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PURITY STARTS WITH PRECISION
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HIGHRICHJA

TH EXTRUSION PRECISION
HRd EXTRUSION

Not only Extruder Manufacturer,

but also Extrusion Solution Provider

PS Pipette Extrusion Line

Precision Extrusion System

Wtilizes italy's GEFRAN dedicated control system, with precise closed-loop
contral of screw speid and temperature, ensuring stabile 24-hour continuous
pipe extrusion,

Multi-stage Cooling and Sizing

o Custormized combenation process of water cooling and air cooling achieves
_'_/ rapld cooling and low-streds forming, ensuring inner wall surface smoathness
P o 'ﬁ"\/ and dimensional stability of the pipe.

I'F/ CO re ul/ Online Diameter Measurement (with Closed-loop Function)
¥ |

| h Feal-time anline monitoring of the pipe dismeter, with automatle sorting of
) l gYP non-conforming products.

\° “~__ Flexible Adaptability
Madular structure allows for quick change of extrusicn die and sizing die,
enabling the production of multiple specifications an a single line.

Process Flow
¥ Feeding = Melt Extrusion = Multi-stege Sizing = Haul-off{Puller) & Cutter —
Cuality Inspection & Packaging (Optional)

HIGHRICHJA PRECISION EXTRUSION MACHINERY CO. LTD

¢ Add: NoJl Industrial Park, Baiteng vil., TaoyuanWest , shishan Town, Nanhai Dist., Foshan City, Guangdong, China

o Tel

& Whatsapp \ Wechat: +0086-13928609286, +0




LL.I b rl Z O L Imagined for Lite. Enablad

Bringing Global Technologies to India
with New Medical Extrusion Facility

neated [ Chennal, Tamil Madu, this facl ity offers custamers a rellaile source of high-guality medical tubing, supparted by
dedicated guaiity control and the same rigorous standards applied acsss Lubnzol's global manufacturing netwark.

This facility supports customers by providing:

Competitive nanufaciuring
cost advaniages

Global technology, locally available

iy
~ Ll

High-precision, high-guality
extrusion and component production

Supply-chain diversification

Capabilities

We specialize in delvenng precsion extruded tubing fram a wide range of high-performance matenais,
inciuding pofyamides, mylon, Pebax®, polypropyiene, polyethyiens, and TPL. Qur capabifites support outer
giameters from as semall as 0009 up o D277{0.23 10 68 mm), enabiing tght-tolerance solutions tallored
{0 demanding aprications across medical devices

Single & Multl-Lumen
Precision Extrusion Balloon Tubing

Braiding Tri-layer Tubing

A

Ask about sourcing from our Chennai facility. [=]&=i[=]
Contact our team to start the conversation. -

Lubrizol Advanced Materdals India Pt L., 5, 8,7 and 9th Floos, jasawant Landmark,
LBS farg, vikhrall (W); Mumbal; Manarashitra 400052

o I Thee L ubody, Corporetens &7 rigis feserved 205570



Yizumi OHPM Stock Code: 300415

FF-M

Electric Medical Injection Molding Machine

160-380T

Core Value Propositions
B Stability and Precision B Intelligence and Automation
W High Efficiency and Energy Saving B High cleanliness

" ! > A i

Pre-filled fiush syrings Syringe needls cop Dlabysls filter

Yizumi Advanced Processing Technology Pvt. Ltd.
Address: Plot No.i042-1063, GIDC-), Sonand, Ahmedobod, Gujarat - 382170,
Tel +91-20999 04176 Email: infoind@ylzumicom  www.ylzumicom




HUSKY" i

SPECIALISTS, PROCESSES & TOOLS
FOR HOT RUNNER SYSTEM SUCCESS

f"“"“’“""%
HOT RUNNERS @,5. - %

Contact us to learn more
about hot runners and controllers

Chennai Office Rajendran Kasi
P-47, VIl Avenue, +910884709703
Domestic Tariff Area, krajendr@husky.ca

Mahindra World City,
Chengalpet - 603 002.




SEVITSIL®

SOLUTIONS IN SILICONE

Premium Silicone
Tubing Solutions

Precision extrusions for diverse medical devices and
life science applications

What you can expect:

* World-class extrusions ranging from
0.15 mm ID to 350 mm ID.

+ Excellent processability,
biocompatibility, and high-temperature
resistance.

* Customized solutions leading to high
customer satisfaction.

* -60°C to 220°C Temperature Range

Our Medical & Healthcare Range:

* Silicone multi lumen tube for medical
application.

= SiliBreath breathing tube.

« SiliCath - Two Way Silicone Foley
Balloon Catheter.

Contact us
+ Silicone blister and autoclave gaskets.

1 Email: info@sevitsil.com
L Mo.No.: +91-T4860 06699
*91-81416 01666
& website: www.sevitsil.com
@ Suresh Enterprises
C1/55, GIDC Phase-l1, Dediyasan,
Mehsana - 384002, Gujarat, India.
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TESTING SERVICES FOR DIFFERENT REGULATORY MARKETS: USFDA [310vi] | European Unfon CE masks under EL MDR 2007/ 78 | COSCO auDR 2017

ONE-STOP SOLUTION FOR ALL >

Comprefeidive teting « Regulatory support « Quality-driven repoarting
BIOCOMPATIBILITY TESTING J
« In Witro Cytotoxicity Test » Bacterial Endotoxin Test
150 10991-5 P, USP, |BD 11707-)

s Genotoxcity Test Microtdal Limit Teat
Rmctr sl Mavers Mutation, Micromucieum Dest, Choormosomal Aserration test « P, LS
B0 10001 B 13

Sterility Teut

& Systemic Taxicity Test I, USE, B0 117373
Acgte, Selieacute. Sub-chrome, Chanhc Teicity, Carcmogenicity, ¢it. « 5D
(1 1T & Bioburden Test

LesE, S0 117D
Tests for rritat lon
10 10993-21

Ethylens Oxide / Chiprehydrine / Glycol
Resigusl Analysis = 50 109937

Implantation Test
Eifferent routes wiz. SO MBone i sodents § rearodents = B0 109918 & Chemical Characterization Testing
O i0FEE-18

Hemaooampat bl ity Tﬂ-‘m
Direct /indirect Hemodysis Test, PTT, Mematology, Platelet Count, Complement = Toxicological Rizk Assessment
Acthantion Tokt ofc. = FE0 10994 150 1R T

-

Pyrogen Test Blological Evaluation Plan & Report
LISP AP/ B, ete. = 150 1999591 Fieparation of Bipdogesl Evaluatian Mah B Alelagical Dvalisatinn Bepor

Skin Semitization Tesa ‘Walver Roport
GPAT @ Buehiled teyl « B0 109930 For Blocempatibdity Sudie

-
L]

CARDIAC STENT BOME & MUSCLE IMPLANTS OCULAR IMPLANTS
Delhvmring strength, Aestaring mabiliey. Erhanceng sriaon
famiteiity & Ufe-naving sigpporiing hoatng, wilh precivion
parfonmance improving lives satety & claity

TESTED TODAY.

1AESET
Btaaee Bpssct Cossw Pt L84 St b, JEAML Block o, 311 L1 Bl Four i am L ::'I!:ED! |
Sawal Drarwnirliry Pharsasy Colege, K - M40 D SranSairaeh E | B N ExeaEreeea ch (o 2111858501
Tolukin: Dlipad Sural. Dugaswt. india PR IR TR e TR I B R e S S e R (R e ;IIH&W




Because
every life matters

Compliace.

Cleanroom.

Validation- =
Every cycle

Deslgned for 1SQO 7 and GMP-compliant production, ENGEL
solutions deliver validated processes, contamination control, and
high repeatability for reliable medical manufacturing. Since every
cleanroom application is unigue, each solution is Indlvidually
tailored to the product and production requirements. Together with
experienced cleanroom partners, ENGEL ensures maximum purity,
traceability and confidence in avery cycle.

Be precise where it matters most with ENGEL.



‘@ Celanese

Advanced Materials For
Next-Generation Auto-Injectors

Celanex® MT® PBT

y Hostaform® MT® POM
=

e T

Celanex® MT® PBT and Hostatorm® MT® POM deliver the performance required for reliable, patient-cantric drug
delivery devices. Combining excellent mechanical strength, dimensional stability, low-friction performance, good
surface appearance and colorability and PFAS-free® material oplions, these engineered polymers help enable smooth
operation, enhanced durabdity, and sustainable device designs

{
|
-
Enhanced durability 7 - Smooth injection operation i Sustainability 3
Achigved through superiar 00 Irnprovesd iow fricton for ., Biobased (ECO-B), carban E
Ay creep resslance, impact pecior W gnhanted performanse and capture [ECO-C), FRAS-Tree® =
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‘ Visit healthcare.celanese.com fo learn more el
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Learn more about Celangse India’s commitment to the medical and pharmaceutical industry o .
+#91-22-62596200 | EM-Customer-Inquiry-Center-AsiaBEcelanese.com i'g
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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 #
Intervantional cardiclogy devices »
Precision melded companents

PBT & PET - ARNITE"® Care
Catheters # Inhaler valve systams &
MIS instruments

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

FPA - FORTII® Care

Continuous glucose monitors (CGM)
Cental implants = Trauma fixation
devices

FAS/66 - NOVAMID® Care
IV fiuid bags = Medical barrier films =
Sterile packaging

TPE-5 - Franplast®
{Medical Grades)

Seals & gaskets » Tubing & fluid handling

= Respiratory & mask companents »
Wearable healthcare devices

POM - Kepital / lupital

{Medical Grade)

High-precision parts * Drug delivery
systems = Inhaler components

PMMA
[ransparent medical housings #
Diagnostics * Optical components

Medical-Grade Acrylic Copolymers
High-clarity = Impact-resistant *
Healthcare enclosures

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

Polycarbonate (PC) - Medical Grade

S.llrjir_._|| instrument haus ngs »

COxygenators » IV connectors » Dialysis
companents * Transparent reservoirs

Impact-resistant device enclosures

.ﬁ.ddl‘E!S.‘ Offies Mo, 204, B '-'\.'III"T|. Maman ?v'|.l.]||.:l.-.-||_ Mext to One International Cer iLEF,

Dff Senapati Bapat Mart, Prabhadevi (West), Mumbal 400013, Phone No.: +91 3323 184 471/

Far enquiries: amol@jrdpalymencom ¢ rdoffice@gmail com / rdeorparation@gmail.com

Key features & compliance

LISP Chasd 1 & USH <87
comphant grades avalshle
Blood & tivspe contact L <24
T aptians:

150 10593 sllahed materah
High purity & chemical rezmtanca:
Bty ina] thimaenlansl stalllity
Sterilizaticn compatisie(ErQ,
Gamra, Stzam®)

PrAS-Srae zolutionz availzhl=
Maslfactured dnder B0 00
stasdais

Fill eetmpliance dogymeniatan
meadeble '
Biocasputibility ceddichies
BuEgarTed

+71 9967 332111

jrd poelymer
wnd jrdpalymarn.com



rapidfacto software

SOFTWARE FOR MANUFACTURERS
Q Medical Devices &Automobile

SOFTWARE GENERATES DOCUMENTS AS PER MDR-2017

Book a Free Demo

L +91 8708856807

contact@rapidfacto.com

+~ Audit Ready
«~ Full Traceability
" Cloud Based

" Easy to use

v QMS
v~ Inventory

«~ Sales, Purchase

« Resource
Planning

Approved Vendor List

Batch Manufacturing Records (BMR)
Batch Release Certificate

Delivery Challans

Equipment Calibration Records
Finished Good Test Reports
Identification Tags

Incoming Payments

Invoices

IPQC Records

Machine Preventive Maintenance Records
Material Inspection Reports
Material Test Reports

Material Requisition Slip

Material Issuance Records

Material Receipt Note

Outgoing Payments

Product Transfer Slip

Production Register BMR
Purchase Orders Software
Sales Orders

Stock Register

www.rapidfacto.com

SOFTWARE FOR PRODUCTION, STORE, QA, QC




STAC MoldTech Private Limited
e ' Lol

Corporate Profile

" A Leading
Medical Plastic Components

Manufacturer with State-of-The -Art Tool Room Facility

1 Manufacturing Facilities & Capabilities Include:

r . # 19 Injection Moulding Machines (ENGEL, FAMUC, JSW, NISSEl and

o Milacron), ranging from 50T to 2007

N » One Vertical Moulding Machine with rotary bed for Insert Moulding

» In-house lool design using CIMATRON for high-precision mould
devalopment

» UPS-backed power infrastruclure, maintained in temperature-controlled
condilions. to ensure seamless operalions for high-criticality moulding
processes

» Comprehensive fire compliance system safeguarding our entire plant and
machinery

» Validated Clean Room Environment

Robust Quality Management System

“StacMold” -An IS0 9001:2015, IATF 16949 certified company with 150 13485 Under
entation Has a Robust Quality Mm?u'nom System g Consistent Product

Guality Though Implementation of Siringent Intermational Standards Related To Risk

Management, Process Validatlon, Documentation and Conlinuous Improvement.

More Than 4 Decades of Proven Perf ormance Serving Wide Range of Industries
Including, Automotive, Medical, Food Packaging, Textiles, Electrical & Electronics,
Telecommunications, Pharmaceuticals, Aerospace, Defence, And Cosmetics.

Extensive Exparience in Processing a Wide Range of Medical-Grade Thermoplastics
and Elastomers, Including PP, PE, . PC, And Materials.

Excellent Customer Support

Design for Manufacturability (DFM) & Tooling development will support our customers to optimize their par

design, malenal selection, and looling concepls. |1 will also halp us to improve manufacturability, reduce cost,

and shorlen development imalines
: ——  — Please visil our website www. stacmoldtech.in to know more aboul us !
W l AE | Works: Piot Mo 8, 2 Phiase, KIADE |ndustdal Area. Kunigal Temi

Dist- 572130, Rarnalaia India
hd 1 17111 Office: Mo 1073, Magasabyhawl BOA Layout 20 stage Qih Biock,
STAC ﬂldTECh Pﬂ\fﬂte L“T“ tEd Bangeiore-560 072, Kenataia. India Po | 97 04480 55815, +41 6132 222022,
| [Formarky SHANKAR TOOLS AND COMPONENTS)] Emall phaskirdestiomoidtee iin, Wely, www stasmoidtecs in



PHARMADOCX
CONSULTANTS )O

¢, 9996859227

PHARMADOCX

CDSCO LICENSE

CDSCO MANUFACTURING LICENSE - MD5, MD9

DOCUMENTS REQUIRED GOVT FEES

Asdhar card, MOAJADA, Rent Agreement, Device » Class A Non-Sterile Non Measuring - Mo Fees
Master Files, Plant Master File, Quality « Class A Sterile /| Measuring & Class B - 95,000 per
Management System Manual, Fire NOC, Pollution slte, I500 per product

NOC atc. + Class C & D - 50,000 per site, 71,000 per product

CDSCO IMPORT LICENSE - MDIS

DOCUMENTS REQUIRED GOVT FEES

Free sale certificate, CE Certificate, 150-13485, + Class A Non-Sterile Mon Measuring - No Fees
License, Power of Attorney, Whole « Class A Sterile/ Measuring - $1,000 per site, $50 per

Sale License, Declaration of Conformity etc.

product
= Class B - $2,000 per site, $,1000 per product
s Class C & D - $3,000 per site, $1,500 per product

DOCUMENTATION PLANT DESIGN

= Device Master Files [ Technical Files « Civil Design

« Essential Principles Checklist + Electric Design

« Risk Management File « Plumbing Design

+« S0Ps, Formats, Quality Manuals as per IS0 13485 + HVAC Design

+ and more... = and more...

REGULATORY SERVICES

MANUFACTURING LICENSE US FDA 510(K)
IMPORT LICENSE CE MARKING (MDR, IVDR)
TEST LICENSE CANADA MDL & MDEL
FACTORY DESIGN CLEAN ROOM DESIGN
ISO 13485 QMS IMPLEMENTATION
TECHNICAL FILE FREE SALE CERTIFICATE

@® www.pharmadocx.com (@ contact@pharmadocx.com (8 9996859227



Choose Millad” NX" 8000 clarified
polypropylene to improve the quality

and production of medical syringes

A

|

o _f;ﬂs .

3

—

L (——

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

higher productivity,

B & &

Decrease Excellent Energy Complies with Imerease in Eliminatian
temperature in clarity and savings GB 15810, productivity of voids
injection malding sesthetics Y0242
standards

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

SO NE, VRl el itk i peg sl bl Ihademadcs of MEaon & £ orpery



Sayujya 2025 g‘. ACCU DREC
HIE 2025 i RESEARCHLABSPVT.LTD.
— Ultmate solution....

(150 17025:20217, OECD GLP, AAALAC, USFDA & ASCA-AZ2LA Approved Lab)

Globally Ranked Top 10 Lab for Medical Device Testing*

Biocompatibility Testing of Medical Devices [As per IS0 10893-1:2018)

LY
Iritcition of Intracutanecus Reactivity Test (150 10893-23) M__,../ B .

3 CAmmicod {nomecietnetan

| Ferocinsds & Lenchnsio

In=vitro Cytotoxicity Testing (IS0 10993-5)
Skin Sensitization Testing (150 10893-10)

3 Modaginal Testing ol
Prw Wnterd al

Acute Systomic Toxicity Test (IS0 10083=11)
Material Medioted Pyrogen Test (150 10093-11)

sub-Acute Systermnic Toxicity Test (150 10993-11)
Sub-Chrenic Toxieity Test (IS0 10983-11)

Chronic Toxicity Test (IS0 10983-11)

Implantation Test {IM/5C/Intraccular/intra- biliary/

! Rmnempaitsl sy Taling
o Wmthic ol Daevices
{Ag pa SO NBE1-12006]

4, Micrabiologicol
Testing Servioog

Teabing [MR0 IDRA1-M &
B -

= o

©

5. Pockiging misgiity
Taating

Pzt Bubbe
Tcon Polyrres, sic

%El

x_ 4] s
g __,-"

i Stabliity Testing
Sarvices & Transpor

Simulatan Testng

Intra- arterial) (150 10833-8)

Genotoxicity Tests (AMES, CHA, MNT)
(150 10993-3 & 180 10993-33)

Hemocompatibiiity Tests (IS0 10993-4)

0, Peslarmanes
Peghrag of Hapd in
Wie Dlognostic Kts

Carcinogenicity Test (IS0 10993-11)

7. Mok, PPE, (Manes H. Parformanos Testing
e Tantlbe Purlpfmanes af Medizal

Reproductive | Davelopmental Toxicology (IS0 10923-11) i D

Degradation Testing (150 10993-8, 150 10993-13,
150 10993~14 & 150 10883-15) Toxicokinetic study of
Degradation Products (150 10933-16)

In-vitro Skin frritation Test (150 10993-23)

0. Reasaroh &
Devalopment Bervice:
Fok Danaca

1L Regulatory Dossiar

In=-vitro Skin Sensitization Test (150 10983-10) Proparation

Mucosal Membrane Irritation Test (Oral, Ocular, Penile,
Vaginal & Rectal) (150 10993-11)

Biologicol Evaluation Pian (BEP) & BER

Toxicological Risk Assessment {TRA) Tl
| s L
servizes

With Best Compliments From

Shri.Mulubhai Kandoriya | Dr.Rina Gokani | Dr.Manish Rachchh | Mr.Mayur Kandoriya

(mirector & CEQ)
& +01 90899 81023

{Director & CSO)
™ +8] 0998 16768

(Director & CMO)

(Managing Director) ® +01 9909919545

Ernail Your I|!1t:ll..|ir1,.r on; infn@cccuprec.cnm

2 |4'-||[EE§ o[ B0 (3| 2 Y2 @|

-
REGISTERED OFFICE: pi

Opp: Zydus Pharmear, Changodar-Bovio Highwoy,
Mear Motodo Patiya, Po. : Matodo, Ahmedabod
382 213, Gujarat, INDIA,
*As per two Independent Reports Published by:

1) Credible Markets, USA httpe:f ftiy/60dio

2) MR Accuracy Reports, Conada hittpezf iy ca-g2

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

canaDaA offFice: [+
&CCUFWBG Rasaarch Labs nc.
Hamilton, ON, Canada

NORTH AMERICA OFFICE: 2=
Accuprec Research Labs Ing,
Delawone, USa




INDO GERMAN TOOL ROOM -
AHMEDABAD

An Autonomous Body Linder Ministry Gf

lg.rr MSME, New Daihi,

CAPABILITIES IN
MEDICAL SECTOR

IGTR delivers high-precision injection molded
components that meet the stringent requiremants
af the medical industry

From concapt to commaencialization, we are your
reliable partner in delivering life-enhancing solutions.

PROVIDING SERVICES : PRODUCTION & TOOLING
ﬂ Preciskon machinmg Job work WETH effers an array of culling edge production mnd pol-work WHY IGTR?
) _ sarvicen o Sarval organizations not anly in Gujarst and ndia )
@ 4 axis & 5 axis machining but across the world. The spactra covers the entire range of @ Medical-Grade Quality
manuiacturing press moulds, tools die casting dies, jgs &

© Complex sccurate mould parts fixtures and gauges. IGTR sise ynder-take manufecturing of
& Tool mamutacturing using latest technology sandard parts, companents and cany oul pracision job work

y IGTH s eduipped with an ultra-modern tool room machines
G Taol related innovation for improved product design state-of -the-mrt faciities, sll under one roof. The wide range
ﬂ Corformal coaling uiing Rapid tooling ol the intest CHC machines from best of the European maks a End- to-Endd St

thal provedes 360 degres solutions O procisicn mschineng
cowering the entie apectrumn of tool snd dis maliing

OUR CAPABILITIES

@;}i ¢

ADVARNCED MOLDING MEDICAL GRADE MATERIALS QUALITY ASSURANCE CLEAN & CONTROLLED DESIGN & ENGINEERING
Starin- of -tha-ari injection Eapreriiss i Braginieesiesg eariifund procasses ENVIRONMENT SUPPORT
rrsiding technelcggy for iFmer Pt el walth rhgpordus gty conbr Cantroled risnulfacturng DIF bA mapertias and oo
comgies, Rgh-precision biacompatitie matarias arsiiring safely, refiabdity SrnyinarTEnt 1o maintein pratalypng o scomberate
nadlical compenbnli Ehusl i Glodsal sianeascs miel BFacRabilily prochect iniegrity and prodict develonmend
miremize contarmiration andl inreaiieh

MEDICAL PRODUCTS WE MANUFACTURE

wb‘ *

— —

f’fg

OTHER PRECISION COMPONENTS & TOOLING {TOOL ROOM CAPABILITIES)

& 2 - > t ol T
1 41 ‘ >
s da ! < B
HIGH PRECTRION WEMRCAL DRADE ADVENCED ON-TIME DELIVERY CLSTOMER FOCIUSED
& CRAALITY @ MATERIALS TECHROLOGY H E RELLABEITY SURDRT

AT,

At IGTH, vwe are commitisd o support tee miedicad industry 5

with imnovative, relisble snd complisn ag 0
=

contribute 1o better patient care and @ Pealtieer workd

. ——— e ——— Q@ INDO GERMAN TOOL ROOM - AHMEDABAD



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

Medical & Pharmaceutical Applications.

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

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

* DINENISO 59001 Quality management = DINENIS0 14001 Etwironmental management

« DIN EN IS0 13485 Quality management for medical + Cleanroom EG-GMP-guideline Annex 1 cleanroom

devices class D& 1S014644-1 (class B)

ET Elastomer Technik GmbH ET Elastomer Technik India Pvt. Ltd,
Am Stockleinsbrunnen 10, 97762 Hammelburg, Germany Plat No.30, GIDC |

Tel: +49 (D) 9732 TEEES 0 Mail: inft astomer-technik.com

Website: www.elastomer-technik.com Phone: +91 97277 63274 Emall: admin@elastomer-technik.in




www.kljindia.com

Trust Built on Performance

TOTAL SOLUTION IN PLASTICIZER & POLYMER COMPOUNDS

e, KLJ Polymers & Chemicals Ltd. Dehi, ong of the argest
manufacturer of Healthcare Polymer Compounds i.e. FVE, TPE
and PP compounds for Breath Cams, Surgi Came, Sioraga &
nmnammmmhmcmwmwm
with global supply demand

Wa care for Clean-Room GHF! Biocompatibities and Hoalthcars
standands as per USP Class-Vi, 150 10152:2002/ 150 3826:2013.
IS0 10803:2013, IS 10148 & IS 10151, Calfomia -85RoHS,
REACH compiances.

We am [150-9000:20156, I1IS0-14001:2015 and IATF-16049
cartified, Our laboratories ame accrediated by ISONEC-17025 and
RED canter is approved by DSIA. Steps forward for canification of
IS0- 13485 for Madical device Quality Management Systam,

Our Compounds are also avallable with special propertias like
Phthalate Froe, Antimicrobial, Antifogging, Radic Opague,
ESD (Electro Static Discharge) propertias on demand.

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-PEROXIDE | SEMICONDUCTIVE
| XLPE-SIOPLAS | ZHFR | EPR | PE | MASTERBATCH-PVC, PE &
UNIVERSAL

COMPOUNDS FOR APPLICATIONS

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

Phthalate Froe / REAGH Compdiant Plasticizors available

mmnﬁmem A, Shwarl'u'-aru Naa!uauhﬁuad Nerwr Diethi- 110 015, India
Tol: +91 11 4143742728029 | Fac +91 11 25450700 | Email: galhskiinda com
Mumbai: +81 22 61830000, mumbaiidinda.com | Channat +91 44 423836272, chennalidgndia com
Kolata: +81 33 226823851, kokatasdindia.com

Plasticizer | Polymer Compound | Petrochemical Trading | Real Estate Development | Chilor Alkali
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Shibaura Machine

All Electric Injection Moulding Machine
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Medical Component
Moulding

Fast. Precise. Consistent.

Contact Us

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




»PVC NON-TOXIC MEDICAL TUBE PLANT

Models CTTX-45 | TTX-50 | TTX-65 |
Screw Diameter 45mm 50mm | B5MM
L/D Ratio ~%®:1 | :1 | 26:1
Tube Size Range 11030 mm |10 38 mm, 5 TO 50 mm |
Extruder Mator S5KW | 75KW | 11.0KW
Tube Puller Motor | D75 KW | 075KW | 075KW |
‘OutputKgMour | 2024 | 283 | 3085 |
Total Connected Load| 125KW | 14KW | 205KW

PPVC NON-TOXIC MEDICAL TUBE PLANT
WITH AUTO CUTTER

For making medical use tubes for | V sed, scalp vein fubes,
Rail tubes, Blood & Urine fubes
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T

twist

ENGINEERING WOAKS
G, 4410, Phase-d, G1.D.C. Estola, Road No. 4L, Vabva, Bih Indo-Garman Tool Room,

Anmadabad - 2824435 (Guarat) INDIA. Phones ; 91-T9-46014068, 98250 28418, 98980 2416
E-mall : twistew@igmall.com Webslta - wew twistplasticmachinerg.com

ALL SILICONE FOLEY
BALLOON CATHETER

L MED

MADE FOR COMFORT

téedical Mavties Injection

PEDIATRIC, ADULT, OPEN TIF, TIP HOLE

& TIEMANN - 2WAY & 3WAY
ce

LEELAVATHY MEDICAL DEVICES COMPANY
Na. 11122, Paraniputhur-Kovur Service Road, Pedyapanichoery,
Chennal-o00128. INDIA

Emnil Id - sales@imad.caln | Web : wanilmed.caln

Phone: +#91 8939480062, 9884399735
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@ eewa Since 1967 300+ | 35000+ 60+

Models | Customers | Countries Export

PRECISION ENGINEERING - STRONGER SEALS
SMARTER PRODUCTION

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

Spunbond - Melt blown - Spunbond:
This is the industry standard. It's a trilaminate fabric, E :
= Pneumatically controlled semi-automatic operation -
* Seals polyathylene and other thermoplastic film / bag
and any other thermoplastic film / bag quickly and efficiently.
= Seal Length available from 15" to 40" {depends upon model)
= Seal width 1 mm, 2 mm, 3 mm, 5 mm, 8 mm
= Equipped with Digital Timer
* Two parallel seals are available upon request
Provision of Upper & Lower Jaw Healing Eleme

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

Key Features:
Digital PLC Control, Pneumatic Pressure adjust
Customn Sealing Lengths.

Applications:
Surgical Gowns, Drapes, Hoods, and Shoe Cove

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

Website : www.eewaengineering.com | m| X | I3 Yaufube | Ej [w] 25



ETO STERILIZER

ETHYLENE OXIDE GAS STERILIZER

ETO Carvricge &il Tigm Indcatony St Egation fuld

Fisfly uctpirroms Full By Miisisl Fully kanrmais Tyhls Tap Mads T wling e hire

HPHV FULLY AUTOMATIC AUTOCLAVE STERILIZER.
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| Compremiod A hiold Raquied ——
HA| .
Prirter & Emargancy Step —
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LS Port — Eex
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Cylindrical

Cylindrical on Stand sliding Door Compact Modal Vertical Autociave

A-103; 104, Swarnim Ind. Park, Ind Bakrol Dhamatvan Read. Bakrol Bujrang, Village | Bakrol, Ahmedabad
Website | www mapindus com, Email | infol@mapindus com, mapindusinesSdi@gmal com
Abdul Hanif : M 36673 41157, 067771157
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Medical Plastic Tubings: Configurations, Applications and New Technigues for Manufacturing

Plastic tubing plays a pivotal role in many advanced medical procedures, such as vascular catheters,
conduits for scquiring biopsy samples, and holders for stents being implanted into heart arteries. The
growing adepiion of high-performance polymers and adherence to intemational standards presents a
favorable outlook for plastic tubing usage in the Asia Pacific region,

PRODUCT GALLERY

SEVITSIL

SOLLTIONS M HLICDHE

Advance Medical Grade Silicone Tubing

- Courtsey : “Sevitsil”

Designed for precision, reliability, and biocompatibility, the tubing solutions are engineered to meet the
demanding requirements of critieal medical applications while supporting OEMs with customized,
application-specific products. Quality is integrated into every stage of manufacturing through a
comprehensive four-stage verification process,

TEKNIPLEX

ataituriah Scierce Saolutlans

Precision Multilayer Tubing for Interventional Catheter Innovation

- Courtsey : “Tekni-Plex"

The company's tri-layer inner lubing pairs polyamide {nylon) or polyether block amide copolymer (FEBA)
outer layers with a high-dansity polyethylene (HDPE) inner layer, joined by an extremely thin adhesive tie
layer. The HDPE inner layver reduces friction on the guldewire for smoaother tracking and navigation.

Lubrizol

Advancing India's Medtech Ecosystem Through Lecal Manufacturing of Medical Device
Components

- Courtsey : *Lubrizol®

The Company hasexpanded its investment in India through a new advanced medical component
manufacturing facility in Chennai, developed in collaboration with Polyhose, a leading manufacturer in fluid
conveyance systems, The company now manufactures precision striped tubing in India with integrated 3-, 4-,
and G- stripe configurations.

QOSINE

Qosina Expands Bayond Components with Launch of Regulatory Services
- Courtsey : "Cosing”™

MANUFACTURING

PFAS In Single-Use Systems for Biopharmaceutical Manufacturing

- Dr. Priyabrata Pattnaik Chief Executive Officer (CEQ), Ami Polymer Pyt Lid

Per- and polyfluorcalkyl substances (PFAS) have emerged as one of the most consequential chemical
classes facing the blopharmaceutical industry today. PEAS are widely used in the form of flucropolymers and
fiuorinated processing aids within single-use systems (SUS), including bioprocass bags, tubing, filter
assemblies, connectors, gaskets, dlaphragms, seals, and membrane technologles.

MATERIALS

ABC of Performance Plastics & Their Applications in Food Pharmaceuticals and Medical Devices

-Asim Datta Consultant Faculty, Indian Institute of Packaging & NIPPER Chandigarh

This s in continuation to my last writaup published in MPDS magazine volume 32 (Jan-Feb 2025). Introduces
few more Imporant performance plastics which are In use In the field of Food, Pharmaceutical & hMedical
Devices.

Juty-August 2026
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The ASPIEL Syringe: Innovation Born in the Operating Room

- Dr. Prujal Parekh General & Minimal Access Surgery Surgeon and Founder,” ASPIEL"

High risk injections are performed every day in operating rooms, emergency departments, pain clinics and
many ather healthcare settings. One of these safety practices is aspiration. The Aspiel Syringe is a novel
syringe designed to simplify aspiration during high-risk injections while allowing the clinician to maintain
better control of the device.

GLOBAL TRENDS

Y

Advances in Micro-extrusions and Importance of Catheter Liners

Miniaturization is an ongeing trend in medical technology, and one of the enabling manufaciuring processes
Is micro-sxtrusion, which is used to produce ultra-thin, preecision tubing. Advances in this technology, the
materials that can be processed, and surface treatment technigues continue to push the boundaries of
medical technalogy.

GLOBAL MARKETS : MEDICAL DEVICES

European Union Medical Devices Market

Dr. Amit Dave, M. Pharm, MBA Former CEQ — Brazil operations/ Vice President Export - Zydus Cadila
Claris Lifescienceas

Close to 30% of India's medical device export of India is to the European market, and this export has a growth

rate of approximately 7.5%. This makes the European market important. The European Union, with 27
countries act as s single economic and political block for the policies related to these areas.

AiMeD & REGULATORY UPDATES

* Eleven Associations Seek Urgent Re-examination Of The “Draft Drugs, Medical Devices And
Cosmetics Bill, 2026",

* Parliamentary Panel's Report On MedTech Roadmap to Shape Indian Industry
INDUSTRY NEWS

* Poly Medicure Bets on New Facilities, Products to Double Int'l Business: Himanshu Baid
+ Inauguration of SPE INDIA Student Chapter@CIPET:IPT Chennal

DID YOU KNOW?

About Quality Problems with sizing catheters used in Angiography

Sizing catheters are intended for use in anglographic proceduras by physicians trained and experienced in
angiographic technigues,

Quality problems with sizing catheters involve structural defects, calibration inaccuracies during guantitative
Imaging, and handling limitations.

www medicalplasticsindia.com
www.medisourceasia.com
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« HUSKY Innavations For Precision Medical
Products Manufacturing Mr. Rajendra Kasi, VP
{South Asia), Husky Injection Molding
Systems {India) Pvt. Lid. Het runner systems
can optimize your system’s performance
through better balance, faster color changes
and minlmal parts variatlen for superlor
finished part quality. Their wide operating
window gives you maximum processing
flexibility. .. {July-August 2023)

GLOBAL TREMDS

The Role Of Biodegradable Materials In
Reducing Medical Flastics Waste,
(July-August 2023)

GLOBAL MARKET : MEDICAL DEVICES
Myanmar : Medical Devices Market Mr. Amil
Dave, M. Pharmm, MBA, Former CEQ — Brazil
operations/ \ice President Exporl - Zydus
Cadila Claris Lifesciences Myanmar Food &
Drug Administration regulates the registration of
medlcal devices [n Myanmar. in 2019, the
system was ovarhauled, and an online
registration system |s implemented for Import
registration, saving time, and reducing the risks
ofinfluence. {July-August 2023)

AiMeD & REGULATORY UPDATES

= Exports Of Medical Devices Grew 16 Percent
In 2022-23; AlMeD
« COSCO Starts Training Of Gujarat,

Maharashira F2A Medical Device Inspectors
For Implementation Of New MDR

» Govt To Bring Recruitment Rules For
Appaintrment OF MD Inspectors To Implement
New MD Regime From October 1.
{July-Auogust 2023}

INDUSTRY NEWS
» Kerala Wants Research To Set The Stage For
Affordable Medical Devices

» [CMR Izsues List Of Technologies Supported
Undar ICMR- MDMS To Foster Indigenous
Manufacturing OF Medical Devices

« ATMED Launch Event: A Historic Moment for
Tamil Madu's Medical Device Seclor.
{duly-August 2023)

PRESS RELEASE

*Qosina Introduces Mew Genderless
AseptiQuik® W Series Connaclors for Large-
Volume, High-Flow Production Environments.
{July-August 2023)

DID YOU KNOW?

About 'expacted device lifetime' of a medical
device. (July-August 2023)

Did
You

81 Know?

About Quality problems with sizing
catheters used in angiography

Catheters are widely acknowledoed to be an invaluable tool for physicians in
the diagnosis and treatment of cardiovascular disease.

Sizing catheters are intended for use in angicgraphic procedures by
physicians trained and experienced in angiographic technigues. Sizing
catheters have marker bands that can be used to properly orient the device
within the anatomy. These catheters are for use In angiographic procedures
and available in a variety of lengths (70 and 100 em) and tip configurations
(straight, PIG, and VCF).

As reported by USFDA, a leading global medical device company ldentified
that the marker bands on impacted products may be at an increased risk of
cracking/breakage.

Cuality problems with sizing catheters used in anglography involve structural
defects, calibration inaccuracies during quantitative imaging, and handling
mitations. Recent regulatory actions highlight severe manufacturing defects,
while technical studies point to inherent measurement challenges in vessel
gizing.

Structural and Manufacturing Defect Risks

« Device fragmentation: Material degradation or structural flaws can cause
parts of the catheter to break off Inside the vascular system,

+ Vessel injury: Broken fragments, sharp edges, or separation of
components risk tearing or damaging blood vessels,

* Prolonged procedures: Dealing with faulty or breaking equipment forces
medical teams to spend extra time retrieving fragments or replacing tools.

* Regulatory warnings: Agencies like the U.5. Food and Drug
Administration have issued alerts and removals for specific centimeter
sizing catheter lines due to material separation risks.

Quantitative Imaging and Calibration Errors

+= X-ray attenuation variance
« Dimension overestimation
* Lack of standardization

Handling and Performance Limitations

* Poor torque control
= Suboptimal imaging

“Medtech startups ravely

Jfuil bacause of wenk rechnology.
They fail because the
commercial model was never
built up to win, "

- Aaron Tutwiler
CCO/VPof Biz Dev.

July-August 2026
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The growing adoption of high-performance polymers and
adherence to International standards presents a favourable
outloak for plastic tubing usage in the Asia Pacific region.

As per a recent study by a leading market research agency,

Asia Pacific is projected to be the fastest-growing regional market for medical
plastics tubing during 2026 to 2031. Due to the ongoing expansion of the region's
healthcars infrastructure, high growth of healthcare expenditures, and the rapid
expansion of the medical device, bistechnology, and pharmaceutical seciors,

This Issus foouses on impaortant tschnical and marketing aspacts of medical plastic
extrusions including micro-extrusion as well as various types of medical plastic
tubings and extrusions. It includes Important configurations. applications as well as
recent trends in medial plastic tubing manufacturing.

As introduced in the "Global Trends" column, miniaturization is an ongoing trend
In medical technology, and one of the enabling manufacturing processes is
micro-axtrusion, which i= uzed to produce ultra-thin, precision tuking. The process
enables the fabrication of single-lumen, muli-lumen, and multi-layersd catheter
liners typlcally required for minimally invasive medical devices.

The "Globkal Trends” column highlights various manufacturing innovations. These
advances have had a profound impact on patient care.

For the benefit of Medical Davice Industry, the "Did You Know" column in this issue
also shares “Quality problems with sizing catheters used in angiography™ as
reported by USFDA. It includes risks because of structural and manufacturing
defects,

We are pleased fo mention that in order to support indigenous manufacturing of
critical care medical devices, some of the Indian and multi-natienal cempanies
have already Initiated manufacturing of various different tvpes of extruded
tunings and products. Under the “Product Gallery" Column, we have introduced
thre such leading companies namely “Suresh Enterprises”, "Tekniplex Materals
Science Solutions™ and "Lubrizol Advanced hiaterials india” .

Two important technical articles cover high-performance polymeric materials. Dr
Privabrata Patinaik , CEO, Aml Polymers Pyt itd | In an very detailed analytical article
introduces "PFS in Single-Use Systems for Biopharmaceutical Manufacturing”. PFS
{Per- and polyfiuoroalkyl substances) are widely used in the form of flusropolymers
and fluorinated processing aids within single-use systems (SUS), including
blioprocess bags, tubing, filter assemblies, connectors, gaskets, diaphragms, seals,
and membrane technologies.

As mentioned sarlier, the medical grade polymers have contributed immeansely in
pushing the boundaries of medical technology. Following two recent Innovations
highlight this contribution as covered in this issue:

Dr Prujal Parekh, General & Minimal Access Surgery Surgeon and Founder,”
ASPIEL" has innovated a noval syringe designed to simplify aspiration during
high-risk injections while allowing the clinician to maintain beiter contral of the
device.

This issue also covers our other regular columns like "Global Markers", Regulatory &

Industry News ete.
D Ulogy,

a1y apinan exnressed hersi.
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Medical Plastic Tubings: Configurations, Applications
and New Techniques for Manufacturing

Plastic tubing plays & pivolal rele In many advanced medical
procedures, such as vascular catheters, conduits for acquiring
biopsy samples, and holders for stents being implanted into heart
arteries.

hinimally invasive technigues such as angioplasty drove the
nead for tubing with small diameters and thin walls, temperature
control became critical for maintaining tight dimensional
tolerances.

AS per a recent study by “Markets and Markets®, Asia Pacific is
projected o be the fastest-growing regional market for medical
plastics tubing durng 2026 to 2031. Due to the engoing
expansion of the region's healthcare infrastructure, high growth
of healthcare expenditures, and the rapid expansion of the
medical device, biotechnology, and phamaceutical sectors.
Chronic diseases are increasing globally, particutary with an
aging population, driving up the use of medical plastic tublng in
devices |ike catheters, IV systems, drug delivery systems, and
dialysis equipment.

The rise in single-uze or disposable devices to prevent
heafthcare infections further boosts the demand for medical
plastics. The growing adoption of high-performance polymers
and adherence to international standards presents a favourable
cutlook for plastic tublng usage in the Asia Pacific region.
Important Configurations, Applications,
Innovations as well as Important Developments
in Medical Tubing Manufacturing are given

below:

1. Medical Tubing Configurations
Medical Tubes are categorized mainly by following types
according to Different Configurations:

A. According to the structure: Single-Lumen, Double-Lumen,
Mufti-Lumen, Two-Row, kMulti-Row etc.

E. According to the performance: High-Pressure Tubs, UY
Protection Tube, Flame Retardant Tube Antimicrobial Tube,
Gamma Ray Protection Tube,

C. According to the usage: High-Transparent Tube, Tube with
Colour Line {One or Multi-Lines), Radiopaque Tube (One of
Multi-Lines ar Whaole), Micre-Flew Tube, Intravascular Tube,
Balloon Tube, High-Pressure Tube,

2. Medical Tubing: Materials & Respective Applications

5. Materials Commen Applications
No.
1 | Palyviny Chioride Containers used for bieod and blood
PVC components for urine or for ostomy
producis and lubing wsed for blood laking

and blood giving sets, catheters, hear-
luing bypass sets, haemodialysis setefc.

Catheter liner, Electrical Insufation, Fluid

2 | Polytetrafiucroethylens

PTFE transfer. Telecommunication

3 | Fluornated Ethylene, | [V catheter, Regional Anesthesia, Vascoular
Propyiens, FEP 2CCRES

4 | Ethytene Tetra- Fluid fransfer, [\ catheter, Electrical
flunroethylene, ETFE | Insulation

5 | Perfluoroalkony, PFA | Flud transfer, In Vitre diagnostics

NYLOM, 8, 11, 12 Angiography, Choloecstectomy, Epidural
catheter, Laparoscopls instruinents,
Radiclogy
T | Polyether Block Angiography, Cholangeography, Epidural
Amide, PEBA Catheter, Radiclagy

g | Polycarbonate PC Laparoscapic instruments, [V therapy,
Laparescople cannulae, Tubs packaging,

Microfubes

4 | High Density Embolectomy, Guidewira dispensers,
Faolyethylens LOPE Intraducers, Protective tubes,
Thrombectomy, Sheaths and dilators for
Infraducers, Cosxtruded perfusion tubing,

Aepiratar tips
10 | Low Density Embaolectomy, Guidewire dispensers,
Folyethylens LOPE Intraducers, Frotective tubes,

Throbectomy
Angiography, Cardisc cathelers, Central

1 | Polyurethane PUR

(Aliphatic) Venous catheters, Dialysils, Epidural
catheters, [V catheters, Epidural prabes,
Catheters, High-pressure lines
12 | Polyusethana Angiography, Cardiac cathweters, Central
PUR{Aromatic) Venous catheters, Dialysis, Epidural
catheiers, IV cathelers
13 | Polypropylene PP Guidewire dispenser tubes and Protactive

lubes

14 | Ettwlene Vinyl Acetate | Endofracheal, Embolectomy, IV thezapy,
EvA Suction catheter

15 | ACETAL Laparoscapy, Guiding cathster

3. About Innovations and Technigues in Medical Tubing
Manufacturing™

Different processing options have led to ground-breaking ways of

producing tubing in order to optimize the performance and

usability of medical devices. It helps to improve patients ‘guality

of life with better function and integrity, and by enabling the

incorparation of APls.

Some of such Tubing technologies include the following:

* High-precision, microextrusion, and thin-walled tubing for
minimally invasive surgical devices.

« Platinum-cured silicone for use in implants.

* Multi component extrusion featuring radiopague stripes for
visibllity in an x-ray or fluoroscope,

Juty-August 2026
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« Reinforced and kink-resistant tubing used to keap fluid paths
apern.

« Extruded ribbon and film used in diaphragms to support seals
in devices such as pacemaker generator housings.

« Jacketed wires and cables used to power implantable heart
pumps.

« Twisted extrusions for applications in which implanted power or
sensing cables require strain relief from repeated flexing and
bending, as with pacemaker leads.

« Customn profiles used to seal housing assemblies and repalr
heart valves.

» Bump tubing applied to plastics and elastomers, including
silicone.

« Bonded or over moulded stops typically added to perdstaltic
pumps for infusion, intemal feeding, laboratory equipment,

{ ( Referencas;
diagnostic equipment, and fluid transfer. ) )

5 * fhitoseww medicaldesignbriefs. comfcomponent

Formed extrusions used to fit terluous anstomy or spiral /content/article/mdb/pub/f In a Nutshell....

shapes that might be used to soften contact within the bladder.

« Multilumen extrusion for catheters, electric madical devices,
analytical equipment, fluid ransfer, dreg delivery, and medical
instrumentation.

£
« Geomefric transitioning extrusion applied to custom rupldfucto

applications with precision tolerances.,

+ Geometrle transitioning single lumen for custom-end H L
assemblies, such as accommodstion of connectors, fittings, MEdlcaI DEV'CE QMS software
and peristaltic pumps. ;
« Drug-eluting silicone extrusions that help prevent infection. Always be ready for ISO & CDSCO Audits?

+ Foam extrusion that provide additional cushion space. " INDIAN MDR IS0 13485 + 21 CFR Part 11

8708856807

: 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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With over 51 years of expertise In silicons enginssring,
SEVITSIL® continues o advance the development of high
performance medical-grade silicons tubing for the global
healthcare and medical device industry. Designed for precision,
reliabifity, and biocompatibility, our fubing solutions are
engineered to mest the demanding reqguirements of critical
medical applications while supporting OEMswith customized,
application-specific products.

Materials & Special Features
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-

(Anti-Microbial Tube - Image by Sevitsll (Suresh Enterprises))

SEVITSIL® medical-grade tubing is manufactured using
advanced blocompatible, platinum-cured silicone compounds
that offer exceptional purity, non-loxic properlies, and very low
extractables. For long-term madical applications, our portfolio
includes speclalized Innovations such as Anti-Microbial Tube,
developed with a dedicated antimicrobial additive to enhance
implant compatibllity and support advanced wound care
applications.
L
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{Image leff to right: AnekSil® Tubing, J-Si® Tubing, Radio-Si )
Qur engineering capabllifies extend to complex tubing
gecmetries reguired for next-generation medical devices. This
inciudes AnekSil® Tubing, offering up to 12 lumens for custom
catheter designs; J-Sil® Tubing, specifically developed for
hemodialysis catheters with smooth-bore flow characteristics;
and Radio-S1l® Products, radic-opague silicone tubing
designed for clear visibility under X-ray and fluoroscopy. Across
the portfolio, our tubing solutions provide excellent flexibility, kink
resistance, chemical resistance, and compatibility with standard
sterilization methods.

Healthcare Application
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{lmage laft to right: SiiDrain, SifiBreath)
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Advanced Medical Grade SEVITSIL® Silicone Tubing SEUITSII:‘M

SOLUTIBMS I SILICOMNE

Trusted by medical device manufacturers worldwide, SEVITSILE
medical-grade tubing is used across a wide range of healthcare
applications, These include hemodialysis and uroclogy, where
biocompatible tubing supports smooth-bore flow in dialysis
catheters, urological catheters, and multi-eye drainage systems
such as SiliDrain. Our solutions also serve cardiac and surgical
devices requiring precision-engineared silicone compaonents for
life-saving therapies. In IV Infusion systems and laboratory
equipmeant, SEVITSILE® tubing delivers high-clarity,
contamination-free fluid transfer, while SiliBreath tubing
provides flexible, durable, latex-free solutions for ventilator and
respiratory care systems.

Quality, Compliance & Certifications

Cuality is integrated into every stage of manufacturing through =
comprehensive four-stage verification process, As a trusted
OEM manufacturing parmer, SEVITSIL® operates with CDSCO
Approved Produet, 15O 13485-aligned quality systems alongside
IS0 9001, 1SO 14001, IATF 16949:2016 -certified processes,
ZED Gold ensuring consistent quality, complete tracesability,
validated manufacturing, and reliable packaging for global
medical device manufacturars,

Head Office & Factory

C1/55, GIDC Phase-2, Dedivasan, Mehsana — 384002,

Gujarat, India. Phone: +31-97277 38001 | +81-81416 01666
Webslite: www.sevitsil.com « Emall: enguiry@sevitsil.com
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g JIMIT MEDICO
"4 SURGICALS PVT. LTD.

AN ISO 13485 : 2016 &( ECERTIFIED COMPANY

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

IV Cannula, Urine Bag, Catheters, Gloves,

HIV KiTs, Ophthalmic KITs, Ophthalmic Knives
(Blades), Cap, Mask, Gown, Drapes, Bandages,
Dressings etc.

Specialized in Handling Large Quantity
& OEM / Contract Manufacturing

£

Factory : 16, Ranchodnagar, Near Vinzol Railway,
Crossing, Vatva, Ahmedabad-382445, INDIA,

Tele : +91 89055 70200, +91 88492 38712,
-mail. info @ jimitsurgicals.com = Web: www jimitsurgicals.com
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"Precision Multllayer Tubing for Interventional Catheter Innovation
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Iterventional device performance is dacided at the layer level,
TekniPlex Healthcare applies decades of malerials science and
precision co-extrusion experise to small-diameter, thin-wall
muitilayer catheter tubing, helping device designers balance
guidewire movemeant, catheter construction, wall thickness, and
application-specific performancs in a single extrusion.

Tri-layer construction

The conipany's fri-layer inner tubing pairs polyamide (nylon) or
polyether block amide copolymar (FEBA) ouler layers with a
high-density polysthylene (HDPE) inner layer, joined by an
extremely thin adhosive tie layer. The HDPE inner layer reduces
friction on the guldewlre for smoother tracking and navigation.
The outer layer is bondable to balloon catheter tubing of similar
matarals, simplifying downstream assembly, Inner and outsr
layer thicknesses are customized to suit the target application,
gllowing designers o une lubricity, stiffness, and bondability
without adding secondary operations.

Precision at scale

PFTAPTCA balloon catheter tubing for corocnary and non-
coronary angioplasty is produced across balloon sizes from 1
mm to 30 mm, manufactured to tolerances of £ 0005 In. with
concentriclty above 90 percenl. A confrolled elongation rate
delivers blown balloons with uniform wall thickness, improving
yisld and substantially reducing burst risk. Tubing is produced
and extruded in |1SO0-certified cleanrooms using medically
cartified raw materials.

Design flexibility

Capabilities extend to single-lumen diameters from 0.008 in. to
0.480 in., multi-lumen censtructions, and tapered profiles. Multi-
lumen tapered tubes extruded from Pebax® polymer for
endoscopic biliary progedures carry guidewire, confrast, and
balloon inflation lumens along a 2,050 mm length while
transitioning from 245 mm proximal to 1.72 mm distal, with
lumens as small as 0.4 mm hald to consistently tight tolerances.
An experienced technology leam engages with customers from
concept through commercialization, supported by a global
manufacturing network bullt for securlty of supply.

TEKNIPLEX

Matarials Sclence Solutlons

Contact :

Wir Dinesh Rai , Director of Sales, Healthcare India & SE Asia
TekniFlex Healthcare

Mobile ;+91-7428919120 / +31-2995258151

Ermall : Dinesh.rai@iskni-plex. com

@ MORRISONS

I[FECARE PVT. LTD.

Manufacturer of

SURGICAL DISFOSABLE & MEDICAL DEVICES
with state-af-art manufacturing & maintaining International Standards

CEISOGMP

MORRISONS caters to the needs of:

& ObsL | Orthopedics

Urology | Ansesthesia | Surgery | Gynace
14 Lok L

Moid Anna Streed, Padikuppam, Chennal - 830 107, India.
Ph: 91 - 44 - 26155047 1 26156047, Telefax: 99 - 44 - 26154047

emalEmorrisonshkfecare.com
www.morrisonslifecare.com
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India"s medical device industry is poised Tor significant growth,
driven by increasing investment, innovation, and manufacturing
expansion. To fully realize this potential, greater focus on
localized production of high-value components, including
precision medical tubing, will be essential. While progress is
being made, many advanced tubing solutions used In
sophisticated medical devices continue to be imported,
highlighting an opportunity to strengthen the domestic supply
chain. This dependency can create challenges around lead
times, supply assurance, customization, and cost
competitiveness, especially as demand rises across India and
global healthcare markets.

Far India to build a more resiliznt medical device ecosystem, the
next step is to advance local
manufacturing with technology, quality
systerns, and engineering capabilities
aligned with global standards. Precision
medical tubing sils al the center of this
transformation, supporting applications
ranging frem minimally invasive
neurovascular and cardiovascular
devices to fluid management systems
and advanced catheter technologies.
Recognizing this need, Lubnzol. a glebal
specialty chemicals lzader,, has
expanded its investment in India through
a new advanced medical component
manufacturing facility in Chennal,
developed in collaboration with
Polyhose, a leading manufacturer in fiuid
conveyance systems. The expansion
brings alobally proven extrusion
expertise, fgorous quality standards,
and advanced manufacturing
capabllities closer o Indian medical
device manufacturers through its 150
13485-certified facility in Chennal. This
Investment represents an imporiant step
in strengthening India's capabilities in high-value medical
componenis and expanding access o lecally manufactured
tuking solutions.

Enabling more advanced tublng designs remains a key area of
focus for Lubrizol. Building on lts extrusion expertize. the
company now manufactures precision striped tubing in India with
integrated 3-, 4-, and B-stripe configurations, supporting the
development of increasingly advanced medical davices These
designs help improve tube identification, erientation, and
procedural efficiency, while providing device manufacturers
greater flexibility in product design and customization.
Lubrizol's Chennai facllity also supporis multi-lumen tubing
configurations, enabling multipls fluid pathways or functionalities
within a single tube, an Increasingly Important requirement for

Advancing India’s MedTech
Ecosystem Through Local
Manufacturing of Medical
Device Components

Lubrizol

complex minimally invasive devices.
Beyond striped and multi-lumen
canstructions, the facllity produces
. high-precision tubing using & broad
| portfolio of materials including
Pebax®, polyamides, nylon,
polyprapylens, polysthylane and
medical-grade TPU. Capahllities
extend across single- and multi-lumean
axtrusion, balloon tubing, braiding,
and tri-layer tubing, allowing
manufacturers to source advanced
solutlons from a local facllity
supported by Lubrizol's global
technology netwark.

As India advances as a global
MedTech manufacturing hub, local
production backed by world-class
technology will be essential. Through
its advanced exirusion capabilities in
Chennai, Lubrizol is strengthening
supply resilience, enabling innovation,
and supporting the development of
medical devices that improve patient
outcomes in India and beyond.

rapidfacto

Medical Device QMS Software

Always be ready for ISO & CDSCO Audits?
+ INDIAN MDR + 1SO 13485 + 21 CFR Part 11
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Qosina Expands Beyond Components with Launch

of Regulatory Services

Mew offering connects Qosina's component and supply-chain
expertise with regulatory strategy, submissions, qualify systems
and compliance services

RONKONKOMA, N.Y., August 18, 2026 — Qosina, a global
supplier of single-use componanis for the medical device and life
sclences Industries, today announced the launch of Qosina
Regulatory Services, The new offering supports customaears from
early pathway planning through submissions and ongoing
compliance.

Led by Bryan Brosseau, Qosina's Regulatory and Quality
Strategist, the new services address the regulatory and guality
requirements that follow a product from development through
markel. From starlups mapping thelr first regulatory pathway (o
established manufacturers working through complex compliance
challenges, Qosina provides experience-driven guidance
tailored to each organization's needs.

“The regulatory issues that cost our customsrs the most time
aren't the ones they saw coming," said Lee Pochier, CEO of
Oosina. "Asupplier change or a material substitution that seemed
routine during developmeant tums inta a documentation problem
much further down the road. Regulatory Services exist to catch
that at the front end, so cusiomers can make sourcing decisions
with the right information in hand.”

Qosina Regulatory Services span guality systems, including
QMS sudits and gap analyses, audit preparation and
remediation, and eQMS support. Submission work covers
regulatory pathway planning, FDA and international

QOSINA

submissions, CE-marking support and UDI implementation.
Technical support incluges design controls, risk documentation,
bincompatibility, design verification and validation, supplier
management and auditing, and training.

Brosseau will discuss the regulatory challenges that shape a
medical device's path to market at MEDevice Boston, August
26-27, 2028,

For more infarmation about Gosina Regulatory Services or to
schedule a discovery call, visit hitps:/bit. ly/RegulatoryServices,
About Qosina

Qosina ig a leading global supplier of 7,000+ components to the
medical and pharmaceutical industries. For more than 45 years,
Qosina has helped medical device and life sciences companies
accelerate product development and commercialization through
an extensive component portfolio, technlcal expertise, quality
documentation and supply-chain support. Qosina provides
customers with the flexibility to source, sample and evaluste
components while reducing the time and complexity involved in
bringing preducts o market. Qosina Regulatory Servicas further
extend that support, helping organizations navigate regulatory
strateqy, submissions, quality systems and compliance. For
rore infermation, visit https:fbit v CGosinaPR.

Contact : Rachelle Morrow, Senior Manager, Communications,
Qosina Corp. QOSMEDIX

Ermall: rmorrowfgosina.com « www.gosiha.com

. gosmedix.com

One Stop Solution for Medical Device & In Vitro Diagnostic

Medical Device Regulatory Support

—& India

* Test License
* Manufacturing License

» Import License | Whole Sale Licence

* Free Sale Certificate
= Market Standing Certificate
» Mon- Conviction Certificate

~4& Europe
« [EU)-2017/745
« (ELD 20177486

—& Testing

* Biocompatibility

= TGA Sponsar

* EMI /EMC

Navigating

d = * UK Hesponsible Persaon
- EN ISO 13485 International F
 Authorized Hepresentative = -
* Product Registration MEdlcal DEV'CE —& Canada
o = « CMDOR
—# Australia Regulatlons o NS
. TGA
« MOSAP

* Clean Hoom Validation

—& USA

* 5100k} Premarket Notification

* Premarket Approval (PMA

« De Movo Classification

* Humanitarian Device Exemption (HDE)
» US Agent | MDEAPR

—& UK
* LIKGA

—& Other Services
* CE Mark Certification Services
for
= Medical Devices & In-Vitro Diagnostic Devices
through recognized Eurcpean Motifisd bodies

For Further Details
Contact : Ms. Viji S, Maobile : +91 9842533905, Email: vijiregulatory@gmail.com
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PFAS in Single-Use Systems for
Biopharmaceutical Manufacturing:
Regulatory Crossroads, Extractables &
Leachables Risk, and the Path Forward

Dr. Priyabrata Pattnaik
Chief Executive Officer (CED)
Ami Polymer Pyl Lid.

Executive Summary

Per- and polyflucroalkyl substances (PFAS} have emerged as
one of the most consequential chemical classes facing the
biopharmaceutical industry today. While PFAS are often
discussed in the context of contaminated drinking water,
firefighting foams, or consumer products, their role in
bioprocessing is less visible but highly significant. PFAS are
widely used in the form of fluoropolymers and fluorinated
processing aids within single-use systems (SUS), including
bioprocess bags, tubing, filter assembliss, connectors, gasksis,
diaphragms, seals, and membrane technologies, Thair
exceptional chemical inertness, thermal stability, low
axtractables profile, and compatibility with sterilization processes
havae made them Indispensable to modern bialogics
manufacturing.

However, the global regulatory landscape is rapidly evolving,
Regulatory agencies in Europe and Morth America are
inereasingly treating PFAS as a class of concemn dus to their
envirenmental persistence, bioaccumulation potential, and
associations with adverse human health ocutcomes. Proposed
restrictions under the European REACH framework, U.S. EPA
gotions, and growing customer expectations regarding
sustainabiiity are creating unprecedented uncertainty for
suppliers and users of single-use lechnologies.

For biopharmaceutical manufacturers, PFAS regulation iz not
merely an environmental issue; it is a strateglc business |ssue
that directly affects supply chain resilience, product guality,
process validation, regulatory compliance, and long-term
manufacturing economics,

Why PFAS Matters to Bioprocessing

The rize of single-use technology has transformed
biopharmaceutical manufacturing over the last two decades.
Disposable bioreactors, bags, whing manifolds, filters, and fuid
transfer assamblies have enabled unprecedanted manufacturing
flendbility, reduced cleaning validation requirernents, accelerated
facility construction, and lowered cordamination risks.

Many of these systems depend on fluorinated materialzs. PFAS
represent @ broad family of more than 10,000 fluorinated
compounds characterized by highly stable carbon-flucrine
bonds. These bonds are ameong the strongest in organic
chemistry, conferring exceptional resistance to heat, sclvents,
acids, bases, oxidalion, and biologicsl degradation. Bacause of
these properies, PRFAS-containing flucropolymers such as

polytetrafluoroethylene (PTFE), polyvinylidene flucride (PVOF),
fluarinated ethylene propylene (FEP) perfluoroalkoxy alkane
(PFA), ethylene tetrafluoroethylene (ETFE), fluoroelastomers
(FKM, FFKM), have becoma essential materials in
pharmaceutical manufacturing andg medical technologies.,

Historically, flusropolymers were considered low-risk because
they are high-molecular-weight. relatively insoluble materials.
However, increasing scientific scrutiny has revealed that
flugropolymer production often relies an PFAS processing aids,
residual monomers, oligomers, surfactantz, and degradation
products that may remain within finished materials and
potentially contribute to environmental contamination or
extractables and leachables (E&L) concems.

Where PFAS Exist in Single-Use Bioprocess

Systems

PFAS-containing materials appear throughout modern

bioprocessing operations,

1. Tubing Systems: Fluoropolymer tubing is widely used in
buffer transfer, media transfer, product harvest,
chromatography skids, fill-finish operations, etc. FEP, PFA,
and PTFE tubing offer extrernely low adsorption, high chemical
compatibility, excellent cleanability, and resistance to gamma
irradiation and starifization
These attributes are particularly valuable for high-value
biologics, vacoines, viral vectors, and cell therapy products.

2. Filtration Systems: PVDF membranes remain among the
most common membrane materials used In sterile filtration,
vent filtration, virus filtration, clarification processes, etc. PVYDF
provides high protein recovery, low extractables, excellent
mechanical strength, and broad chemical compatibility.

3. Single-Use Bags: While most bag films consist primarily of
polyethyvlene-based multlayer structures, PRAS-containing
materials may be present In ports, conneclors, weldable
fittings, internal components, barrier layers, and
manufacturing additives.

4, Gaskets, O-Rings and Seals: Fluoroelastomars such as
FkM and FFEKM are used extensively because they resist
agaressive CIP chemicals, organic salvents, high
fermperatures, and repeated sterilization cycles.

5. Manufacturing Processing Aids: Perhaps the least visible
PFAS source is fluorinated processing aids used during
polymer manufacture. Historically, compounds such as
perflucrooctancic acid (PFOA), perfluorooctanesuifonic acid
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(PFOS), genX-related substances, and fluorinated surfactants
have been used to facilitate polymerization processes.
Although many legacy subslances have been phased out,
concems remain regarding residuals, byproducts, and
replacament chemistrias.,

PFAS and Extractables & Leachables (E&L):
The Scientific Concern

Far the blopharmaceutical Industry, the primary concerm |5 not the
bulk fluoropolymer itself, but what can migrate from if, specifically
extractables and leachable.

Extractables are compounds that can be forced from materials
under aggressive laboratory conditions. Potential PFAS-related
extractables include residual monomers, ocligomars,
polymerization alds, Tuarinalsd surfactanis, processing
Impurities, and degradaticn products.

Leachables are compounds that migrate into process sireams
under actual manufacturing conditions. Potential risk factors
include long contact times, elevated temperatures, organic
solvents, surfactants, high pH solutions, and repeated irradiation
EXposure.

Although fluoropolymers generally exhibit low extractables
compared with many alternative polymers, regulators
increasingly expect manufacturers to understand whether
fluorinated compounds may appear in process intermediates or
final drug products. This concern becomes particularly relevant
for monoclonal antibodies, vaccines, cell therapies, gene
therapies, and mRNA products where patient safety margins can
be extramely narow.,

Recent literature also highlights concerns regarding trace PFAS
migration from medical devices and fluld-contact materials,
emphasizing the need for further guantitative assessment of
fluoropolymer-associated exposure pathways,

Why Regulators Are Concerned

The scientific rationale behind PFAS regulation rests on three
fundamental characteristics.

1. Extreme Environmental Persistence
PFEAS are fraquently referred to as "forever chemicals.” The
carbon-flucrine bond resists hydrolysis, photolysiz, microbial
degradation, and oxidative degradation. As a result, PFAS can
persist in soil, groundwater, surface water, and living
organisms for decades. Scientific reviews consistently identify
environmental persistence as a primary regulatory driver.

2. Bioaccumulation
Cerlain PFAS compounds accumulate in blood, lver, Kldney,
and breast milk. Human biomonitoring studiss also
demonstrale widespread exposure globally.

3. Toxicological Concerns

Growing evidence links specific PFAS compounds with
immunotoxicity, endocrine disruption, reproductive toxicity,
developmental toxicity, lver dysfunchion, metabolic disorders,
cartain cancers, etc, The Intemational Agency for Research
an Cancer (|ARC) classified PFOA as carcinogenic to humans
(Group 1) and PFOS as possibly carcinogenic. Thase findings
have fundamentally changed regulatory atiitudes toward
PFAS-containing materials.

Current Global Regulatory Landscape

European Union

Tha most significant regulatory development is the proposed
PFAS resiriction under REACH. In January 2023, Germany,
Denmark, Sweden, Nomway, and the Metherlands submilted a

broad PFAS restriction proposal covering manufacture, use, and
market placemant of PFAS-containing materials. The proposal is
expected to progress toward implementation around 2028-2030,
although exemptions may be granted for essential uses.

The proposal adopts a class-based approach rather than
regulating individual compounds. This is particularly important
because fluoropolymers may fall within PFAS definitions,
suppliers may need to justify essential use exemptions, and
customers may demand PFAS-free alternatives even when
exemptions exist. The EU has also implemented stringent PFAS
limits in drinking water under Directive EU 2020/2184.

United States

The WU.5. EFA has intensified PRAS ovarsight. Recenl actions
include designatien of PFOA and PFOS as hazardous
substances under CERCLA, drinking water limils of 4 ppt for
PFOA and PFDS, expanded TSCA reporting obligations, and
increased PEAS disclosure requirements. While medical devices
and pharmaceutical manufaciuring materials cumently remain
largely exempt from direct restrictions, the regulatory direction is
clear.

Global Trends

CAS analysis of lhe global PFAS landscape demonstrales
increasing requlatory activity acress United States, European
Unlen, China, Japan, South Korea, Australla and New Zealand.
The regulatory environment is becoming increasingly
fragmented, creating compliance complexity for multinational
pharmaceutical operations.

India

India's regulatory framework for PFAS remains at an early stage
compared with the European Union and the United States. As of
2028, Indis does not have a comprehensive national PRAS
managemeant program, PRAS-specific drinking water standards,
emvironmental discharge limits, or broad restrictions on the
manufacture and use of PFAS across industrial sectors.
Environmental oversight of PFAS currently relles on general
pravisions under the Environment (Protection) Act, 1986, the
Water (Prevention and Control of Pollution) Act, 1974, and
related hazardous chemical regulations, none of which
specifically address PFAS as a chemical class, India is, however,
a signatory to the Stockholm Convention on Persistent Organic
Poliutants (FOPs), which requires controls on cerain PFAS
compounds such as PFOS, PFOA, thelr salts, and related
subsiances that have been listed under the Convention,

The most significant recent regulatory development is the action
initiated by the Food Safety and Standards Authority of India
(FESAlL In Octoler 2025, FSSAl published the Draft Food
Safety and Standards (Packaging) Amendment Regulations,
2025, proposing a complete prohibition on the use of PFAS in
food-contact materials and packaging. The proposal was
subssquently netified o the World Trade Organization (WTO)
and reflects growing concemn regarding the migration of "forever
chemicals" into food products and thelr potential impact on
human health. The draft regulation aligns India with emerging
international trends and signals the government's increasing
willingness to regulate PFAS-containing materials where human
exposure Is considered significant. However, as of mid-2026, the
proposal remains under regulatory review and has not yet
evolved into a broader national PFAS restriction framework.

For the blopharmaceustical industry, this means that PFAS-
containing fluoropolymers used in single-use systems, filters,
tubing, gaskets, and processing squipment are not currenty
subject to specific Indian restrictions. MNevertheless, Indian
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manufacturers supplying global markets must closely monitor
developments in Europe and North America because regulatory
requirements imposed by intemational cuslomers and health
authorities will likely Influence material sslection, extractables
and leachables assessments, and supply-chain gualification
practices long before comparable regulations emerge
domestically. Conseguently, while India presently follows a
relatively permizsive PFAS regulatory model, the direction of
travel sugoests increasing scrutiny, enhanced disclosure
reguirements, and eventual adoption of risk-based controls
cansistent with global regulatory trends.,

Implications for Single-Use System Suppliers

SUS suppliers face several challenges. Customers increasingly
requesting material disclosure covering PFAS inventorics,
material composition declarations. and supply chain
transparency. Historically proprietary formulations may now
raguire disclosure,

Global suppliers are investing heavily in reformulation focusing
on finding alternative polymers, non-flucrinated membranes,
PFAS-free elastomers, and new manufacturing routes. However,
many alternatives do not yet match fluoropolymer performance.

The challenge is regulatory gualification costs. Every material
substitution requires sxtractables studies, loxicological risk
assessments, process validation, stabllity studies, and
regulatory filings. The costs can be substantial,

Business Impact on Biopharmaceutical
Manufacturers

Tha PFAS issue aextends far beyond snvironmental compliance,
The biggest impact is the supply chain risk. & major PFAS
rastriction could affect availability of filters, tubing, gaskets,
sansor companesnts, connector systems, ete. Even temparary
shortages could disrupt manufacturing campaigns.

There will be change control burden. Subsiituting a
fluoropelymer component may requlre process characterization,
comparability assessments, product impact studies, and
regulatory submissions. For commercial biologics, this can
involve years of work,

There will be potential increase in cost of goods. Allernative
materials often cost more, have shorer operating life, and may
require additional qualification. All these cause manufacturing
costs to increase significantly.

Advanced therapies frequently depend on highly specialized
SUS components.

Regulatory unceriainty could siow cell therapy scale-up, gene
tharapy manufacturing, ad continuous bloprocessing adoption,
It is likely to have investor and ESG Pressure. Investors
increasingly will evaluate environmental sustainabllity, chemical
stewardship, and supply chain resilience. PFAS management is
becoming an ESG issue as much as a regulatory one.

CAS Industry analysis highlights that sectors such as medical
devices, aerospace, and advanced technologies face
substantially greater technical challenges in PFAS replacement
compared with consumer-facing Industries. Biopharmaceutical
manufacturing belongs firmly within this technically challenging
categorny.

Are Fluoropolymers Really High Risk?

A critical scientific debate remains unresolved. Many
toxicological concerns arise from PFOA, PFOS, and small PFAS
maolecules, rather than high-melecular-weight fiuoropolymers
thernselves. Some Sclentists argue fluoropolymers should be
treated separately because they are less bioavailable, they
axhibit lower mobility, and they generally show lower toxiciy.

Others argue that production processes sfill generate PFAS
emissions, end-of-life disposal remains problematic, and
degradation pathways are incompletely understood. This debate
will lkely shape fulure regulations.

Mitigation Strategies for the Biopharmaceutical
Industry

Rather than wailing for regulations to force change,

manufacturers should adopt proactive strategies.

1. PFAS Material Mapping: Conducl comprehensive
inventories of tubing, bags, filters, gaskets, membranes, and
sensors, Identify both direct PFAS materials and hidden
fluorinated processing aids.

2. Suppller Engagement: Reqguest PFAS declarations,
regulatory roadmaps, alternative material strategies, and
extractables data packages. Transparency will become
Increasingly valuabbs.

3. Expand E&L Programs: Future E&L studies should include
targeted PFAS screening, high-resolution mass spectrometrny,
and non-targeted analysis. Traditional E&L programs may
miss emerging PFAS species,

4. Risk-Based Prioritization: Net all PFAS-containing
components carry equal risk.

It is important to priortize product-contact materials, long-
duration exposure systems, and high-surface-area
components,

5. Alternative Material Evaluation: It is worth to investigate
polyolafin elastomers, thermoplastic slastomers, silicone
technologiss, advanced paolyethylens membranes, and
ceramie¢ filtration systems. However, performance
eguivalence must be demonstrated rigorously.

6. Lifecycle Thinking: Assess environmental impacts from raw
material gourcing, manufacturing, use phase, and disposal,
Clreular economy approaches and sustainable procurement
strategies are increasingly recommended by regulatory and
scientific communities.

The Future of PFAS in Bioprocessing

PFAS are unlikely to disappear from biopharmaceutical
manufaciuring overnight.
The technical reality is that fluoropolymers continue to provide
performanca characteristics that remain difficult to replicate
chemical inertiness, sterlization resistance, protein compatibility,
and machanical reliability.

Regulators recognize these challenges and are likely to permit
transiticnal exemptions for essential uses. Nevertheless, the
direction is unmistakable. The industry is moving toward greater
transparency, enhanced E&L scrutiny, reduced PFAS
dependency, and sustainable material innovation. The
organizations that begin preparing today will be best positioned
to navigate future regulatory requirements without compromising
product quality oF supply continuity.

Conclusion

PFAS represent one of the most complex challenges facing
rmodern biopharmaceutical manufacturing. Fluoropolymers and
fluorinated processing aids have enabled the growth of single-
use fzchnologies by delivering unmatched performance in bags,
tubing, filters, membranes, seals, and fluid managemeant
systems. Yet the same chemical properties that make PFAS
valuable—persistence, stabllity, and resistance lo
degradation—also underpin growing regulatory and societal
COMGE,

For extractables and leachables specialists, the focus must shift
from wviewing PFAS solely as materials science lssues lo
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understanding them as integrated product-quality, patient-safety,
environmental, and business-risk issues. Regulatory restrictions
under REACH, EPA actions, and emsarging global policies will
increasingly influence material selection, supplier gualification,
E&L programs, and lifecycle management strategies,

The winners in this transition will not simply be companies that
aliminate PFAS first. They will be organizations that combing
scientific dgor, proactive risk assessment, suppller collaboration,
and strategic innovation to ensure uninterrupted delivery of life-
saving hiclogics while adapting to a rapidly changing regulatory
landscape.
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This is in continuation to my last writeup  published in MPDS
magazineg volume 33 ( Jan-Feb 2025). Let us axplore faw mora
important performance plastics which are in use in the field of
Food, Pharmaceutical & Medical devices

Acquaintance, Behaviour
& Consumption
of PERFORMACE PLASTICS & their applications in food

pharmaceuticals and medical devices Food, Fharmaceuticals &
hiedical device

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

Asim Datta
Consultant Faculty, Indian Institute of Packaging & NIFPER
Chandigarh

Polyvinyl chloride (PVC)
oy
ci

KEY PROPERTIES

= High clarity

+ Moderate barder for gas and
moisture

« Hard and rigid.

« Excellent thermoforming property

« Density - 1.35-1.38 gmicma

MAJOR PACKAGING APPLICATIONS
« Blister packaging in pharmaceuticals.
« Packaging of maat.chesse

« hiedical bag / kil

+ Shrink film { sleave

H
:>H‘/\|'il = | | I i

Wiyl Ehicericie Pty el Sl | i

PVC Is produced by polymerization of vinyl chloride monomer
(VGN). The main palymerization mathods include suspension,
emulsion, and bulk mass) matheds VCM is then sent through &
reactor containing a catalyst where polymerization occurs. This
procass links the vinyl chloride molecules together to form PVE
chains. The resulting PVC [s a white powder.

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

at 40 — 60°C.
CH,=CHCl —22%, -EGH s CHCI}
13 aim n
chiormsathens poly{chiomethenea}

In suspension polymetization an initiator, an organic paroxide is
used, which is soluble in ehloroethene, After the reaction, excess
monomer is removed and the polymer is separated, by
cantrifuging and drying.
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PVC is used for many life-saving and healthcare
products like

Blood and plasma transfusion sets
Catheters and cannula

Blood bags

intravenous solution giving sets
Surgical and examination gloves
Mattress and bedding covers

Blister packs for pharmaceutical solid
dosage medicines

Paolysulfones are a family of high performance amorphous
thermoplasiics.

These polymers are known for thelr toughness and stability at
high temperatures, Aromatic polysulfones can be produced by
the polycondensation reaction of bisphenol salts with 4,4
dichlorodiphenyl sulfone {4,4-DCOPS) Reactions are camied out
in high- boiling polar solvents like dimethyl suffoxide (DMS0),
and N-methyl pyrrolidene (NMP) at temperatures ranging from
130 to 160°C

Polysulfone polymer is known for its unigue

properties like:

Transparency

Sterilizabllity.

High impact resistance

Chemical resistance .

Flame retardancy & and good

electrical properties { Good Insulator)

« High creep resistance and thermal
stability

+ Biocompatibility

%
Implantable
polysulfone port

Examples of medical devices that use polysulfones are :
Implants, surgical Instruments, and diagnostic equipment like
MRI machines, CT scanners, X-ray machines Medical fittings
and connectors

Polysulfone Membrane

Polysulfone Surgical

Polycondensation reaction

Aromatic polysulfones can be produced by the reaction of
hisphenol salts with 4 4- dichlorodiphenyl sulfone (4 4-DCDPS)
(Figure 8.2). Reactions fypically are conducted in high-boiling
palar salvents like sulfolane, dimethyl sulfoxide (DMS0), and N-
methyl pyrrolidone (NMP) at temperatures ranging from 100 to
250°C This reaction involves diphenoxide and bis(4-
chlorephenylisulfone (DCDPS). The diphenoxide is produced in
situ from a dipheno| and sedium hydroxide, The pelymerization is
carrled oul In a polar, aprotic solvent, such as dimethyl sulfoxide,
at 130-160°C

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

The bizphenol monomers and a salt forming agent reast to form
bisphenolate. The bisphenolate and 4 4'-dihalodipheny! sulfone
undergo potycondensation to produce polysulfone.,
- O EO--O-HO]
[.?IJJY:'.E”.DI'"_'
POLYETHERIMIDE (PEI): AN UNIQUE & RELIABLE
POLYMER FOR MEDICAL DEVICES

Paolyetherimide( PEI) Is an amorphaous, transparent enginesring
thermoplastic. The unigue polymer offers an exceptional
combination of high heat resistance, flame retardancy, and
chemical resistance. PEl can maintain its mechanical strength &
dimensional stability across a wide ranga of temperatures. PElis
also sterilizable through autoclaving, radiation, chemical
nwethods therefore it is very useful and a favoured option for
redical devices.

PEls are made through a polycondensation reaction, which is a
reaction consisting of two or more monomers, each containing
ane or more functional groups, which In this case are a
dianhydride and a diamine.

SO O -
e . I,

B pteenn- & phalidlailrdiide l

- 1 S
+ 3

A Lol R, .r"'i-._" R e e L
i L Ty gy S il

Synthesis of PEI between bisphenol-A phthalanhydride and
a diamine

PEl is used in many medical devices

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

« Implantable devices llke orthopedic implants, cardiovascular
devices, and dental implants,

* Diagnostic squipment like blood analyzars, imaging devices,
and diagnostic reagent containers,

+ Meadical tubing due to its strength characteristics, thinnerwalls,
and larger inner diameter requirements.

] Ij .: [
B W W

e
surgical devices made from medical grades PEl maintain
properties after repeated autoclave cycles.

Ll Bl Storage Containers Palyetherimide (PEl) Compression Spring
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PEEK (Polyether ether ketone) Plastic

Chamical Structure

PEEK

PEEK belongs to polyaryletherketone (PAEK) family of
polymers.

PEEK Plastic Polymerization

" --'u'- ot

T ¥

e e

Difluerobenzophancne n

Step Growth o “ = e e,
+ Polymorization J,_n %____,I;“_l._%f l 1
‘]j_N'“ P_ol-ywrhmr other ketone
-
(=]

Disodium Hydroguinone

Polyetheretherkelone (PEEK) Is a high-performance polymer
that is preduced through a step-growth polymerization process:
4 A'difivorobenzophenone s reacted with the disodium salt of
hydrogquinone in a polar aprotic solvent. such as diphenyl
sulfons. The sodium phenoxide attacks the fuorine atoms in the
difiuorobenzophenone, forming ether linkages and longer
polymer chains.

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

PEEK® is an organic thermoplastic polymer that offers excellent
mechanical and chamical resistance properlies because of ils
chemical make-up. PEEK® is short for polyether sther ketone,
which means It's 8 member of the polyaryletherketone family.
These polymers are notable for their phenylenea rings and oxygen
bridaes, which result in resillence, durability and strength.

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

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

PEEK polymers maintains outstanding mechanical sirength,
excellent siress cracking reslstance and hydrolytic stability in the
presence of hot water, steam, solvents and chemicals. This
plastic offers improved biocompatibility of Ioad bearing
implants.PFEEK is used in medical implants like bone
raplacement materials, screws, and plates for spinal surgeries

and cranial Iimplants. PEEK Is blocompatible and has a modulus
of elasticity similar to bone.
Rl .

Dental implants

Implant
Bbautments

Flved Crowns Fzed Brodges

Ly b

High Precision, PEEK, Thermoplastic Medical Spinal Implant
Componeant

Polyetheretherketone (PEEK) in dentistry.

PEEK has been established as a biccompatible material,
rmeaning it is safe for use in vivo (within the living body). Extensive
research has shown that PEEK exhibits no signs of cytofoxicity,
genoloxicity, or Immunoegenicity. Studies spanning more than 20
years have demonstrated its effectiveness In varlous
applications, including spinal fusion cages, orthopedic implants,
and dental devices COC {Cyclic olefin copolymer).

It is an amorphous transparent copolymer possessing a cyclic
olefin structure,

~‘—I31;—-IIH; CH ———CH
¥

-

§ i IH L 1
P
KEY PROPERTIES
Low Density
Highly transparent

Good water vapour resistant
\ery good acid and alkali resistant
Density —1.02 gm/cm3

MAJOR PACKAGING APPLICATIONS

« Blister packaging material

» COC Vials replace tha glass vials,

« Co-exdruded film & faminates used for food & pharmaceutical
packaging

= Pre filled syringes.

Cyclic olefin copolymer (COC) Is a plastic material that Is widely

used in medical devices and packaging applications due to its

unigue properties COC s used in a vardely of medical devices,
including:

* Labkaoratory and diagnostic devices: Syringes, vials, ampoules,
cuvettes, microtiter plates, test tubes, pefri dishes, and
pipettes

« Meedleless injectors, Injector pens, and Inhalers: COC is usad
in the development of drug- delivery systems

« Blister packs: COC is ideally suitable for the production of
blister packs due to its good thermoformability

COC is a good choice for medical devices because of is:

« Clarity: COC is highly transparent and clear, which ensures
accurate results in assays

L
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Materials

+ Biocompatibility: COC iz biocompatible with the tissues and
proteins used in assays

* Heatresistance: COC can withstand high temperatures during
the manufacturing process and sterilization through
autoclaving

« Chemical resistance; COC is resistant to solvents like alcohol

« Sterlization compatibility: Most COC grades can undergo
sterilization by gamma radiation, steam, or ethylene oxids

+ Low water absorption: COC has a low water absomtion value
of less than 0.01% MNorbornene or norbornyleng or
norcamphena is a highly strained bridged cyclic hydrocarban.
Il iz & white solid with a pungent sour odor.

The molecule consists of a cyclohexena ring with a methylena

bridge between carbons 1 and 4. The molecule carries a double

bond which induces significant ring strain and significant

reactivity,

Ethylene/norbormene content within oyelle olefin copolymer

(COC) is well known to affect the chemical and physical

properties of the copolymer, such as the glass transition

ternperature (Ta) and transparency.

TCRASE COC is manufactured by
TOPAS Advanced Polymers GmbH
and sold by Peolyplastics In the
Americas, Japan and Asia Pacific

POMRAR 0

Nerbornene

Led P LS BB |
L}

°11 L8 | ‘
T
T

TOPASE® COC (cyclic olefin copolymer) is a glass-clsar and
extremely pure plastic for healthcare, packaging, and electronics

applications. From insulin defivery, fo food contact films,
TOPASE COC is the high-performance matarial of choice.

The broad giobal regulatery compliance of TOPASE COC can
make your next development a simpler task.

TORPASE COC is manufzctured by TORAS Advanced Polymers
GmbH and sold by Polyplastics in the Americas, Japan and Asla
Pacific.

Raw ingredients and production method

= CH CHa === CH H

TOPAS®E COC is a cyclo olefin copolymear (COC ) copalymerized
from norbomene and ethylene using a metallocens catalysL
Comonomer content determines the glass transition
temperature, so TOPASE COC gradss with high cvellc olefin
content have higher heat resistancea.
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| The ASPIEL Syringe:
Innovation Born in the
Operating Room

Dr. Prujal Parekh
~y General & Minimal Access Surgery Surgeon and Founder, *ASPIEL®

The story of how a surgeon’s clinical experience led to the development of the
Aspiel Syringe for safer high risk injections.

Every innovation begins with a simple guestion. For me, that
question was, "Can this be done better?' As a practicing
General and Minimal Access Surgeon, | have spent years
parforming procedures where precision is everything. In the
operating room, even the simplest instruments can influence
patient safaty. Among these instruments, the syringe is probably
the maost familiar. It has remained largely

unchanged for decades, despite being used

millions of times every day. | often found

myself wondering whether this simple L
device could be be improved to make certain
procedures safer without changing the way
clinicians work.

That question became the beglnning of this
journay.

High risk injections are parformed every day
in operating rooms, emergency
deparments, pain clinics and many other
healthcare settings. These inciude peripheral nerve blocks, local
anaesthetic infiltration during trauma and emergency care, and
sevaral other procedures where the needle is placed close fo
important blood vessels and narves. During these injections,
clinicians follow several recognised safety practices to reduce
the risk of unintenticnally Injecting medication into a blood vessel.

One of these safely practices iz aspiration, Before injecting the
medication, the clinician gentty pulls back on the syrings plunger
to check whether blood enters the syringe. If blood iz seen, the
neadle may be inside a blood vessel and can be repositioned
before the medication is administered. This simple step has been
an important part of clinical practice for many years,

However, aspiration is not a perfect test. A negative aspiration,
where no blood is seen, does not always guarantee that the
naedle tip is outside & blood vessel, Medical literature has
described situstions in which false negative aspiration can
oceur. This may happen because the opening of the needle is
Blocked by the vessel wall, the blood vessel temporarily
collapses when suction iz applied, or the needle position changes
slightly during the procedure. For this reason, clinicians raly on
aspiration as one important safety measure while alsc using
careful technigue, anatomical knowledge and, where
appropriate, Imaging guidance,

Apart from these recognised limitations, aspiration itself can
somatimes be technically challenging. During many high risk
injections, the clinician must keep the needle steady while

simuitanaously pulling back on the plunger and watching for
blood. This often requires excellent hand coordination, and even
slight movement of the needle may be undesirable. Watching
these challenges repeatedly In dally practice made me ask
another simple question.

Could the syringe itself make

~  aspiration easier while allowing
T the clinician to maintain better

‘Q“ control?

The Aspiel Syringe is a novel syringe
designed to simplify aspiration during high
risk injections while allowing the clinician o
maintain better control of the device. At the
heart of the device is a patented mechanical
concept thal separates the process of
aspiration while preserving the familiar
handling and operation of a conventional
syringe. Rather than introducing a completely new way of
parforming injections, the design builds upon technigues that
clinicians already know. The intention is not to replace clinical
judgement or established safety practices. Instead, it is designed
to support cliniclans by making animportant safety step easier
and more intuitive,

One of the guiding principles throughout development was
simplicity. Healthcare professionals work in demanding
emvironmeants where new devices must be easy to understand
and easy to use. A device that requires extensive retraining is
unlikely to become part of routine practice, Forthis reason, Aspiel
was designed o feel familiar in the clinician's hand while
incorporating an innovative mechanism that assists during
aspiration.

Developing the device was a journey that required patience and
persistence. The criginal concept evolved through numearous
sketches, prototypes and design refinements. Every version
taught us something new. Some concepts worked well clinically
but were diffficult te manufscture consistently. Others were easy
to manufacture but did not provide the performance we were
looking for. Achieving the right balance between clinical function,
ease of use and manufacturability took several years of
continuous refinement.

Enginearing played an equally imporiant role throughout this
journey. A succossful disposable medical device must be more
than an innovative idea. It must be capable of consistent
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manufacturing, efficient assembly, reliable sterilisation and
rigorous guality confrol while remaining commercially practical,
Evary stage of development was guided by these considerations,
ensuring that the final design could be translated from an idea
inta a product suitable for large scale production,

Feedback from fellow clinicians was invaluable throughout the
development process. Their experience helped refine the
ergonomics, improve usability and ensure that the device
remained practical in everyday clinical settings. This
collaboration between clinicians and engineers became one of
the greatest strengths of the project. Clinicians understand the
problems that nead solving, while engineers provide the
expertise (o transform those ideas into reliable medical devices.

Today, Aspiel Syringas has progressed from an idea conceived in
the operating room to & clinically evaluated medical device.
Before entering clinical use, the device successfully completed
preclinical biocompatibility testing to demonstrate that the
materials used are safe for thelr Intended medical application. It
subsequently received regulatory approval from the Central
Drigs Standard Control Qrganisation (COSCO) for marketing in
India. Clinical evaluation demonstrated encouraging results
together with positive feedback from users, providing furthor
confidence in the practical application of the davica.

Tha scientific basis along with the randomized canfrolled irial of
the innovation has also besn published in BMJ Innovations one
of the leading peer reviewed journals in the field of medical
innovations. Publishing the work alloved the concept to be
independently evaluated and shared with the wider medical
cammunity, Alongside these scientific and requiatory milestones,
a strong Intellectual property strategy has been pursued. The
invention iz protected by granted and pending patents in multiple
jurisdictions, supporting its future global development and

providing a strong foundation for commerclal parinerships.
Although these milestones are impaortant, they represent only the
beginning of the joumey. The trus success of any medical device
lies in its ability to improve patient care and become a practical
tool for healthcare professicnals around the word, Achieving that
goal requlres strong parnerships n manufacturdng, regulstory
affairs, quality systems and global distribution.

Locking back, the Asplel Syringe began with a simple
observation made during routine clinical practice. Looking
ahead, the vision remains equally simple: to provide clinicians
with a better tool for performing one of the most important safety
steps during high nisk injections. Innovation does not always
come from complex technology or sophisticated electronics.
Sometimes it begins with recognizing a problem that others have
accepted, asking whether it can be improved, and working
patiently to transform that idea into a practical solution.

The best innovations are not always the most complicated.
They are often the ones that solve a real problem in the
simplest possible way. That philosophy continues to guide
the journey of Aspiel.
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Global Trends

Advances in Micro-extrusions and Importance of Catheter Liners

Minlaturization is an ongoing trend in medical technology, and
one of the enabling manufacturing processes is microexdrusion,
which is used to produce ultra-thin, precision tuking. The process
enables the fabrication of single-lumen, multi-lumen, and multi-
layered catheter liners typically reguired for minimally imvasive
medical devices.

innowvations in micre-extrusion, material processing, and surface
modification have allowed for the development of ultra-thin, high-
strength, and chemically resistant linars that enhance procedural
efficiency and patient safety.

Recent advances in micro-extrusion for madical catheters focus
on ultra-thin wall profiles (under 0.005 inches), micron-ieved
lumen concentricity, and real-time Al defect detection. These
manufacturing improvements allow microcatheters to safely
navigate winding, microscopic blood vessels Tor fargeted
neurovascular and cardiovascular procedures.

Micro-extrusion is a critical enabling technology for the
production of these devices. Advances in this technology, the
materials that can be processed, and surface treatment
technigques continue to push the boundaries of medical
technaology.

Key Manufacturing Innovations

* Al-Driven Monitoring: Real-time ssnsor sysiems detect
structural micro-defects during production,

« Multi-Layer & Multi-Lumen Co-extrusion: Advanced dies
combine variable polymers {like PEBA, PTFE, and TPU) in a
single confinuous process.

« Tight Tolerances: Wall thicknesses shrink below 0.005" while
maintaining structural integrity and high burst pressures.

* Embedded Micro-Sensors: Integration of flex clrouits and
micro-sensors directly within the extruded shaft walls, [1, 2, §,
4, 5]

Material and Design Improvements

* Enhanced Trackability: Improved pushabllity and forque
transmission for distal vessel access.

* Advanced Surface Modalities: Incorporation of micro-
texdured patterns or hydrophilic mafrices directly via advanced
compounding and co-exirusion.

These advances have had a profound impact on patient care.

Reduced trauma and vascular injury is one of the key benefits, as

low-friction liners significantly minimize resistance during

catheter insertion. This reduces mechanical stress on delicate
blood vessels, lowering the sk of endothelial damage, which can
lead to serious complications such as thrombosis or restenosis.”

« Microsxirusion enables fabrication of catheter liners required
for minimally invasive medical devices

» Thin-walled, high-precision components provide properties
such as lubricity, structural intedrity, and biocompatibility

« Al-driven extrusion monitoring systems detect micro-defects in
real time

Importance of catheter liners

Catheter liners are ultra-thin inner tube layers used inside
medical catheters and delivery sheaths. Made mostly from fow-
friction materials like PTFE or FEP, they create a smooth interior
path. This slick surface helps doctors pass tiny wires, balloons, or
stents smoothly through blood vessels.

Catheter liners play a foundational role in the performance of
minimally Invasive medical devices. The thin-walled, hiah-
precision compenents act as inner layers within catheters,
praviding essential preperiies such as lubricity, structural
intagrity, and biocompatibility, “Their function Is particularly

crucial in neurovascular and cardiovascular interventions, where
the precision of guidewire tracking and catheter flexibility
determines the success of complex procedures.

Advanced |iners prevent material degradation and leaching.
which is essential for maintaining the performance of chronic
catheterization devices and controlled drug delivery systems. By
enhancing both the shoriterm and long-termi outcomes of
catheter-based interventions, these innovations are significantty
improving patient care and procedural efficiency.”

precision liners that enhance guidewire and catheter navigation
have improved procedural success rates. “This Is particularly
critical in complex procedures such as stroke interventions,
cardiac ablations, and stent placements, where even minor
resistance or misalignment can compromise patient outcomes.”

Key Functions

= Low Friction: Offers a non-slick, slippery inner surface so
medical tools glide easily.

= Space Saving: Featurss vary thin walls o kesp the overall
catheter small and flexible.

« Strength: Helps the catheter keep its round shape when
pushed through tight or twisted pathways.

Common Materials

* PTFE (Polytetrafluoroathylens): The gold standard for inner
liners due to extreme slickness and durability. Often chemically
etched on the outside so outer jacket layers can glue or bond to
it safely.

* FEP (Fluorinated Ethylene Propylena): Another slick
fluoropolymer used to line guiding tubes and multi-lumen
shafls.

Moreover, precision liners that enhance guidewire and catheter

navigation have Improved procedural success rates. This s

particularly critical in complex procedures such as stroke

intervantions, cardiac ablations, and stent placements, where

even minor resistance or misallgnment can compromize patient

outcomes.

References :

01 hitps:Awyw mpo-mag. com/pushing-the-limi-of-meadical-
device-sxtrusion/

02 hitps: v plasticsfoday com/medicalliner-notes-how-
advances-in-microextrusion-and-materals-science-are-
enabling-next-gen-catheter-design

[P) 5] MEDICAL PLASTICS INDIA
Hedical Piastics « Hedical evices « liagnostics « Pharma

| N D | A www.medicalplasticsindia.com

rapidfacto

Medical Device QMS Software

Always be ready for ISO & CDSCO Audits?
+ INDIAN MDR  + IS0 13485 " 21 CFR Part 11

3708856807

MEDICAL PLASTICS

BATA SERVICE

July-Auigust 2026



Dr. Amit Dave
M. Pharm, MBA

After covering the Asia Pacific markets and important LATAR
markets, we will now understand the basics of the Eurcpean
markel in this series of arlicles. As the leamed readars know, this
markel s far more complicaled in it nature and dynamics. It is
proposed, therefore, to understand the broader aspects of this
market, the structure of this market In some detall, and also to
brush up on =ome market strategic aspects (though some of
thess will be a repetiion of your knowledge during vour
entreprensurial journey).

Close to 30% of India's medical device expert of India is to the
European market, and this exporl has a growth rate of
approximately 7.5%. This also makes the European market
impaortant.

Centre for the Promotion of Imports from
Developing Countries (CBI)

A fairly long time ago, the Centre for the Promotion of Imports
from Developing Couninies, hereinafter referred to as CB| (not
the conventional denotation of the Indian agency CBIll), had
implemented an earnest effort to facilitate exports of Indian
medical devices to European countries. This Centre for the
Fromotion of Imports from Developing Countries {CBI) deserves
some more detailing here. CBI is sponsored and funded by the
Metherlands government, with its main alm being to sirengthen
the social, economic and environmental sustainability of Small
and Medium-sized Enterprises (SMEs) In low- and middie-
income countries by connecting SMEs to European and regional
markets, as its wabpage highlights (https:/www.chi.ew), The
Metherlands Ministry of Foreign Affairs established CEl in 1971,
With more than 50 years of experience in successfully helping
sustainable economic development through exports, more than
10,000 SMEs from 70 countries have been supported by CBI,
connecting them to buyers or partners in the European market,
raising awareness and building capabilitizs through training and
knowledge-sharing. Some of the matarial which we will present
here (5 from CBI training sources,

European Union — Basic Structure

The European Union, conventionally known as the EU,
comprises 27 countries, The EL was formed In 1993, These 27
countries act as a single econamic and paolitical block for the
policles related 1o these areas. 19 of these 27 countries have a

Fomer CED - Brazil operations! \Vice President Export -
Zydus Cadila Clarls Lifesclences

European Union Medical
Devices Market ==

common currency, the Euro (while & EU members have their own
currency). The list of the 27 EU countries is; Austria, Belgium,
Bulgaria, Croatia, Cyprus, Czechia, Denmark, Estonia, Finland,
France, Germany, Greece, Hungary, lreland, [taly, Latvia,
Lithuania, Luwembourg, Malta, Netherdands, Poland, Portuaal,
Romania, Slovakia, Slovenia, Spain, and Sweden.

Unlike the United States of America, the EU is not a fedaral state,
The EU Is a group of couniries/territories based on treaties. The
policies of the EU cover the three main areas, namely, the
Community pillar, Common Foreign and Security Policies, and
the Justice & Home Affairs area.

The Euro Area Qutline

Wlany of the member countries of the EU have replaced thelr
national currencies with the single currency — the euro. These
Member States together are known as the Euro Area or
Eurozone. In 1999, the Euro was introduced: the euro anrsa
comprised 11 Member States. Many countries gradually joined
the EU as well as the Euro Area. Today, the suro area numbers 20
EU Mamber States. Thesa are Austria, Beigium, Croatia, Cyprus,
Estonla, Finland, Franoe, Germany, Greecs, Iraland, Italy, Latvia,
Lithuania, Luxembourg, Malta, the Metherlands, Portugal,
Slovakia, Slovenia, and Spain, The remaining 7 non-Euro area
countiies are Bulgaria, Czechia, Denmark, Hungary, Poland,
Romania, and Sweden, However, gradually, these countries may
also become part of the Euro area.

The Euro Area (Eurozone) Economy

For the Eure Area, projected GDP growth is 1.4% in 2027, higher
than 2025 and 2028 GDP growth (in the range of 1.2-1.3%).
Strengthening domestic demand and better private consumption
will be the main reasons for this growth, it is predicted. Core
infiation was at 2.4%, mainly dug to inflation in the price of
services. The euro has appreciated strongly against a basket of
41 eurrencies. A very useful website n this regard is of the
Organisation for Econemic Co-operation and Development, or
CQECD (https:hwwwioecd.orglen.himl). The EU economy s the
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second-largest econonmy in the world in nominal terms, after that
of the United States.

In summary,

= Annual GDP Growth (EUY 1.5%

« Annual GDP Growth (Eurozone): 1.4%

« 014 2025 Growth: 0.2% overthe previous guarter in both the EU
and Eurczone.

» Top Growth Countries: Ireland {12.3%), Malta (4.0%), and
Cyprus (3.8%).

« Slowest Growth Countries: Germany (+0.2%), Finland
(+0.2%), and Hungary {(+0.4%)

Top EU Economies by Mominal GDP (2025 Projection)

« Garmany: Projected to be the largest, with significant nominal
growth (approx. $5 trillion+).

« France: The second-largest, holding a key position in
European economic growth.

« ltaly: Third-largest, with a nominal GDP estimated at around
$2.5 tillion,

The Euro, the currency of the Euro Area, |5 stronger than the
United States Dollar. In April 2026 end, the conversion rate was
around 1.17 USD for each euro.

European Union —Understanding the Profile

After seeing the relative sizes of the economies of the EU and the
Euro Area, a look at the population data of the top 10 countries
may aleo be useful for making a Judgment of the market sizes.

1 [Germany 8354238 | 45 | 7% | iloim
z France | 66745401 42 23% DLENH
a Italy | samisise | 43 THe LTL%
_4 ol {47007 | 46 | G% | AN |
5 | Poland | 784188 | 43 0% | D45
B Romania | LaE00EDS | 43 55%, 0.15%
7 | Metherlands | 18das77s | 42 B9% | 07%
B | Belgium Jlrmse | s | s | oaew
g Sweden | 107,00,047 | 40 L 0.13%
10 | Czech Republic | 10527781 | 44 K| D13

Data from Wordometers (hitps:/fwwwv.worldometars. infol)

Tha readers already know some clear abservations af the past
that the size of the economy and the population numberz have
clear comelations. Also, the median age of batween 40 and 50
shows “greying” of these countries (India's median age is below
30}, and “greying” means health issues with a larger health
market, Very high urban population density is also a clear
observation.

Diversity in unity is the EU's main characteristic. One example of
economic differences — London and Hamburg have double the
per capita GDP compared o the average per capita GOP of the
EU. Onthe other hand, Grezce has halfthis number compared (o
the average per capita GOP of the EU. language and gecgraphy
are also vastly different.

Some important social trends are — Religion (Christianity is
followed by about 70%), a multicultural market, an ageing seciety,
more leisure time, high single-person households, and
households with both working members with no children,

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

* Mleasure Volume Set

* Microdrip Set

* Tubes & Catheters

* Specimen Containers

Address:

S.Nath & Co.

B.M. Estate, Mear Uttam Dalry, Sukhramnagar,
Ahmedabad-380021, Gujarat, India.

Contact No: 8825360531

Website: www.snathco.com = E-mail: snathco@hotmall.com

UNIK AL
CONSULTANTS

We are a leading consulting organization Providing integrated

services with focus on compliance with guality management

systems and infernational regulations and preject management

specializing in Medical Devices:

* QS as per EN IS0 13485, CE marking complying to MOR (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 suppart as US FDA Agent for Medical Devices

Unikal Consultants are India representative for

Obelis European Authorized Representative Services,

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

@ UNIKAL CONSULTANTS

F&, Goyal Plaza, Vastrapur, Anmedabad 380015, INDIA
Wabaili: wiws urikaleansuitanis cm Emai sanjaygdoniaiomsutants com, uriai@gmal com
Tab +81 {0} ABH0TESD; N +91 0524017850
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Eleven Associations Seek Urgent Re-examination Of The “Draft Drugs,
Medical Devices And Cosmetics Bill, 2026 .

Eleven national associations representing manufacturers,
traders, healthcare providers, hospitals, clinicians and
patient advisory groups have jointly written to Union Health
Minister J P Nadda, calling for an urgent re-examination of
the Draft Drugs, Medical Devices and Cosmetics Bill, 2026.

The letter, dated August 8, 2026 and coordinated by the
Association of Indian Medical Device Industry (AiMeD), was
sant following a meeting with the minister on the sidelines ofa
Madical Devices Conference at Vigyan Bhawan the same day.
The associaticns opened by congratulating MNadda on his
leadership of both the Ministry of Health and Family Welfare and
tha Ministry of Chemicals and Fertilizers, saying his stewardship
of both portfolios offered a historic opportunity to help India
become a global medical device manufacturing hub, reduce
Import degendency from the current 70-80 per cent, and achigve
exports exceeding Rs 1,00,000 crore within the next five to seven
years,

Against that backdrop, the associations said the draft bill in
its present form does not provide the regulatory foundation
the sector needs to grow, innovate and compete globally,
and that it runs contrary to the health ministry's own
Mational Health Policy 2017, which had called for a separate
regulator for medical devices. The draft, they said,
continues to treat medical devices as an adjunct to
pharmaceuticals despite clear scientific, engineering and
regulatory distinctions between the two categories.

Key concerns raised

The lettar lays out seven specific ebjections to the 2026 draft. It
nates that the bill continues to use drug-ceniric terminology such
as “adulterated," “"spurious® and “misbranded,” and applies
pharma-style cnminalisation to what are essentially anginesaring
deviations, when internationally, devices are regulated
through risk-based conformity assessmant, guality
management systems, post-market surveillance, and
recalls and corrective actions rather than imprisonment.

The assoclations flagged that the bill imposes imprisonment of
one to seven years for issues such as labelling errors,
documentation lapses, licensing Issues, post-market
surveillance reporting mistakes and engineering defects, even
when no harm has cccurmed, a standard they say is not
practised under the EU's Medical Device Regulation, the US
FDA, Japan's PMDA, the UK's MHRA or Australia’s TGA,
where administrative enforcement is the norm.

They also pointed to expanded arrest powers, immediate
cessaltion orders and criminal procedure provisions far
inspectors under the draft, which they called a major detamrent to
investment and innovation, and noted thal despite repeated
recommendations, the bill retains the existing drug-regulator
framework instead of creating a dedicated, technically
competent National Medical Devices Regulatory Authority.

The letter further sald the draft omits essential device-specific
concepts, including biocompatibility standards under 150
10893, usability engineering under IEC 62366, software
lifecycle safety under IEC 62204, provisions for accessories,
remanufacturing and repackaging, and predicate

equivalence pathways used under IMDRF, EU and US
frameworks. It also applies uniform penalties across all
dovice risk classes, from low-risk surgical instruments to
high-risk implants, rather than a risk-proportionate framework,
and the associations said stakeholder consultation on the draft
had been insufficient and inconsisient with the pre-legislative
consultation process, despite repeated submissions from
manufacturers, hospitals, clinicians, patient groups and
engineering experts.

Backed by past recommendations

The associations sald their position Is reinforced by
Parliamentary Standing Committee Reports 138 and 146,
which explicitly recommended a separate law for medical
devices, NITI Aayeqg's own Draft Medical Devices (Safety,
Effectiveness and Innovation) Bill of 2019, which proposed a
modern, engineering-aligned regulatory framewark, and the
World Health Organization's global principles for device
regulation, which emphasise risk management, lifecycle
safety and shared responsibility.

“Iledical devices are engineering products, not pharmaceuticals.
India must adopt smarter, risk-proportionate regulation that
safeguards patients while fostering innovation, and urge a
dedicated Medical Devices Act,” said Prof Bejon Kumar Misra,
founder of the Patient Safety and Access Initiative of India
Foundation.

Puneet Bhasin, president of the Surgical Manufacturers &
Traders Association, sald retaining medical devices under the
game law as drugs would create complex compliance
requirements, particularly for MSMEs, potentially hurting
competition and innovation while increasing healthcare costs.
“Wa urge the Government to establish a separate Act with an
independent regulator,” he sald.

What the associations are asking for

Invoking the prime minister's vision of Atmanirbhar Bharat, Gati
Shakti and Make in India, the associations made six requests
ta the ministry. They asked for the constitution of a new expert
committee comprising engineering experts, clinicians,
biomedical specialists, industry representatives, patient safety
groups and regulalory experls, separats from the drug-regulator
drafting group. They zought enactment of a separate Medical
Devices Act, modern and internationally harmonised,
aligned with the EU MDR, the US FDA device framework, IMDRF
principles and NITI Aayog's 2019 draft.

They also called for decriminalisation of non-mens-rea
offences, with administrative enforcement such as recalls,
corrective actions and civil penalties replacing imprisonment for
technical lapses, and for the establishment of a Mational Medical
Devices Requlatory Authority with autonomy similar to TRAI or
IRDAI, and clear oversight over state regulators and conformity
assessment bodies, comparable to FSSAl Thelr remaining
asks were for risk-proportionate, engineering-aligned
regulation, with penalties, licensing, surveillance and
enforcement based on device risk class and actual or
potential harm, and for structured stakeholder consultation
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Lefore the bill is finalised, to ensure it reflects the needs of
manufacturers, hospitals, clinicians, patient groups and users.

The associations said they remain hopeful of stakehoider
consultations with the Ministry of Health and Family Welfare,
noting that both Minister Madda and the ministry's secretary had
assured them of a systemic redressal process when the matier
was ralsed st the Medieal Devices Conference.

“India's medical devices sector cannot be shackled by a
pharma-centric law. Eleven national associations, backed

by earller recommendations from Parliamentary
Committees, NITlI Aayog, and WHO principles, urge the
government to enact a standalone Medical Devices Act.
Without this, India risks discouraging investment,
innovation, and patiant safety, undermining Make in India
and Atmanirbhar Bharat,” said Rajiv Nath, forum
coordinator of AilMeD.

httpsimedicalbuyer. co.infelaven-associafions-seak-urgent-ro-
examination-of-the-bill! (August 11, 2026)

Parliamentary Panel’s Report On MedTech Roadmap
to Shape Indian Industry

The Parliamentary Standing Committee on Health and
Family Welfare's latest report reads less like a routine review
and more like a blueprint for how India wants its medical
technology sector to grow over the next decade. Taken
together, the recommendations on procurement quotas,
mandatory health technology assessmeant, the proposed
Medical Innovations Development Acceleration Council,
and a strengthened Patent Mitra framewark point toward a
shift from cheering innovation from the sidelines to actually
building the plumbing that gets Indian-made devices into
hospitals and clinics at scale.

The procurement guota idea is probably the most
consequential plece of this. Indian MedTech has no shortage
of promising innevation coming out of programs like
MedTech Mitra, which has already mentored more than 400
innovators, and the seven lIT-based Centres of Excellence
that have produced 43 technologies and 16 start-ups. What
has been missing is a reliable first customer. Plenty of
validated products die in what the committee calls the valley
of death, the gap between a working prototype and an actual
buyer willing to place a large enough order to justify
manufacturing at scale. A dedicated guota within national
health programs would effectively guarantee that buyer, and
for cash-strapped start-ups and MSMEs, that kind of
certainty tends to matter more than any subsidy. It changes
the calculation for investors too, since a start-up with a
guaranteed procurement channel is a fundamentally safer
bet than one hoping a hospital network eventually notices
its product.

The Medical Innovations Development Acceleration Council
addresses a different, quieter problem: the diseases and
health conditions that matter enormously to public health
but attract almost no private investment because there's no
real commercial upside. Neglected tropical diseases and
regional outbreaks fall squarely in this gap. f MIDAC is
properly capitalized and actually operationalized, rather
than existing mostly on paper, it could become the funding
mechanism that keeps Indian biomedical research from
mirroring the same market fallures seen globally, where
research dollars chase the conditions with the biggest
paying markets rather than the biggest public health burden.

The committeae’s push to link Model Rural Health Research
Units and the Tribal Health Research Metwork directly into
the MedTech Mitra ecosystem is a sensible complement to

this, since it means new poaint-of-care tools like Al-enabled
handheld X-ray devices and CRISPR-based diagnostic kits
get tested in the exact underserved settings they're meant to
serve, rather than belng validated in a metro hospital and
assumed to work averywhere else.

Patent Mitra is the piece that will determine whether any of
this translates into products people can actually buy.
Twenty-four patent applications and one successful
technology transfer since March 2025 is a modest start, and
the committee is right to flag that a patent by itseli does
nothing fer public health if it never reaches manufacturing.
The recommended fast-track mechanism connecting patent
holders with PSUs and established private manufacturers,
paired with financial incentives for companies that license
and mass-produce these technologies, addresses a well-
known fallure point In Indian Innovation policy, where
research output has often outpaced the country’s ability to
commercialize it domestically.

If even half of this gets implemented with real budgets
attached, the effect on the MedTech industry could be
significant. Start-ups would gain a clearer path from
prototype to procurement, established manufacturers
would have new financial Incentives to license domestic
patents rather than Import similar technology, and state
governments would gain more say in which technolegies
actually reach their populations. The bigger question, as
with most committee recommendations in India, Is
execution. CoEs, HTA nodes, and technology transfer
mechanisms all require sustained funding and coordination
across ministries, state governments, and premier
institutions, and that kind of follow-through has historically
been where good policy intentions in this sector have
stalled.
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Himanshu Baid

Chairman, Mational Medical

Techratogy Forum, ClI

hedical devices maker Poly Medicure is targeting to double its
international business by FY30, backed by a strong innovation
pipeline, new manufacturing capacities and deeper market
penetration globally, managing director Himanshu Baid told ET in
an exciusive intaraction.

"We are targeting to double our international business revenue
by Fy30," Baid said.

In FY26, Poly Medicure's intemational business confributed
%1.280.2 crore, accounting for nearly 68% of the company's total
revenue of 31,875.3 crore, The company expects the next phase
of growth to be supported by two upcoming manufactuning
facilities, a pipeling of more than 50 products and a sharper focus
on direct market operations across key overseas geographies.,

The company launched 35 new products across domestic and
intamational markets last year and expects to introduce over 50
new products over the next one o two yvears across oriical care,
cardiclogy, oncology and vascular access.,

While the US and Europe currenlly account for about 35% of Poly
IMedicure's export revenue, Bald believes the biggest opportunity
lizs in emerging markets.

"The largest export potential for India would be the Global South,”
he said. "We have the hliddle East as an important market,
Southeast Asla, Africa and then also Latin America.”

The company, howaver, has not yet experienced any material

benefit from the global supply chain diversification away from
China.

"Mt present, Poly Madicure has not sesn any measurahle
increase In enquirles or orders specifically attributable to the
China-plus-cne strategy.” he said.

Baid added that India had largely missed the first wave of
manufacturing relocation. "Unfortunately, we have missed that
first bus," he said, noting that much of the initial shift went to
countrizs such as Vienam, Indonesia and Malaysia where
Chinese manufacturers themselves established production

Poly Medicure Bets on New Facilities, Products to
Double Int'l Business: Himanshu Baid

facilities.

However, he is of the view that the next phase could favour India
as Europe seeks to diversify sourcing of medical devices.
"Europe... has started looking beyond China. And | think that
opens a good opportunity,” he said. "Today, what has gone to
Vietnam, Indonesia, or Thailand is mostly low-tech devices. India
gtill has the potential to get high-tech and make high-tech
praducts,” he addad,

On the domestic front, Baid expects india to cutpace exports over
the next few years. "India offers to be the most important markeat
for us today in terms of growth strategy, In India, we aim to grow
between 20-25% every year for the next four or five years. In
exports, the growth should be between 15% and 20%, degpending
on how the market shapes out and how he situation changes
over the next few months, But India will be 2 push-up compared to
exports,” said Baid.

Poly Medicure has identified renal care, critical care (oncology
and neonatelogy’ and cardiclogy as its biggest grovth drivers. In
dialysis, the company expects local manufacturing o lower
treatrvent costs and accelerate the shift towards single-use
dialyzers,

"The products were expensive because they ware 100% import
dependent. But with local manufacturing, the cost is coming
down. We should all move to single-use because these devices
are meant for single use," Baid said.

Baid said the company will continue evaluating inorganic
oppaortunities where they help strengthen technolegy and
regulatory capabilities. The company has earmarked over T200
crore of capital expenditure this year.

hitps:feconomictimes. indialimes. comdindusinghealthcarabiote
ch/healthcare/paly-medicure-bets-on-new-facilitiss-products-to-
double-imtemational-business-

midfarticleshow/1 32447336 cmsFrom=mdr

{July17,2026)

Gujarat Aims To Become India’s Biotechnology Hub By 2030.

Gandhinagar Gujarat Is steadily advancing toward becoming
India's leading centre for biotechnology and bic-manufacturing
by 2030, stated a report by Gujarat Rajya Institution for
Transformation (GRIT). This push is backed by a strategy
focusad on bullding skilled talent, specialised education and
industry-oriented capabilities, govt said on Sunday.

The report, titled 'Gujarat Bio-Economy 2030: Strategic Skill
Archiltecture and Workforce Development’, notes that India's blo-
economy expanded from about $10 billion {Rs 94,380 crore
approx) in 2014 to more than $150 billion (Rs 14 lakh crore
approx) in 2024 "Gujarat is poised to become one of the country’s
foremost states in the bio-economy space in the coming years.,
The state already accounts for around 40% of India’s total
pharmaceutical production and is also one of the country's major
chemical manufacturing centres,” an official statement said. Gowvt
sald that bio-pharma, with a share of 35%; the bio-industrial
segment, with a 47% share; and bic-agriculture, with an 8%

share, are driving growth in this sector. The statement said the
Gujarat State Biotechnology Policy 2022-27 signals the state’s
intenl to convert its industrial strength Into blo-economy
leadership.

“Gujarat’s ambition goes beyond manufacturing generic drugs; it
geeks to become a front-runner in the development of innovative
hiclogics,” the GRIT report said.A study of 23 instifutions in
Gujaral offering blotechnology and related programmes
highlights the strength of the state's educational base and its
significant potential, the repart said. It also points out the scope of
making academic programmes more aligned with emerging
industry trends and preparing a future-ready workforce equipped
for the evolving needs of biotechnology.

hitps:itimescfindia indiatimes. com/city/ahmedabad/gujarat-

alms-to-become-indlas-biotechnology-hub-by-20.30-grit-
reporlarticleshow/T32057765.cms (29 June 2026,
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Inauguration of SPE INDIA Student Ehapter@EIPET IPT Chennal

The Inauguration of SPE INDIA Student Chapter@CIPET:IPT K
Channai was formally inaugurated on 20 August 2026 at the
Video Conference Hall, CIPET: IPT Chennal, marking an
important step towards strengthening students' technical
knowledge, industry exposure, and professional developnent in
plastics and polymer englinesring.

nletins

nled

fitr. Rajiv Sanghavi Mr. O L Pandya
Intematiznal Councilor, Vice President, SPE INDIA-Medival
SPE INDIA Plastics Division

Inauguration under the guidence and viriual presence of .
Rajiv Sanghavi, SPE Intermational Councillor and Mr. D. L,
Pandya, Vice Prasident, SPE INDIA Medical Plastics Division

The event was graced by Dr. K. Prakalathan, Director & Head,
CIPET: IPT Channal; Mr. ¥. Hidayathullah, Manager (T), HOD —
Flastics Technology and Faculty Advisor; M. Velladural, HOD -
Manufacturing Engineering; Ms, Udhayamalar, HOD - Testing;
and faculty members of CIPET. From SPE India, Mr. Rajiv
Sanghavi, SPE International Councillor, and Mr. D. L. Pandya.
Vice Fresident, Medical Plastics Division, Joined the programme
virtually,

The session also included discussions on upcoming technical
workshops, seminars, industry-oriented programmes, and
student activities planned for the academic year,

The Inauguration marked the beginning of a renewed chapter
dedicated to technical excellence, industry-academia
interaction, professional networking, leadership development,
and career advancement, crealing greater opportunities for the
students of CIPET: IPT Chennai.

The programme commenced with a welcome address by Mr.
Anbumani S, Student President, who introduced the chapter and
presented an overview of its objectives and planned activities.
The keynote addresses by Dr. K. Prakaiathan and M. Y
Hidayathullah emphasized the importance of technical learning,
professional engagement, and indusiry exposure for students,

During the online interaction, Mr. Rajiv Sanghavi and Mr. D. L.
Pandya highlighted the support offered by SPE India through
technical programmes, workshops, seminars, Industry
interactions, scholarships, and career and higher-study
opportunities.

SOCIETY OF PLASTICS ENGINEERS (SPE) INDIA

SPE was founded in 1942 as the Society of Plastics Engineers. In 2018, SPE
intreduced the tagline ‘Inspiring Plastics Professionals’ to encompass all plastics
professionals no matter their role in the industry.

84 countries and 60,000+stakeholders strong, we unite plastics professionals
worldwide-helping them succeed and strengthening their skilld through networking,
INDIA events, training and knowledge sharing.

www.speindia.org
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Recognised And Awarded By
Indian Medical Devices and Plastics Industry
MT Indla Healthcare Awards 2026
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Plasticon Award 2018
by PLASTINDIA FOUNDATION TO

Plasticin

AWARD CERTIFECATE
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Annual Subscription (Incl, GST)

One Year
Dispatch through) Dispatch through
regularpost | regular courier
1. Hard Copy Rs, 590.00 Rs. 963.00
2, Only Soft Copy| Rs, 73200
3. Hard Copy # Rs. 826.00 Rs. 1251.00
Saft Copy
Two Year
|, Hard Copy Rs. 103804 Rs, 1463.00
2. Only Soft Copy|  Rs, 1251.00
3. Hard Copy + Rs. 1451.00 Rs. 1876.00
Soft Copy
Fa:.'mnt Optlons

8 Couriers Cheques ( Demand Drafts in favour: of “Classic

Computer Services”

Online payments (NEFT). Pleasa sand & confirmatery emal

for all KEFT irensters:

v Aocount Mame © Classle Computer Senvices

+ Barik: Punjab Matiorad Bard (C.G. Road Branch, Abmecaba)

* Account Mumber © 1051100015730

+ |FSC Coda - PUNBXM 05110

» For Onling payment frough cradit-gebit card, §

visithitpoifveats medisourceasia.com’ 3
publicaticnimpdsiaubscot htm

Cantzet | CLASSIC COMPUTER SERVICES
B4, ilandir Aparimant, Opp. Joahour Char Rasis BRTS Bus Shoo,
Saeiite Road, Ahmedabad - JB001S, Guigrt, (INDHA
W+ BE54 HTEEY
£-mai ; infei@medicaiéasticsindia com | dipancya@gmailcom
www.medicalplasticsindia.com
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EDICAL PLASTICS

ATA SERVICE

TECHMO-ECONQMIC HEWS MAGAZINE FDR H'IEDI'ENI P'LASIIE MEDH.‘-UJL I:IE'I'I'C-ES DHAGNOSTICS AND PHARMA INDUSTRY

SUBSCRIPTIDH APPLICAT]DN FORM
Subsecription Period :

One Year Two Year
|_| Hard Copy |_.Ha;d Copy
I: Only Soft Gopy Eﬂl‘llj‘ Soll Gopy

|_J Hard Copy+Soft Copy |_ Hard Copy+5ott Copy

MNama :
Designation :

Company :
Froducts/Service Offered !

Address |

Fostal Code : Country :
Phone | Fax :
E-mail : URL :

Please attach busineszs card if available




www.medicalplasticsindia.com

EDICAL PLASTICS

ATA SERVICE

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

Published Since 1994

* Medical Plastics Data Service, analyses data related to Medical Devices Technology and Marlets
~ from hundreds of sources.....distills it into meaningful information and insight to help your

~ business succeedin today's rapidlychanging market place.
‘_“; - w: ?“% W Highlights A Unigue Advertising Opportunity For
DS e QR el el - st of o caimens
] b atiles, Lesign, B JETY, i L1 ¥ . . . %
_,“:.L‘,."'___ ST s Persenalities, Events, Global Cpportunities and Trends, Materials / Services to Medical Plastics Processors.
‘::::,::,":,_F_-;‘.;':, SO Health Update, Import-Expart News, ndustry News, B Vendors to Medical Devices / Equipments
- e, UELTTELel L DR L O R R GL T Manufactures. Supplying Raw Materials / Clean
%. w‘.‘:;,mf sl Products & Processes, Requistory Affalrs, Sterilization, Room Equipments / Assemblies / Sub Assemblies
[ B Ouality, Technology ... All related to Medical JComponents / Technology et
e ' e | astics/Devices and Equipments Industry and Trade. i ] a9y
. W * Medical Equipments [ Devices Manufacturers |
For Advertisement tarif 8 mare details, biakss - hupp|!El5 and Marireting Companies.
Classic Computer Services . Tech!ncal ! q."lanagement Funsultam_il and {]T_her
B-4, Mandir Apartments, Opp. Jodhpur Char Rasta BRTS Bue Stop, Satellite Road, Service Providers for Plastic and Medical Devices
Ahmedabad-380 015. Gujarat, INDIA. Mabile ; #81 98254 57563 / 98254 57518 Industries.

E-mall : dipandyai@gmail.com, info@meadicalplasticsindia com

Information Resources For
Medical Technology Industry And Markets
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Promote your Knowledge Based
Services & Activities For

Indian Medical Plastics /
Medical Device Industry

Through Magazine Advertisements, Emailers,

Social Media and Direct Industry Contacts
Our Strengths:
40 Years'+ Rich and long experience in publishing Technical
Publications, Organizing Technical Conferences / webinars &
Exhibitions, Training Programs, Industry Visits, Award
Programs. Participation in more than 100 MedTech and
Plastic Industry Exhibitions.




Speciality Medical Medical Regid PVC
Compound Compound Compound

| Kare USPs

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

. '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

Q@ Sr Mo 244/14, Gala No, 1, Vroj Industrial Park, Morai, Yopi, Gujarat Pin 396191
o) +91 95179 11553, +91 93770 00389 &% ikpp 1081 5@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,

# Assemnblies & Contract Manufacturing.

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

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

73058-14196
+91 422 6616500

www becsindiacom

Pl

contactilecsindia.com , infog@lecsindia.com

<]

Contract Manufacturing



Invisible Contribution..
Visible Success!

ﬁnﬂ-&hnhﬁmm&mwﬂhm#hmndwd
as per USP, IP & 1SO.

Master Batches : Food Grode & General Purpose.

PVC COLOURING COMPOUNDING
& PROCESSING

64, GIDC, Phase-1, Opp. Citizen Industries, Naroda,
Ahmedabad-382 330, Phone : 079-2281 2004,
Telefux : +91 79 2282 2006, E-mail : infolipvelplastics.com
Website : www.pveiplastics.com




WHY FANUC ROBOSHOT

IS A PREFERRED CHOICE OF MEDICAL DEVICE
MANUFACTURERS WORLDWIDE?

Versatile All Electric Injection Moulding Machine
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e Power Up with Advanced Features Like: —

& g © G -

Space-Efficient Worid-Class CNC Al-Driven Quality: Smart Factory Sustainable
Design: Control: Advanced Ready: H"Wﬂﬂ:ﬂr
aximizes energy
Optimised for Features the industry's processing with loT-enabled lor 5 y through
clean room mast reliable, embedded Al for centralized inteligent servo
iding with & operator-Iriendly rigorous quality management, sasy technology and smart
mminimised floar platform providing control and full auvtomaton power-saving
space foolprint. multiple solufions production integration, and features.
through a single tracconbility, soamiass factory

Get to know & www.fanucindia.com Contact US & roboshotsales@fanucindia.com
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WHEN PRECISION MATTERS

Connect with Us! . X
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AMBICA MEDICARE ENGINEERING @@|

An 150 9001-2008 Certified Company

* Fully Automation-PC Base/PLC Base-Touch Screen
* Semi Automation 1
* 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

* WFIl Vessel

* Chilling Tank

* Rubber Stopper washer Sterilizer - Bunk Processer

Ambica Engg & Fabricators

Ambica Medicare Engineering

Flot No. 362, B/s Om Shant School, Near Sakriba Parly Plot, Ammiwadi Road, Natonal Highway, Ahmedabad-380 026,
Phone : 079-25856820 Fax : 079-25856820/25395827 M ; 09426009872 / 09958716586

E-mall : ambicamedicare @yahoo.co.in Webslle | www.ambicamedicareengg cam

Contact - Mr. J. R, Panchal, Mr, Amit J. Panchal
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Precision Inverter Chillers

for Medical Component Moulding ‘3

Manufactured in India using Japanese TL'thr:-::ulgwl_..r -

I ’l n...‘ PE‘:"-

Chiller Features

Larger Operating Range
{from 10 to 30°C).

Precise Temperature Control
as low as £0.1°C from set point.

eh
ﬁg Wider Ambient Temperature
o/

{from 10 to 50°C). I l

-

Environmental Friendly - R410A

energy efficient refrigerant. e

Large customer base in India

Blood Sample 5 f Sy C
Sl s Surgical Instruments Syringe Components Implantable Parts

Sales & Service network available throughout the country

¥ Manufacturing plant and Head Office at - 5.F.No : 100/2A, Avinashi Road,
Arasur, Coimbatore - 641 407, Tamilnadu, India.



Since 1988

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

Oxygen Argon and Dry Ice since 1988

| Plant1 QL Plant2

Company Highlights

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

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

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

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

& Have adopled Advance Cylinder Re-Conditicning System to achieve the oplimum
product quality by reducing the motsture content from cylinders.

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

m Can Provide Duracell & Porta-Cryo to the customers requinng  bulk quantity of liguid

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

R RPATEL“I R. R. Patel Industrial Gases (P) Ltd.

Survey No. : 407, B/H Walerman Industries, Sarkhe; - Bavia Highway, Viage - Moralya, Sanand, Ahmedabad - 382 213.
Mobiks : 97277 22437 » GST No. - 24AAACKBA1TF1ZM » CIN No. - U99999G1990PTCO13969 » E mail - rrpatelindustries@gmail.com

Piol No. 1501, Wr. Tikampura Patiya, Vistva G.1.D.C. Phase - I, Ahmedabad - 382 445.0
Mobie : 97277 22435,




Plugs For Blood Collection Tubes

-9 e

Injection Sites | Latex Buibs

Float Valves | "Y" Conn. Discs

Manufacturing and Exporing Madical Rubber Products sinca, 1802
150 - 9001:2015 cerified.

Medical Rubber Products compliant to Global Siandards. Availabla in
vanous polymers MNatural Rubbar, Polyisoprene (Latex-free), Butyl,
Bromobutyl, Silicone etc., meeting IS/ISO/IP standards. Wide Range
of Products. Single scurca for all your medical rubber requirements.

JAIN RUBBERS oV

=m Manufacturers of Rubber Products for Medical Disposables & U
< Rubber Stoppers for Pharmaceutical Packaging.
£
E

@~ .
O

Stoppers [ Needle Covers

JAIN RUBBERS PVT. LTD.

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

Email: jainrubbers@yahoo, com

Websila @ www.jainrubbars.com

&7 B Life 0 Line Technologist

FOR COMPOHT IN BREATHING
(A ERCL T, WG B G CRET IS COMMEY

Plat No.: B84/, Mear Indian Patral Pump, Hitapur Cross Read, Mahemdabad Road, Ahmeadabad -382435. Gujaral, India.
Mab.: +81 BEBB1625TE » Web.: www.[Eeoline.com » Emall.: ifecline2011 @yahoo.com

Manufacturers & Exporters of Disposable Medical Devices

A 1AL L Y e
» Choygen Mask - Adull / Paed = Liring Baag With Liromater -

« High F Mask . H alyais Cathetar kit 4 g
« Nubulizar Mask - Adull | Ped - Neltan Cathoter ( \)‘
* Nebulizer Kit With Mask & T Pes. » Blood Tubing Set ‘ .
* Multifiow Mask - Adult | Paod * AV Fistule

+ Swived Mount - Sid & Exp, * OJ Stent - All Type

3 Wﬂm GASTROENTROLOGY

+ 3 Ball Spiroe * Mucus

+ Ambu Bag - Adult | Paed | Nago + Infant Feeding Tube

+ Venilatar Cicuit - All Type * Ryies Tuba

+ Baln Circult - Adult | Paad + Stomach

+ Endotracheal Tube Plan & Cuf fe « Kher T Tubs

o [ Anathasis Mack * Liswing Tube

* B-pap Mask & Cpap Mask All Type * Sadum Sump Tube

INFUSION THERAPY

e P s

. Maniloeing Lina A LAl

+ 3-Way Extonsion Line : ﬂmwcﬂw

* Maeasun Volume Sei + Cipse Wiund Suction Set

= Dial Fidw Reguiator . Ve Sl e

2 '*,;"’[,;h,”““""w + Umblical Cord Clamg

« Nebulirer C Maching AN IS0 9001:2015

= ECG Papor & m&- AN IS0 13485:2016

+ Pafient ID Balt WHO & GMP C ALl

. Mt
: s CERTIFIED COMPANY




Medical Device Solutions:

Your Medical Device End-To-End Provider

At 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, assemble and package your finished device
while managing the entire supply chain along the way. We've created a
seamless process that ensures the highest level of quality while keeping your
bottom line and timeline in mind. To see how we can partner with you on your

nexl medical device visil: www.smcltd.com

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

+91 9820305171 manoj.bhardwaj@smecltd.com



N India’s No.1 Trade Fair
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Connect, Witness &
Lead the Future of
Healthcare
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Glowtronics Pvt Ltd
Since 1986

Your Trusted OEM Partner for Specialized Components and

Devices in Medical, Defence & Avionics.

Precision Engineering Company Specializing in Wire/Tube Forming, Grinding, PTFE Tube /
Extrusion & Heat Shrink Tubing, and a Wide Array of High-Precision Cutting-Edge Innovations. J/

TRUSTED EY
SmithNephew € Microvention Hemseus cBoston COOK
SmithNephew % _, s Heraeus Qeyentific Theragenics i

| '*M{ il

'@ www.glowtronics.com @ marketi C jlowironics.com
MADE IN INDIA, FOR THE WORLD

& ENDOSYS

Purifying Lives...

Manufacturing of Sterilization range of products incduding Autoclavable Polymer Sterilization trays
and Anodised Aluminium Sterilization trays. Serving the medical fraternity for more than 2 decades.

ER¢E
o 2

BIOPOLYMER (% +91 93845 60061 & mailflendosys.org & www.endosys.org E - ag
Sterilization Solutions as per the International Standards ISO 9001:2015, 150 13485:2016, CE, US FDA




& PolyTek ¢

DM Shewars - Tesarar sipes Ty

Trusted Partner in Polymer Solutions

SHRIRAM TEKNOR LTD.

Global Expertise. Stronger Commitment.
Engineered for Excellence.

ENGINEERED | .=
POLYMER
SOLUTIONS

® B B

MEDICAL KINK SPECIALITY
COMPOUNDS RESISTANT COMPOUNDS
COMPOUNDS

Engineered for Healthcare, Industrial

& Critical Applications
HIGH GLOSS EXTRUSION CONSISTENT QUALITY
HIGH TRANSPARENCY INJECTION MOULDING RELIABLE PERFORMANCE
MATT FINISH ELOW MOULDING TRUSTED SOLUTIONS

STERILIZATION
§ 1 i ETO | STEAM

IS0 3826 | IS0 10993 | USP CLASS VI 2
CERTIFIED PLANT e e GAaMME | E-BEAM

GQUALITY ¥OU CAN TRUST |
COMPLIES WITH
@ ISO 90017 & 1SO 13485 ‘ @ ‘
Works

B Shrirarn Magar, Keta - 24004 _r_:--}|'_.l‘tE|I..|: LN

Haryana, Indi
4513700

3480071 1 info@polytek.co.in







Peripheral indwelling venous cannulas for parenteral infusion
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Tyvek

TekniPlex Healthcare's coated DuPont™ Tyvek® solutions are designed to protect
sterile medical devices from the packaging line to the point of use, Combining the
proven breathability, durability, and microbial barrier of Tyvek® with proprietary

coating technology helps deliver reliable sealing performance and protection you can
trust.

Dinesh Rai
TekniPlex, #78, 79 Ecotech-]1 Extn, Gautam Buddha Nagar, Greater Noida

Uttar Pradesh-201310. India | Mobile: «91-7428919120 +91 EIIBQEZEBIS'I I TE K N I p LEX

E: dinesh rai@tekni-plex.com Materials Science Solutions
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¥ TrosTin

Steam Sterilization
- . Validation for Reusable
Medical Devices

Method
Suitability &
11} Validation

Ph'.-smal
g Properties - Tensile
& Tear Strength

A COMPREHENSIVE TESTING LAB FOR
MEDICAL DEVICES & SURGICAL PRODUCTS A

TRUSTIN, an esteemed testing laboratory within the Medical Device industry, is Ageing/ Stability
honoured to possess accreditations from both NABL and CDSCO. With a focus on Studies

Testing & Validation services, TRUSTIN caters to a wide spectrum of Medical Device -

classifications, from Class A to Class D. Their remarkable expertise is evident in
providing unparalleled services for regulatory submissions and ensuring
umwavering product quality assurance.

TRUSTIN maintain a strong quality management system to ensure the accuracy, Ll il Sterile Barrier
reliability, and traceability of our results. i W System - Package
With our extensive array of testing services, cutting-edge facilities.and experienced - Seal Integrity

team of professionals, TRUSTIN is dedicated to aiding in the advancement and
assessment of safe and efficient medical devices. We aim ta be a reliable partner for
all our customer, providing reliable data and valuable insights to facilitate regulatory
approvals and enhance patient safety.

Antibacterial &
Anti Fungal activity

Transport &

UNIT | & Packaging Validation
RK Complex, First Floor, Plot No 303/8, . .
B-Block, Thirunesrmalai Road, Mumbai Office !
Parvathypuram, Chrompet, G Commaodity Exchange Building,
Chennai, Tamil Nadu 600044 Office No: 125,15t fioor,
Plot Na: 2, 3 & 4, Sector 19,
uUNIT NIl Vashi, Navi Mumbai - 200705,
Plot No € 2411, SIPCOT T i Validation - Air
Medical Devices Park, o Sampling, Swab &
Oragadam Phase I, Eralyur Village, Settle Plate
Kanchespuram, Tamil Nadu 602 118 —
™ 044-22731006/ 9840040883 3 1917092923302

Q vinusha@trustingroup.in G customercare@trustingroup.in @ www.trustingroup.in
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THE GLIJARAT HOSPITAL & HEALTHCARE EXPO
Organized By Suppartad By

EXHIBITOR Y=
MOST AWAITED ¥
HEALTHCARE
INVITATION &

BE A PART OF GUJARAT'S PREMIER HEALTHCARE PLATFORM

We cordially invite you to participate as an Exhibitor at
HOSPICA™ 2026 - The Gujarat Hospital & Healthcare Expo,
a focused, business-driven exhibition connecting the antire
healthcare ecosystem under one roof,

Vigyan Bhawan, Science City
Ahmedabad - 380 080, Gujarat, India
EXPECTED FOOTFALL VISITORS

'.‘ 4,000-5,000+

Healthcare Professmnals
From Gujarat & Rajasthan

f k]

WHY EXHIBIT AT HOSPICA™ 20267
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m Al My 8% GET APPLICABLE ON THIS AMOUNT

FOR EXHIBITOR BOOKING &
EXHIBITORS STALL BOOKING SPONSORSHIP ENQUIRIES

.'I. ~ ARE NOW OPEN. Ashish Zinzuwadia

@ +91 75677 30999
&= info@ahna.org.in

SAVE | % SHOWCASE | COMNNECT | GROW
= THE DATE YOUR INNOVATION WITH EXPERTS i YOUR BUSINESS

BOOK YOUR STALL TODAY.




@_7 enquiries@mdrtox.com
“Fnclrror Laboretories But Ltd www.mdrtox.com

cemmitind b szt

LEADERS IN

BIOCOMPATIBILITY TESTING,
CHEMICAL CHARACTERIZATION
AND BIOLOGICAL SAFETY
ASSESSMENT OF

MEDICAL DEVICES.

* Strong Scentific Reputation
and Regulatory Experience

* Cost Effective and High-Quality Testing.
« Currently work with companies
in 50+ countries.

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

* Committed to scientific and Dr. TS Kumaravel MD, PhD, DABT, FRCPath Dr. 5 S Murugan PhD
service excellgnce Chairman Managing Director

OUR SERVICES TESTING DOMAINS ACCREDITATIONS
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WHERE CONNECTION BEGINS

Explore components designed to help engineers move
from concept to prototype without friction.

‘ Visit for the full catalog



