, Quality,
Technology ........... All refated to Medical
Plastics/Devices and Equipments Industry and
Trade.

Annual Subscription

_One Year
Dlipmh u-,ruugh o npwa:h lhrwnh
regular post ragular courier
1. Hard Copy Hs. 50000 Rs. 580.00
2. Only Soit Copy| Rs. B20:00 =
3. Hard Copy + Rs. 700.00 | Rs: 1060.00
Saft Copy
1. Hard Copy Rs. B8000 | Rs 124000
2.0Only Soft Copy  Rs. 106000 | _
3. Hard Caopy + Rs. 1230.00 | Rs. 1590.00
Soft Copy
Payment Dptions
= Couriere Cheques /| Demand Drafts in favour
of “Ciassic Compuier Servicas”,

= 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 : PUNBO105110

= For Online payment through |
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IMEDICAL PLASTICS

DATA SERVICE

A TECHNO-ECONOMIC NEWS MAGAZINE FOR MEDICAL PLASTICS, MEDICAL DEVICES,
DIAGNOSTICS AND PHARMA INDUSTRY
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Subscription Period :
One Year Two Year
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|| only Soft Copy || only Soft Copy

| |Hard Copy-+Seft Copy | |Hard Copy-+ Soft Copy
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Designation ;
Company :

ProductsfService 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)
[ | Medical Device Manufacturer | | ancitary Services (Contract R&D,

; Design, Conlract Mfg.. Packaging,
[ ]in Vitro Diagnostic Manufacturer esting, elc. Please Speciy

[J glztdrlﬁlge Vge:o bidgrosic [j Manufacluring Consultancy
[ ]Pramaceuical Mandfactrer | Supplet o edial Dvie
|:[ Government I -

Other Please Specily
D University / College |_
Diate - Sign.

contact : Classic Computer Services B-2, Mandir Apariment. Opp. Jodnpur Char
Rasta BRTS Bus Slop, Satalita Rosd. Abmedabad - 380 015, Gujarat, INOL,
Mabile - +91 B8254 57563, 98254 57518 (10.30am to 1.30pm) E-mail : dipandya@igmail.com «
info@medicalplastcsindia.com - medicaiplasticsiamail.com

Target Readers

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

www.medicalplasticsindia.com



Your Vision

Perfected

Contract Manufacturing
Precision Plastic Injection Moulding
Assembly units for Medical Devices

Optics

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

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




VICTREX PC"™

PEEK FOR PHARMACEUTICAL
CONTACT

Key Features & Benefits VICTREX PC™
« USP Class VI, USP 87 & Class 661.1 Compliant. PHARMACEUTICAL
R B e CONTACT- PEEK
e e A POTENTIAL PFAS
« PFAS free. Manufactured under 150:82001 REPLACEM ENT

™ The VICTREX PC™ range could provide

VICTREX PC™ PEEK RANGE The IAEX P range o prov
« VICTREX PC 101: Granules> Untilled device. packaging or equipment parts
. - that have besn adversaly effected by

* VICTREX PC 101 WH: Granules> White the need 1o rermove PFAS from their

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

VICTREX PC™PEEK
APPLICATIONS

* Drug Delivery Devicos: Saoft-mist Inhalers, dry
powdar inhalers. injectablas. wearables

* Manutacturing & Processing Equipment:
Conveyors, nozzles, aseptic zonos

* Diagnostics & Biepharma: Connectors, bioreactors

* Primary Packaging: Centalners

*Authorleod Distributar ki indis®
Seolutions

*‘ Pf‘\ D M l N I #1055, Tinspat! Udyog, | B Patel Road,
N

Opp. Laghti Udyeg Goregacn (East),
Inaise of Englasuring Fdsaner
o Wr— Mumbal- 400 083, |ndia

Contact Us: 3 +-91-98200413090 | a pravin@pasdmini.co



Discover the future
of medical compounds

Pariner with MCPP's dedicated healthcare leam for personalized support throughout the devalopment procass.
IF
iplanitable Dental Maou
& - 5 é E

IS0 10093 | 1ISO | USP CLASS Vi CERTIFICATIONS

MCPP India Private Limited. A A MITSUBISHI CHEMICAL GROUP company



Since 1988

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

Oxygen Argon and Dry Ice since 1988

e e

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

® Leadng organization engaged in Delivering Consistent Quality iquid and gas cylinders,
high quality graded gases & their mixtures 1o broad spectrum of industries.

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

 Planis equipped with Sophisticated Analytical Instruments to measure oxygen,
Mossture, CO2 in PPM & percentage level.

= Have adopled Advance Cylinder Re-Conditioning System 1o achieve the oplimum
product quality by reducing the mossture content from cylinders.

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

u Can Provide Duracell & Porta-Cryo to the customers requiring  bulk quantity of liguid
materials.

| Ethylene Oxide |  DiluentGas | Flammability |

g 10% | 80% Carbon Dioxide | Non-Flammable

- 20% | 80% Carbon Dioxide | Mon-Flammable
30% | 70% Carbon Dioxide | Non-Flammable
90% 10% Carbon Dioxide Flammabie

Sumjr Nn 407. BH Waterman Indusiries, Sarkhej - Bavia Highway, ‘u’ﬁ.age: Moraiya, Sanand, Ahmadatad - 382 213,
Mobile : 97277 22437 » GST No. - 24AAACKEINTF1ZM « CIN No. . USS598GI1980PTCC 3069 + E mall : rpatefindusiriesEgmail.com

Plot Na, 1501, Nr. Tikampura Patiya, Vatva G.1.D.C. Phase - lll, Ahmedabad - 382 4450
Mobda | 97277 22435




Float Valves | Y Conn, Discs

Manufacturing and Exporting Medical Rubber Products since, 1892

JAIN RUBBERS

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

Injection Sites / Latex Bulbs

Stoppers | Needla Covers

IS0 - 9001:2015 certified. JAIN RUBBERS PVT. LTD.

Admin, Office : F-75, Sipcol Industrial Complax

Medical Rubber Products compliant to Global Standards; Available in Gummidipoondi - 601201, Tamjinadu, india

vanous polymers Natural Rubber, Polyisoprene (Latex-free), Butyl, Te. S444775273 | 9840443762,
Bromobutyl, Sillcone etc., mesting IS/IS0/IP standards. Widae Range Email; jalnrubbers@yahoo.com
of Products. Single source for all your medical rubber reguinements. Waebsite : www jainrubbers com

V" z ] Life-0-Line
TECHNOLOGIST
FOR COMFPOHRT IN SREATHING
Dok S O e G DO T D OO IR

Life O Line Technologist

Plot No.| B84/1, Near Indlan Pell Pump, Hirdpur Cross Road, Mahemdabad Road, Abmedabad -382435. Gujaral. India,
Mob.: +81 BRE6162578 « Web.: www.ideoling com « Emall : lifaclina2011@yahoo com

Manufacturers & Exporters of Disposable Medical Devices




€ CEPHAS s

A Strong Foundation on Quality &

Right the First Time Principles Manufactu rers & Expurters
CE cmmatns of Medical Devices, Nitrile
Gloves and Injection Molded

L ISO 13485:2016 com Punents
=1 U.S. FOOD & DRUG _
ABMINTETRATION Products we specialize
UK Self-Adhesive Silicone Male External Catheter
cA MNitrile Industrial Gloves
g Plastic Molded Components (Medical & Healthcare)

Rubber Molded Components

Specialty Dipped Products {In Nitrile, Silicone,
Neoprene, Polyisoprene) -

Facility 1 - Channal

We Offer

+ Cost Effective Contract Manufacturing

+ Mew Medical Device Product lines for

customers worldwide L %!

Awards

L | Facility 2 - Channal
+ "Qutstanding Business Partner”

from Hollister Inc. USA for Quality and Performance

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

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

CEPHAS MEDICAL PVT. LTD. H Phone: +¥1 B7782 64608

B13, MEFZ Special Economic Zane, Emall: cephas@cephasmedical.net

Chennal - 45, INDIA Website; www.cephasmedical.nel
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INNOVATIVE

Shriram
O PolyTech

SOLUTIONS IN PLASTICS

Shriram PolyTech s focused on providing enhanced value o |13 customers in diverse application arsas. Backedd
by a highly gualilled team of capable industry prafessionals and a stale-of-thé-art application development
cantar. The company has a workd-class manufaciuring facility st Kota (Rajasthan) that was establishad in 1964,
today ranks amengst one of the most advanced plants In the country, It |5 cartified by DNV tor 150 9001, 150
14001 and SO 4500, Shelram PolyTech's wide portfolle of “PYC COMPOUNDS" products missis the
porformance reguiremants of a broad range of segments, such as

o | | Wires & Cabies
]

Healthcars Colour Manterbalcha | | Specinlity Applications

HEALTHCARE DELIVERING A HEALTHY TOMORROW

Shirarm PolyTech dewvelops unigus dodlk to Improve the Clear Extrusion
means and ways of defivering better medica! faciiities Flexibie Tubimogs for
Theos grades adbwre 10 various Indian Standards a5 well 53 Cathetes |..-!.-I|-.a__
biglogical tosts presoribed wncler Blocampat ity 8 LSS

Lario Vascou

WV Get

| oo Bags Sheet & Tubing |

ar Tubis | Suckorn Tl

] Cloar injection Moulding

y  Chambat COnmnpctors Safoly

Sucticn Handle

Connect Suction

alicn Hottles

Class VI Sheeam Poly oneures That all Ingrediorts Civyoen Mask Ot
used |/ the compounds are manfaciured meetihg the Gogoles | Yankauer 2
GMP mewma pricribad By FDA Thodas ST OUnEE Ak
Rigld PVC
manufactured In & 2ol -the-art fully a = . ~
. T Small Bottles | Flun G

dedicated campounding |ine with elass 100 il - y

o _ Hzndie | Vatarimry Tuizez
saplorming (o GMP reguirements. Cuditomidxed medica
CcOmMPpoLUMds are  ava for mnk-free, phthalalE-trres

radation frve apphicatons

For more Information, please contact Shriram PolyTech at:

MARKETING OFFICE Diviglonal Sales QHhice

Fot No-B2. Seftor-12 Inst. Arss Gurugram MUMBAIL

133007 Haryana, s Fho #91=-134-4 515700 1G5 Arun Charmber, Tsl Floor, B0,
WORKS Tardeo, Mumizad - 400 034 Msharashitra
hriram Magar, Kols 324004, Rmastnarn, ndls Ph: #J1-32+ 335 |

- =9T-744 -2AB001-H, +9-7484 - 2480210

Wialrtits: www shwirampolyisch.oom

Email; infoiaanrirampodviet i

Tardeo Rosd

Scam the R Code o
vl L Dl weebin i



Call; +91 7305 780 780 | www.medicall.in | custoamercare@medicall.in




Peripheral indwelling venous cannulas for parenteral infusion




TEKNIPLEX

Healthcare

Improving
~ patient health
Is the only
mission that
matters.

sy TEKNIPLEX

Barder Solutions Materials Science Solutions

Solutlonsz for Dlagnostics Tekni-Plex.comfhealthcare

Durresh R

Telkinites, B78, 70 Ecotech-1 Extn Gautarm Buddha Nagar Greater Nolda
Uttar Pradiesh-200500, indiy | Mobde: «5-720910020 +8-905%3258151

E dineth rasiitekni-ples com




Ensuring the Safety, Quality &
Compliance for Medical Devices

‘.e Mechanical Te

sting 4" > ) Microbiology Testing

Wb | ¢ Perlormance teitng lor ] » Bickurden triting
i fusnctional Integrity, 'a = Endolosn and werility teiting
» o Tenille, fampieiinon, buis = Aptmecrcined el g yeness

sl e slimnagth tmiting,

Sterlle Barrler Accelerated Ageing
o System Testing Studies
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iengih ASTM F1480
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barmer t=sting for parkaging and devices
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& Method Development Reusable Device Testing
& &Validation
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' = Method validation dormes | - Foadd peolein sinc bt
scoanibimcy with 150, USFDA, 8, 4 JI- « DNunfection and sioritgation

ot gueichling

walidation: Compatibity and

s iCusiarived dest metthod valicdation for effhesdy bribing
ik ¥ D Developsment precein = Reprocessing Cycke sinulathon

TRUSTIN ANALYTICAL SOLUTIONS PRIVATE LIMITED
R Complox, First Floae, Plot No.303/8. | (53 Mumbai Office

8-Block, Thiruneermalai Road, Commaodity Exchange Bullding,
Parvathyparam, Chrompet, Office Mo: 135,15t Roar,
Chianmal, Tamil Nsdu 800044 Plot Hoc 2, 3 & 4, Sector 19, Vashi,

gnu-:wnmmm

o

Nl Murnbial - 400705,
40883 (3 0 r081923302

customarcarg®trgs Ungroupin
vinusha@trustingreup.in

CUSTOMERS

WHY CHOOSE Us?

B0 IEC 1S acoredined Taks,
Triisbeed Iyrindhisutry leaders and pronsen traek rstoerd

Mooy caperitine 1o meching all the rogulatan: - 150, USFDR,
EU MDR, CE.
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India’s No.1 Trade Fair
For Hospitals, Health Centres
and Clinics
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Connect, Witness &
Lead the Future of
Healthcare

17-19 Sep. 2026

Hall 4, Bombay Exhibition Cenler
Goragaon [E). Mimbai

13-15 Mar. 2027

Hall 4 & b, Bharat Mandapam
[Pragati Maidan] Mew Deihi, India
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LEADERS IN

BIOCOMPATIBILITY TESTING,
CHEMICAL CHARACTERIZATION
AND BIOLOGICAL SAFETY
ASSESSMENT OF

MEDICAL DEVICES.

« Strong Scientific Reputation d -
and Regulatary Expenerice '
+ Cost Effective and High-Quality Testing \
« Currently work with companies
In 50+ countries
* Reports are IQJ'!:JH:..' acceptec by
FDA, Notified Bodies and other

Glabal Requlators

+ Committed to sclentific amd Dr. TS Kumaravel MD, PhD, DABT, FRCPath Dr. 5 S Murugan PhD
service excellgnce Chairman Managing Director

OUR SERVICES TESTING DOMAINS

« Biological Evaluation Plan » Cardiovascular
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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
saelection is a candy store for engineers!

Designed for the medical device industry,

our syringes deliver accuracy, versatility and

unmaotched reliability in every application.

Whatever your project needs, we've got the
erfect pick to sweeten your successl

Shop syringes and thousands of in-stock
medical components at gosina.com.



