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R Ao Silicone Vessel Loops

Precision, Safety & Reliability in Sungery

Silleona Vessel Loaps arme flexible, biocampatible silicone sthpe
designed for retraction, identification, ond ooclusion of blood vousels,
narves, and tendon during sumglcal proceduret. Thalr emooth wurfocs
and elasticlty provide surgeons with better control and reduced tissue
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HIGHRICHJA

Vo EXTRUSION PRECISION
- EXTRUSION

Not only Extruder Manufacturer,

but also Extrusion Solution Provider

-
PS Pipette Extrusion Line
Precision Extrusion System
p Linskares Raly's GEFRAN dadacated controd sputem with precas closad-loop
/7 rontrol of screw wpeed and temperatine. ensuring sable 24-hour continuous
F e ertiukan
Vi
/.f Multi-stage Cooling and Sizing
# ,"I" Cuntomued combrnation progess of waber coaling and s cooling achisves
s y raped coching and low-roees lorming, ensyting imner wall mirface smoothmess
— [ r
P N #nd dirnervienal vty of the pige
Core A Online Diameter Measurement (with Closed-loop Function)
| | = mpal-time anlbne manitasneg of the plioe dismetes with auboematic wortieg of
\ TEEI"II'IDI-BWF mi-Coriaimng products

Ca—" "= Flexible Adaptability
"'\_\ = Mindular stricture sows foe puick changes of eitreuon dis and spng dis,
" enstling the production ol multiple wpeclication on @ single lire

Process Flow
“ Fueding = Melt Extrugion — buit-stege Sinng — Haul-offfPuller) & Cuter —
Quality lmapedtion & Packaging (Dptional)

For precision, we are committed to every detail......

HIGHRICHJA PRECISION EXTRUSION MACHINERY CO. LTD

Imduatnal Park, Baits j Ja gt Ve R ki Toern Man bl Osat . Foshan Oty Gub

& Fap »B&-TS5]-BEA0TS50( " Cimahr.Q [ E-mail whyi@china
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Lubrizol

YOUR TRUSTED PARTNER FOR
MEDICAL DEVICE MANUFACTURING

Delivering high-quality, medical grade precision tubing for
diverse healthcare applications - manufactured in India

15O 13485 certified facility ensures the highest standards of quality, safety,
and compliance for your critical medical needs.

Enabling Supporting Custom Solutions
Local Manufacturing Make in India - for Varied Applications

Connect for more details: Rajnish.Singh@Lubrizol.com

Lubrizol Advanced Materials India Py Ltd., 5".6" and 9" Floor,
Jaswanti Landmark, L.B.S Marg. Vikhroli (W), Mumbai, India 400079



Yizumi OHPM Stock Code: 300415

FF-M

Electric Medical Injection Molding Machine

160-380T

Core Value Propositions

B Stability ond Precision B Intelligence and Automation
B High Efficiency and Energy Saving B High cleanliness

' \ =220 ~—
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Pra- Mg Possh pyringe Syvings reedis cop Ecalymin Niter

Yizumi Advanced Processing Technology Pvt. Lid.

Address: Piot No.1062-1063, GIDC-A, Sanand, Ahmadabod, Guornt - 382170, Youlilly n m E

Tok +91-90999 04175  Emoit infoind@yizumicom  www.yizumicom



HUSKY"

HOT RUNNERS AND CONTROLLERS FOR
MEETING INJECTION MOLDING DEMAND
FOR PEN AND AUTO-INJECTORS IN
MODERN HEALTHCARE

Contact us to learn more
about hot runners and controllers

Chennai Office

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

Rajendran Kasi
+919884709703
krajendr@husky.ca
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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.

* G60°C 1o 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 gaskels

= Emall: info@seviisil.com
“ Mo.No.: «9]-T4860 06699
«91-B1416 01666
= Website; www sevitsil.com
@ Suresh Enterprises
C1/55, GIDC Phase-II, Dedivasan

Mehsana - 384002, Gujarat, India.

Scan QR code (o
download a catalogue
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Ensuring Safe and Healthy

MEDICAL
PLASTICS

Drying...at the heart of it all

Bry-Air Knows Drying Best

Wondor Dryer Nane
(Bry-Dry 80X Seres) Dosiccant Dryer

BRY-AIR [ASIA) PVT.LTD. comectwitn [5) 4918826990350
NG, Sector- 15 Surugram = 301, Foryono, indio our Argineer lor
£ bryoirmorketng@pafwacom (@ wwmbrycom Sohitions 1800102 7620 ;;,
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Advancing Medical
Innovation with Confidence

TUV Rheinland - Your One-Stop Partner for Compliance,

Testing & Certification.

Bringeng aafe, mdabla, g mnowatve modichl devoas %0
kol in cntical lor hoslibcare prograss. At TUY Rhesndang
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throuph complés regulsiony iegquiiements From produsd
dasign validatan 1o giabal celtihcaliong, oyl Exff 18 sRaurs
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misking 0 ruged. complhant, and reddy for patsanls world
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QUA COMPREMENSIVE SERVICES FOR MERICAL
DEVICE MANUFACTURERS

as Satety Tosting Full complance with IEC G0G01-1
ol and collateryl mranoaids
Ewttromagratc Compatelity IEML) Toating

¥ [EC/EN B0B01-1-2 {dth Edition) for full and
pre-complance eiting
Wiraltaa Testing: Specislized svaluston al

.'lr‘-' connectod madicsl devices
s Borompatibaiity Teanng. As por 150 10950
SR mlancacds

At Sarvces | EN OISO 134415, NABCH MDA
I CE Mailing, COECD Apdirs
Emvrgampnisl Testing Durability snd rebability
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AUDIT B CERTIFICATION EXPERTISE
European Medical Dovice Regulation (EL) MDA
2077745
IS0 V2485 2016 & ICMED 13485 2008 Cartlealion
CDSCO Schadule 1V & YV Audits MDA 2017
Awardnmss & auditor training on 150 134852018, IS0
148712018, EU MDR 2017746 & MDA 2017

WHY CHOOEEL TUY RWEINLAND?
ae From design valldation 1o linal
cartihCatann, wa covel avaly lbgs of your produd!
ifpcyCle
peohu 33w o Algning with 1EC, 150,
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e o Testeg Satety, EME,
=L bocompatibikty, winkess, anveronmantal. ond
T microbsclogicsl teating - all under one ool
Trusied Cernficanons Recogrmed axpanmse m (50
<4 13486, MDR CE Marking, ICMED, and CDSCO
s

LS ga -'I'ul'

Fril s B el ik
P k v

a iy Compie

cabrod Lipdcal D

g Programa: Cugtomiged training an

msdecal doveod reguiations. standards. and sudits 10

husd imtsingl pompeLEnce

Acconiaraped Markat Access Stroamimod toatmg and

b ceitbcation processes reduce deliys, enabling fasves
| pipdhact Gurches

Parmnige wath TUY Rhesnland Incla snd bring trested
haaitheanm maovabons to markes with confidence

T Wnarsand inds P Ld

T, Ind Orog Road BcTronss

oty Prgee |, Bengere 560100 o
skl W Corr | prnducisiliied e comn

A TUOVRheinland®
Precisely Right.

A g T R E B R e

& Ml Tl w et Tid aen vugryre



rapidfacto software

SOFTWARE FOR MANUFACTURERS
Q Medical Devices Q Automobile

SOFTWARE GENERATES DOCUMENTS AS PER MDR-2017

Book a Free Demo

. +91 8708856807

contact@rapidfacto.com

« Audit Ready

" Full Traceability
" Cloud Based

" Easy to use

v’ QMS

v~ Inventory
v~ Sales, Purchase .

" Resource
Planning
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* Approved Vendor List

Batch Manufacturing Records (BMR)
Batch Release Certificate

Delivery Challans

Equipment Calibration Records
Finished Good Test Reports
Identification Tags

Incoming Payments

Invoices

IPQC Records

Machine Preventive Maintenance Records
Material Inspection Reports

Material Test Reports

Material Requisition Slip

Material Issuance Records

Material Receipt Note

Outgoing Payments

Product Transfer Slip

Production Register BMR
Purchase Orders Software

* Sales Orders
* Stock Register

www.rapidfacto.com

SOFTWARE FOR PRODUCTION, STORE, QA, QC




Medical Device Solutions:

Your Medical Device End-To-End Provider

At SMC Medical Manufacturing we understand your need for a single source for
vour full medical device. With over 30 years experience in the medical device
markel, 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 theway. We've creatad a
seamless process that ensures the highest level of quality while keeping your
bottom line and timelne in mind. To see how we can partner with you on yout

next medical device visit, wew.smcltd.com

@ SMC Medical Manufacturing Pwt. Ltd.
S M c Ltd Plot No. 53/54, EPIP Area, Whitefield
] Bangalore - 560 066, Karnataka, Indla

+91 9820305171 manoj.bhardwaj@smecltd.com



g 7S COSSET & HYGIENE LLP

Your Trusted Partner in Plastic Components

WHAT WE BELIEVE IN

o i -0

{J_'_l' ALITY
The usaefulness and
warth of products

to customers

TRUST SAFETY
We are honest and Making safety a depot value

{a nrigh |

; ort 'r"-‘]ht leads to building a wo
& = C

in our dealings. safety culture

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

L‘JECE,O*;‘ng'ggBEL OUR PRODUCT
ASIN
OPTIONS RANGE INCLUDES

= Flow Regulators
* Male Luer Lock
= Female Luer Lock

Stock & Sell : Immediate dispatch
from our inventory for timely

delivery.

I —— * Slide Clamps
rect Import : Cost-efficient bu * Pinch Clamps

orders directly from our

* Back Check Valves
* Roller Clamps

manufacturing partners overseas.

MANUFACTURING % Hantech : »ssetnhygiene.com

PARTNER
setnhygiene.com
Hantech Medical Device Co. Litd,

} Q +91-9BR7T02831
+897-9220613149

FOR FURTHER DETAILS
GET IN TOUCH

@ www.cossetnhyaglene.com




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

Millad" NX" BODO claritying agant vields ultimate clarity and transparency to PP in injection molded
applications and allows clarifiad PP 1o became a viable alternative lo glass/transparent polymers,
In addition, Millad NX 8000 clarified PP enables low-temperature processing in injection molding
compared to PP with traditional clarifiers, which in turn yields energy savings, faster cycle time and

highar productivity.
Dacreasa Excallant Enargy Camplies with Inr.run in Elim rnau-nn
temperature in clarity and SaVings GB 15810,
Injection molding aesthetles ¥Y0242
standards

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

FUED RN Ll wel MR dod et e He bl b VB KT oo



Elastomer Technik

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

Medical & Pharmaceutical Applications.

ET Elastomer Technik GmbH develops high guality 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 9001 Quality management « DINEN 150 14001 Enviranmental mamagement
« DIN EN 150 13485 Quality management for medical * Cleanmoom EG-GMP-guideline Annex 1 cleanroom
davicas clasi D& 15014644-1 (¢class8)

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

Am Stockleinsbrunnen 10, 97762 Han B Germany Fiot No.ad, GIDC Eectromc Park SEL, Sector - 1o

Ted: #49 (I ) Mall: i lastomer-technik.com Gandhinagar

Website: wy lastomer-technik.com Fhone: +91 97277 63274 Email: adm




@ eewa Since 1967 | J00+ | 35000+ [ B0+

Models | Costomers | Countries Expon

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 needie holes. No leaks.
Just pure barrier integrity.

Spunbond - Melt blown - Spunbond:

This is the industry standard. It's a trilaminate fabric. { |
= Pneumatically controlled semi-automatic operation s |
= Seals polyethylens and other thermoplastic film / bag
e

and any other thermoplastic film / bag quickly and efficiently.
Seal Length available from 16" to 40" (depends upon model)
Seal width 1 mm, 2 mm, 2 mm. 5 mm; 8 mm
Equipped with Digital Timer

Two parallel seals are available upon request
Provision of Upper & Lower Jaw Heating Elema

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

Key Features:

» Digital PLC Control, Pneumatic Pressure adjus
Custom Sealing Lengths.

Applications:

» Surgical Gowns, Drapes, Hoods, and Shoe Cove

Eewa Engineering Co. Pvt. Ltd,
Mobile : +91 88795 38559, 98250 38559
E-mail : contact@eewasngineering.com

Website : www.eewagnginearing.com m| X |ﬂ"|'l1.l'll | E 3



Sayuya 2025 '!" ACCU pREC

=1 & AESEARCHLABSPVT.LTO.

— Ultimate solutlon...

(IS0 17025:20217, OECD GLP, AAALAC, USFDA & ASCA-A21A Approved Lab)

Globally Ranked Top 10 Lab for Medical Device Testing*

Biocompatibility Testing of Medicol Devicea | Az per 150 10983 -1:2 2018)

In-witra Cyrotadicity Testing (150 10803-5)

Skin Sensitization Testing (150 10893-10)

rritation or INtracutanesus Reoctivity Test (150 10993-23) -

Esamngominiy Tapsing
o el Dmessmn
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Acuts Systemic Toxicity Test (150 0083-1)
Maiterial Mediated Pyrogen Test (50 10083-11)

¥ s &
Sub-Acute Systemic Toxichy Test (IS0 10993-11) "'\ §
Sub-Chronic Towcity Test (150 Wa93-1) ,i
Chranic Towicity Test (1S9 10993-11) .
B Forsmginyg sy

implantation Test (IM/SC introocutar] ntra-tiliany) fanirg

Intra- anterial) (IS0 10693-E)

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

Hemocompatibility Taste (150 10983-4)
Carcinogenicity Test (150 10993-11)
Reproductive [ Developrantal Taxdcology (150 10293-11)

Degrodation Testing (5010993-9, 150 1020313
IS0 1068314 & 150 10903-15) Toxcokinetic study of
Degradation Products (150 10983-18)

In-itr Skin rritotion Test (IS0 10243-23)

¥ vk, M, B
& asllle Parbmrrres

B, Climles] Mudy

Im-vitre Skin Sensitization Test (150 10893-10) (cer)

nMucosal Mambrona imtation Test (Cral, Ocular, Panila,
Viaginal & Rectal) (50 10983-11)

Bological Evaluation Plon (36R) & BER
Towicuiogicol Risk Assesarnent {THA)
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With Best Compiiments From

Dr.Manish Rachchh | Mr.Mayur Kandoriya

I[Duracmr & CS0)
& +81 00000 16768

{Clractor & CEO)

(v raging Director) ® +91 90059 51023

(Director & CMO)
& +91 900049 19548

Ernoil Your Inquiry On : infog@occuprec.com

L@ == 2] s &%~ Ee

REGISTERED OFFICE:
canapaormce I+

Accupiuc Research Lobs inc
Hamilton, ON. Conada

NOBTH AMERICA OFFICE: B8
Accuprec Reseorch Lobs Inc.

Dolowors, USA Meor Motodo Pabya Po; Moioda, Ahmedabod

382 703, Gujardt, (MDA

*As per two Independent Reports Published by
1) Cruclibsle Mearlomts, USA hnpm,f,‘w,imn
2] M& Acounacy Repors, Conodo nitpe:f fLiy/cA-g2

Visit us on www.accuprec.com | Stay connected with us on f & in

Opp: fydus Pharmes, Changodar- Bovia Highany,




Trust Built on Performance

TOTAL SOLUTION IN PLASTICIZER & POLYMER COMPOUNDS

We, KLJ Polymers & Chomicals Lid, Deih, one of ®w lrgest
fmanufactures ol Heastihesrn Polymir Compounds La. PVC, TPE
and PP oompounds for Broath Cam., Swgl Cae. Siorape &
Disposables in 8 single Iacity havwng lame capacty and expanding
with global supply demand,

We care for Claan-Room GMP and Heslthcar
standards as per USP Class-W, 150 101522002/ IS0 388200 3,
150 10863:2013, 16 10148 & IS 10151, Caomia -85.R0HS,
REACH complances.

We o I50-8001:2015, I50-14001: 2015 and IATF-16949
certiad, Our Rboratones an accreduted by ISOMEC- 17025 and
RAD cantér I8 approved by DER. Siaps Iorward for cortiicasion of
15013435 Tor Medicnl dowvicd Cudlity Managemant System,

Our Compounds anes also available with special propoerties ke
Phthalate Fres, Antimicroblal, Antifogging. Radio Opaque,
ESD (Electro Static Dischangs) propertias on demand.

P

AANGE OF PLASTICIERS

PHTHALATES | AINPATES | TRIMELLITATES | GITRATES |
STEARATES | SEBACATES | D-BEMZOATES | TERE-PHTHAL-
ATES | BIO PLASTICZERS | MALEATES | FLAME RETATRDANTS |
CHLORINATED PARAFFING | ESBO |

RANGE OF COMPOUNDS

| MLPE-SIOPLAS | 2HFR | EPR | PE | MASTERBATCH-PVE, PE &
UNIVERSAL |

COMPOUNDS FOR APPLICATIONS

PG COMPOUND BASED ON PHTHALATE, PHTHALATE FREE &
DmNCH | TPE | PP |

Pithalata Fros / REACH Compiiam Plastcizon aviilabie

Corporato Office; KLJ Hose, umm

Tol: +81 11 4142742728720 | Fac
Mumbak +91 22 STS30000,

Rood, New Desihi- 110 018, india
9 :msam | Enutmm

| Chennai +91 44 dZ3EID2. chennalisgndia.com
KoScata: +91 33 22823851, Kokt a@inis.com

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

KLY AD-01 21005



Shibaura Machine

All Bleclric Iinjection Moulding Machine

u :A S5ERIES
S-Concept

30 - 3000T
st

Medical Component

Moulding

Fast, Precise. Consistent.

L2302~ L

shibouramaching.coun soles@shibauramachine.coln 8150021801 [ 8925188110



»PVC NON-TOXIC MEDICAL TUBE PLANT

MBRETS OF PLAETIE MACHIMNERIES

| Models TIN5 | TTXS0 | TTX65 iy
| LD Ratio 1 1 &1 | 2
ITube&mRm? 11030 mm| 110 38 mm| 570 50 mm |
|Em:heruuw B5KW | TSKW | T.0KW
| Tube Puller Motor | O.T5KW | GT6KW | O75KW |
| *Output Kg.Hour 20-24 832 3065
| Total Connected Load| 125K | 14KW | 205KW

PPVC NON-TOXIC MEDICAL TUBE PLANT
WITH AUTO CUTTER

For making medical uss fubes for |V sed, scalp veln lubes,
Rall fubes, Biood & Unne fubes

ENGINEERING LWORKS
G, 4410, Phase-d G | 5.C. Estods Road Ne, 40, Vasvi, Bih Inde-Garman Too Room
Anmedabas - 382445 | Guaral) INOIA. Phones @ 517948014088, B250 28418, 38980 28413
E-mail : wistow@gmailcom Wabsite | wew iwisiplasticmachinery.com

Ouir 24dth Year of Publicstiss

L MED wisueonre  MEDICAL PLASTICS

DATA SEHVIGE
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PEDIATRIC, ADULT, OPEN TIF, TIP HOLE
& TIEMANN - 2WAY & 3WAY
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Y
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Phona: +91 5339480062, 9884399735
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500 Products Testid with

mission of holistic guolity

setvicars in testing. delhvery
el et i

e

15+ Countrigs having
regulos customers

EQ= Mathonal and
Internatenol customors

100 Combinac
Expenarced Team

j DRHP TESTING SOLUTIONS PVT. LTD.
H DRIVEN BY QUALITY & SERVICE EXCELLENCE

About Us

Ew. HP Testing Solutions Pyt Lid, (EBRHP) 18 o pioneering leader in the medical
dennce and pharmocsutivel testing industry, We are committed 1o providing
redinbile ond proven besting services for medical dévics=s and pharmoceutical
products, myaking us o b usted partnes for compariss across Ll'lr.: globe

Whe have sucressTully subsmitted many chiemicol choocterination reponts o
LISFDA, for 510k and got opprovals We strive for excallance |n evary satvice
offering octuracy, precision. and reliobifity ot competitive pricing.

Ot services span cherricol testing, physical testing, analytical testing and
cordulting. We are dedicated (o adding value thraugh pre- ond post-testing
SUpPOt ensuring our custommaes: meet thelr tequlatory and ressarch reeds
effectively

+ 150 10893-1; Biological Evaluation Plan (BEF)
and Berlopical Evalustion Renar (BER)

IS0 10683-T; Ethylene oxide steriization

residuals Analysis

IS0 10993-13; Idantification and quaniificatinn

gﬂ:iqu'm;mdmfrwpdmrkznm

IS0 10943-14: dentfication and quarntification

of degradation products from ceramics

IS0 10995.15; Idsnification and quaniification

of degradation products from matals and alloys

IS0 10253-1T; Tosicologeal Risk Assassmen)

(TRA) of medical devices. packaging matnals

and OC5

(50 10993-18: Chemcal cherecterization of

medical device. (Exaggerated/Exhausiive
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ADVANCED MEDICAL-GRADE POLYMERS

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

Safer. Stronger. Lighter.
More Reliable. More Sustainable.
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Wearablo healthcare devices
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Precision Inverter Chillers

for Medical Component Moulding "

Manufactured in India using Japanese Tedl u'nrﬂa,wy -
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Larger Operating Range
(from 10 to 30°C).

Precise Temperature Control
as low as £0.1°C from set point. ! ‘i af ‘

(from 10 to 50°C), '

Environmental Friendly - R410A \
energy efficient refrigerant.

% Wider Ambient Temperature [

Blood Sample
Collection Tube /

Vil Surgical Instruments Syringe Components implantable Parts

Sales & Service network available throughout the country

¥ Manufacturing plant and Head Office at - S.F.No : 100/2A, Avinashi Road,
Arasur, Coimbatore - 641 407, Tamilnadu, India.
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Understanding Of Plastics In Medical & Healthcare
Knowledge Of Processing Method & Medical-Grade Quality
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Upcoming Webinar

Accelerated Ageing and Stability
Testing for Pharma & Medical
Device Packaging

25th June | 2:30 PM | Online

KEY HIGHLIGHTS:
» Accelaratad ageing principles and GCAN TO REAL MORE
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» Correlation with real-time aging
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- Reguiatory expectations aligned with questions about our services and
IS0 11807 fegiures, pleace fea! free o get in
« TUV Rheinland testing and touch.
certification support T
info ind tuy.com
SPEAKER
Harish Kumar Kannepalli We'ra here to suppart you with any
Medical Devices & Packaging enquiries.
Testing Expen
TUY Rheintend India Pyt Lid
278, 2™ Cross Rand, Elatranic City Phase 1
Bangaioro, 560100, Indis "
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COVER STORY

Impact of Sterilization Methods on Polymer Biocompatibility

Starilization of medical polymens often alters their physical, chemical, and structural progerties, significantly
affecting biocompatibility and in vive performance, Propar sterilization must batance microbial elimination
with maintaining material structural integrity, sudace morphology, and minimizing ovtotoxic, leachable
byproducts,

Ultra-high Maolecular weight Polyethylene (UHMWPE) Used in Orthopaedic Prosthesis

LUHMWRPE Is a blomaterial widely usad a2 part of prostheses thal requine aticulating surfaces, such as knea
endoprostheses, for its excellent mechanical gualities, Its market for knas implants Is expearlencing robust
growth, driven by an aging population, increased joint replacement surgeries; and ...

QUALITY

The Strategic and Regulatory Implications of Cost-Based Selection of Contract Laboraiories in
Regulated Industries

-Dr T.5. Kumaravel, Chairman & Dr5.5. Murugan, Managing Director, MOR Laboratones Pyt Ltd, Chennai
In regulated product development. laboratory studies constitute critical evidsnce supporting safety and
performance claims. While cost containment remaing a legitimate operational chjsctive, disproportionate

emphasis on low pricing may introduca systemic valnerabilities, Short-tarm financial sevings can ranskate
into long term regulaltory, eeonomic. and reputational risk

EVENTS

01 Event Report : A two-day Workshop on Medical Device Development, held on March 12-13,2026.

A two-day Workshop on Medical Device Development has been conducted dunng 12-13 March 2028 by the
indusiry-Inslilute Parnarship Gell (IIPT) of the Biomedical Technology Wing, SCTIMST, Trivandum. This
avernt was co-organized by Sociely of Plaslic Enginesrs (SPE), India. The prime sponsor was
Mi=. Freudenberg Medical.

Coming Event ; Webinar On

MARKETS

High=performing Pens and Autoinjectors in India: What Today's Market Demands from
Manufacturars

Mr. Rajen Kasi, Director & General Manager, Husky Injection Maulding Systems Pyt Ltd

India's auloinjector market is shaped by four key pressures: demand, 2051, time o markal and manulacluring
capability. The rapid growth of biesimilars and generics means manufacturars must operate al lower
marging; while =ill meeting global quality standards. Al lhe same fime, being first to market is
critical—particularly as patents expire and compatition increases.

REGULATORY

EU Medical Device Proposed Changes and their interprotation

Sanjay Shah, CEQ, Unikal Consultants

The proposals provide an overhail of current reguiremants under tha MOR and IVOR, aimed at streamlining
regulatory processes, reducing administrative burden, and enhancing predictability, while maintaining
patient safety and public heaith, The propasals signal a shitt toward a more proporlionale, risk-based system
that supports timely access o critical technologles withoul compromising quality.
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BDDK REVIEWS

1. A Definitive Treatise on Medical Device Clinical Research”

By : Dr. Ashish Indani, Medical Device Clinical Research Expert

The need for a nigorows, structured, and comprehensive understanding of Medical Device Clinical Ressarch
has never been moare urgent. Addressing this crifical gap with remarkable clarity and depth, Essentials of
Medical Device Clinical Research by Dr Ashish Indani ememges as a seminal conbribution lo the evolving
body of knowledge in Medical Technology Clinical Research.

2. "Biomedical Technology — Tips & Techniques”
By: D L Pandya, Editor & CEQ, "Medical Plastics Data Service”

With forward from Dr. R.A, Mashelkar- Council of Scientific & Industal Research & Secretary,
Government of India, Depariment of Sclence and Technology. As par Dr Mashelkar,™ | find here &
treasure of tips and techriques put logether in a very simplified and user-friandly manner. ... cipping
into this collection will give one valuable insight”

GLOBAL TRENDS

Biocompatible Coatings for Polymeric and other Medical Devices

Bincompatible coatings for medical devices enhance lissue integration, prevent thrombaosis, and minimize
immune reactions by talloring the surface chemistry of iImplants and instruments, The biccompatible coafing
market was vafued at £13.4 billion in 2023, and is estimated to reach $41.4 billion by 2033, growing ata
CAGR of 12% from 2024 to 2033,

GLOBAL MARKETS : MEDICAL DEVICES

Cambodia and Laos Medical Devices Market

Mr. Amit Dave M. Pharm, MBA, Former CEQ - Brazil operations! Vice Presidenl Export - Zydus Cadila
Claris Lilesciences

Highlighis : Wery large medical devices imports, smaller market size, Product approval fakes longer,
Highlighis of Laos, A smaller market, An opportunity, just opening up

AiMeD & REGULATORY UPDATES

* MedArtha & WTC-AMTZ: Building India’s First Operator-Led MedTech Ecosystem
* AMTZ Expands Additive Manufacturing CoE To Boost India’s MedTech Sector

PRESS RELEASE

Plastic Drying as a Medical Davice Imperative-Bry-Air

INDUSTRY NEWS

+ India’s Medical Device Sector Gets lts First Standardised Testing Fee Framework
« AiMeD's Remarks on Gol Drafi Netification on Testing Fees & Labelling

DID YOU KNOW?

Aboul Recyeling Sclution for Lab Plastics

Following efiective disinfection and processing. several polymers, including polystyrene, palyester (PET),
polypropylene and polyethylens, can be reintroduced into the manufacturing supply chain. Plastic
consumables, partcularly pipette tips and plates, are a significant scurce of waste in laboratories,

March-April 2026
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March-June 2023
EXPORTS
Initiatives By Govemment of India & EEPC for
Devalopmenl of The Indian Medical Deavicas
Sector 43 Under the mandate of Department of
Commerca, EEPC India has besn the central
agency lo promote the growth of exports of
medical devices and allied sectars. A few of the
major Initistives undertaken by EEPC India for
the medical devices are explained
{May-June 2023

MATERIALS

Smart Textila For Heaithcare Applications Dr,
Ketan adodaria, MNational Instiute of Design
(NID}, Ahmedabad Smart texliles are
angineerad using materials and textile
struciures tn meet specific functionaliies. Thay
have a wide range of applications that span
various industries. In heslthcars, they have the
potential to revolulionize palient monitoring,
enabling continuous heaith tracking, early
delection of health |szues, and remote
healthcarg. (May-June 2023)

GLOBAL TRENDS

- TekniPlex Healthcars to Open Mew Produstion
Faaility in Madison, Wi

* DuPont introduces new silicons blends to
address skin conditions, {May-June 2023)

GLOBAL MARKET : MEDICAL DEVICES

SINGAPORE ; MEDICAL DEVICES MARKET

Mr. Amit Dave, M. Pharm, MBA, Former CEC —

Brazil Oparafiong { Vice Prasident Expori -

Zydus Cadila (Clans Lifesciences Singapore is

an enifry point for the whole southeast Asia

market, A stable political and economic

environment adds to the altractiveness of this

markel Singapore’s sirong base for research

and innovation can help med tech companies in

framing collaboration modeals in healthcare,

{May-Juna 2023)

AiMaD & REGULATORY UPDATES

= Mandaviva invites Japanese medical devics
maker (o make use of Make in Indla initiative

= AipeD Applauds Health Minister Mansukh
Mandaviya for launching 3 major Medical
Device Policy & Schems

= Health ministry notifies MOR ameandmeant 1o
enable state govis lo eslablish medical
davices testing Iaboratories. (May=June 2023)

INDUSTRY NEWS

= IT Madras launches Departmant of Meadical
Sciences & Technology

= Husky Installs First-ol-lts-Kind Medical
Maolding Syatem in India

= ICMR issues list of tachnologies supportad
under [CMR- MOMS to fester indigenous
manufacturing of medical devices,
{May-June 2023)

About Recycling Solution for Lab Plastics:
Successful Feasibility Study By BD & Envetec

A racant successful pllot study by Becton, Dickinson & Company in
collaboration with Envates Sustainable Technologies indicata that fallowing
effective disinfection and processing, several polymars, including polystyrens,
palyester (FET), polypropylens and polyelthylene, can be reintroduced into the
manuiacturing supply chain, These matenals are widely usad in madical
devices,

This pilot project. led by BD's Sustainatble Medical Technologies Institule, s an
impartant step towand developing clrcular econoamy solutkons for widely used
haalthcare products made from plastics, such as biood collaction tubes,
syringes and packaging materials. Widely tsed laboratory plastics can ba
safely recycled and reintroduced inte the manufacturing process without
compramising quality,

As part of the study, unused BD BBL prepared plated media were processed
using Envelec's GENERATIONS lechnology, & low-energy chemical
disinfection process hal converts regulated wasle inlo clean, recyolabls
polymer flakes, Thesa flakes wera then processed into polystyrena pallats and
used o craate new Petrl dish prototypes. Testing confirmad that the recyced
material met required performance standards and could be successfully
molded. Envelec's GENERATIONS lechnology is currently being
implemented across health care & life science settings in Linited States and
Europa.

Flastic consumables, particulardy pipette tps and plates, are a significant
source of wasle in laboratories, Broader studies estimate hal the production
of a single 896-rack of polypropylene pipetia lips releases approximately 0,304
kilograms of COZ equivalanl (CO2e) and requires about 5.8 liters of waler,
With laboraloriss using these consumables regularly, the cumulative effecton
carbon emisslons and waler usage (s siaggering. As per Precedence
Reczearch. the sustainable laboratory piasticware market is anticipatad to be
valued at 597097 million in 2026 and |s expected towitness a CAGR of 19.2%
through 2035,

(hittps:fwww nasdag, comdadiclesid-snvelec-showease-closed-loap-
recycling-solution-ab-plaslics)

mgrnifacinring isn't just
abour rechnology,

It abont having proven
exprertise across multiple
quaiity standards and
certifications™.

= Michigel Fresman, JO
Oculratoch

March April 2028
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Blocompatibility of Polymers & Factors affecting
Biocompatibility

A medical devies must be adequately desigred to be safe for its
intended use. With more and more applications for minimakly
invasive devices and implants getting developed, polymers usad
cormie In lemporary ar long-term contact with human skin, blood, body organs or
tissues should be biocompatible and be evaluated and tested for biocompatibifity.

It1s glso imporiant to take care of the impact of various manufacturing processes
on the biocompatibility. One such aspact as discussed under Cover Story ks about
impact of Sterilization Methods on Polymer Biocompatibility.

Sterlizaton of medical polymers aflen allers their physical, chemical, and strudtural
properties, significantly affecting bocompadibiity and in vivo padormance, Propar
sterilization must balance miorobial alimination with maintaining material structural
integrity. surface morphology, and minimizing cytotoxic, leachable by-products, The
gover story elaborates on the “Key Effects of various Sterilization Methods on
Polymer Biocompatibility."

Enhancing bincompatibility can also be achieved through Costings on Polymers and
Medical Devices which can Improve device performance, reduce (mmung rasponse
and prevent infections, theraby improving patient autcomes.  Uinder "Global Trends”
cofumn in this issue, it is explained how global biocompatibility coating practices is
wilnessing fast growth. It also elaborates on tha key types of Biocompatible Coatings
and their benefits.

An aricla by Or T 8 Kumaravel and Or § 5 Murugan on “The Strategle and
Regulatary Implications of Cost-Based Selection of Testing Services”
explains a very important relationship between [shoratory costing structures and
guality, It evaluatas the regulatary nsks associated with low-cost service models, As
explainad | for the lifesaving industry like madical devica manufacturing, while cost
containment remains a legitimate cperaticnal ohjective, disproportionate emphasis
on lew pricing may introduce systemic vulnerabilites including long term regulatory,
ecangmic, and reputational risk,

Thiz Issue also covers a case study on Autoinjectors. The article on, “High-
Performing Pens and Autoinjectors in India: What Today's Market Demands
from Manufacturers”, Mr, Rajen Kasi, Direclor & General Manaager, Husky Injection
Molding Systams Pwis Lid, explains why manufaciurers musl deliver precigion,
conslstancy and scalability — without compromising cost or timeliness.

Under “Regulatory” edlumn by Mr. Sanjay Shah, a very important developmeant
regacding recen! proposals for changes in the EU's Medical Device Regulation
{MER) as wall as |VOR are discussed. The proposed changes are aimed af
streamiining regulatory processes, reducing administrative burden and enhancing
predictability, while mainlaining patient safety and public healih,

Recycling of Laboratory Plastics: Plastic consumables, particularly pipetta tips
and plates, are a significant source of waste in laboratories, The “Did You Know"

| DEEI::I'IEEID AND Pl?ulmmhg:_ﬂ:,.i column gives details sbout @ recent successtul pilot study shows that following
L ;h-mmmrgsnéam' leda effective disinfeclion and processing, several pelymers can be recycled,
: This issue also our regular faatures of "Global Markets™ as well as Industry Mews and
olioa: Every precaulon i s do snsoe BCovacy o confisnt. morg,
Hiswtrrer e pobiishens Cnoy actepd respansbily for the
corresiness of the informabon supphod or sohvertse or for _I} LP J.‘"‘
Wy ool expresEnd b, Eﬁ'
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Impact of Sterilization Methods on Polymer Biocompatibility

Sterilization of medical polymers often alters their physical,
chemical, and structural properties, significantly affecting
bicgcompalibility and in vive performance. Common
methads—auloclaving, gamma radialicn, ethylene oxide (E10),
and H;0, plasma—can cause chaln scission, crossiinking,
polymer degradation, or surface toxicity. Proper sterilization must
balance microbial sfimination with maintaining material structural
integrity, surface morphology, Bnd minimizing cytotoxic,
lgachable byproducts,

Sterilization methods can significantly impact the biocompatibility
of medical devices. as outlined in 1SO 10993, Technigues like
ethylene oxide slerilization, gamma irradiation, or steam
autoclaving may alter the chemical composition, physical
properties, or surface charactaristics of device materals,
potentially leading to adverse biclogical responses. |S0 10993
gmphasizes evaluating the affects of sterlization processes as
part of the overall biological assessment. ensunng that they do
not compromise the safety and functionality of the device. This
includes testing for residual sterilants, degradation preducts, and
material changes that could affecl cytotoxicity, sansitization, or
irrilation. By intagrating sterilization evaluation inlo the
biocompatibility framework, manufacturers can ensura thair
devices meet both safety and performance standards.

Biocompatibilily 15 a broad expression describing & malenal's
fitness for use within the body, Implantable devices neary always
causs inflammatory or immuna responses. For a biocompatitle
material, these responses do not rise fo the level of being
harmful, Testing for biccompatibility of materals is mainly
centared on guidelines pul forth by 1SO 10293, the FOA (United
States), Regulations {(EW) 2017/745-6 (Eurcpaan Union ), and the
USP. The USP claseification system for plastics groups tham into
Classes | — V| defined by cornpliance testing and approval
critenia. Fluoropolymer plastics, for example, fall under USP
Chass VI. For materal evaluation specifically, testing includes
chemicel, mechanical, and thermal analyses. An additional and
crucial slep in biocompatibility assessment is the effect of
sterilization on the malerial. Many plastic devica components
must tolarate repeated sterilizations.

Key Effects of Sterilization Methods on Polymer
Biocompatibility:

= Gamma Radiation: High-energy radiation can cause polymer
chains 1o breas (scission) or crosslink, decreasing molecular
weaight, causing dizooloration, and sometimes incraasing
brittleness. It ean lead to the formation of free radicals,
resulting In cytotoxic effects.

= Autoclaving (Steam): ldeal for non-degradable, high-
lemperatura siable polymers (e.g., polyuretiianes). However,
high temparalures and humidily can cause struclural
defarmation, hydrolysls, and degradalion In biodegradatle
palymears llke polylactides (FLA),

= Ethylens Oxide (EtD): A common low-temperature method.
Howeysr, it can leave behind toxio residues, necessitating long
aeration mes to ensure pallent safely. 11 s effective for
davices that cannot withstand heat or radiation.

= H;0,; Plasma: A highly efective low-lamperature procass lhal,
while effective at killing bacteria, can be guite cofrosive,
madifying surface chemistry and decreasing surface strangth,
which may affect cell adhesion and biocompatibifity.

+ Degradable Polymers: Thess are highly sensitive o radiation
and heat, which can speed up biodegradation rates and alter
drug release kinetics:

Biocompatibility and Material Selection
Considerations:

» Degradation Rates: Stenlization-induced cleavagsa of chains
In bicdegradable polymers like PLA or PGA can drastically
change their in vivo behavior,

= Surface Changes: Sterilization can aller surface
hycrophilicity and roughness, directly affecting how cells
Interact with the material.

= Regulatory Requirement: Any changes in sterilizallon
methods require careful evaluation, as they may impact the
biocompatibility profile,

« Optimal Metheds: Choosing the right sterilization method
depends on the polymer's thermal and chermical stability to
avaid altering its surface morphology and mechanical strength,
.2

Fluoropolymers and Biocompatibility

As @ group, fluoropolymers have many attractive qualities for
bincompatibility including near-inertness for chemical reactinty
in the bady, high lubricity, and broad temporalire tolerance,
Despite these properties and the multiple banks of testing
necessery lo atiest o biocompatibility, absolute conclusive
judgment regarding safely is not realistic. Biocompatibility
instead is characterization based on currant knowledge and the
best judgment of accapted experts.

Sterilization Technology and Regulations

Stenlization technology and regulations are both complex and
extensive. Despita the diversity In methodology, conventional
terminal starilization mathods onginally developad for metallic,
ceramic, and chemically stable polymeric implants preseni
bamiers 1o sterilizing labile dearadabie functional polymers and
lissue grafts for regenerative medicing applications, To preserve
the chemical, structural and mechanical inlegrity of the pokymer-
based implant and its surgical handling and in vivo
degradation/drug release profiles, a sallent choice of terminal
sterilization modality should be made based on an understanding
of both the unique nature of the polymer and the prosfcons of
aach stafilizalion method and associatad ragulatory
classification .
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General pelymeric formulation/scaffold considerstions Include
chemical compositions (e.9., présence of labile linkages
sensitive lo cleavage during sterilization or functional groups thal
may react with a chemical sterilant), unigue thermamechanical
behavior (e.g.. transiion temperature compatibllity with the
sterilization temperature implameanted), and dimensional
stability/porosity (e.g.. whether irreversible swalling may accur by
steam autoclave or scCO2), Once incompatible terminal
sterilization modalities are excluded (e g., autoclave for thermal
sensitive malerials, scCO2 for porous polymers that
swaliplasticize extensively, EID for palymers with nucleophilic
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functional groups), priority should be given lo methods with Class
A or Class B designations. In the case of macroporous, thamial-
sensitive, degradable shape memary polymer scaffolds, multiple
established modalites may all present challenges. In such a
case, different mothods may need to be evaluatad to Identify the
one resuliing in minimal or acceptable levels of alterafions to key
matenals properties and implemented consisiently for all
preclinical in vitra and animal studies

As highlighted In this review, Infrastructure, capital, time,
compliance protocals, and burden of proof are but a few areas
gffected by regulatory classifications. Furthermore, these
implications may nol be confined solely io the approval
processas but may extand throughout the product’s lifatime.
Managing this process ls undoubladly complex and calls for
interdisciplinary coliaboration. Identifying & terminal sterlization
moadality/condition that sufficiently satisfies regulatory
requiraments while praserving product funchionality could be a
substantial chalienge. Indeed, many novel biomaterials have a
hard time transitioning from research laboratones to the market
due to alther balated findings of incompatibllity with conventional
Class A/B sterilization methods or the tremendous regulatary
burdens associated with the novel sterlization modalities
implemented during laborgtory research or the sseplic
procassing allermalive. Delibemale inegration of the regulatory
considerations discussad in this review early in the matenal
destaniinnovation may prove crifical o streamlining ultimate
clinical transiations. Interdisciplinary collaboration between
research and development, regulatory, and leadership teams is
lkely required to thoroughly evaluate options and tackle the

challenge,
(https:/!pme nebl.nim.nib, goviarticles' PMCEGI1608/ |

A Medical Device Must Be Adequately Designed
to be Safe for lts Intended End Use, After
Sterilisation

Radiation Effect on Polymer Materials Commonly
Used in Medical Devices

Description

Industrial starilization |z primarily used for medical and
healthcara products including:a wide range of single-use medical
products and devices. Historleally, sterilization is mostly done
using gamma sources. However, recently we ohserve a fransifion
to accelerator-based sterilization, specifically usez of e-beam
and X-ray. Lack of the knowledge of radiation effects on polymers
for e=besam and X-ray 5 one of the reasons o mpede the
spreading use of these lechnologies. Therelore, the purpose of
this propeossl is to expand our understanding of radiation effects
on polymer materials commonly used in medical devices by
comparing gamma, &-beam, and X-ray imadiation. The increased
access to accelerator-based sterilization, in addition to other
sterilization matheds, will have a collateral benefit aligned 1o UN
Sustainable Development Goals, specifically 530G 3 (good
health and well-being), 506G 9 (industry, innovation and
Infrastruclura), and SDG 12 (responsible consumption and
production).

fany podymers used in medical davicas show vanying degrees of
degradation and change with radiation thal may craale toxic by-
products or leachablas. Technological advance has dona much
to improve a material's rosistance to radiation with the uso of
stabilisers additives, antioxidants, etc. These stabilisers,
additives or anlioxidants (o improve a material's radiation
compatibly may in lurn be toxic. The range of biological and
phyzico-chemical hazards is wide (e.g., silicons, latax), and
medical procedures and drugs are becoming increasingly
sophisticated, The sveluation and subsequent comparisan of
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bincompatibility of malerials require tesl methods thal are
meaningful- and appropriats.

The evaluation of biological responses (biocompatibiity) of
materials Is subject o limitations, inconsistencies. and
opporunities for misapplication and/or misinterpratation. The
challenge of biocompafibility and materal safety is to create and
use knowledge to reduce the amount of unknowns and o help
make the baet possible decisions and predictions, This s a
simplified approach on how to address and assess the malanals
and tests for device{s), for their biclogical and physico-chemicsl
responsas as part of the overall evaluation and development of
irradiated melerials and devices. Like olher normative work on
thiz subject, this guideline does not fully address the
daetarmination of the effects of devices and matarials on tissues
and end usa but advances what approaches lo take, when to test,
and how 1o start evaluating the biccompatibility and matenal
safely of malerials of medical devices used and irradiated by
device manufacturers.
Raf
01 "sStanlieation of Polymer Healthcare Producis” By Wayne
Rogers
02 Internet source
- htlps.pme.nobi.nlm, nib.govaricles/PMC969 1608/
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Ultra-high Molecular Weight Polyethylene (UHMWQPE)
Used in Orthopaedic Prosthesis

Ultra=high molecular weight polyethylens (UHMWPE) iz &
biomatenal widely used as part of prostheses that require
articulating surfaces, such as knee endoprostheses, for its
excellent mechanical qualities,

The Ultra-High Molecular Weight Polyethylene (UHMWPE)
market for knee implants is expenenoing robust growth, diven by
an aging population, increased joint raplacement surgeries, and
demand for durable, weardqesistant matenals, The market is
dominatad by implant-grade, crossdinked UHMWFE, which
offers superior wear resistance and longevity in tolal knee
raplacements (TKR),

Market Dynamics

= Market Growth & Size: The medical-grade UHMWPE market
iz expenencing constant growth, with the overall medical-grade
UHMWIPE market expected to reach over USD 4 billion by
2030,

+ Koy Drivars: Rising orthopedic disordor cases, youngar
patients receiving knee replacements, and supericr longevity
of modemn implants (specifically cross-linked UHMWRE) are
key faclors,

Regional Dominance: The Asla Pacific region |s axpectad 1o
be the fastest-growing market dus o continuous medical
secior investments and increased joint replacements,

Challenges: High production costs, energy-intensive
processing, and competition from allernalive malerials (2.9,
PEEK) pose challenges to markal growth. [1, 2.3, 4, 5. 6]

Key Trends and Innovations

* Cross-Linked UHMWPE: The indusiry has moved toward
high-parfermeance cross-inked UHMWPE 1o reduce weaar,

« Antioxidant Stabilization: The inclusion of vitamin E
(antioxidani-stabilized ) in UHMWPE formulations is enhancing
material resistance 1o oxidation and Increasing Implant
lifeapan.

* Advanced Formulation: Modem orhopedic implants are
adopting 21st-century formulations that enhance toughnass
and faligue resistance.

Factors Limiting Life of UHMWPE Prosthesis

Two major problems fimit the lite of UHMWPE prosthesis - wear
and delamination, with both phenomena beaing mainly the result
of chemical oxidation of polymer. Polyelhyiens wear debris
formation continues to be a primary factor in the reduced
longevily of total knee replacements,

Wearing causes the release of generated particulate maller that
friggers a macrophage reaction leading to chronic inflammation
and osteclvsis, while delamination, due to the meachanical sfress,
miacroscopically atters the surfaces

It is well known in the field of biomatadals thal the surface
chemistry plays an Impertant role in the interaction of cealls,
specifically those cells involved in the inflammatory response,
And hence it is also important far the applicstions of UHMWPRE.
Oheidized UHMWPE is an inherent state Ihat exists in UHMWRE
componants usad in total joint replacemants.

It has also been well eslablished that these UHMWPE
compaonants are susceptible to owidative degradation through

oxidation of UHMWPE components has been linked o changes
in the machanical properties of the matanal, such as decreased
fatigue strength and the production of wear particles around the
site of the implant.

Ref

Internet Sources |

-httpsffpmc. nohi.nim.nih.goviarticles/PMC 544570154 ~dexl=
The%h20axidation%2 0o %20UHMWPE Z0components, site’
200 20the%20implant %20%% 584 %50,

=&l source
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TWO-DAY WORKSHOP

(§7)

MEDICAL D['.-'IC.E DEVELOPMENT

=) MANCH 078
COPEST Pl i [esaailu s

Cn Day 1, 12th March 2026, the program
began with an introductory and welcome
address by 1he co-ordingslor and leliciation
sassion from 9:15 am to 10:00 am
Dr.H.K.Wamma, Head, BMT Wing, SCTIMST
and Shn.D.L.Pandya, Vice President, SPE
India Medical Plastics Dlvision, gave
falicitation spaaches on bahalf of the
organisors. Mr.Falgun Jani from Freudenberg
Medical, delivered a short prasentation an the
activities af the Company.

Thiz first session, conducted by Ms. Amrutha
., focused on Biomaterials and Medical
Devices. She explained the definition and
classification of medical devices and
discussed how blomaterials are sslected
based on thelr intendad medical applicslions
and regulatory classifications.

The second session was delivered by Or, Anil
Kumear P.R. on the Principles of
Biocompatibility, He axplained the
fundgamental concepts of biccompatibility and
risk menagement, highlighting how materials
must be lestsd o ensure that they do not
catse harmful ological responses when
used in the human body.

" EVENT REPORT

Two-Day Workshop on
Medical Device Development

Wi TIMST, Satefmond Palac
fappura, Trivandrum

March 12 & 13, 2026.
Orpansed By:

Campus,
F‘

In Aszociation Wilh

9T Py,

INDIA
Sme Ghara Tinmed Instthon for fechesd Saciety of Phatic Snpinees (5PE) INDIA
Suenies and teclmidugy 13CTIMET) WEDMCAL PLASTICY DOVESRON,
Trivarem Mumba

ndusin kestitute Fatrasship Gal
Bampke lechnokegy Wisg, SCTIMST
Trivandrim

A bwo=day Workzhop on Medical Device Development has been conducied duning
12-13 March 2026 a! the Biomedical Technology Wing, Poojappura, organized
by the Industry-Institute Parnarship Cell (I1PC) of tha Biomadiczal Technology VWing,
Sree Chitra Tirunal Institute for Medical Sciences and Technology, SCTIMST,
Trivandrum, This event was co-organised by Society of Plastic Engineers (SFE),
India. The prime sponsor was MPs Freudenberg Medical.

Tha objective of the workshop s (o pravide participants a comprabensive
underastanding of the stages involved In the devalopment, testing, evaluation, and
regulatory aspects of medical devices. The workshop brought together exparts
dealing with different aspects of devics development. The speakears shared their
knowledga on biematerials, safety evaluation, cliinical studies, and amernging trands
in medical technology, The series of leciures spread in 2 days covered the antire
[ifecyde of @ medical device, from concepl to commercializstion, mainly related o
regulatory and safety (medical device classification, 150 10893 biological safety,
risk assessmenl, and olinical evaluation), lechnical analysis {(materials
chasacterization, biocompatibility, and various testing meathods-in the aspects of
chemical, thermal. mechanical, and morphological) and product development
modalitizs (product release studies, pre-clinical efficacy, and emerging
innovations}. A& lotal of 25 paricipants enrofled in this program, from academia as
wall as from indusiry, spread across vanous parts of the couniry




In the aftemoon, Dr. Bemya N3, conducied a session on Laboratory
Tasting for Biological Safety, She discussed tha importance of
toxicological profiling and explained how biological safety assassmants
are performed sccording to 1SO 100993 standards. This session
emphasizad the nesd for thorough biclegical evaluation before medical
devices are approved for cinical use,

Tha next session was handled by Dr. Roy Joseph, who spoke about
Material Characlerization, He described physico-chemical
characlenzation tests and chemical risk assessmeant methods used lo
analyze the composition, stability, and safely of biomaterials.

The final session of the first day was delivered by Dr A, Maya
Mandkumar on Product Releasa Studies, She explained tha procosses
nvolved In stenlization, cleanliness testing, and packaging of madical
devices before lhey are releasad o he markel. These procedures are
essential to malntain product safety and prevent contamination. The day
concluded with laboratary visits, giving paricipants further exposura to
practical biomaedical testing technigues.

On Day 2, 13th March 2026 the sessions focused more on pre-clinical
and clinical evaluation of medical devices. The firsl session was
conducted by Dr, A, Sabareeswaran, who discussed lmplantation Tests
for Biclogical Safety. He explained how implantation studies and
histopathological analysls are used to evaluate tissus responses 1o
mplanted medical matenals. The following seszion was led by Dr
Renjith 5., who spoke aboul Materinl Properties Evaluation, He
explained various thermal, mechanical, and morphological tests that
help datarming the structural integrity and periormance of biomalsrials
used in medical devices,

Or Sachin Shenoy delivered a session on Pre-Clinical Efficacy
Evaluation, He discussed the use of animal models and differant
axperimeantal methods used to evaluate the safaty and effectivaness of
medical devices bafore thay procead to human clinical trials.
Farticipants were again given the opporiunity to visit the laboratories o
ohserve Bsting faciliies and equipment used for biomeadical research,

In the aflernoon session, Dr. Vivek Pillal discussed Clinical Evaluation
and Documentation, Ha axplained the imporance of clinical evidence,
ragulatory documentation, and post-market surveillance in ensuring
that medical devices remain safe and sffeciive affer they are introduced
it the market, The final session was conducted by Dr. Mano] Komalh,
who spoke about Emerging Trends and Innowvalions in MedTech, He
fighlighted recent advancemants in madical device echnology and
dizcussed future opportunities and challenges in the field.

The workshop concluded with & feedback session and closing remarks.
Owerall, the workshep provided valuable insighls into the entire process
of medical device developmant, from matenal selection and laboratory
testing fo clinical avaluation and regulatory approval, The combination
ol expert lectures and laboratory visits made the program highly
rifarmative and beneficial for participants inlerasted in biomeadical
research and medical device innovalion,
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The Strategic and Regulatory
Implications of Cost-Based

ﬁr. T. 8. Kumaravel,

— A
Dr. S. S. Murugan,

Selection of Contract
Laboratories in Regulated
Industries

Chairman, Managing Director,
MDR Laborstoniss Pvt Ltd, MOR Laboratories Pyt Lid,
Chennai, India Chennal, India
Abstract Compliance with thase frameworks requires:

In regulated industries such ss medical devices,
pharmaceuticals, and blologles, non-clinical |aboratory studies
form the avidentiary foundation for ragulatory decision-making.
Although cost consideratons influence outsourcing decisions,
disproportionale emphasis on low phncing may compromise
scienlific ngor, reguiatory compliance, and leng-lerm economic
outcomes, This arficle examines the relationship between
laboratory costing structures and study quality, evaluates the
regulatory nsks associated with low-cost service models, and
argues thal reasonable costing s Intrinsically linked to
compliance infrastructure, scientific robusiness, and data
dafensibility. The analysis highlights how investmant in guality
systems. documentation Integrity, and post-submission
engagement ulimately mitigates regulatory risk and supports
sustainable product development

Introduction

Dutsourcing of reguiatory Iaboratory studies has become
standard practice across the medical device and pharmaceutical
sectors, Sponsors routinely engage contract laboratories (o
conduct biocompatibility, toxicology, microbiology, analytical
chemistry, and othar praclinical evaluations required for
regulatory submissions. In this compaetitive environment,
laboratory selection is frequently influenced by budgetary
constrainis,

However, laboratory studies conductad under frameworks such
as Good Laboratory Practice (GLP), international |50 standards,
and mational ragulatory expectations are highly structurad
scientific processes, These processes require robust guality
systems, trained personnel, validaled methodologies, and
controlled snvironments. The economic model underpinning
such infrastructurs inevitably influences the quality and reliability
of generated data.

This paper examines whather selection based predaminantly on

low cost aligns with regulatory science principles and evaluales
tha broader implications of cost-driven gutscurcing decisions.

Regulatory Compliance as a Systems-Level
Investment

Regutatory authorities evaluate nol only study outcomes but also
the integrity of the systems within which those outcomes are
produced. GLP principles, IS0 standards, and OECD guidalings

collactively emphasize traceability, repraducibility,
documentation contrel, persenral qualification, aguipment

« Comprechansiva standard aperating procaduras
Independent guality assurance oversight
Documeant control and archival systems
Enviranmental monitoring

» Periocic internal and external audits

+ Contiruous training programs

These elements represent recurring operalional Investments
rather than one-tfime expenditures. Lahoralories offering
significantly fower gricing structures may face economic
pressures {hat limit allocstion of resources loward quality
managament, training; or infrastiucture. maintenanoce, Such
constrainis can (ncrease the probability of deviations,
documentation inconsistencies, or audit chearvations.

Regulaiory agencies increasingly scrutinize data integrity and
lahoratory compliance hislories, Deficiencies derlied dunng
inspactions may affect the cradibility of submittad studies and, in
SEVErE Casas, necessitate repetition of testing. Thus, reasonable
costing Is directly associated with the sustainabliity of compliance
sysiems.

Scientific Rigor and Study Design Integrity

Methodological rigor is central to regulatory acceptability,
Appropriate endpoint selection, siatistically jusiified sample
sizes, validated analylical methods, and scientifically defensible
interpretation are crilical determinants of study credibility,

Scientific planning requires multidisciplinary expertise, including
Iowicolopy, binstatistics, materials science, microbiology, ‘and
regulatory affairs, Inadequale investmeni In prelocal
development or stalistical consuliation may lead to cesign
limitations that become apparent during regulatory review. For
example, insufficient power calculations, inappropriate cantrol
selection, or mcomplete method validation can undermine
confidence In study conclusions,

A cost-mimmization epproach may incentivize standardized
protocols with limiled customization or abbreviated intemal
review processes, Although such approaches may reduce
upfront expenditura, they increasa the risk of regulatory quarnies
ar reguests for supplementary data.

Reasonable costing struclures allow [aboratories 1o dedicate
adequate tims to protocol refinemant, Inlernal scientific pear
raview, and risk-based evaluation aligned with contemporary
reguistaory guidance. The resulting data are mors likely to
withstand scrutiny and achieve acceplance withoul extensive
clarification cycles.

" o &

calibration, and data integrity.
March-fpril 2026 MEDI
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Documentation Quality and Data Defensibility

Regulstory submissions rely on comprehensive study reports
that integrate methodology, resulls, statistical analysis, and
interpretation within a coherent scientific framawark, Authorities
assess not only the data bul alsa the clarity and completencss of
documentation.

Wesak documentation practices—such as ncomplete method
descriptions, Insufficient statistical justification, or amblguous
conclusions—may prompt deficiency letters or additional
information requests. Each cycle of clarification extends review
timalines and increases administrative burden,

High-quality reporting requires structured technical writing,
laysrad quality review, and regulatory alignment assessmeant
These processes involve personnel specialization and time
investmant that cannot be sustained under extreme pricing
COMEssion.

From a regulatory perspeclive, defensible documentation is a
risk-mitigation mechanism. Laboratories thal allocate adequste
resaunces (o mporting integrity contribute directly 1o smoother
regulatory evaluation,

Operational Stability and Turnaround Time

Timelinass is a stratagic consideration in produc! developmant.
However, accelarated timalines must not compromisa
methodological integrity. Operational stability—dafined by
adequate staffing, eguipment redundancy. workfiow
management, and quality oversight—Is essential 1o balancing
efficiancy with reliability,

Low-cost operational models may function with limiled personnel
resarves or constrained infrastructure capacity. Under peak
demand coenditions, such limitations can rasull in sshaduling
dolays, incomplete quality review, or prolonged report
finalization.

Reasonable costing enables laboratories o maintain balanced
warkloads, invest in preventiva maintanance. and sustain project
managemeant systems. Predictabla tumaround times anhanca
sponsor planning and reduce downstream scheduling
uncertainty.

Post-Submission Technical Engagement
The regulatory review process frequently includes reguesis for
clarification or additional scientific explanation, Effective

rEspOnNSss require access 1o onginal study peraonngl, detaibed
methodological knowledge, and supporting documentation

YWhen laboratories disengane after repor issuance - particularly
in low-cost service models—sponsars may. encounter difficulty
addressing regulatony queastions comprahenshvely, This gap can
aad to profongad review parinds or inconsistant responses,

Sustained technical engagement represents an exl=nsion of
laboratory accountablity. Incorporating post-submission support

into costing structures reflecls recognition that regulatory
evaluation is iterative rather than transactional.

Economic Analysis: Short-Term Savings Versus
Long-Term Risk

An economic comparison of laboratory selection models must
sccount for Indirect and downstream costs. While lower
guotations reduce iImmediate project expendilure, the patantial
costs ol study repatition, regulalory delay, lost markel
oppartunity, and raputational impact may subsiantially axcead
initial =avings.

Repeal lesting involves not only labaratory fees but also
additional material procurament, internal coordination,
requlalory resubmission preparation, and delayed revenus
peneration. In competitive markets, detayed anfry can diminish

marksl shara and Investor confidence.

Thus, cost evaluation should incorporate risk-adjusted analysis
rather than simple invoice comparson. Reasonable costing
functions a5 a form of risk ingurance, reducing the probability of
costly reguialony setbacks,

Reputational and Regulatory Confidence
Considerations

Regulatory authorites develop familiarity with laboratories and
Iheir Inspection histories, Dala originating from facilities with
consistent compliance records may be reviewed with greatar
confidence. Conversely, laboratories asscciated with prior
deficiencies may encounter heightened scrutiny,

For sponsors operating in global markets, alignment with
laboratories demonstrating established comgpliance cultures
strengthens overall regulatory positioning. Laboratory selection
therefore carmies rapulational implications extending beyond
individual studies,

Conclusion

In regulated prodoct development, [aboratory studias constitute
critical evidence supparting safety and performance claims. The
integrity of this evidence depends on compliance infrastructure,
scientific rigor, documentation quality, and sustained technical
engagement,

While cosl conlainment remains a legitimate operalional
objective, disproportionate emphasis on low pricing may
introduce systemic vulnerabililies. Short-term financial savings
can lranslate into long-term regulatory, economic, and
reputational risk,

Reasocnable costing should be viewed as proportional
investment aligned with regulatory complexity and scientific
accountability, Crganizations that integrate cost evaluation with
quality and compliance assessment are betler positioned to
achigve limaly requlatory acceptance, maintain credibility, and
ensure sustainable market success.
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High-performing Pens and
Autoinjectors in India: What
Today’s Market Demands from
Manufacturers

Mr. Rajen Kasi
Director & General Manager
Husky Injection Molding Systems Pl Lid.

As biologles become mors accessible across India and patients
increasingly shift loward at-home care, demand for pens and
auloinjectors 18 accelerating rapidly. The rise of biosimilars,
increasing diabetes prevalence, and the infroduction of GLP-1
therapies are pushing device programs from thousands to
millllons—and saan, [nte the billlons,

India presents a unigua dynamic. Growth is not constrained by
regulation, but by manufacturing readimess. In many cases,
acquiring the nghl manufactunng (echnology 15 tha primary
bottienack—not regulatory approval,

This shift has redefined what the market expects from
manufaciurars. |1 s ne lorger enough 1o produce precise
componenis—manufacturers must now deliver that precision
consislently. at high volume, ati competitive cost, and within
aggressive timelnes.

Balancing Cost, Scale, and Speed

India’s auloinjecior market is shaped by four key pressures:
damand, cost, lime o markel, and manufzetucing capatility.
The rapid growth of biosimilare and generics means
manufaciurers must operate at lower margins, while still mesting
global quality standards, Al the same lime, being first to markel is
crilical—particularly as patenls sxpirg and compelilion
iNncreasss.

This creates a challenging balance:

= Deliver high-guality, precision components

= Scale production guickly and reliably

« Mainiain cosl compelitiveness

Success depends on manufacturing systams that can achieva all
threa simuitanaoucly,

Rising Expectations in Device Performance

Az Indla maves toward mora advanced drug delivery devices,
expectations around performance are increasing. Manufacturers
miist now meet Sghter requiremeants for dimensional acouracy,
matarial consistency, and functional refiability,

amall variations can have significant conseguences. A slight

HUSKY'
ELEVATE YOUR PRODUCTION "
OF PEN INJECTORS WITH HUSKY |

} d

iy

LET'S DISCUSSE" Wiy

dimensienal shift can affect dose accuracy, while inconsistencies
in pard geomelry can compromise deviea intagrity, Al higher
volumes, these issues scake guickly, Therefore, process stability
azsential from the cutsal

Why Manufacturing Capability Is the
Differentiator

Autinjectors are complex, mult-component devices that require
precise processing of materials such as PP, PC, POM, and PET,
Many of these meienisls have narrow processing windows,
whare even small variations in temperatura or fiow can introduce
defects

In India, this challenge iz amplified by cost sensitivity and the
need to scale repidly. Manufacturers muest minimize screp,
reduce variability, and maintain consistent qualily across high-
valume praduction,

Hot runner performance plays a critical role here, When systems
are not aligned, manufaciurers often face longer validation
timelinas, highar reject rates, and increased operational costs.
Husky addresses this by integrating hol runner design directly
inta mold development, ensuring systems are angineered
togather far tha specific application. This enables manufaciurers
to begin validation from a stable, well-undersiood
baseline—reducing variability and accelerating tima to market.

Scaling Production with Confidence

Az production volumes Increase, maintaining consistency
becomes the defining challence, High cavilation amplifies aven
small process varations, making control and repaatability
assential.

Husky draws on experience fram mare than 1,000 autoinjector-
specific systems globally, embedding this knowledge into
technologies such as UltraMelt, UltraSync E, Ultra Helix,
UltraShat, and the Mew Altanium 6 Series controller platform.

rapidfacto

Medical Device QMS Software

Always be ready for 150 & COSCO Audits?
" INDIAN MDR + ISO 13485 + 21 CFR Part 11
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These solutions are designed to:

= |mpriove par consistency across cavilies
» Stabilize processing of sensitive matenals
= Reduce scrap and rework

= Support refizhle. high-volume production

In & cost-driven market like India, these afficiencies directly
impact competiiivenass,

The Power of FIVE: Expert Hot Runner Support
Throughout Your Journey

In a markel where manufaciurng capatiity is a key bolllenack.
access toexpertise is just as important as access to technology.
Husky's Power of FIVE medel ensures experiise is embedded
throughout the lifecycle:

» Solution recommendation: Product Developmant Engineers
design systams aptimized for your specific device application

= Optimization: Application Engineers fine-tune performance
for maximum efficienoy and part quality

 Engineering: Projecl Engineers ensure seamless
implementation and integration

o Start-up: Technical Sales Leaders guide successiul launch
and validalion processes

» Field support: Field Service Experis provide ongoing
assistance throughout your system’'s lifecycle

Supported by global infrastruclure, validation documentation,
and proactive monitoring, this approach enables eary issue
identification—befora |l impacts uptime,

Conclusion

India's autcinjector markel & defined by rapid growih, cost
pressure; and increasing expectations for quality and apasd.

Manufacturers. musi now deliver precision, consistancy, and

scalabilily—without compromising cost or imelines.

Achigwving thig requires maore than capable equipment, It requires
integrated systems, proven validation approachaes, and ongoing
technical expertisa.

Husky enables Indian manufacturers fo meet these demands
with confidence—supparting the delivery of high-parfarming,
accessible drug defivery devices &t scale.

Contact yvou're a Husky represenialive to start your pen and auto
injector jourmnay! https:fwww.husky.colan/contact/

UNIK AL
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Wiz gre 3 leading cor=ulling organization Prividing nleg=led services with foces on

campliance with gquality management siaiems and Miemational regulatons and

projec marapement specalizing in Medical Davices:

* QMS as per EN 130 12485, CE marking complying to MDR [EU)
20171745, FOA 510(k) as per (21 CFR 820);

* Consultations for complian ces including documantation, fraining,
intarnal audits, plank layouts,

* Madical Devices consultation provided include Class Il Devices,
drug device combination products, Class lla and Class lib
Implantable, Clage | & refated

Sanjay Y .Shah — Owner Promoter

We supporl 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

Sinoe 1988. It is ona of the largest Regulatory Centre in Europe,
Fi, Gyl Plaza, Vastmpur, Ahmedahad 380015, INDiA

Wensily; wwcorihakonaulisns com Emal: saniayiiunsakonsutint com unkalEgmalcom
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smoothly and securely
avoid penalties

experience in Indian ond global markets

tailored fo your needs

compliance headaches
Grow your business confidently-choose

partner. Visit www.compliancetorgrowth.com

* End-to-end complionce solutions for businesses of all
* Expert guidance on legal, regulatary, and statutary
* Customised support to help your business expand
* Stay updated with the latest compliance changes and
= Access to industry specialists with extensive

* Affordable and transparent pricing-no hidden costs
* Seamless onboarding with personalised service

* Focus on your core business while we manage your

Compliance for Growth as your trusted complionce

Unlock Growth & Stay Compliant with LAUNCHING SOON....

Topic - Requirement Engineering
Title: Awareness session

Useful for: Medical device
manufacturers, component
manufacturers and service providers

COMING SOON...

MDQMS SOFTWARE

Saa$ based Medical Devices
Compliance Management system.
This will help you to manage
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ISO 13485 - 1SO 14971
ISO 20416 - 1SO 14644
ISO 15223

Open to Partnership Proposals

Contact: Bhupesh Sood (CEO)-9974803399

38| MEDICAL PLASTICS

March-Apmd 2025

ATA SEBRVICE



Forward

Biomedical Technology sector positions itsaff in a
high value market place, but.one where errors can
be very expensive, Products are highly regulated
and subjectad to extensive quality contrals,

| find here a treasure of tips and techniques put
togather In g wery simplified and user friendly
mannar, Whethar one i< 5 teacher or 3 student of
Biomedical Engineering [ Technology or a
manufacturer / marketer of medical devices or a
medical professional using the technology day in
and day aut, dipping inta this collecticn will glve one
valuable insight.

Dr. B &, Mashelkar
Farmer Director Ganeral
Councll of Scentific & Indestrial Research & Secretary, Government of India
Degartmant &f Sclence and Technslogy, New Dalbl
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Regulatory /A

The EU Medical Device
Proposed Changes And
Their Interpretation

Sanjay Shah
CED, Linikal Cansulants

EU Madical Device and IVD Devices are regulated under MDR &
VDR, After subslantial changes from MDD 93/42 there hes been
continuous. changes, updating and manufacturar § user
implamentation has been dificult, to say the |east, Under the
mare regulated stmospheare, issues of non-availabilily and high
costhave been a constant Issue, but better regulated products for
the patients have been debated. And for which EU regulators
have been working to balance the sides.

At the same time, it has baen a constant endeavar faor tha EU
medical devices ragulatory framework 10 evalve continuously in
tune with tha timas. This is done with significant legislative and
palicy refarms,

For companises bringing medical devioes and in vitro disgnostics
(VOs) o the EL market, the landscape remains complax and
resourca intensive, but meaningful changes are now on the
honzon,

Although the EL's Medioal Device Regulation (MOR) and In Vilro
Diagnostic Regulation (IVDR), which camea into forcein 2029 and
2022 respectively, introduced stricter requirements compared to
the previous Directives, such as on clinical evidence, post market
survelllance, and economic operator reguiremenls, their
Implemantation has been challenging, to say the least,

The absence of grandfatherning for legacy devices, limited notified
body capacity, and strict sules withoul dear guidance have
created backlogs, increased production and regulatory
compliance cost, slowed Innovadion, and increased the risk of
supply disruption.

These pressures have prompled suslained eriticlsm and
rapaatad calls for reform, For non-EL manufacturars, ihe stakes
are even higher. They nesded fo appoint a competent EU
Authorized Representstive, registering in EUDAMED, and
ensunng compliance with EU-specific labelling and language
requirameanls.

Failura to plan early for notified body engagement and cartificate
renewals had their conseguences. Having single EU-ARep,
changing thelr sarvices, changing NB was very difficull and time
consuming as well as cosfy. The complexity and cost of
compliance had made many companies lo reconsider EU
launchas altogetner, underscoring the importance of proactive
strategy and resource allocation.

They say guality has no cost; but it 15 not infinite.

Proposed Changes to MDR and IVDR

Towards the end of 2024, the European Commission launched a
public consultation on the MDR and IVOR., framed as a “targeted

evaluation” to idenify problems with the legal framework. This
was launched in part due o the European Padiament adopting a
resolution on the urgent need to revise the MDR and the VDR,
Since then, on September 8, 2025, the Eurcpean Commission
publishad a call for evidence on "the tasrgeted revision® of the
regime, with the aim of identifying methods to tackle critical
ssues expenencad throughout the industry caused by the
regulations,

The European Commiss:aon published @ significant legislative
proposal on 16 December 2025 (COM (2025) 1023 final), Often
refarrad to 25 MDR 2.0 and VDR 2.0, these amendmeants airm ta
simplify regulatory procedures, reduce administrative burdens;
and prevent device shorlages while maintzining high safety
slandards.

Tha propesats provide an overhaul of curent requirements undear
the MOR and VDR, aimed at streamiining regulatory processes,
reducing administrative burden, and enhancing predictability,
while maintaining palient salety and public health. For
manufacturars, haalthears institutions, innovators, and industry
stakeholders, the proposals signal o shift toward a8 more
proportionate, risk-based system that supporis limely access to
critical lechnalogies without compromising duality,

Key Proposed Changes

The proposal is structured around eight main themas almad at

making the system more proporticnate and predictable’

= Certification & Validity: The current maximum S-vear validity
pariod for cerlificales would be abolished, sllowing for
Indefinita carificate validity supportad by risk-based pariodic
raviews instead of full recertfication.

* Risk Reclassification: Several devices are slated for
reclassification 1o lower risk classes, including reusable
surgical instruments {ic Class |}, certain software calegories,
and dcoesaorias for active implantable davices.

Clinical Evidence: Manufacturers may rely on a broader
range of clinical data, including sclentific literature and non-
dinical dala like in silico testing or computational modelling,
especially for legacy or well-established technology (WET)
devices.

« Administrative Relief:

Reporting Timelines: The deadline for reporting serous
incidents (not involving death or serious public healn threats)
would be extended from 15 to 30 days.

PSUR Updates: The frequency for Periodic Safety Update
Repors (FSUR) would be reduced o every two yvears for high-
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risk devices, and only "whan necessary” for Class |la devices.

PRRC Requirements: Cualilication requirements lar the Person
Responsible for Regulatory Compliance (PRRC) would bea
simplified, particularty for SMEs,

Innovation & Access:

* Breakthrough & Orphan Devicas: New formal definitions
and priority review pathways (rolling reviews) would be
Introduced for these critlcal devices,

+* Regulatory Sandboxes: Controlled environments would
allow for testing Innovative technologies with temporary
waivers of cerlain requiraments: under strict supenyision

* Digitalization: The proposal mandates electronic
submissions and allows for digital EU Declarations of
Conformity and digital labelingfinstructons for use {elFU) in
ceriain contexts.

+ Governance & Support: Mationsl authorities would act as an
"ombudsperson” 1o resclve dispulas balwesn manufacturers
and Motifiad Bodies within B0 days.

Current Timeline and Next Steps

* Legislative Process: The proposal is curantly undergoing
raview by the European Parliamant and the Councll of the ELL

+ Feedback Period: A public faedback period concluded an 30
March 2026

« Expected Adoption: Full implementation and adoption by co-
legisiators are anticipated around Q2 2027, with most
simplifications applying six months alter entry into force.

rapidfacto
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Manufacturers & Exporters of Disposable Medical Devices
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* |.V. Flow Regulators

NEW PRODUCTS
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« Exporting our products to almest more than 23 countries.

Contact:

Mr. Sohil Saiyed (Directar)
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Dr. Ashish Indanl

- Medical Device Clinical Research Expert

A Definitive Treatise on Medical Device
Clinical Research in the Era of
Medical Technology

In-an age defired by rapid Innovation in Medical Technelogy and
the global profiferation of advanced Medizal Devices, the nead
for a rigorous, structured, and comprehensive understanding of
Medical Device Chnical Research has never been more urgent.
Addressing this critical gap with remarkable clanly and depth,
Ezszantials of Medical Device Clinical Ressarch by Dr Ashish
Indani emerges 25 a seminal contributien tothe evolving body of
knowledge in Medical Technology Clinical Research,

This muli-velume wark distinguishes sell not merely as a
technical manual, bul as an Intellectual framework that
systematically integrates foundational principles with advanced
methodologies. Unlike conventional texts in Chnical Reseanch,
which are predaominantly oriented loward pharmaceutical
intervantions, this baok is maticulously crafted o address the
unigue scientific, regulalory, and operational dimensions of
Medical Devices and Medical Equipment.

Al its core, the texl offers an end-lo-end explomation of the
lfecyela of Medical Device Clinical Ressarch, It begins with a
lucid exposition of fundamental concapts—rentarad in a mannar
accessible even te those nawly initiated into Clinical
Research—before advancing info the intricate paradigms that
goverm Clincal Evalualion, regulatory compliance, and posl-
markel surssillance. This pedagogical progression ensures 1hal
tha readar is not marely informed but imelectually eguipped to
navigals the complexilies inherent in Medical Technology Clinical
Research,

Cine of the most compeling attricutes of this work lies in s
nuanced lreatment of Clinical Evaluation, Recognizing thal
Medical Devices operate sl lhe intersection of enginesring,
biology, and palient care, the author adeplly elucidales the
mathadological divergences betwean drug Idals and device-
based investigations. The discussion extends bayond theoratical
constructs, offerng pragmatic Insights into fial design, risk
stralification, and performance assessment—ealaments that are
Indispensable for rabust Medical Device Clinical Research,

Furthiermaore, the book engages deeply with the regulaiory
architectures that shape the global landscape of Medical
Technology. By examining frameworis across major
jurisdictions, it provides readers with a comparative perspective
that Is both academically enriching and professionally actionable,
This global orientation is particularly valuable inan era where
Medicel Equipment and devices are developed, lested, and
deployed across transnabional ecosvslams.

Anafher noleworthy dimension s The inlegration of emerging
technological paradigms within the discourse of Medical
Technology Clinical Research. The author acknowledges the

transformative Impact of digital health, artificial Intelllgence, and
data-drivean methodologies, situating tham within the broader
cantext of Clinical Research and innovation. This forward-lcoking
parspective ensures thal the texl remains not only relevant but
anticipatory of fulure developments in Madical Devices and
Madical Equipment,

From a structural standpaoint, the multi-voiume format enables an
expansive and delalled treatmert of subjects that are often
relegated to cursory discussion in other works, While this depth
necessitates a ceran degree of intelleclual commitment, it
simultanecusly elevates the book to the status of a reference
compandium=—aone that can be revisited across different stages
of professional growth in Medical Device Clinical Research,

Impartantly, the accessibility of the namative should net be
underestimated. Despite ts scholarly rigor, the language remains
coherent end systematically organized, allowing readers from
diverse backgrounds—be they students, clinicians, engineers, or
raqulatory professionals—lo engage meaningfully with the
material. This inclusivity reinforces the book's utility as bath an
academic text and a practical guide within the domain of Medical
Technology Clinical Ressarch,

In evalusting s broader impact, It becomes evident that
Essentials of Medical Device Clinical Research fulfils a dual
function, It nol only consolidates existing knowledge in Clinical
Research and Medical Devices but also contributes to the
standardization and maturation of Medical Device Clinical
Research as a distinet discipling, Such contribulions are
indispensable in ensuring the safety, efficacy, and ethical
deployment of Medical Equipment in confemporary healthcare
syslems.

In summary, this work stands as & definitive and authorlative
resource in the field of Medical Technology, Through its
comprahensive scope, methodolegical precision, and forward-
thinking insights, it offers unparalieled value to anyone engaged
in or aspifng toward excellence In Medical Device Clinical
Resaarch. For scholars and practitionars alike, it is not mersiy a
book, but a foundational texl that redefines the contours af
Medical Technology Clinical Research in the modem ara.
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Global Trends

Biunnn_lpatiie Euaﬁngs for Pn[ymeric and
Other Medical Devices: Global Trends

Biocompatible coatings for medical devices enhanca lissue
integration, prevent thrombesiz; and minimize immune reactions
by teiloring the surface chemistry of implants and instrumeants:
Common materals include palymers (like Parndens), caramics
{lixe hydroxyapatite), and metals (Iike Tianiom dioxide), often
applied through PYD technigues for improved performance.

Key Types of Biocompatible Coatings

* Hydrophilic/Hydrogel Ceatings: These reduce friction, which
is critical for catheters and guidewires, often improving patient
comfort,

+ Oszeointegration Ceatings: Hydroxyapatite (HA) is
commonly used on orthopedic implants to promote sirong
pone-implant bonding.

+ Antimicrobial Coatings: Incorporating silver or copper
nanoparticles, ar fitania {{TIQ_(Z}}), to minimize the risk of
Infection in surgical lools and implants.

+ Hemocompalible Coalings: Phosphorylcholine (PC) or drug
-gluting polymers used on Mood-contacting devices (stenis,
heart valves) to preven! blood clots, [1, 2, 3,4, 5]

Benefits of Biocompatible Coatings

* Increased Lifespan: Improved wear resistance and reduced
corrosian in implants,

* Reduced Rejection; Minimizes inflammation and advorse
foreign body reactions,

« Improved Functionality: Tallored surface roughness and
porosity encourage call adhesion and tissue healing

Biocompatible Coating Market to Reach $41.4
Billion, Globally, by 2033 at 12% CAGR: Allied
Market Research

The global biocompatible coating market is witnessing growth as
rising demand for medical implants, technological innovations,
stnngent regulatory standards, and Increasing collaborative
ressarch initiatives drive the development and adoption of
advanced biocompatible coatings across healthcare and
biomedical applications.

According to a recent the report by " Allled Markel Research”, the
biocompatible coating markel was valued at $13.4 billion in 2023,
and s estimated to reach $41.4 billion by 2033, growing &t a
CAGR of 12% from 2024 lo 2033

Prime Determinants of Growth

Biocompalible coating markelieversnes advanced materials and
surface modification techniques to improve the compatibility of
medical devices and implants with human tissuas. These
coatings enhance device performance, reduce Immung
responsa, and prévent infections, thereby improving patient
cutcomes, The rising adoption of iImplantable medical devices,
increasing pravalance of chronic diseases, and growing demand
for minimally invasive surgeries are driving the growth of the
blocompatible coating markat,

Biocompatible coatings are widely applied in orthopedics,
cardiovasoular devices, dental implants, and drug delivery
systems. The market growth is further fusled by technological
advancements in nanocoatings, polymerle coalings, and
bicactive coatings that improve the longavity and functionality of
medical devices. Increasing healthcare expenditure, rising
swareness about patient safety, and demand for high-
perfermance biomaterials are key faclors supporling market

expansion,

However, challenges such as igh manufactunng costs, stringent
regulatory requirements, and compalibiiity [ssues with dverse
medical davices may rastrict adoption in cerlain regions,
Ongoing imvastmeants by govermments and private organizations
in research & development, as well a5 advancements in coating
technologies, are expected to create significant opportunitias in
the global market,

Drivers

Rising demand for implantable medical devices and
minimally invasive surgeries

Advancements in polymeric, nanocoating, and bioactive
caating technologies

Increasing focus on patient safety and improved device
longevity

Opportunities

Growth potential in emerging economies with expanding
healthcare infrastructure

Innovation in personalized and precision medical devices
requiring tailored coatings

Increasing R&D Investments in advanced blocompatible
materials

Segment Highlights

Rising Adoption of Advanced Biocompatible Coatings

The biocompalible coating marke! s wilnessing Increasing
adoption due 1o its ability to enhance medical device
performance, improve patient safety, and reduce post=
implantation complications. Antimicrobial coatings., for inztance,
are incragsingly applied 1o prevent infections on implantable
devices, while hydrophilic caalings improve device infegration
with' human fissue. Thesa eoatings enable medical device
manufacturers to improve device longevity and functionality,
driving adoption zcross healthcare and medical device
segments. Moreover, sdvanced coatings help in minimizing
immune responsas and improving healing, supporting battar
clinical cutcomaes

Growth Across Material Segments

Material innovation is a key growih driver in the blocempatible
coating markal. Polymearic coatings are wicely used due to thair
flexibiiity, durability, and compstibility with vanous medicsl
devices, Ceramic coatings offer excellent wear resistance and
hincompatibility, making them sultable for erihopedic and dantal
implants. Metal-based coatings, such as fitanium and its alloys,
are preferred for their mechanical sirength and corrosion
resigtance. Ongoing R&D in nanocoatings and bioactive
matertals & further expanding the material porfolio, providing
tailored solutions for compliex medical applicaticns,

End-User Adoption Driving Market Expansion

Healthcare providers -and madical device manufacturers are
increasingly prioritizing biocompatible coatings to enhance
patient safety and device efficacy. In heospitals and surgical
centers, coated implants reduce complications such as infeclions
and implant rejection. For medical device companies, integrating
bincompatible coatings info their products supports regulatory
compliance, product differentiation, and extended device
lifgspan. The growing dermand for minimally invasive procedures
and implantable devices further fuels market adoption across the
healthcare and medical device segments.
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Global Trends

Role of Digital Technologies and Manufacturing
Innovations

Choital technologies and advanced manufacienng processes
play a pivatal role in improving biccompatible coatings.
Technigues such as plasma depasition, chemical vapor
depesition, and 30 printing enable precise coating applications,
uniform thickness, and tallored surface properties. Addilionally,
digital process manitoring and simulation teofs optimize coating
parformance and ensure consistent quality. Thesa tecnnologias
allow manufacturers to scale production efficiently, reduce
mataerial waste, and meet the stringent quality stendards required
in the madical industry.

Regional Quticok

MNaorth Amarica held tha largest market share in 2023 and is
expected to maintain dominance through 2033, The region

benafits from well-established healthcare infrastruciure, high
adoption of advanced medical devices, sirong R&D investments,
and favorable regulatory frameworks, Europe follows: closely,
supported by technological innovallons and increasing
haalthcare expenditure, The Asia-Pacilic region is axpeacted to
registar significant growth due to rising healthcara investmants,
increasing medical device manufacturing, and growing
awareness of advanced coating solulions. LAMEA is also
wilnessing gradual adoption driven by expanding healihcare
infrastructure and government initiatives to anhance medical
device salety.

Rel . htipadfewww alliedmarketresearch, comdpurchase-
enguingAd23a73

{ httpswww marketwateh comipress-release/biocompatitle-
coating-market-to-reach-4 1-d-bilon-globally-bp-2033-af-12-
cagr-ailisg-markelresearch-Zadcd 898, PR Newswine
Fabyuary 18, 2026 )

The Asia Pocific is expected to be the

fostest-growing market for medical
plastics, as the global plastics market size is
expected to reach $44.66b by 2032, according fo
Verified Market Research.

The market size is projected to gain o 6.60%
Compound Annual Growth Rote (CAGR) over the
farecast peried, it added.
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Today, we will covar two smallar countries — Cambodia and Laos,
Generally, the strategy and planning consider lhase lwo
countries together, probably because they are adjacent lo each
gther and probably because they are comparatively smaller
individually,

After this article, we will move 1o the Afrilcan subcantinenl.
CAMBODIA

Country Profile

The Indian civilisation had influenced Cambodia for almost 2000
years, The 12th-century temple of Angkor Wat, @ massive
shructure, s an example of this. In he [aler yesss, many aneas af
Cambeodia became part of Thalland, Lacs and Vistnam.
Cambodia later became a French colony, and saw the turmoil of
war and Instabllity, followed by massive devastation by the Khmer
Reuge. the communist guernila movement, with the death of
about 15 Lakh peopla,

The population of Cambodia is about 1.70 crore. The capital of
the country l& Phnem Panh. Cambodians (The Khmer) makaup a
vast majority of the population (96%). Other minorties are
Chinese, Vistnamesa, Malays and indigenous people, Again, a
vast majority is Buddhist (97%). Urbanisalion i5 just 39%, unlike
many nelghbours, while 81% pepulation (s rural. The male-
female ratio is 0.95 males/ifemalas, and mora than 90%
population is below 60 years of age. Despite hign corruption, a
very successful vaccination campaign fad saved the couniry
during the COVID pericd, itmust be noted,

+ Class A Low-nsk devices

= Class B: Moderate risk devices
= Class C: High-risk devices

« Class O Very high-risk devices

AMDD (ASEAN Medical Device Directive), the regulation for
harmonised standards for medical devices in ASEAN countries,
also needs 10 be considered while registering the products. A
Incal representslive |5 1o be appainled by an oversess
manufacturer to deal with the DDF on behalf of the manufaciurer,
Once the application submilted for registration |5 evaluated, the
party is informed to pay the government 8 registration fee of
approximately IS0 $100. The registration approval takes about
15 to 18 months. The labelling s to be in the local Khmer ar
English language.

Cambodia Medical Devices Market

Broad scenario:

The market |5 growing, mainly dus to improved healthczre
infrastructure, rising healthcare awarenesas, and an increase in
the country's healthcare spanding, Dlagnestics and manlloring
devices are growing very fast. Enhanced healthcare accessibility,
mainly in rural areas, is the focus of policymakers, leading to
more hospitals in rural periphenes and increesing demand for
diagnostic imaging equipmeant, surgical instrumants. and patiant

Medical Device Registration in
Cambodia

Prakas No, 1258 (Prakas mesans official
logislation/gazetie) covers the process for
registration of Medical Devicas,
Accordingly, DDF (Depariment of Drugs
and Food), which is under the Ministry of
Health, is the main authonty for the
regulations. This Prakas states tha four
categories of the device classes (in ling
with the classification in most other
countries)—

Highlights of Cambodia

* Very lorge medicol devices imports
* Smaller market size

* Product approval takes longer

Highlights of Laos
« A smaller market
* An opportunity, just opening up

manitoring systems. Chronic
diseases like dlabetes and
cardiovascular conditions ara on tha
rise, again fuelling the demand.
Regulatory amd import botilenscks
are the maln constraints, The lacal
production of medical devices is
missing, and so, there s a vory
heavy dependence on imporied
devices in the country, Very limited
markel data & available, bul
betwesn 2008 and 2018, imports of
madical instruments grew by about
B7%.
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Market in numbers:

Madical devices marke! slze — USD 132 mn

Madical devicss market growth rate — 7.4%

Number of hospitals = 34 natonal and 54 private hospitals
Hospilal beds — 0.9 / 1000 populations

Medical devices import — very high, more than $0%

Opportunities and Challenges

Heavy reliancs on imports and high erowth make the market
attractive, The size, however, is smaller. Long approval time,
comuption and complex regutatory processes are the constraints.
This may be considered as an inoremantal market ather than a
focus markel.

Laos Country Profile

The reason for including this country in our exploration journey,
despite its very small size, |s twofold- the country depends 100 %
an imports of medical devices, and a manufacturer can also
diractly apply and impart the products for selling,

Laos i& a landlocked country and depends heavily on its
neighbouring countries. Laos is a small country with a population
ofonly 75 L people. lis caplial is Vientiane, and the major religion
is Buddhism, Between e 14th and 16ih centuries. the country
was very influential in Southeast Asia, but a decline followed, and
Myanmar, Thailand and Cambodia influenced the country & lot.
The influence of the Hindu culture is also visible here. Unlike
Cambodia, there ara many minosty groups in the country, Lacs is
a communist country, Laos nas strong fies with Vietnam and
China (both communist countries), and these two have strong
political and economic influence on Laos, An exampleis 70% of
the funding by China fora 6 bn US0 milway ling babween the lwo
counirias (and 30% through'a loan from China . Laos stillremains
ong of Asia's poorest countries despile consistent economic
growih,

Medical Device Registration in Laos

In 2024, through a Molfication (Mo, 9606 amnd Decision No, 1470).
a new and simpler regulatory process became applicable, This
new, simpler process starled with class C and D devices, and
from January 1, 2025, class A and B devices ere also coversd in
this new law.

The Classification of davices is the same as that of Cambodia
{and most other countries -

*Class A

*Class B

*Class €

*Class D

Asmall but very perinant presentation on the requlatory procass
for Lags, done by the Director Geperal, MoH, Lao PDR, is
available on the website mentioned below-
hitpsifabwp, info'sites/defaultfiles/Anmex %201 73620 Laos 20
PDR.pdl

Laos Medical Devices Market

Broad scenario:

Leos oepends tofally on imports for medical devices, though
recently, small PPE kit manufacturing has startad in the country.
In line with its smaller population, the market size is smafler, MoH
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i the main health sarvice provider as per a WHO raporl. This
coveragae is limited, howaver, but is growing. The market size
numbers. balow may look small, but they may indicate an
opportunity for the futurs.

Market in numbers:

Markel size for medical devices — 25 mn USD (tiny, not aven
small|

Device markel growih = 7 %

Social haalthoare coverage — ahout 27%

Opportunities and Challenges

The major chellengs Is the smaller markst size of this market,
but the appartunity 18 In the form of 8 possible fulure market.
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India’s Medical Device Sector Gets lts
First Standardised Testing Fee Framework

India is overhauling the regulatory framework forits $12 billion
medical devices sector, mtroducing the country's first
standardised fee structure for testing and certificatlion — a move
that promises greater compliance predictability but has drawn
mixed reactions from the industry,

The Ministry of Health and Family Welfare has proposed
amendments fo the Medical Devices Rules, 2017, capping
testing fees at govemment fecilities between T150 and #5000,
replacing the sxisling markel-driven pricing model whers costs
variad significantly across laboratories. Fees will rise
automatically by 5% annually, Tha governmant is eeeking public
comments within a 30-day window bafora finalising the rules.

The propased framewark also extends recogrition 10 Eurcpsan
Union standards for device reqgistration, streamlining market
accass for Ell-carified products — though devices will still
require clearance from Indian licensing authorities. Quality
Management System requirements will be Incorporated into
testing lab norms, and government testing facilities will be
reamed Govermment Medical Device Testing Laboratanes to
clarify their official status. Low-risk devices — including
slsthoscopes, wheslchairs and aleohol swabs — are proposed

for exemption from licensing, replaced by a simpler online
registration process,

Industry responza is divided. Himanshu Baid, Managing Director
of Poly Medioure, walcomed the rafarm, noting that standardised
fees and anhanced {raceability norms would strenogihen trust
acrnss the value chain ard free up resources for innovation,
However, Rajiv Math of the Association of [ndian Manufacturers
of Medical Devices (AiMeD) flzgoed a significant concem —the
new mandale requinng sterlisalion subcontractor licence
numbers on product fabals could delay exports by thres o four
weeks durng subcontractor downtime, adding friction to an
already complex supply chafn.

The govermnmenl has nol yel responded 1o queres on the
proposad amendmants,

hitpsimedicalbuyer.co.infdndias-medical-device-secior-geis-
ite-first-standardised-testing-fea-
framework/Putm_source=Netcore&utn_campaign=MB+DN+13
+Apr+ 2026+ W 406%.34 1 Fam-

MB+Weekly+ 1 1+Apr+2028&ulm_mediurm="% 7BCHANNEL %7
O April 13, 2026

AiMeD's Remarks on Gol Draft Notification on Testing Fees & Labelling

On capping testing feas:

Unilateral implementation without consulting NABL-accredited
labs (BISNS0 standards) risks unsustainable models for quality
tasting. With 6000+ devices In scope, controls must be risk-
proportionate—rigorous for high/modarate high-risk. Focus
efficiancy on high-risk devices, not overburden low/modarate
Inw-risk segments, Oraft absent from COSC0 webhaile limits
participation; urge consultations,

On sterilization subcontractor labelling

Mandaling license numbers on producl labels creales &
“significant barrler” delaving exports by 34 wesks during
downtime at Gamma Radiation subcontracior. Recommend
limiting to shipping carons/batch records for traceabiiity and
supply chain flexibility——no global regulator imposas such
restrictions. Clarify equitable applicability 1o Indlan vs. oversaas
manufacturersfimports. Shift focus from |low-risk 10 high-risk
devices

Panel recommends decentralisation of approval of all
medical devices

The Pariamentary Panel on Health and Family Welfare has
recommended varnous significent regulalory changes in the
requiation ol medical devices, inoluding decenlalisation of
approval for all medical devices with the State Drug Authorities,
salf-financing of the drug controd authonity using the substantial
revenues generated from medical device licensing, and an
immediate overhaul of the Central drug regulators medical
devices (MD) online podal o reduce the bottlenscks in
approvals.

The Deparment Related Pariamentary Standing Committee on
Health and Family Wellare, in ils 172nd reporl on the Demands
for Grants for 2026-27 Tor the Depanmant of Health and Family
Welfane, observed thal that present decantralized framework |s

under which the State Authonties regulate drugs and Class A'B
dewvices, while the Central Drugs Standard Control Organisation
(CDSCO) overses imports and Class C and D devices.

Howaver, it recommended 8 decantralized framework for imports
and Class G/D devices.

"The Committes strongly recommends that CDSCO agproval for
impearts be completely dacentralized to the State Authorities.
Centralization with the GCI at the Central level has created
majar boltlenecks and |s the biggest hurdle in India being at the
forefronl of medical devices manufaciunng,” said the Pansl
haaded by Mamber of Parliament Prof, Ram Geopal Yaday,

"The Commities recommends for decentralization of approval for
all Medical Devices with the State Orug Authonties to reduce
pendency, In this currant phase when wa are compaling with
China, Vielnam, Malaysia giving COSCO approvals for aven
already spproved devicesitechnologies beyond a period of 45
days resulting in Indla losing its compstitive edoge” sad the
Panel,

it noted with concern that significant adminisimative bottbenecks
hindaring the swift clearance of medical devices, particulary the
Class € and Class D categories regulated by the CDSCO

Ou; of 2,999 manufzaciuring and Impaort applications processed,
approndmately 62% were subjected o queries more than twice,
and 2563 impor applicalions, even those pessessing US FOAGE
certificalions, have baen pending for over 50 days, (most of these
import applications ara pending al the applicants end for
submission of requisite documents as per MDR-2017).

Repatitive query cycles indicale a systemic lack of clarity In the
initial submission guidelings and point loward an ineficient,
iterative assessmeant process, it opined.

The Panegl recommended thal the Department immediately
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overhawl the 'MO Onling’ portal fo include a mandatory, Al
assisted pre-submission validation checkiist fo ensure
applications are complete before formal submission.

"The Committea is of the view that CDSCO must adopt a "single

visit : www.medicalplasticsindia.com

MEDICAL
PLASTICS

INDI A

Medical Plastics

m Medical Devices

I N D | A Diagnostics«Pharma

www.medicalpiasticsindia.com

New and upgraded

Magazine Website

with latest technologies,
Markets, Products, News,
Events and more information....

rapidfacto

Medical Device QMS Software

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

8708856807 rapidfacto.com

comprehensive guaery’ policy, wherein all deficiancles in an
application are identified and communicated to tha applicant ina
singla instance, rather than in plece-mesl fashion,” it added.

Besides, it recommended establishment of a dedicated
facilitation cell within COSCO 1o assisl domestic manufacturers
in navigaling the Medical Device Rules (MOR) 2017, Ihersby
reducing the delays currently atinbutad o pending applicant
TBSDOMNSas.,

The COSCO has generated substantial revenue of around Rs,
BT .18 crore and Rs. 118.69 crore annually over the las! thres
financial years from medical devices licensing, Therelore, the
rewenue eamed from the activity should be used for self-financing
af the institution,

Adesignated percentage of the revenue collectad by CDSCO be
ring-fenced and directly reinvesied into upgrading the digital and
technical infrasiructura ol both the Central and slate regulaiory
bodies, it racommeanded.

"The Committee is of the view that the Departmeant must utilize
these funds to develop a unified, real-ime National Regulatory
Dashboard thal seamiessly integrates CDSCO's 'MD Online’
portal with Slate-level licensing databases,” it added

Thie will ensure that intelligence regarding non-complant
manufaciurers, suspended licenses, and spurious drug trails is
Instantly shared across junsdictions, leveraging both Central and
siale expertize to guarantee uniform enforcament of the Drugs
and Cosmatics Act nationwida, avemad the Pane,

htips:/www: pharmabiz. comiNewsDetalls aspx ?aid=1850694s1
d=1, April 2, 2028

Plastic Drying as a Medical Device Imperative

Cutting Energy Costs While Maintaining Pharmaceutical-Grade Quality

In medical device manufacturing, proper molsture control directly impacts biocompatibility, sterility, and
shelf-life. Yet plastic drying remains among the highest continuous energy loads—operating 24/7—making
it a major controllable cost for facilities producing tubirg, connectors, and surgical instrumeants.

Industry studies reveal widespread inefiiciencies: dryers are frequently oversized, operate af
unnacessarly low dew points, or reganarate desiccant bads longer than required, Traditional water-coalec
gystems increase both water and power consumption. Each extra degres of heat or minute of regeneration
directly increases kilowatl-hours per kilogram of resin,

Advanced drying technoipgies address these inefciencies, Walsriess rotor-based desiccant systams
eliminate cooling water dependence, achiaving energy reductions up to 40%. Multi-bed desiccant systems
deliver 25% savings while maintaining precise dew points (—40°C to =65"C) tailored to spedific resins.
Smart conbrols dynarmically adjusl lemperature, aiflow, and regeneration based on aclual molslure
load—eliminating excess blower anargy.

For medical manufacturers, compliance is critical. Real-time moisture monitoring enables production
traceability required for IS0 13485 and FDA oversight. Integrated sensors verlfy each batch meets
specification bafore processing, with data logged for regulatory audits,

Modam systems integrale seamlessly: hopper dryers on moldmg machines, mould dehumidification
systams preventing surface defects, centralized conveying maintaining dryness, and in-line analyzars
providing venfication. Implementation requires 2-3 montne for complete system replacemeants.

As anergy prices rise and sustainabllity targets tighten, optimized drying becomes a strategic
investment—Erny-Air knows dryving best in reducing costs, strengthening compliances, and supparting the
reliability thal patient safely demands,
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MedArtha & WTC—AMTZ: Building
India’s First Operator-Led MedTech Ecosystem

India’s medical device sectar is enlanng a decisive decade. With
nsing policy support. import substitution goals, and increasing
global eredibility, the opporiunity is clear, India can transition from
a post-driven manufactuning bass fo a global innavation hub,
Howewver, one structural gap has consistantly imited this
ambition—the absence of operator-led capital combined with
execution infrastructure

Having spent decades bullding and scaling a global medical
device company, | have sean this gap closaly, When wa were
growing Sahajanand Madical Technologies (SMT), awaranass of
Indian medical devices was minimal, Entering regulsted markets
like Europe reguired not just product guality, but deep dinical
validation, regulatory navigation, and trust-building over years,
Today, Indian devices are present in ovar 80 countries—but this
journey has largsly been built through Isolaied sfforts rathar than
ecosystem support,

Thiz insight led to the creation of MedArtha,

MedAriha is not a traditional investment fund. It s an opsrator-led
platiorm designed 1o aclively paticipats in building companies,
The Indian starup ecosystem has matured significantly, but
medical devices remain underrspresentad in dedicated capital
pools. Unlike Saas or consumer sectors, medtech requires long
development cycles, regulatory rigor, and capilal-intensive
validation, Financial investors alone cannot pridge his gap

What is required 1= "intelligent capital"—aoapital combined with
exparence.

This is whem MpdArtha differentiates itseli. Our approach
involves working dosely with founders on product-market fit,
regulatary pathways, manufacturing strategy, 2nd glohal
commercialization. The ebjective is not just o fund [nnovaticn
but fo reduce execution isk—someathing that often determinas
success or fallure in medtech.

The parnership with Andhra Pradesh MedTech Zone (AMTE)
strangthens this modal significantly, AMTZ has created one of the
most advanced shared infrastructure acosystems for medical
devices globally, By providing access 1o high-end testing labs.
prototyping faciliies, and regulatory-compliant manufacturing
environmenis, it reduces both costand time barrers for startups,
The add:tion of World Trade Canter (WTG) AMTEZ further extends
this ecosysiem Into global markels, |t enables companies (o
access inlernational trade networks, parnerships, and market
entry pathways early in theirfifecycle, This combination—capital,
infrastructure, and global access—creates a full-stack platform
for mediech company bulding,
March-April 2026
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Importandy, this model alzo addresses a fundamental indusiry
iszua: India has lacked dedicated medical device funds led by
oparators. Most investment decisions in healthcare have
historically been driven by adjacen! sealors such as
pharmacauticals or hospilal sarvices, While waluable, thase
parspactives often do not fully capture the nuances of dovice
development.

Medech is different, Adelay in reguiatory stralegy or an incorrect
clinical pathway oan sat a company back by years. Operatar
involvemant halps avold these pitfalls.

Anather critical pillar of the MedArtha approach is the
involvement of senior advisors. These are experienced
professionals across clinical, requiatory, and commercisl
damains who provide siraiegic guidance al key decision points.
Their rle s ot just advisony, bul directicnal—hsiping starups
validale assumptions, refine strategles, and accelerate
credibility,

Looking ahead, India’s ambition fo become & global mediech
[epiter will depand onits ability 1o build companies systematically,
Innovation alone is not enough, Execulion, scale, and global
inteigration are equally critical.

The MedArtha—-AMTZ-WTC partnership represents a slep
toward craating this structured ecosysteam. |l is designed to move
beyond fragmenied support models and creale a ocohesive
platiorm where ideas can be translated into globally competitive
businasses.

The naxt decade of Indian madiech will not be defined by isolated
success stories, bul by the strength of platforms that can
consistently ouild hem, Operatorded ecosyetems will play a
dafining role n this transformation,

MedArha is built with that vision—ta not just participate In the
industry's growth, but to help shape s folure,

Medical Device QMS Software

MEDICAL PLASTICS

EERVICE

rapidfacto

Always be ready for IS0 & CDSCO Audifs?
' INDIAN MDR + IS0 13485 + 21 CFR Part 11

3708856807




AMTZ Expands Additive Manufacturing CoE To
Boost India’s MedTech Sector

January 28, 2026 | Thursday | Mews

Strangthening India’s joumeay towards seif-reliance in madical
devige manufactunng, the Advanced Additive Manufacturing
Centre of Excellence (CoE) al Andhra Pradesh MedTach fone
{AMTZ) Is set to expand its advanced manutacturing capabilities
across plastics, metals and silicone-based medical components,

The exparson builds on the Cenlre's proven success in polymer
and metal addilive manufacturing, CNC precision machining and
pilot-scale production, positioning AMTZ as a kay enablar of high-
precision, export-raady MedTech manufacluring in the country.

To date, the facility has worked with ever 20 starlups and maore
than 35 industry parners, providing end-to-end support ranging
from Industrial design and rapid prototyping to machining, post-
processing and low-volume productian,

Commaenting on this integrated approach, Dr Jiteandra Sharma,
Founder CEQ and Managing Director, Andhra Pradesh Medtech
Zone said, "By combining additive manufacturing with precision
machining, injection-moulded plastics, sllicons component
manufacturing, and advanced post-procassing capabilitios, the
Centre of Excellence at AMTZ has created a sirong platform for
indigenous, scalable, and globally competitive medical device
component production, This integrated model raduces import
dependence, shortens manufaciuring cycles, and accelerates
innovation and commercialisation for the MedTech sactor.”

Aligned with national initistives such as Make In India and
Atrmanirbhar Bharat, the Centre of Excallance s playing a pivaial
rola in strengthening domestic manufacturing while supporting
expori-oriented production. Its shared-access model lowers

antry-barriers for innovators and manufacturers, enabling them to
leverage world-class facilities without heavy capital invesiment,
while simultansously eddressing quality, scale and compliance
requiremeants demanded by global markets,

The Centre enabled the development of a manufacturing process
for ultra-high molecular weight pelyethylene (UHMWPE), a
critical matenal used in joint replacements and orlhopedic
implants, This effort helped Nanoshel break a global supply
ducpoly and provide a domestic altarnative, significantly
reducing India's depandence on iImoorts estimated at nearly Rs
2,000 crore,

Looking ahead, AMTZ plans o increasa collaborations bayond
currant industry partners and continue building 2 skilled
workforce in advanced manufacturing lechnologies. With this
expangion, the Centre of Excellence is poised lo play a dafining
role in positioning India as 2 global hub for medical device

componant manufacturing.
hilipes A www. biospectrurndia. cominews 162 T 250 miz-
sxpands-adaitiee-mantifaciuring-coe-fo-hoost-indias-
rmatech-sacion htm
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A Leading
Medical Plastic Components

Manufacturer with State-of-The -Art Tool Room Facility
| Manufacturing Facilities & Capabilities Include:

,f:ﬂ" ; » 19 Injection Moulding HadﬁnﬁT(ENGEL. FANUC, JSW, MISSEl and
fo 2 Milacron), ranging from 50T to 200
[ « One Vertical Moulding Machine with rotary bed for Insert Moulding
0 # In-house lool design uwsing CIMATRON lor high-precision mould
r development

o UF5-backed power infrastruciure, maintained in lemperature-conirolied
condiions, lo ensure seamless operalions for high-crilicality moulding
processes

« Comprehensive fire compliance sysiem safeguarding owr entire plant and
machinery

« Validaled Clean Reom Emnvironment

Robust Quality Management System
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Telecommunications, Fharmaceuticals M%-npaaa Dafence, And Cosmelics.
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The chemistry inside innovation
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CELANESE MEDICAL POLYMERS
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tgng-term implantalicn and wear performance
are paramoual
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Glowtronics Pvt Ltd
Since 1986

Your Trusted OEM Partner for Specialized Components and
Devices in Medical, Defence & Avionics.

Pracision Engineering Company Specializing in Wire/Tube Forming. Grinding, PTFE Tube
Extrusion & Heat Shrink Tubing, and a Wide Array of High-Precision Cutting-Edge Innovations,
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W i
www.glowtronics.com @ marketingiglowtronics.com

MADE IN INDIA, FOR THE WORLD

& ENDOSYS

Purifying Lives...

Manufacturing of Sterilization range of products including Autoclavable Polymer Sterilization trays
and Anodised Aluminium Sterilization trays. Serving the medical fraternity for more than 2 decades.
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BIOPOLYMER @ +91 93845 60061 & malllendosys.org & www.endosys.org E = AT
Sterilization Solutions as per the International Standards 150 3001:2015, S0 13485:2016, CE, US FDA
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MEDICAL COMPOU}

For Most Challenging Requirémien

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,

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

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

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

. Our Medical PVYC Compounds are tested and complies to the global regulatory
raguirement of SO 10993 and I1SO 3826.

| Kare Compounds Pvt Ltd

Q Sr Mo 244/14, Gals Na. 1, Vraj Industrial Park, Morai, Vapi, Gujarat Pin 3946191
O +91 95179 11553, +91 23770 00389 ¥ ikpp 1 0B15@gmail.com | care@i-kore in




FOLLOW US

000

Addition to Engineering - New Production
Facility forMedical Device Manufacturing

Clean Room with

ISO 13485

Our servicas Include reverse engineering, deaign, 3D printing,
prote development, mass production.

® Assemblies & Contract Manufacturing. Commericial Tool Room

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

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

73058-14196

+97 422 6616500
wiww e calncis.com
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¥ comactplecsindla com | infoglecsindiacom
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Invisible Contribution..
Visible Success!

PVC COLOURING COMPOUNDING

& PROCESSING
64, GIDC, Phase-], Opp. Citizen Industries, Naroda,
Ahmedabad-382 330, Phone : 079-2281 2004,
Tielefax : +91 79 2282 2006. E-mail : infotfpvelphistics.com
Website : www pvelplastics eom
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» Couriere Cheques | Demand Drafts in favour
of "Classic Compulier Services”. Postal Code - Country :
= Online payments (NEFT). Pizass sand a Ehond = Fax -
confirmatory email for all NEFT transfers. [ —
+ Accoun! Mame : Classic Computer Services . E
. hﬁ:ﬁ@hHMMIC.G.M Please attach business card il available i
Branch, Ahmedabad) What is your Company's Primary Business :
= Account Number : 1051010015730 Please Tick Wherever Applicable (v)
;ﬁ%ﬁﬁ::wn&nmmsnu | ] Medical Device Mandacturer [TAvciay s (Contact PAD,
AP Do | In Vitro Diagnostic Manufacturer S L SN O,
I'—J Deics t I Bsting, eic. Piease Specify
SHINM» LD T i Manutacturing Consultancy
[P Dt i i | || Pramaceutca Manulature e
; || Govermment .
Q= o (0} () RE) [ ] University / Collge || Other Piaase Specity
armifier ) B 1ovikwin we
Hhedpmbiak 1 08 ] 100SS | ROSIMIT um ﬁm. :

MERCTANT: CLASKIC COMPUTER SEMVICES

SEAN & PAY contact : Classic Computer Services B+ Mandir Apartment, Opp. Joohpur Char
Rasta BRTS Bus Stop, Satelite Road, Amedabad - 380 015 Gugarat, INDIA
Molule - +31 BB254 57563, SR254 57518 (10.30am 1o 1.30pm) E-mail - dpandya@gmall.com «
infu@medicaiplasticsndia com » medicalpastics @omail. com

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

www.medicalplasticsindia.com
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AMBICA MEDICARE ENGINEERING &) @

An 150 9001-2008 Certified Company

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

Auto - Sliding Door
Auto - Center Door

Manval 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 Vessal

» WFI Vessel
» Chilling Tank
* Rubber Stopper washer Sterilizer = Bunk Processer

Ambica Engg & Fabricators

Ambica Medicare Engineering

Piot No. 362, B/s Om Shant Schoal, Near Sakiiba Party Plot, Amraiwadi Road, National Highway, Ahmedabac-380 026,
Phone : 07825856620 Fax | 070-25856820/26305827 M ; 09426000872 / DIOGET 16566

E-mall ; ambicamedicare @yahoo.co.n Website : www.ambicamedicarsengg. com

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



Discover the future
of medical compounds

Partner with MACPP's dedicated healthcare leam for peraonakzed suppon theoughout the development process.

4 -§=3-2-2
2-8-58

More information Sy
150 10993 | IS0 3826 | USP CLASE VI CERTIFICATIONS kg P et GG (e 1 [EISEP

MCPP India Private Limited. A A MITSUBISHI CHEMICAL GROUP company
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Since HE*

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

Chienit L Ptz

Company Highlights

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

® Leading organization engagedin Delivering Consistent Quality liquid and gas cylinders,
high quality graded gases 8 their midures to broad spectrum of industres,

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

B Plants equipped with Sophisticated Analylical Instruments fo measure oaygen,
Moisture, CO2 in PPM & percentage fevel.

= Have adopted Advance Cylinder Re-Conditioning System to achieve the optimum
product quality by raducing the moistune content from cylindars.

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

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

| EthyleneOxide  DiluentGas | Flammability |

10% | 90% Carbon Dioxide | Non-Flammable
20% | 80% Carbon Dioxide | Non-Flammable
30% | 70% Carbon Dioxide | Nor-Flammable
90% 10% Carbon Dioxide | Flammable

sw;ﬁn - 407, BH Waterman Industrins, Sarkhe; - Eaﬂai-huhun'ﬂagﬂ Moralya, Sanand, Abmedabad - 352 213,
Mokl : 87277 22427 + GST Nel © MAAACKERI TFIZM « CIN No. | US9e95G 1 1800PTCOY 3668 « E mad ¢ rmmmw@gmlbm

Piat Na. 1501, Wr. Tikampura Pallya, Vaive GLD.C. Phase - |l Ahmedabad - 382 445.0
Mobsle : S727T 22435,



JAIN RUBBERS

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

Manutacturing and Exporting Madical Rubber Prodiucts since, 1962

IS0 - 9001:2015 cortified. JAIN RUBBERS PVT. LTD.
Admn. Office : F-75, Sipeot Industrial Complax
Medical Rubber Products complinnt 1o Global Stangards. Avallable in Gummidipoondl - 801201, Tamilnadu, India

vanous palymens Natural Rubber, Polylsoprens |Latex-frea), Butyl Te. 444275273 | OB404437T62
Hromobutyl, Sillcons olc, maaeting ISNS0ONP standards. Wide Range Emanil. jairrubbars@Eyahoo com
of Products. Single sourca for all your madical rubbor eguiremants Website | www jainrubbors com

] Life-0-Line §F z

W/ e Life O Line Technologist

FOR COMFORT IN BREATHING | 2\ - 85471, Near indien Petrol Pump, Hiapor Cross Road, Mahemdated Road, Avmadabed 352435, Gujert, ndia
LM FLCE €1, S B MW O ST SO Maob: +81 SASS1EISTE » Wb ww ifecling com + Email | feckne01!iyahoo com

Manufacturers & Exporters of Disposable Medical Devices

{/"




—_—
A Strong Foundation on Quality &

Right the First Time Principles Manufacturers & Exporters
(€ it of Medical Devices, Nitrile
Brtinication & -
Gloves and Injection Molded

=== 150 13485:2016 Cum Pnnents
=2y U.S. FOOD & DRUG S
RO NISTRATION Prudu(tﬁ we 5pECIa|IZE
UK Self-Adhesive Silicone Male External Catheter
cA

Nitrile Industrial Gloves
Plastic Molded Components (Medical & Healthcare)

Rubber Molded Components

Facility 1 - Chanmal

We Offer

+ Cost Effective Contract Manufacturing

* New Medical Device Product lines for
customers worldwide

Awards

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

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

+ "Commitment Towards Performance Excellence™
fram Confederation of Indian Industries (CIl)

CEPHAS MEDICAL PVT, LTD. ' . +91 B7787 64408

B13, MEPZ Special Economic Zone remedical net

Chennai - 45, INDIA ite: hasmedical net
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SOLUTIONS IN PLASTICS

Shriram PolyTech is focused on providing enhancead value to itz customers in diverse applicstion areas, Backed
by & highly gualified team of capable industry professionals and a state-of-the-art application devélopment
center. The company has a world-class manulactiuring facllity al Kota (Rajasthan) that was established in 1964,
today ranks amongst one of the most sdvanced plants (n the country. |t it certified by DNV for IS0 2001, 150

14001 and

IS0 45001, Shriram PolyTech's wide portfolic of "PYWC COMPOUNDS" products mests the

performance requirements of a broad range of segments, such as;

Automotive

Wiree & Cablos

Healthcare { | Colour Mastorbatches

Speclality Applications |

HEALTHCARE DELIVERING A HEALTHY TOMORROW

Shriram PolyTech devalops unigus (deas 1o improva: the
means and wavs of delivering better medical facilities

Thaese graces adhere to various Indian Standards as well as

clogical tests prescribed under Biocompalibility & LSP
Class VI Bhriram PolyTech ensures thst all ingredients
dsed In the compounds are mandfactured rmeating e

GMP norms prescribed by FDA. Thesa compounds are

maniutfacturad In 5 state-of-Ehe-art fully automated &

dedicated compounding ling with ciass 100000 facilities

conforming o GMP reguirements, Custormized medical

compounds are avalable for kink-free phihalate-fres,

radiation freespplications

For more information, please contact Shriram PolyTech at:
MARKETING OFFICE

RFlot No-B2, Sector-32, Inst, Area, Gurugram
122000, Haryans, Inda P «81-124- 4515000
P +9-TI0E183003

WORKS

Shriram MNagar, Kota-324004, Radasthan, india
P+ 01-2244-2480011-16, +91-744-2400210

MUMB A

Tard g, Muinbal

WEDSILE, wwwl shrirampglyiech.gom

Divislenal Sales Offica
103, argn Chamber, 161 Floor, B0, Tardes Foad

400 034 Maharashlra, Indls
Ph + 212 2-23R1F152-54

Email; infod ShrmameoyIeciLCom

Cloar Extrusion -
Flexible Tubings for |V Sets | Blood Bags Shest & Tubing
Catheter Tubing | Cardio Vascular Tubes | Suction Tubss

Clear Injection Moulding

Creygen Mask Bl Chambiaer Connadiare Safely
Goggles | Yankauer Suction Handle

Rigid PVC

Small Bottles | Five Gallon Bottles | Connectors | Sucthon
Hapale | eterinary Tube

Scan the QR Code 1o
wislt our wabsibe
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Peripheral indwelling venous cannulas for parenteral infusion




- TEKNIPLEX

Healthcare

Improving
patient health
IS the only

mission that

matters.
-

l ul

i

Pushing the boundaries of materials science to deliver better patient outcomes.

Compaunds  Tublng TEKNIPLEX

Materials Science Solutions

Barrier Solutions

Solutions tor Diagnostics Tekni-Ples.com/healthcare
Durreh B

Tearsfas ST 79 Eoodech | Extn, Gactam Budcha Nager, Graater Mosta,

UMl Pradech- 20130 inda | Molxe «01MTEITHI0 «F-GEcSHE15
E dresh rdes behm-ples 0orm




¥ Trostin ER S

A COMPREHENSIVE TESTING LAB FOR
MEDICAL DEVICES & SURGICAL PRODUCTS

TRUSTIN, an esteemed testing laboratory within the Medical Device industry, is
honowred to possess accreditations from both NABL and CDSCD. With & focus on
Testing & Validation services, TRUSTIN catern 10 3 wide spectrum of Medical Device
classifications, from Class A to Class O Their remarksble capertise is evident in
providing unparalleled services for regulatory submislons and emiuring
unwavirring product guality sssurance

TRUSTIN recognites the significance of adhering 10 regulstory standards in the
medical device ectoi Oud tewling tendicei sdheie 1o BIS, ASTM, 1S90, and EN
guidelines

TRUSTIN maintain a strong guality mansgement sysiem (o eniury the sccuracy.
rellability, and traceability of our results

With cur extensive array of testing services, cuthng-edge facilimes and experenced
team ol professionaly, TRUSTIN & dedicated to siding in the advancement and
assessment of sale and efficient medical devices. We aim 1o be a reliable partner for
ol eur eustamer, providing relable dats snd vahiable ragghts 1o facibitate regulatory
approvals and enhance patient safety

ri\: -l

o .". . ,‘ ]
|
TRUSTIN ANALYTICAL SOLUTIONS PRIVATE LIMITED

() RK Complex, First Floor, Plot No. 303/8, (& Mumbai Office

125,15t floos,
B-Block, Thirunesrmalal Road
! . Commodity Exchange Building,
Parvathy Puram, Chrompet, Plot no.2.3 &4, Sector 19 Vashi ,
Chennal - 600 044, Tamil Nadu, India Mavi Mumbai 400705
(M 04422731006/ 98400 240883 O +91 7092923302
) vinusha@trustingroup.in ) customercare @trustingroup.in

Cieaning and

Steam Stedilization
Validation

Disinfectant
Validation

Method
Suitability &
Validation

Physical
Properties - Tenslle
& Tear Strength

Accelerated
Aguing/ Stability

" Studles

Sterile Barrier
System - Package
Seal Integrity

Antibacterial,

1 § Antituberculosis &

Antitungal activity

Hyglene
Product Tesling

Clean Room
Validation - Air
Sampling, Swab &
Settie Plate



. India’s No.1 Trade Fair

.'Fﬁ‘;‘ﬁ" For Hospitals, Health Centres

and Clinics
WA

www.maticalizir s com

Connect, Witness &
Lead the Future of
Healthcare

17-19 Sep. 2026
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: enguiriesmmdriodcom
‘%ﬂmmmwmmw WNN-mRUEOX.Com

LEADERS IN

BIOCOMPATIBILITY TESTING,
CHEMICAL CHARACTERIZATION
AND BIOLOGICAL SAFETY
ASSESSMENT OF

MEDICAL DEVICES.

+ Strong Boientific Reputiation
and RegiHatofy Experiznce

* CostEffective and High=Cuality Testing

« Currantly work with companies
iS50 eodintries

= Faports are readlly accapled by

FD&, Mojified Bodies and othar “
Global Begulators

" Commitied tosclentific and Or. TS Kumaravel MO, PhD, DABT, FRCPath  Dr. 5 S Murugan PhD
sarvice excol|gnes Chalrman Managing Directbf

TESTING DOMAINS ACCREDITATIONS

LE.Y | IBEL AN

Al ke b et A Car=wrrpe, [ otacwity Lma el Howows Tk be WAON MY,
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‘ QOSINA g

WHERE CONNECTION BEGINS

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

J Visit for the full catalog



