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- Strengthening India's MedTech Ecosystem through Skill
Developmentand R& D
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Fundamentals of Medical Plastics *  PROFESSIONALS
e Starting : June 16, 2025 PLASTICS
t_ LUBRIZOL
LIFE SCIENCE
Lubrizol Thermoplastic Folyuretharme ([TRPLW) are recognized for their history

ofuse In medical applicatons.

Choose from our wide range of application specific medical grade materials for countless innovative medical devices,

Tecothane™ and Peliethane” known for their flexibility and wide range
of properties.

Carbothane™ offers excellent oxidative stability for long-term blood
contact applications.

Tecoflex™ TPU offers versatile processing and Is resistant to yellowing.

Isoplast” designed for rigid polymer requirements due to their high
tensile streangth and impact resistance.

All TPU offerings are available in a variety of durometer,
color & radiopacifier formulations.

Raach out tous at Lubrizol.com/Health
Rajnish.Singh@Lubrizol.com for samplas and product information




H HighRich]a

iﬁfﬁ%}ﬁ?& Precision Extrusion Machinery Co. Ltd.
HRJ EXTRLUSION

Extrusion lines for: single tube,
double/multi lunmen tube,
double/multi row tube,
double/three color tube,
double/multi-layer tube, variable
diameter tube, special-shaped
tube, thin-walled tube, microtube,
wrapped tube, braided reinforced
tube, spiral reinforced tube

Optional materials: TPU,TPE, PE,
PP, PA, PEBAX, PVC, PC, PETG,
PS, FEP, PVDF, PFA, PTFE, ETFE,
PEEK, PPSU;

Dimensional tolerance: +
0.02mm—~0.10mm

_!H HighRich]a Precision
RGNS Eyxtrusion Machinery Co. Ltd.
Mo.1 Industrial Park, Bajteng Village, Tacyuan West Rd, Shishan Town, Manhai District, Feshan City, Guamgdong, China Tel:+86-757-86407501
Fax:+56-757-86407500 www.chinahrji.com.cn E-mail: why@chinahrj.com.cn
Whatsapp\Wechat:+0086-13928609286, +0086-13434861212, +0086-13220219297, +0086-13326786657



covestro

We provide substrate films solutions for medical applications utilizing our Platilon® TPU
Films and Makrofol® PC Films. Our expertise lies in developing monalayer, multilayer, anc
coextruded films that are tailored to meet your specific requirements.

Platilon® TPU films for Wound-care

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

Platilon® TPU films for Surgery

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

Platilon®

www.films.covestro.com

Properties:
= Exceptional breathability
= Superior stretchability
= High resistance to tears and punctures
= Matte surface finish
* Waterproof
Features:
= Effective barrier against viruses and bacteria
= Sterilization compatible:
- Gamma radiation
- Ethylene oxide (EtO)
Customization:
* Various surface textures possible

TPU Finis Product
Search Companion



/@ Celanese

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

Santoprene® TPV
For syringe and autoinjector

components

Scan and download
solulion showtase
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celanese.com

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

an efficient means of delivering a measured dose of vital medicines or vaccines. The elastomer
components used within these devices must conform to critical tolerances and demonstrate specific
miaterial characteristics to maintain dose integrity and meet performance requirements. For over

40 years, components moulded from Santoprene® TPV - a medical-grade thermoplastic vulcanizate
from Celanese - have ensured drugs are fully protected and patient needs are fully met,

, Syringe and auteinjector= Drug integrity and Product conslstency
specilic solutlons — patient safety -t and avallabiity
% Enabling ease ol injrclion LI Delivering improved s Globalflocal manulacturing
* -and accurate dosage leng-term sealing ensuressecunty of supply;
cantrol perfarmance. USP Class VI, 150-10993, DMF

Syringe and autoinjector applications

# Syringe stopper or plunger tips
= Syringe caps or needle covers
» Stoppers and seals in PFS and non-PFS syringes and autoinjectors

‘ Visit healthcare.celanese.com to learn more
or download our solutions showcase using the QR code.

Learn more about Celanese India’s commitment to the medical and pharmaceutical industry.
+71-22-62596200 | healthcare@celanese.com

Colenese®, Sanioprere ® T, SAL ynleds olhe swiis noted anp b ademanks of Coliness oe Hi bt
tates All righls mosarved
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¥ raumedic

Biopharma
Single-Use
Solutions
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ISO 13485

M

ISO 15378
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Contact us!
Raurnedic Pte; Ltd. - asia@raumedic.com - Mobile: 00919740899661

raumedic.com/pharma




HUSKY"

ULTRA SIDEGATE™
TECHNOLOGY

268 SideGare™

cycles with exceptional durability.

t High-Output Injection Molding:
@. Supports production needs for millions of

Ei Multiple Gating Assemblies:

Yersatile designs to feed clusters of one,
two, four, or eight cavities with 2 single drop,

5G4 SideGate™
Application-Specific Tips:
Tailored for different resin types to
\_/ enable cptimal performance.

Scan to learn more

Husky Technologies™
husky.co

Chennai Office

P-47 VIl Avenue, Domestic Tariff Area
Mahindra World City, Chengalpet- 603 002
Tamil Nadu, India

Tel: (91) 44 2747 6400

Fax: (91)44 2747 6401




KSM NANOTECH INDIA

KNOWLEDGE 4 SCIENCE 4 MARKETING

Polymers: Applications:
« Eco Plasticizers ( DEHCH, TOTM etc. ) + Feeding Tubes
» Polyvinyl Chloride (PVC)  Dialysis Tubes
+ Ethylene - Vinyl Acetate (EVA) » Blood Bags
+ Polyethylene (PE) ¢ Oxygen Masks
* Copolymers * Suction Tubes
+« PVC Paste ¢ Catheters
» Anti Fogging, Anti Microbial Additives * Syringes
(Oleo Chemicals Derivatives) * Speciality Medical Compounds

Certified with @, Healthcare s!andards - Usp Class-VI, WEAEH_Q liance,

ISO 10152:2002/ ISO 3826:2013, ISO 10993:2013, 1S 10148 & 1S 10151

Contactuson : O\

Email : info@ksmnanotech.com

Call us : +(91) 9911018710, 9911030101
Website : www.ksmnanotech.com
LinkedIn : KSM NANOTECH INDIA




:.-i..AKSIEIMl ELECTRICAL CONTROL SYSTEMS LTD

Arasur, Coimbatore ,Tamil Nadu, India - 641 407

_""

P New Produc
Facility Fﬁ\
Medical De
Manufac
=

= e
Clean Room ™~
with ISO 13485

T ";”:.“' b i s
Py .@.4?)._-;@ NOOIn

Our Capabilities :

% Our Services Include Reverse Engineering, Design, 3D Printing , Proto
Development, Mass Production.
Assemblies & Contract Manufacturing.
Medical Plastics For Diagnostic Equipment, Surgical Instruments,
Ortho Products, Endoscopy, Medical Tubes & PRP device Etc.,
Raw Material Handling PP,PET, ABS, PC, PLA, PEEK, PS, Pebax etc.,

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




rapidfacto software

SOFTWARE FOR MANUFACTURERS
&Medical Devices &Automobile

SOFTWARE GENERATES DOCUMENTS AS PER MDR-2017

Book a Free Demo

L +91 8708856807

contact@rapidfacto.com

« Audit Ready
« Full Traceability
" Cloud Based

« Easy to use

v~ QMs

+" Inventory
« Sales, Purchase

« Resource
Planning

Approved Vendor List

Batch Manufacturing Records (BMR)
Batch Release Certificate

Delivery Challans

Equipment Calibration Records
Finished Good Test Reports
Identification Tags

Incoming Payments

Invoices

IPQC Records

Machine Preventive Maintenance Records
Material Inspection Reports
Material Test Reports

Material Requisition Slip

Material Issuance Records

Material Receipt Note

Outgoing Payments

Product Transfer Slip

Production Register BMR
Purchase Orders Software
Sales Orders

Stock Register

www.rapidfacto.com

SOFTWARE FOR PRODUCTION, STORE, QA, QC
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Plugs For Blood Collection Tubes

Float Valves [ "Y" Conn. Discs

Injection Sites / Latex Bulbs

Manufacturing and Exporting Medical Rubber Products since, 1992,
IS0 - 9001:2015 certified.

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

JAIN RUBBERS

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

©©

Stoppers | Needle Covers

-,

JAIN RUBBERS PVT. LTD.

Admn. Office ; F-75, Sipcot Industrial Complax
Gummidipoondi - 601201, Tamilnadu, India.
Te.: 9444275273 [ 9840443762,

Email: jainrubbersi@yahoo.com

Website ; www.jainrubbers.com

-'.||\.|' Li'E-D-Li“E
\/ TECHNOLOGIST
FOR COMFORT IN BREATHING
U D, CF, WHO & GRP CORTIFED COMPARY)

Life 0 Line Technologist

Plot No.: 864/1, Near Indian Petrol Pump, Hirapur Cross Road, Mahemdabad Road, Ahmedabad -382435. Gujarat, India.
Mab.: +91 8898162576 - Web.: www lifeoline.com « Emall.; lifecline2011@yahoo.com

Manufacturers & Exporters of Disposable Medical Devices
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ANESTHESIA & RESPIRATORY CARE UROLOGY & NEPHROLOGY
+ Masal Cannpula - Adult { Paed ! Neo + Urine Bag - All Typs

+ Daygen Mask - Adult / Paed = Lrina Bag With Uromater

+ High Concentration Mask + Hemodialysis Catheter Kit

+ Nebulizer Mask - Adult | Pasd * Neitan Catheter

+ Nebulizer Kit With Mask & T Pes. + Blood Tubing Set

+ Muitiflow Ventury Mask - Adult | Pasd - AV Fistula Needle

+ Swivel Mount - Std & Exp. + O Stent- All Typa

« T Oxygenator With Tubing

« Breathing Fifter - All Type. GASTROENTROLOGY

+ 3 Ball Splromeler + bucus Exlractor

« Ambu Bag - Adult / Paed | MNeo + Infant Feeding Tube

« Ventitator Cirouit - All Type * Ryles Tubs

» Baln Circult - Adult { Pasd = Stomach Tube

« Endotracheal Tube Plain & Cuffe + Kher T Tubg

+ Alrcusion |/ Anethesia Mask + Levins Tuba

+ Bepap Mask & C-pap Mask All Type + Selum Sump Tuba
INFUSION THERAPY

+ Gentral Venous Catheter e oGS

* Pressurs Monitoring Line
+ 3-Way Extension Line
= Measure Volume Sel

+ Thoracic Drainage Catheter
+ Abdominal Drainage Kil

+ Close Wound Suction Set
+ Yankaur Suction Set
» Umblical Cord Clamp

* Dial Flow Regulatar

= [, V. Set With Flow Regulator
- Codan Sel
MISCELLENOUS :
« Nebulizer Compressor Machine AN 150 9001:2015

. ECG Fﬁgﬁrﬂ:ﬁEﬂG Accessories AN 1SO 13485:2016
- Patien WHO & GMP -
* Ouygen Flow Mater CERTIFIED COMPANY '

« Cautary Pencil




Sai Extrumech Pvt Ltd
SAl

Contomiring Yeu 1 Derniisan Herds

Model Extruder Size L/D Ratic Main Motor Product Size Space Required
Sai-38P 38 MM 264 10 HP AC L5men-Benm L9.5M X W-2M X H-3M
Sal-d5P 45 1M 26t 15HP AC 2men-10mn LMW W2 X H 3
Sai-50P SOMM 261 20 HP AC Zenan-12mem L-12M X W-2M X H-3M
Sai-65P &5 MM 2641 30 HP AC Ienen-20emen L-14M X W-2M X H-3.5M
Sai-B0P B0 MM 281 S0 HF AC Senen-S0mm L-TEM X W-2.5M X H-380

Secondary Extruder Available For Lining, 20mm/25mm/30mm on Demand

Our Product Range

IV Canula Medical Tubing 4 Winder Caterpillar

Extrusion Line

Model  ExtruderSize L/DRatlc  MainMotor ProductSize  SpaceRequired Key Features

1. High Precision
I/ 25K, LG50 X W28 X H= . Automatic Control

Sal-20/16C 20/16 261 W 14-26 Guage 2,254

3. sterile Production

. Fast Assembly

. Safe Handling

. Easy Maintenance

. Advanced Technology

ISR L-10.5M X W-2M X H-

5al-25/720C 25/20 281 w 14-26 Guage 250

Sai Extrumech Pvt Ltd O L siarrasaay oron Ve Fresident) e
. Tubi PEC nfo@saiextrumech.com
(Medical ing Division) Mr. Vivek Mehta (Managing Director)

Plot No-2 16/5 Kharkhana Bagh,
00000 +91 9811323372 Mathura Road, Faridabad m}



Choose Millad® NX* 8000 clarified
polypropylene to improve the quality
and production of medical syringes
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Millad” NX" 8000 clarifying agent yields ultimate clarity and transparency to PP in injection molded
applications and allows clarified PP to become a viable alternative to glass/transparent polymers.
In addition, Millad NX 8000 clarified PP enables low-temperature processing in injection molding
compared to PP with traditional clarifiers, which in turn yields energy savings, faster cycle time and

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

standards

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

O JOT0 N, Masd sad Wallen a'e Pegiloled ipdermaik of MBLen & Cismparsy.



Elastomer Technik

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

Medical & Pharmaceutical Applications.

ET Elastomer Technik GmbH develops high gquality 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:

= ~'MMM i

a1 ()

Our Quality & Standards Certificates:

= DINENI50 2001 Quality management = DINENIS0 14001 Environmental management
DIN EN 150 13485 Quality management for medical + Cleanroem EG-GMP-guideline Annex 1 cleanrocom
devices class D & 15014644-1 [class 8)

ET Elastomer Technik GmbH: ET Elastomer Technik India Pvt. Ltd.
Am Stackleinsbrunnen 10, 97762 Hammelburg, Germany. Plot No.30, GIDC Electronic Park SEZ, Sector - 26,

2073

Tel: +49 (0} 9732 78865 0 Mail: info@elastomer-technik.com Gandhinagar - 382 028, Gujarat, India
Website: www.elastomer-technik.com Phone: +91 97277 63274 Email: admin@elastomer-technik.in




Since 1967

Above 250 + Models | 30,000 + Cusiomers

EXPORT TO 55 + COUNTRIES ¥
AUGER FILLER BLISTER SEALER BLOOD & URINE BAG

MAKING MACHINE
i = =
' o = \=

DISPOSABLE HAND

BLOOD FILTER CONTINUOUS GLOVE MAKING | FOIL & CAP SEALER INDUCTION
MAKING MACHINE BELT SEALER MACHINE MAMNUAL HAND PRESS TYPE CAP SEALER

SEALING MACHINE
¥ MOTOR GEAR WITH VACUUM + .
LIQUID CUM OPERATED NITROGEM GAS SEMI-AUTOMATIC

L' SEALER CREAM FILLER PASTE-CREAM FILLER PURGING FOIL & CAP SEALER

SHRINK PACKAGING | .
MACHINE TUBE SEALER TVYEK SEALER VACCUM FORMING VACUUM SEALER

List of Company name for Pharma

Akums Drugs&Pharmaceuticals Lid .. Claris Life-science Ltd 17 Marck Bio-science Lid
. Ahlcon Parenterals India Ltd . Coore Healthcare Ltd 18.Paras Pharmaceuticals Ltd
; Albert David Lid, . DSM Sinochem Pharmaceuticals 149.Pfizer Pharmaceuticals Lid
. Alembic Pharma Lid . Eurclife Healthcare Pt Ltd 20.Ranbaxy Laboratory Lid
. Axa Parenterals Ltd . Fresenius Kabi India Pyt Lid 21, Torrent Pharmaceuticals Ltd
. Bal Pharma Ltd . Glenmark Pharmaceuticals 22 Troika Laboratories Lid
Baxter Healthcare Lid , Intas Pharmacauticals Lid 23 Wockhardt Lid
Cadilla Healthcare Lid .J B Chemicals & Pharmaceuticals Ltd 24 Zoetis Pharma Research Pyt Lid

0F = 0 [ P O3 B =i

Eewa Engineering Co. Pvt. Ltd. Telefax : +91 79 2274 3075 / 2274 8559
1, Anant Estate, Opp. Comet Estate, {© +91 9825038559

Rakhial, Ahmedabad - 380 023, B eewaeng

Gujarat (INDIA) Email : contact@eewaengineering.com

oaflin i IRl £ TP 1S www.eewaengineering.com
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#%8 RESEARCHLABSPVT.LTO.

Ultimate solution...

(15O 17025:2017, OECP GLP, AAALAC, & USFDA approved Lab)

Globally Ranked Top 10 Lab for Medical Device Testing*

1. Biocompatibility Testing
of Medical Devices
{as per 10 10993-1:2018)

Biocompatibility Testing of Medical Devices (As per IS0 10993-1:2018)

* [n=vitrg Cytotoxicity
Testing (150 10993-5)

* Skin Sensitization
Testing (150 10993-10)

*® |rritation or Intracutansous
Reactivity Test (150 10893-23)

* Acute Systemnic Toxicity

Test (150 10093-11)
* Material Mediated

Pyrogen Test (150 10083-11)
* Sub-Acute Systemic Toxicity

Test (150 10993-11) Sub-Chronic
Toxicity Test (1I5010993-1)

* Chronic Toxicity Test
(Is0 10953-1)

* Implantation Test (IM/sC/
Intrascular Intra-biliany [
Intra- arterial) (150 10993-8)

* Genotowicity Tests
{.ﬁMEs, CHA, MNT)
150 109%3-3 & 150 10993-33)

* Hernccompatibility Tests
(1s010993-4)

* Carcinogenicity Test
(50 10993-1)

* Reproductive | Developmental
Texicology (1S010993-11)

. Degradation Testing (IS0 10993-9,
15010993=13, 150 10993-14 &
150 10993-15) Toxicokinetic study of
Degradation Products (150 10993-18)

*® In-vitro Skin Irritation Test
(150 10993-23)

* In=vitro Skin Sensitization
Tast (150 10993-10)

* Mucosal Membrane Irritation Test
(Oral, Ocular, Panile, Vaginal &
Rectal) (150 10883-1)

* Biclogicol Evaluation
Plan (BEF) & BER

* Toxicologicol Risk Assessment

7. Mgk, PRE, Ghoveds
& Tatil Tanting

5. Packaging Testing &
Transpat Valtation
Study

&, Microiological
Tedting Services

& Chasitol Charactarizalicn
fixrestable & Loachakio
Teating of Rorw Moforiol &
Finighadf Wit al Drvioo

3. potogical Testing of
R Matadial ol
Piomtics, Rubbgr,

Sitoen, Pelymor, el

. Stability Testing
Sedvizes

Bk

EU-IVDR

FLRETRT Y

T Parfodrmancs
Testing of Rapsl In
Wilio Diagnostic Kits

2. Porformance Tewting
of Megical
Darvicos

. Rezoarch & Tl Clirilcal Study
Divelopmant Sorvices (CEr)
Fay Dl
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F
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NORTH AMERICA OFFICE:
Pittsburgh, PA, USA

CANADA OFFICE:
Sudbury, ON, Canada

*As per two Independent Reports Published by:

1) Credible Markets, USA https:/ ftiy/60dto
2) MR Accuracy Reports, Canada https:fftiy/ca-g2

REGISTERED OFFICE: S
Cpp. Zydus Pharmez, Changodar-Bavia Highway,

Near Matoda Patiya, Po. : Matoda, Ahmedabad

382 213, Gujarat, INDIA,

Visit us on www.accuprec.com | Stay connected with us on [](in][¥] 90996 16768, 20999 81023, 99099 19545




www.kljindia.com

Trust Built on Performance

—

TOTAL SOLUTION IN PLASTICIZER & POLYMER COMPOUNDS

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

We care for Clean-Room GME Biocompatibilities and Healthcars
standards as per USP Class-Vl, ISO 10152:2002/ ISO 3828:2013,
IS0 10993:2013. 1S 10148 & IS 10151, Calfornia -65 RoHS,
REACH compliances.

We are [IS0-9001:2015, 1I20-14001:2015 and IATF-16349
certified. Our laboratories are accrediated by ISONEC-17025 and
RE&D center is approved by DSIR. Steps forward for certification of
130-13485 for Medical device Quality Management System.

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

P

RANGE OF PLASTICIERS

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

RANGE OF COMPOUNDS

PVC | TPE | PR | TPR | EvA | XLPE-PEROXIDE | SEMICONDUCTIVE
| ¥XLPE-SIOPLAS | ZHFR | EPR | PE | MASTERBATCH-PVC, PE &
LINVERSAL |

COMPOUNDS FOR APPLICATIONS

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

Phthalate Free / REACH Compliant Plasticizers availlable

Tel: #9111 41427427/28/29 | Fao: +91 11 25459709 | Emaik del‘uﬂh[uncﬁam

Murnbai: +91 22 61830000, mumbai@kiindia.com | Chennai; +91 44 42383622, chennai@idindia.com
Kolkata: +91 33 22823851, kolkata@idjindia.com

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

KLJAD-0N/ 21-015



VICTREX PC™
PEEK FOR PHARMACEUTICAL
CONTACT

Key Features & Benefits VICTREX PC™
* USP Class VI, USP 87 & Class 661.1 Compliant. PHARMACEUTICAL
e CONTACT- PEEK
: :::: ::::it:::zzl.al &Chemical Resistance. A POTENTIAL PFAS
* PFAS free. Manufactured under I1S0: 2001 REPLAC EM ENT

™ The VICTREX PC ™ range could provide
VI CTRE x PC PE E K RAN GE a PFAS-free alternative for existing
device, packaging or equipment parts

s VICTREX PC 101: Granules> Unfilled
: that have been adversely effected by
* VICTREX PC 101 WH: Granules* White this e to remous PRAS Farmthair

« VICTREX PC 140 CPD: Granules? Reinforced System,
= APTIV PC FILM: Film>* Unfilled

VICTREX PC"PEEK ,}, “
APPLICATIONS ¥

* Drug Delivery Devices: Soft-mist inhalers, dry ey . P
powder inhalers, injectables, wearables ' L ; a

« Manufacturing & Processing Equipment: r""
Conveyors, nozzles, aseptic zones - '.j

* Diagnostics & Biopharma: Connectors, bioreactors & e

* Primary Packaging: Contalners i ) i

*Authorzed Distributar in india® . -
g Selutions

--=- PA D M I N l #1035, Tirupati Udyog, |. B. Patel Road,

Opp. Laghu Udyog, Goregaon {East),
Mumbai- 400 063, India

.- Howse of Engineering Polymers

Contact Us:M+91-9820041308 | @ pravin@padmini.co | @ www.padmini.co
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Table of
ontents

No. 2 Feb.-Mar. 2025
COVER STORY

Innovations In Medical Plastics Disposables

Innovations in medical plastic disposables include antimicrobial plastics, smart disposables, biodegradable
materials, and advanced manufacturing techniques like 3D printing and nanotechnology.

COVER STORY

Strengthening India’s MedTech Ecosystem Through Skill Development and R & D

Jatin Mahajan-Managing Director, J Mitra & Company / Secretary, Association of Diagnostics
Manufacturers of India-ADMI

India is already considered the global hub for frugal MedTech innovation. India must focus on complementing
Skill Development and Research & Development duo to drive growth and achieve self-reliance. Together,
these two focus areas can create a fast-paced growth environment. As a way forward, the article includes
various suggestions suggestions for Government so as to create a self-reliant and globally competitive
Indian MedTech Sector .

TECHNOLOGY

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

Astudy was carried out by a group of professionals to frame the challenges endured by biomedical industries
who use 3D printing technology for their manufacturing processes.

The article covers highlights of the study. This study found several new elements in the challenge of utilizing
3D printing technology for manufacturing biomedical products.

ENVIRONMENT & SUSTAINABILITY

Medical Plastics and their Recycling: Challenges and Opportunities in India and Globally

Indrajit Ghosh - Global Chairman MSME Chamber of Commerce and Industry of India & Chairman and
Managing Director World GREXPO Foundation

The recycling of medical plastics remains a formidable challenge in India and worldwide. However, with
advancements in technology, policy interventions, and multi-stakeholder collaboration, there is significant
potential to turn this waste into a valuable resource..

QYALITY

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

Sanjay Shah, Unikal Consultant

The relationship between materials and component suppliers and MedTech manufacturers is vital for
ensuring compliance with ISO 14971. Suppliers are not merely providers of materials but also partners in the
risk management process. By adhering to Regulatory standards, maintaining quality assurance, and
fostering open communication, suppliers can significantly contribute to the successful implementation of risk
management practices in the MedTech industry.

GLOBAL TRENDS

Europe Medical Disposable Products Market outlook, 2028

Europe is a hub for medical device innovation. Advancements in technology have led to the development of
sophisticated and specialized disposable medical products that improve patient care, enhance diagnostic
capabilities, and make medical procedures more efficient. As the population ages and healthcare needs
increase, there is a continuous growth in healthcare spending, which includes investments in medical
disposables.
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Qosina Expands Tubing Portfolio Through New Collaboration.

As an official distribution partner for AdvantaPure, Qosina is expanding its tubing portfolio with over 60 new
tubing options,further enhancing its extensive selection of high-quality solutions for engineers, designers
and manufacturers.

DID YOU KNOW?

About Innovation in Indian MedTech Startups

Both global and Indian startups have common innovation themes such as advancements in early disease
detection, home-based care, advanced materials, minimally invasive techniques and integration of digital
Technologies.
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About innovation in Indian
MedTech Startups

India’s medical technology (MedTech) sector, currently valued at USD 12
billion in 2023, is on a trajectory to reach USD 50 billion by 2030, with a
projected CAGR of ~20.1% from 2020 to 20303. This ambitious growth will be
fuelled by several critical factors, including supportive government policies
aimed at reducing import dependence and bolstering exports.

EY Parthenon’s analysis of 100 MedTech start-ups (50 Indian and 50 global)
reveals:

¢ Both global and Indian startups have common innovation themes such
as advancements in early disease detection, home-based care, advanced
materials, minimally invasive techniques and integration of digital
technologies

* Among Indian MedTech startups, 79% of all innovations are driven by
medical technology solutions [~63% of these (79%) solutions are digitally
integrated]. Additionally, 21% of all innovations are purely driven by digital
solutions.

¢ Indian startups are actively integrating digital solution such as Al, |oT,
and cloud computing to democratize healthcare with portable devices,
remote monitoring and screening tools

As per, Suresh Subramanian, National Lifesciences Leader, EY
Parthenon India "The growth of India’s MedTech sector presents a unique
opportunity to redefine healthcare on a global scale. The trends we're seeing
today—ranging from the integration of digital health technologies to the rise of
personalized care—are just the beginning. These innovations will be
transformative, not only for healthcare providers but for the patients who will
benefit from more accessible, efficient, and personalized care.”
“With rising investments, strategic collaborations, and strong commitments
from both global and Indian firms, India’s MedTech industry is poised for
sustained growth and success. The government’s support in fostering
innovation and scaling manufacturing will be key to unlocking this potential,
positioning India not only as a leader in the domestic market but also as a
global hub for MedTech innovation.”, he added.
https.//www.ey.com/en_in/newsroom/2024/11/over-70-percent-innovation-
in-indian-medtech-startups-driven-by-digital-integration-several-factors-
propel-industry-growth-ey-parthenon-report

“No organization ever
created an innovation. People
innovate, not companies."

-Seth Godin
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MedTech Ecosystem in India

The Indian Medical Device Industry is undergoing transformation
from import reliance to global manufacturing hub. To achieve this
goal, as per an Industry leader, “India must innovate across its | * "
product range, from high-volume, low-value items to advanced, | -~ >iu
high-value equipment. The path to future growth lies in adding

value and enhancing competitiveness across the spectrum”

As highlighted in a very analytical article in this issue, Mr Jatin Mahajan, Managing
Director, J.Mitra & Company has very rightly mentioned that “India is already
considered the global hub for frugal MedTech innovation. India must focus on
complementing Skill Development and Research & Development duo to drive
growth and achieve self-reliance. Together, these two focus areas can create a fast-
paced growth environment. The article makes various suggestions for Government
to create a self-reliant and globally competitive Indian MedTech Sector.

As per a report by EY Parthenon, “With rising investments, strategic collaborations
and strong commitments from global and Indian firms, India’s MedTech industry is
poised for sustained growth and success. Industry is advancing through three
innovation models, incremental improvements, innovation and breakthroughs
emphasizing on safety, accessibility, affordability and efficiency of devices”

MedTech Start-Ups

“Both global and Indian start-ups have common innovation themes such as
advancements in early disease detection, home-based care, advanced materials,
minimally invasive techniques and integration of digital technologies.”

Innovations in Medical Plastics Disposables

Innovations in medical plastic disposables include antimicrobial plastics, smart
disposables, biodegradable materials, and advanced manufacturing techniques like
3D printing and nanotechnology. However, there are challenges in adopting new
technologies. For the benefit of our readers, this issue covers a recent study by a
group of professionals to frame the challenges endured by Malaysian biomedical
industries who use 3D printing technology for their manufacturing processes.

Importance of Risk Management for Plastic Materials & Components
Suppliers

As explained in a very informative article by Mr Sanjay Shah of Unikal
Consultants,”The relationship between materials and component suppliers and
MedTech manufacturers is vital to ensuring compliance with ISO 14971. Suppliers
are not merely providers of materials but also partners in the risk management
process. By adhering to Regulatory standards, maintaining quality assurance, and
fostering open communication, suppliers can significantly contribute to the
successful implementation of risk management practices in the MedTech industry.”

One more article by Mr Indrajit Ghosh, Global Chairman, MSME Chamber of
Commerce and Industry, explains how the recycling of medical plastics remains a
formidable challenge in India and worldwide. However, with advancements in
technology, policy interventions, and multi-stakeholder collaboration, there is
significant potential to turn this waste into a valuable resource..

Global Markets for Medical Disposables and Medical Devices

The Global Trends column highlights a very detailed report on “Europe Medical
Disposable Product Market” along with Ecuador Medical Device Market. This issue
also cover our regular features like Industry & Association News, Events etc.

DLP%

any opinion expressed herein.
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Innovations In Medical P

Innovations in medical plastic disposables include antimicrobial
plastics, smart disposables, biodegradable materials, and .
advanced manufacturing techniques like 3D printing and
nanotechnology. These advancements aim to improve patient
safety, streamline healthcare processes, and reduce the
environmental impact of disposable medical supplies.

Here's a more detailed look at the key innovations:

1. Antimicrobial and Sterilizable Plastics:

e Antimicrobial Properties:
Medical-grade plastics with inherent antimicrobial
properties are being developed to minimize contamination
and infection transmission.

» Easy Sterilization:
These plastics are designed to be easily cleaned and
sterilized, making them a preferred choice for medical
equipment and disposable items.

2. Smart Disposables:

* Integration with Digital Health:
Disposables are being integrated with digital health
solutions for better patient monitoring and real-time data
analysis, ultimately contributing to improved patient
outcomes.

* Nanotechnology:
Nanotechnology is being used to create advanced
disposables with enhanced properties, such as faster
wound healing or improved drug delivery.

3. Biodegradable and Biocompatible Materials:

¢ Environmentally Friendly:
Biodegradable plastics offer a more sustainable alternative

lastic Disposables

to traditional plastics, reducing their environmental impact.

Biocompatible Implants and Sutures:
Biocompatible plastics are being used in implants, sutures,
and drug delivery devices that can dissolve in the body,
eliminating the need for removal surgery.

4. Advanced Manufacturing Techniques:

3D Printing:
3D printing is enabling the creation of customized and
personalized medical devices and implants.

Nanofibers:
Advanced bandages made with nanofibers can accelerate
wound healing and reduce infections.

Automation and Supply Chain Management:

Advanced digital systems are optimizing logistics in
hospitals and clinics, improving inventory control and
minimizing waste.

5. Other Notable Innovations:

Customization and Personalization:

Companies are using digital printing technology to
personalize branding and designs, improving the user
experience.

Ergonomic and User-Friendly Designs:

Efforts are being made to improve the functionality of
disposable products with simpler packing, spill-resistant
containers, and better grip.

Sustainable Solutions:
Focus is increasing on sustainable materials and practices,
including biorecycling and the use of bioplastics.

Information Resources For Medical Technology Industry And Markets
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Indian MedTech, valued at approximately USD 11 billion in 2022
and with a projected CAGR of 12-14 percent, has been driving
the growth of the Indian Healthcare industry. Indian MedTech will
cross USD 50 billion by 2030 and become a significant global
player. However, there is a significant import-export imbalance
and a major trade deficit. While the imports in 2023-24 were
roughly $8 bn, the exports stood at close to $4 bn. We are still
importing nearly 70 percent of our medical equipment.

The Indian medical device imports majorly account for these five
segments - electronic equipment (56% share), disposables and
consumables (26.5%), in-vitro diagnostics (8.1%), implants
(7.1%), and surgical instruments (2.3%). While we majorly lag in
the electronic equipment segment, we have a long way to go in
the other segments.

India is already considered the global hub for frugal MedTech
innovation. India must focus on complementing Skill
Development and Research & Development duo to drive growth
and achieve self-reliance. Together, these two focus areas can
create a fast-paced growth environment.

Global Best Practices

Countries like the US, Germany, and China have driven
competitiveness through R&D and workforce development
investments.

- heavy investments in R&D and government-backed skill
enhancement programs drove China’s rapid rise in the
MedTech sector. Its made-in-China 2025 policy prioritizes
medical devices and diagnostics, and this has resulted in the
growth of its domestic MedTech industry, which exports to over
100 countries.

- Germany’s research institutions like Fraunhofer-Gesellschaft
created a MedTech ecosystem through collaborations with
industry players to develop cutting-edge medical technologies

- The US has one of the most advanced MedTech industries
globally. Supported by strong research institutions,
government funding, and regulatory innovations. The NIH
funds medical research, while the FDA handles fast-track
approvals and standardizations.

- Japan’s Agency for Medical Research and Development
(AMRD) supports MedTech research through extensive
funding, and the Ministry of Economy, Trade and Industry
(METI) provides financing for Al-driven diagnostics and robotic-
assisted surgery tools.

- The South Korean industry has benefitted greatly through the
government’s K-Bio and K-MedTech initiatives, positioningitas a

: Skill Development and R&D

Jatin Mahajan
Managing Director, J Mitra & Company / Secretary,
Association of Diagnostics Manufacturers of India — ADMI

leader. Osong Medical Innovation Foundation and the Daegu-
Gyeong Buk Medical cluster have played a key role as
specialized R&D hubs.

Skill Development

As per a KPMG report, India has a 40 percent deficit in skilled
biomedical engineering, biotechnology, regulatory affairs, and
manufacturing technologies professionals. And to address this
challenge, India must implement a multi-pronged approach.

- Technology-driven renowned organizations like IIT, [ISC,
NIPER, and AIIMS should work hand-in-hand with MedTech
companies to develop relevant courses.

- Skill centers dedicated to MedTech must be established to help
bridge the gap between theoretical knowledge and practical
expertise

- Stress on vocational training and upskilling through programs
like the National Skill Development Corporation (NSDC) should
be leveraged to train technicians and quality assurance
professionals in MedTech manufacturing, calibration,
regulatory compliances, etc.

- The Government should provide tax incentives for training and
skill-development programs

Research & Development

In countries like the US and Germany, the allocation for R&D is 8
— 10 percent of the revenues. But in India, this figure stands at
less than 1 percent. According to NITI Aayog, India’s total
healthcare R&D spending is less than 0.5% of GDP, significantly
lower than developed nations. Raising this to at least 2% will be
crucial. Without a robust R&D infrastructure and spending,
innovation is not possible. To ensure cost efficiencies and global
competitiveness, India must —

- Provide dedicated R&D grants for MedTech companies

- Public-private partnerships to establish MedTech innovation
hubs with global research institutions like the German
Fraunhofer Institutes and the US National Institutes of Health
(NIH).

- India must establish a single-window clearance system for
medical devices for faster approvals and ease of business.

- Universities and medical colleges must be encouraged to set
up MedTech incubation Centers. BIRAC should provide the
necessary funding and mentorship support

Way Forward

To create a self-reliant and globally competitive Indian MedTech
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sector, the Government must — MORRI S ONS

1. Establish a dedicated MedTech R&D policy on funding,
technology transfer, and academia-industry partnerships. LIFECARE PVT. LTD.
2. Creation of a MedTech-specific Skill Development mission,
covering all aspects from device design to regulatory
compliance.

3. Strengthening the existing EPC-MD to drive global market
access

4. Enhance fiscal incentives by offering tax rebates and
subsidies to companies investing in R&D and workforce
training.

5. Standards harmonization with global standards like USFDA,
EU MDR/IVDR, CE, and UKCA to drive smoother global
market entry. Manufacturer of

Focus and investment in skill development and R&D can SURCICAL DISPOSABLE & MEDICAL DEVICES
transform the Indian MedTech landscape and bring it closer to its ) ) o o )
will stale-ol-ael mannlacturing & nuinbaining lnternational Standards

next phase of incremental growth.
CEISOGMP

EY Parthenon's analysis of new products
and product extensions launched by leading

4 ] A
global and Indian MedTech companies MORRISONS’ caters ta the needs of:

between January 2023 and July 2024. The research revealed Urology | Anaesthesia | Surgery | Gynaec & Obst. | Orthopedics
that:
* The industry is advancing through three innovation Ne:3 Anna Strest, Padikuppam, Chennai - 800 107, India.

models, incremental improvements, substantial innovation Ph: G4 - dd - 18455047 | 26456047, Talefax: 91 - 44 - 26154047

and breakthroughs emphasizing on safety, efficacy, emall@marrisonslifecare.com

accessibility/affordability, and efficiency of devices. www.morriscnslifecare.com

- Digital technologies are at the core of innovation

Manufacturer And Exporter Of a SO 9001-2000

wide range Of Medical Devices
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Pla nt along with all other amenities and equipments required for manufacturing and testing
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Challenges Of 3D Printing Technology For
Manufacturing Biomedical Products:
A Case Study Of Malaysian Manufacturing Firms

Additive manufacturing (3D Printing) has attracted increasing
attention worldwide including in the healthcare & biomedical
Industries. However, in Malaysia, insufficient acceptance of this
technology by local industries has resulted in a call for
government and local practitioners to promulgate the
development of this technology for various industries, particularly
for biomedical products.

A study was carried out by a group of professionals to frame the
challenges endured by biomedical industries who use 3D printing
technology for their manufacturing processes.

Following is the highlights of the study.
Introduction

Additive manufacturing (AM), also known as 3D printing involves
use of digital CAD modelling to build 3D objects by joining
materials layer-by-layer. The different methodologies used for
additive manufacturing in the industry include fused deposition
modelling (FDM), stereo lithography (SLA), selective laser
sintering (SLS), and bio printing.

The vast majority of researchers have focused exclusively on
engineering applications with focus on materials, processes,
techniques, and machinery used in optimization.

Commonly, the 3D printing manufacturing process begins with a
CAD drawing, followed by objects being sliced into layers, and,
lastly, a layer-by-layer 3D build is printed. The 3D printing
technology is equipped to fabricate functional parts with a wide
range and combination of materials, including aluminium alloy
[22], thermoplastic filaments, zirconia, carbon fibre-reinforced
polymer composites , hydrogels, nanogels , and others. An ideal
3D printed biomaterial should morphologically mimic living
tissue, be biocompatible, and be easily printable with tuneable
degradation rates.

Advantages:

» Customise desired products in a short time;

» Create complex objects and shapes that otherwise might be
impossible to create through any conventional method;

* Produce biocompatible products, such as organs or
replacement tissues, in a short time
compared to conventional methods;

» Cost-effective; and

» Non-requirement of storage of goods
or materials.

Application of 3D printing for
producing biomedical products

Recently, 3D printing technology has
rapidly flourished in the industry for the
purpose of designing, developing, and
manufacturing new products.

There are numerous applications of 3D
printing technology for producing
biomedical products such as drugs,
artificial skin, bone cartilage, tissue, and
organs, and in cancer research and
education.

Figure 1.

There are various examples of challenges that occur before,
during, or after utilizing 3D printing technology for manufacturing
biomedical products.

Research Methodology:

This study used a descriptive method to investigate the
challenges of utilizing 3D printing on biomedical products in
Malaysia, which involved interviews at Company X, Y, and Z.
Three persons representing the top management of Companies
X, Y, and Z were interviewed. They included an application
engineer, a mechanical engineer, and a technical development
manager. The qualitative case study method was chosen in this
study, as it enables a strong description to address the research
questions.

This study found several new elements in the challenge of
utilizing 3D printing technology for manufacturing biomedical
products. The figure provides an overview of the challenges
faced when utilizing 3D printing technology for biomedical
products.

The following Figure shows a summary of the challenges faced
when utilizing 3D printing technology to manufacture biomedical
products based on the literature.

Summary of the challenges of 3D printing technology for
biomedical products.
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In summary, the results show that in
respect of processing and materials,
there are eight challenges when utilizing
3D printing technology for manufacturing
biomedical products, which are as
f o} I I o} w s :

* Selection of a suitable binder: various
binders have varying effects on the
product's biocompatibility, where the
compatible one are the organic-based.

*Poor mechanical properties: the
product should have adequate tensile
and compress strength also flexible
rigidity after printing process.

*low dimensional accuracy: product
fitting requires a precise design, the
challenge is to overcome the shrinkage
of the product during the curing and
cooling process
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* Powder agglomeration limitations:
the particulate powder must be distributed evenly before
sintering to prevent agglomeration and low densification
product.

* nozzle size: appropriate nozzle size will determine the printed
structure and design accuracy.

« distribution of size: over or under-fit particles may cause
defects on the finished products.

¢ limited choice of materials: sources of raw materials for the
construction of a similar and suitable product to human organs
and tissues are still limited; and,

» texture and colour similarity/dissimilarity with organs:
customer demands are always beyond current capabilities, so
they need to be aware of limitations.

These challenges were faced by the core players of the existing
industry in 3D printing technology for biomedical products in
Malaysia, which then arises another four significant processing
and materials challenges as follows;

* Low lifespan of the materials: Inventory such as tracking
records and storage of materials and product is crucial
because most biomaterials have low lifespan, and expired
compound reduces the quality of the product which makes the
product brittle and causes cracking and discoloration

» Customization of fit and design: the concept of a product's
recyclable design is difficult as the product is designed to the
size and function of certain patients and cannot be used in
other patients.

* Layer height: optimizing the best layer height is still dependent
on multiple trials to check and find a solution that has been
found as time consuming and costly.

» Build failed: loss of connectivity or buggy control performance
on software-hardware to perform tasks, resulting in failure of
network and access to the set framework.

Apart from this, in the management aspect, there are four
challenges when utilizing 3D printing technology for
manufacturing biomedical products, which are re-education of
staff, high-priced products, and lack of guidelines, and cyber-
security issues.

Nonetheless, marketing, patents, and copyright were found to be
new challenges.

Overall, this study is important for the biomedical manufacturing
sector as it offers information about the use of 3D printing
technology for manufacturing biomedical products in developing
countries such as Malaysia.

This study could be a guideline for new manufacturers, human
resources and the management sector.

For new companies intending to adopt this technology, the
qualitative sharing experience from this study will provide an
early insight into what the company will encounter.

This paper highlighted the fact that, to manufacture medical
product, 3D printing technology is safe and effective. Hence, this
paper hopes that the challenges discussed will encourage and
empower newbies, policy makers, and government sectors to
carefully adopt this technology and respond to consumer trust
and demand appropriately.
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The increasing reliance on plastics in healthcare has significantly
enhanced medical outcomes by ensuring sterility, affordability,
and efficiency. However, the flip side is the growing
environmental burden caused by medical plastic waste. This
challenge is particularly pronounced in a country like India, with
its vast healthcare infrastructure and limited waste management
capacity, and it resonates globally, where the demand for single-
use plastics in healthcare continues to rise.

The Role of Medical Plastics in Healthcare

Medical plastics are essential for healthcare applications,
offering benefits such as sterility, biocompatibility, and versatility.
Common examples include syringes, IV bags, catheters, PPE,
and medical packaging. Globally, the COVID-19 pandemic led to
an explosion in the use of single-use plastics like gloves and
masks, further highlighting their importance but also their
environmental implications.

In India, the healthcare sector's rapid growth, coupled with
increasing awareness of infection control, has led to an uptick in
the use of medical plastics. However, much of this plastic waste is
poorly managed, exacerbating pollution challenges.

Challenges in Recycling Medical Plastics in
India and Globally

The recycling of medical plastics is fraught with technical,
regulatory, and logistical challenges that vary across regions.

1. Contamination Risks:

* Global Context: Medical plastics are often contaminated
with biohazardous materials, posing health and safety risks.
Globally, regulations prioritize infection control, often leading
to incineration or landfill disposal.

* India’s Context: With
limited infrastructure for
waste segregation, much of
India’s medical plastic waste
ends up mixed with general
waste, making recycling
even more difficult.

2. Material Complexity:

Medical devices often
combine various types of
plastics or incorporate metals,
making separation and
recycling complex. This issue
is universal, with many

Medical Plastics and Their

" . Indrajit Ghosh, Global Chairman
MSME Chamber of Commerce and Industry of India &
Chairman and Managing Director World GREXPO Foundation

countries struggling to manage multi-material waste.
3. Lack of Infrastructure:

* Globally: While developed nations have some advanced
recycling technologies, capacity remains limited for handling
biohazardous plastics.

* India: Recycling infrastructure is underdeveloped, with a
heavy reliance on informal waste pickers who lack the
resources to process medical waste safely.

4. Regulatory Hurdles:

Strict regulations regarding the handling and disposal of
medical waste discourage recycling efforts. Globally,
compliance with these rules often limits innovative waste
management solutions. In India, enforcement of biomedical
waste management rules remains inconsistent.

Opportunities for Recycling Medical Plastics
1. Technological Innovations:

e Chemical Recycling: Globally, advanced chemical
recycling technologies are emerging, capable of breaking
down complex medical plastics into reusable raw materials.
In India, investments in such technologies could help
address the lack of scalable solutions.

* Mechanical Recycling: Pre-sorted non-contaminated
plastics like medical packaging can be recycled through
shredding and remolding.

2. Waste Segregation and Sterilization:

* Global Best Practices: Countries like Germany and Japan
emphasize strict segregation of medical waste to facilitate
recycling.

¢ India’s Efforts: Hospitals in
urban areas like Delhi and
Bengaluru are piloting waste
segregation and sterilization
practices to recover
recyclable plastics.

3.Bioplastics and

Alternatives:
Biodegradable plastics are
emerging as a sustainable
alternative globally. India, with
its emphasis on innovation and
entrepreneurship, is seeing
startups focus on bioplastics
for medical applications.
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4. Circular Economy Models:
Globally, initiatives to create a circular economy in healthcare
plastics are gaining momentum, where used plastics are
collected, sterilized, and recycled into new products. India
could adopt similar models, particularly in urban healthcare
systems.

Case Studies and Innovations

* Global Case Study:
The European Union has launched initiatives like the
"Health Plastics Recycling" program, promoting recycling in
hospitals through advanced waste management systems.

* India’s Success Stories:
Organizations like Aastha Surgical Waste Solutions in
Gujarat are working on innovative ways to segregate and
sterilize medical waste for recycling. Public-private
partnerships are beginning to address the challenge in
metropolitan areas.

Strategies for Improvement In India:

1. Policy Strengthening: Enforce stricter implementation of
biomedical waste management rules to ensure proper
segregation and treatment of medical plastics.

2. Infrastructure Development: Invest in specialized recycling
facilities for medical waste, especially in Tier 2 and Tier 3 cities.

3. Public Awareness: Educate healthcare workers and
administrators about the importance of waste segregation and
recycling.

4. Support for Startups: Encourage innovations in bioplastics
and recycling technologies through subsidies and grants.

Globally:

1. Cross-Border Collaboration: Share technologies and best
practices to improve medical plastic recycling.

2. Research and Development: Invest in scalable recycling
technologies that can handle contaminated and composite
plastics.

3. Regulatory Reform: Align policies to encourage recycling
while maintaining safety standards.

Conclusion

The recycling of medical plastics remains a formidable challenge
in India and worldwide. However, with advancements in
technology, policy interventions, and multi-stakeholder
collaboration, there is significant potential to turn this waste into a
valuable resource. By integrating sustainable practices into
healthcare systems, we can address the environmental impact of
medical plastics while ensuring the continued delivery of quality
healthcare.

Sustainability in healthcare is not just a goal—it is an urgent
necessity for a healthier planet.

Recyclable medical device packaging

Becton, Dickinson and Company has developed a fully
recyclable medical device package comprising two natural-
fiber webs. This paper-based solution can be recycled in a
single stream, reducing environmental impact while
maintaining sterility through various sterilization methods
including irradiation, gas, heat, and steam.

: Attention :

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

Surgi Pack India Pvt. Lid.

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

Contact Person :

BIRJU TANNA (CEO)
Cell : +91 98199 70333
E-mail : birju.t@surgipackindia.com [ Sales @ surgipackindia.com
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40 Hours Online Program organized by
CIPET: IPT - Ahmedabad
&
Supported by
SPE India Medical Plastics Division

Course Coordinator: Dr. Kingshuk Dutta, Technical Officer

Starting Date: 16.06.2025

Schedule: Monday to Friday from 18:00 to 20:00 Hrs.

CIPET : Institute of Petrochemicals Technology (1PT),
Plot No. 630, Phase-1V, GIDC, Vatva, Ahmedabad - 382445
E-mail id : ahmedabad@cipet.gov.in
Mob. No.: 8100753494, 8686077370

March-April 2025 MEDI(‘.!?AI§ F:LHA§'|I'|CS



» | = INSPIRING
PLASTICS
PROFESSIONALS

Course Overview: This course will provide a comprehensive understanding of
medical plastics, their applications, the materials used, their properties, and their role
in the development of medical devices and healthcare products. The course will also
cover regulatory standards, manufacturing processes, emerging trends in the field
and career opportunities in medical plastic domain.

Course Outline
Module 1: Introduction to Medical Plastics
Module 2: Properties of Medical Plastics
Module 3: Key Materials in Medical Plastics
Module 4: Manufacturing Processes for Medical Plastics
Module 5: Regulatory and Compliance Considerations
Module 6: Design and Development of Medical Plastics
Module 7: Biocompatibility, Safety, Environmental Impact and Sustainability
Module 8: Emerging Trends and Innovations
Module 9: Case Studies and Real-World Applications

Target Audience: Healthcare professionals, Medical device engineers, Plastics
manufacturers, Students in plastics, chemical engineering, biomedical engineering,
pharmacy and related fields, and Professionals involved in the design, manufacturing
& regulation of medical devices.

Candidates will receive Course Completion Certificate after successful
completion of the course.

Registered candidates will get 1 Year complimentary membership of SPE

COURSE FEE (including GST):

1. Participants from Industries/Academia/R&D Labs & Govt. Bodies - Rs. 5,900.00
(10% discount to SPE Members)

2. Faculty/Staff from CIPET - Rs. 2,360.00

3. Students - Rs. 1,180.00

4. Students from CIPET - Rs. 590.00

Bank Details:

CIPET IPT AHMEDABAD HOLDING ACCOUNT, CANARA BANK

Alc No. — 120028045548 IFS Code - CNRB0O000282

Registration Link: https://forms.qle/Z6KShfE6naP3ad5i8
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Regulatory Compliance plays major role:

In the medical technology (MedTech) industry, compliance with
regulatory standards is critical for ensuring the safety and
effectiveness of medical devices. One of the key standards
governing the risk management process is 1ISO 14971, which
provides a framework for manufacturers to identify, evaluate, and
mitigate risks associated with medical devices. While
manufacturers play a leading role in this process, materials and
component suppliers are equally influential in ensuring
compliance with ISO 14971.

This article explores the various ways in which suppliers
contribute to the overall risk management strategy within the
MedTech sector.

The MedTech industry uses a wide array of components and
materials, including metals like stainless steel, titanium,
polymers like silicon and polyethylene, and composites,
depending on the specific application. The material selection
needs to be based on its biocompatibility, strength, durability and
resistance (does not change their properties) to various
sterilization processes.

Why there are component manufacturers and suppliers, instead
of complete in-house facilities for manufacturing Medical
Devices?

The manufacturing of medical devices requires dozens or
hundreds of parts to be manufactured in concert and delivered to
the final assembly line. To obtain the necessary components,
they usually must settle for what the small local shops have the
capabilities to manufacture but when it
comes time for production, they often use
different sources.

Whether it's medical imaging systems,
dialysis machines, blood analyzers, cell
counters, or other types of equipment, we
tend to see some commonality when it
comes to the manufacturing processes
used to make medical devices in high
volumes.

What are the critical requirements for
components suppliers:

Component suppliers are not the part of
the Medical Device manufacturing unit
but they supply component from which,
after due assembling & manufacturing
process, medical device is
manufactured.

Importance of Risk Assessment as
per ISO 14971 and the Role of
Materials & Component Suppliers
in the Medtech Industry

Sanjay Shah

Unikal Consultant

At the same time, they are critical part of the manufacturing
process. Hence, they need to comply with certain regulatory
process like Quality Management System and record keeping as
per ISO 13485, selecting the right raw materials and their
storage, handling, traceability and dispatch.

During the selection of raw materials, their required
specifications and following due process so as not to modify their
basic properties is critical.

Why this is critical?

Medical devices have risk factor involved. It also includes
components used in the final device.

The component manufacturers have to follow guidelines in raw
material selection, manufacturing processes and their control
and handling the same including packaging for supply to ultimate
Medical Device manufacturers.

What is Risk factor and how it is assessed and ultimately
applicable to the final device?

Introduction to Risk Management
Risk Assessment for Materials and components and their
suppliers

In the Medtech industry, the safety and efficacy of medical
devices are paramount. To ensure compliance with international
safety standards, 1ISO 14971 plays a critical role in guiding
manufacturers through the process of risk management. This
article highlights the importance of risk assessment under ISO
14971 and discusses the essential contributions of materials and
component suppliers.

Understanding ISO 14971

ISO 14971 is the international standard for
risk management in the medical device
sector. It provides a framework for
manufacturers to identify, evaluate, and
control risks associated with medical
devices throughout their lifecycle. The
standard emphasizes a systematic
approach to risk management, which is
essential for ensuring patient safety and
regulatory compliance.

ISO 14971 outlines the systematic
approach to risk management throughout
the lifecycle of a medical device. It
encompasses the following key phases:

¢ Risk Analysis: Identifying potential
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Risk Evaluation: Assessing the acceptability of the identified
risks.

Risk Control: Implementing measures to reduce risks to an
acceptable level.

Post-Market Surveillance : Monitoring the device’s
performance and risks after it has been marketed.

Importance of Risk Assessment

1.

Patient Safety: The primary goal of risk management as per
ISO 14971 is to mitigate risks that could potentially harm
patients. By identifying hazards and assessing risks,
manufacturers can implement controls to enhance user
safety.

Regulatory Compliance: Compliance with ISO 14971 is
often a requirement for market approval in many jurisdictions.
A thorough risk assessment demonstrates that a
manufacturer has taken necessary steps to ensure the safety
and effectiveness of their devices.

Product Development: Incorporating risk assessments
early in the design and development phases allows
manufacturers to make informed decisions, avoid costly
design changes, and reduce time to market.

Market Access: A well-documented risk management
process can facilitate smoother interactions with regulatory
bodies, potentially leading to quicker approvals and market
access.

Continuous Improvement: Risk assessment is an ongoing
process. It promotes a culture of safety and quality,
encouraging continuous monitoring and improvement
throughout the device's lifecycle.

Role of Materials & Component Suppliers

1.

Quality Assurance: Suppliers play a vital role in providing
high-quality materials and components that meet safety
standards. Their adherence to 1ISO 14971 enhances the
overall risk mitigation strategy of medical device
manufacturers. Suppliers provide critical raw materials that
directly affect the safety and performance of medical devices.
Compliance with ISO 14971 begins at the material level,
where suppliers must ensure that their materials meet specific
quality standards and regulatory requirements. This includes
providing certificates of analysis and compliance with relevant
legal and regulatory regulations.

. Collaboration in Risk Management: Suppliers are integral

in identifying potential risks related to materials and
components. Their expertise can help manufacturers assess
risks associated with raw materials, biocompatibility, and
durability, thus contributing to a more comprehensive risk
assessment.

. Regulatory Knowledge: Suppliers who are knowledgeable

about regulatory requirements can provide manufacturers
with insights into compliance-related issues associated with
materials and components. This collaboration helps in
streamlining the risk assessment process.

. Innovation and Development: As the demand for advanced

medical technologies grows, suppliers can contribute to
innovation. By developing new materials or components that
reduce risk (such as biocompatible materials), suppliers
enhance the safety profile of medical devices.

. Documentation and Traceability: ISO 14971 emphasizes

the importance of documentation throughout the risk
management process. Suppliers are responsible for
maintaining comprehensive documentation, including
specifications, testing results, and traceability records. This
information helps device manufacturers in evaluating risks
associated with specific materials and components.

4. Compliance with International Standards: Suppliers
should align their processes with international standards
relevant to the materials and components they provide. This
includes compliance with 1ISO 13485 (Quality Management
Systems for Medical Devices) and other applicable industry
standards. Adhering to these standards ensures that
suppliers contribute to the overall risk management
framework effectively.

5. Training and Support: Effective communication and training
from suppliers can enable device manufacturers to
understand the risks associated with different materials and
components better. Suppliers can offer training sessions on
handling materials safely and the implications of using specific
components in medical devices.

6. Product Lifecycle Management: Risk management
continues throughout the product lifecycle, and suppliers play
acrucial role in post-market surveillance. By providing data on
product performance, addressing issues promptly, and being
responsive to feedback, suppliers support continual risk
assessment and management efforts of the manufacturers.

Conclusion

The relationship between materials and component suppliers
and MedTech manufacturers is vital to ensuring compliance with
ISO 14971. Suppliers are not merely providers of materials but
also partners in the risk management process. By adhering to
regulatory standards, maintaining quality assurance, and
fostering open communication, suppliers can significantly
contribute to the successful implementation of risk management
practices in the MedTech industry. As the industry evolves,
fostering strong partnerships and aligning efforts among all
stakeholders will be essential for enhancing device safety and
compliance.
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Global Trends

Europe Medical Disposable Products Market Outlook, 2028

The Europe Medical Disposable market to add USD 45 Billion from 2023 to
2028 driven by factors such as well-established healthcare systems.

Europe is a hub for medical device innovation. Advancements in
technology have led to the development of sophisticated and
specialized disposable medical products that improve patient
care, enhance diagnostic capabilities, and make medical
procedures more efficient.

Many European countries have robust healthcare systems with
high levels of government expenditure. As the population ages
and healthcare needs increase, there is a continuous growth in
healthcare spending, which includes investments in medical
disposables.

Disposable medical products are crucial in preventing HAls,
which can lead to longer hospital stays, increased healthcare
costs, and, in severe cases, patient mortality.

Market Outlook, 2028," published by Bonafide Research, the
Europe Medical Disposable market is anticipated to add USD 45
Billion from 2023 to 2028. The adoption of telemedicine and
home healthcare services has been on the rise in Europe. This
has led to increased demand for disposable medical products
used in remote patient monitoring, diagnostics, and self-
administered treatments. Sustainability concerns have prompted
a shift toward environmentally friendly disposable medical
products.

Manufacturers are exploring biodegradable materials and
recycling programs to reduce the environmental footprint of
medical disposables. The trend toward providing more
healthcare services in outpatient settings and day surgery

centers has

The use of
disposable items like
gloves, masks, and
sterile equipment
reduces the risk of
infection
transmission.
Europe has a high
standard of
healthcare, and
patients expect the
best possible care.

This demand for
quality healthcare
services leads to the
increased adoption
of disposable
medical products
that adhere
to strict standards of
hygiene and safety.

Europe has stringent

increased the
demand for
disposable medical
products used in
these environments.
Data collection and
analytics in
healthcare are
becoming more
prevalent.

Disposable medical
products with built-in
sensors and data
collection
capabilities are
being developed to
support data-driven
healthcare
decisions. Economic
factors, including
— healthcare budget
constraints and cost

regulations
governing the quality
and safety of medical devices, including disposables. These
regulations, such as the Medical Device Regulation (MDR) and
the In Vitro Diagnostic Regulation (IVDR), instill confidence in the
quality and reliability of disposable medical products, driving
demand. Disposable medical products offer healthcare providers
convenience and efficiency. They eliminate the need for cleaning
and sterilization, reducing turnaround times between patient
procedures and improving overall healthcare service delivery.

Europe has an aging population, which often requires more
frequent and specialized healthcare services. This demographic
trend increases the overall demand for disposable medical
products used in diagnostics, treatment, and long-term care. The
number of surgical procedures, including minimally invasive
surgeries, is on the rise in Europe.

Disposable surgical instruments, drapes, and sterile kits are
essential for maintaining high levels of hygiene and preventing
post-surgical complications. The emphasis on early disease
detection and prevention has led to increased demand for
disposable diagnostic tools and screening kits. These products
play a critical role in public health programs and regular check-
ups.

According to the research report "Europe Medical Disposable

containment efforts,

continue to influence
the adoption of disposable medical products as they can offer
cost-effective solutions compared to reusable alternatives.

There is a growing emphasis on preventive healthcare
measures, leading to increased demand for disposable products
used in vaccination, health screenings, and preventive
diagnostic tests. Disposable kits for home healthcare
management, such as diabetes care kits, wound care kits, and
medication administration kits, are gaining popularity, enabling
patients to manage their conditions more effectively.

Some healthcare facilities are adopting hybrid models that
combine disposable and reusable medical products to balance
cost-efficiency and sustainability. The integration of disposable
sensors and wearable devices is enabling healthcare providers
to remotely monitor patients' vital signs and health parameters,
allowing for early intervention and reducing the need for in-
person visits. Disposable testing kits and monitoring devices for
various conditions, such as diabetes, hypertension, and
pregnancy, are becoming more prevalent, enabling patients to
take control of their health from the comfort of their homes.

Europe Medical Disposable Market based on country : the
market is divided into Germany, United Kingdom, France, ltaly,

Spain and Russia. Germany boasts a well-established and hiihli
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Global Trends

regarded healthcare system. The country's robust healthcare
infrastructure includes a vast network of hospitals, clinics, and
healthcare providers. This extensive healthcare ecosystem
creates a substantial demand for medical disposables. Germany
is known for its advanced medical device manufacturing
capabilities. The country is home to numerous companies
specializing in the development and production of high-quality
medical disposables. These companies leverage cutting- edge
technologies and materials to create innovative products.

Germany consistently ranks among the top European countries
in terms of healthcare expenditure. A significant portion of this
expenditure is allocated to medical devices, including disposable
medical products. This consistent investment fuels market
growth. Germany has a strong regulatory framework for medical
devices, ensuring that products meet high-quality and safety
standards. The emphasis on adherence to quality regulations
enhances consumer trust in medical disposables manufactured
in the country.

Germany hosts some of the largest and most influential medical
device trade fairs and exhibitions in Europe, such as MEDICA.
These events serve as platforms for networking, showcasing
new products, and fostering international collaborations, driving
market growth. The German government, as well as private
investors, continually invest in healthcare and medical
technology. This financial support bolsters research,
development, and manufacturing in the medical disposable
sector. Germany is a preferred location for clinical research and
trials, attracting pharmaceutical and medical device companies.
This environment fosters the development and testing of new
medical disposable products.

In terms of product type the market is divided into Sterilization
Supplies, Drug Delivery Products, Diagnostics and Laboratory
Disposables, Disposable Masks, Non-woven Disposables,
Disposable Gloves, Dialysis Disposables, Wound Management
Products, Incontinence Products, Respiratory Supplies,
Disposable Eye Gear, Hand Sanitizers and Others (Disposable
Protective Clothing, Bedpans, Urine bags and sharps
Containers).

In Europe, as in other regions, infection control is a top priority in
healthcare. Sterilization supplies are essential for maintaining
the sterility of medical instruments and equipment, reducing the
risk of healthcare-associated infections (HAIs), and enhancing
patient safety. Sterilization supplies encompass a broad range of
products, including sterilization wraps, pouches, indicators, and
packaging materials. These supplies are used for the sterilization
of various medical devices, from surgical instruments to
endoscopes. The European region is a hub for medical device
manufacturing. Manufacturers require sterilization supplies to
package and sterilize their products before they reach healthcare
facilities. This contributes to the consistent demand for these
supplies. Hospitals and healthcare facilities across Europe rely
heavily on sterilization supplies for their daily operations. Surgical
instruments, diagnostic tools, and implantable devices must
undergo rigorous sterilization processes before use. Sterilization
supplies are crucial for surgical procedures, where maintaining
sterility is paramount. Surgical drapes, gowns, and sterile wraps
are used to create sterile fields in operating rooms. Endoscopy is
a common diagnostic and surgical procedure. Endoscopes must
be thoroughly cleaned and sterilized before each use, driving the
demand for sterilization supplies. Veterinary clinics and hospitals
use sterilization supplies to ensure the safety of surgical
instruments and equipment used in animal healthcare. Advances
in sterilization methods, such as low-temperature sterilization
techniques like hydrogen peroxide vapour and ethylene oxide

gas, require compatible sterilization supplies for safe and
effective sterilization processes. The trend toward pre-packaged
sterile medical devices, which are ready for use upon opening,
drives the demand for sterilization supplies used in the packaging
and sealing of these devices.

According to the report based on Raw Material the market is
divided into Plastic Resin, Nonwoven Material, Rubber, Paper
and Paperboard, Metals, Glass and Others. Nonwoven materials
excel in providing an effective barrier against microorganisms
and fluids, making them ideal for medical disposables where
infection control and containment of bodily fluids are critical. This
includes products like surgical gowns, drapes, and face masks.
Nonwoven materials can be manufactured to meet stringent
sterility requirements, which is essential for medical disposables
that come into contact with patients' skin or body cavities.
Nonwoven materials are known for their soft and fabric- like
texture. This quality is crucial for disposable products that need to
be comfortable for patients, such as wound dressings, bed
linens, and baby diapers. Nonwoven materials can be
engineered to be breathable, allowing air and moisture vapor to
pass through while still maintaining a barrier against liquids and
microorganisms. This is important for products like surgical
drapes and gowns to keep healthcare professionals comfortable
during procedures. Many nonwoven materials are
hypoallergenic and non-irritating to the skin, making them
suitable for medical disposables used on individuals with
sensitive skin or allergies. Nonwoven materials are relatively
easy to process using techniques such as meltblowing,
spunbonding, and needle punching. This ease of manufacturing
facilitates the efficient production of medical disposables to meet
market demand. Nonwoven disposables are designed for single-
use applications, reducing the risk of cross-contamination in
healthcare settings. This disposability aligns with the principles of
hygiene and infection control.

Based on end user the market is divided into hospitals,
Outpatient/Primary Care facilities, Home Healthcare and other.
Europe has a rapidly aging population, leading to an increased
prevalence of chronic conditions and a greater need for home
healthcare services. As individuals age, they often prefer to
receive care in the comfort of their homes. There is a growing
emphasis on patient-centred care, which includes delivering
healthcare services tailored to individual needs and preferences.
Home healthcare allows for personalized care plans, and
disposable medical products play a crucial role in this setting.
Home healthcare is often more cost-effective than inpatient care.
Patients can reduce expenses related to hospital stays and
travel, making it an attractive option for both patients and
healthcare systems. Patients with chronic diseases like diabetes,
hypertension, and respiratory conditions often require
continuous monitoring and care. Home healthcare allows for the
management of chronic conditions through the use of medical
disposables such as glucometers, blood pressure cuffs, and
respiratory devices. Patients who have undergone surgery or
medical procedures can continue their recovery at home.
Medical disposables like wound dressings, catheters, and
drainage bags are essential for post-surgery care. Infusion
therapy, including the administration of medications and fluids,
can be done at home with the use of disposable infusion sets, IV
catheters, and related medical supplies. Advances in technology
have led to the development of portable diagnostic and
monitoring devices that patients can use at home. These devices
often require disposable components for testing and hygiene.

https://www.bonafideresearch.com/product/230979893/europe-
medical-disposable-products-market
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Ecuador

Mr. Amit Dave
M. Pharm, MBA

Country Profile

The name of this country comes from the simple fact that it is
situated on the Equator (denoting the word Ecuador in Spanish).
Ecuador has Colombia in the north, Peru in the east & south and
the Pacific Ocean in the west. Ecuador has 10% of the planet’s
plant species, 8% of its animal species, and 18% of its bird
species, and is one of the largest producers of corn, cacao, rose,
banana and orchids in the world. Ecuador, in 2008, became the
first country to grant constitutional rights to nature to “exist,
persist, maintain and regenerate its vital cycles, structure,
functions and processes in evolution”, like the rights of a human
being. One more interesting point is the world-famous Panama
hats are produced in Ecuador but since Panama Canal workers
wore them, the name Panama hats became popular. The
country’s Capital, Quito, is the highest official capital city in the
world. The official language is Spanish.

The population size is 1.8 cr. Mestizo (people of mixed
Indigenous and White origin) make up more than 75% of the
population. Like a typical LATAM country, urbanization is
predominant and the urban population is 63%. As per a recent
estimate, the median age of the population is 28 years.
Traditionally this was a farming country but recently there was the
discovery of oil. Ecuador is a member of the Organization of the
Petroleum Exporting Countries (OPEC). The focus is now on
agribusiness, marine industry, mineral resources, and also
industry. This followed fast growth and progress in healthcare
expenditure, education and housing boosts.

Ecuador has become a hub for drug gangs due to its location
between Colombia and Peru, the top two
producers of cocaine in the world. There
has been a significant increase in violent
crime in recent times. In 2024, the newly
elected President Noboa declared a
temporary state of emergency in the
country because of this problem, and the
help of the army was sought in this
regard!

Regulatory Framework and

Product Classification
In Ecuador, Agencia Nacional de
Regulacién, Control y Vigilancia Sanitaria

LATAM feature)

Medical Devices Market

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

Ecuador Highlights

* A possible incremental market, with
LATAM documents available

* A future opportunity (Current - a typical

2 =%
(ARCSA) is responsible for medical devices and so, the
registration for medical devices is regulated by this agency. Like
many LATAM and European countries, the classification for
registration has four classes. The expression of each class has
changed (below) but the broad classification structure is the same.

Class I: Low-risk devices

Class Il: Moderate-risk devices
Class lll: High-risk devices
Class IV: Critical Risk devices

An authorised agent is required here also, for the outside
manufacturers. The documentation requirements are in three
parts-

Authorized representative's documents

The letter of appointment of the authorized representative,
Authorization granted by the owner (duly legalized),
Representative’s permit for operation, List of medical devices
applied for, and payment receipt

Manufacturer's documents

Certificate of Free Sales, Certificate of Foreign Government,
Export Certificate, GMP Certificate granted by the country of origin
or the ISO Certificate (all documents copies notarized).

Technical documentation

Quality reports, Sterility reports
issued by the manufacturer,
Finished product specs, Product
description (Including lists,
diagrams, and images..), Stability
reports signed by the responsible
person, Explanation of the batch
code, Labels and instructions for use
(in Spanish), Technical
specifications of the primary and
secondary packaging, an outline of
the manufacturing process (the flow
chart), Bio-functionality /
Biocompatibility reports if applicable

MEDGA PLASTIS
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Medical Devices Market

Economic growth in the country has not been very strong but this
has not affected the growth and demand of its medical device and
equipment market as per the imports data. In the healthcare
technology markets, the segment of Medical Devices is the
largest, with a market volume of US$0.84bn (larger in
comparison to per capita numbers of India). The estimated
growth rate is 5.5% p.a., almost in line with the global growth rate.

The trend of LATAM in favour of telemedicine solutions, and
innovative, technologically advanced products is observed here
also, governed by better healthcare outcomes expectations.
Market for the portable and wearable medical devices to monitor
health conditions in real time is also growing.

Life expectancy is 74 years (77 years forwomen and 71 years for
men). The heavy prevalence of tobacco use (10.6%), the
prevalence of overweight and obesity (66.8%) and insufficient
physical activity were also reported. Obesity numbers have
increased by close to 20% in ten years.

A favourable import climate but corruption in the system are
important features.

Opportunities and Challenges

Practically very low local manufacturing, longer life expectancy
and heavy import dependence along with documentation almost
similar to the LATAM countries make a case for this market as a
possible incremental opportunity, rather than a focus market, like
Chile or Brazil.

ISO 9001:2015

Certified Company

S. Nath & Co.

Excellence in Quality

Manufacturer & Exporter of
Surgical Disposable Products since 1980

FINESTER®

* Infusion Set

* Blood Administration Set
* Urine Collection Bag

* Mucus Extractor

* Umbilical Cord Clamp

* Scalp Vein Set

* Measure Volume Set

* Microdrip Set

* Tubes & Catheters

* Specimen Containers

Address:

S.Nath & Co.

B.N. Estate, Near Uttam Dairy, Sukhramnagar,
Ahmedabad-380021, Gujarat, India.
Contact No: 9825360531

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

@S=C GLOBaL

MDR 2017

ISO 13485:2016

IS0 14971:2019
ISO/TR 20416:2020
IEC 62304:2006

EU MDR

QMSR

(As release by USFDA)
MDSAP

Schedule - M

SEDEX

Management Consultants, Trainers, Customer Compliance

Training for the following (National and International)

Align Energize...

i
: Medical Devices Rules, 2017 ‘ m
: Medical devices — Quality management systems - ﬁ

: Medical es — Application of risk management to medical devices
: Medical devices — Post-market surveillancgfor manufacturers

: Medical device software — Software life cycle processes

: European Union Medical Device Regulation ‘

: Quality Management System Regulation

: Medical Device Single Audit Program <
: As per drugs and cosmetics act 2024 (Good Manufacturing Practlces for

pharmaceuticals)

: Supplier Ethical Data Exchange

Contact: Mr. Bhupesh Sood

SEC Global Consulting & Initiatives LLP
Mobile: +91 997 480 3399 / +91 95121 00909, Email: mfo@compllanceforgrowth com,
Website: www.complianceforgrowth.com p )
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Medical Devices Makers Demand 7.5% Safeguard Duty On Imports

“Excess capacity in Chinais also hurting international
prices of medical devices, especially in regions like
Africa and Middle East.”

Rising “indirect imports” from China coupled with falling exports
have prompted domestic medical device manufacturers to seek
intervention from the commerce minister Piyush Goyal. In a letter
to Goyal, the association of Indian medical device industry
(AiMeD) has said that the imports of medical devices from
countries like Hong Kong (28%), Malaysia (24%) and Singapore
(13%) have shot up in the period from April 2024 to January 2025
due to the likely diversion of Chinese-origin goods transiting
through these countries to India.

“The imports from these countries have surged in order to
circumvent regulatory restrictions from Central Drugs Standard
Control Organisation (CDSCO) on Chinese goods as well as to
circumvent trade restrictions imposed by Department for
Promotion of Industry and Internal Trade (DPIIT) on neighbouring
countries,” said Rajiv Nath, forum coordinator at AiMeD.

The letter said that the excess capacity in China is also hurting
international prices of medical devices, especially in regions like
Africa and Middle East. “Globally, the prices are under a lot of
pressure as Chinese products are being dumped due to excess

capacity. This is due to the restrictions being imposed by USFDA
and other tariff barriers being put in place by the US government
on Chinese devices,” Nath said.

The association has urged the minister to safeguard the sector by
removing zero and 5% “concessional duty” on medical devices,
and has also asked for a minimum 7.5% on all medical devices. “If
imports keep rising at the current pace, it will become unviable to
Make in India.

The sector is facing a double whammy of rising imports and
declining exports. For instance, the exports growth in the April
2024 and January 2025 averaged 6%, which was significantly
lower than 12% growth in FY24.

Even though the growth in overall imports of medical devices
between April 2024 and January 2025 (8.86%) is almost at the
same levels as in FY24 (9%), data shows that 11 product
categories have witnessed 15% surge in imports in the April 2024
and January 2025 period. This include endoscope, syringes and
needles, linear ultra sound scanners, oxygen therapy apparatus,
orthopedic apparatus, dental cement, etc.
https://www.financialexpress.com/business/industry/medical-

devices-makers-demand-7-5-safeguard-duty-onnbsp-
imports/3811827/ - April 16, 2025

AiMeD Applaud's Gujarat Government Decision for Revocation of
Dual Pricing Order on Stents

“We are very thankful to Govt of Gujarat and Health Minister Shri
Rushikesh Ganeshbhai Patel ji for promptly acting on our request
to him and Shri Mansukhbhai Mandaviya ji and assuring us that
they are repealing the discriminatory differential pricing order of
Cardiac Stents by Department of Health and Family Welfare,
Government of Gujarat. This is a major step towards supporting
Make In India efforts and instilling confidence in domestic
industry that commands over 70% of Indian Stent market and
more so for the many Gujarat based Manufacturers like Meril ,
SMT , AMS , SLTL etc. that has not only championed an Atma
Nirbhar Bharat vision of the Honourable Prime Minister but
proudly exported Brand India to over 100 Countries and employ
thousands of Indians” stated an elated Rajiv Nath, Forum
Coordinator, AiMeD.

“ADifferential Pricing Policy between the USFDA and Indian Drug
Regulators CDSCO India was going to set a bad precedent not
only detrimental to strategically importing domestic
manufacturing interests but possibly dangerous for Patient
Safety. Indian Stents are clinically validated and used in 100+
Countries including those with stringent regulations. Products no
longer sold in the USA and other developed countries, were
allowed to be implanted in Indian patients under the guise of
premium imports and a false narrative on the quality and doubts

on efficacy of Indian Stents without backing of Clinical Studies by
some Doctors lobbying on behalf of these US MNCs via a
lucrative kickback incentive system that needs to be investigated.
This assurance given to us for revocation is a welcome relief’Said
Mr Gaurav Aggarwal , Jt. Coordinator, AiMeD & Mg Director,
INvolution .

The issue was related to a Notification by Gujarat Government
that had recently introduced different prices for Stents to be used
to treat patients under the flagship Ayushman Bharat Health
insurance Scheme. According to a report by Indian Express, an
order has revealed that Stents approved by the United States
Food and Drug Administration (will be priced Rs 25,000 per Stent,
and those cleared by the Indian Drug Regulator costing less than
half or Rs 12,000 per Stent.

Currently, all Drug-Eluting Stents (DES), used to treat blocked
heart arteries, are priced at Rs 35,000. The Indian Express report
had revealed that Indian Medical Manufacturers had raised
concerns over the new pricing policy, calling it “discriminatory”
and urging the Government to “ensure fair competition” in the
market.Stent implants under the Ayushman Bharat Scheme in
Gujarat accounted for an expenditure of Rs 429 crore since the
scheme’s rollout in 2018, Indian Express reported.

Export Promotion Council for Medical Devices (EPCMD) Launched

The Export Promotion Council for Medical Devices (EPCMD),
established under the aegis of Department of Pharmaceuticals
with the support of Department of Commerce (Government of
India) and YEIDA (Government of Uttar Pradesh) in the year
2023, is a Launchpad for taking India-manufactured medical

devices globally. EPCMD is India’s dedicated agency for
propelling the nation’s medical device industry onto the global
stage.

As a strategic bridge between manufacturers, policymakers, and
international markets, EPCMD is committed to unlocking export
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potential, driving innovation, and ensuring India’s medical
technology stands at the forefront of global healthcare.

With a sharp focus on regulatory harmonization, trade facilitation,
and market intelligence, EPCMD empowers Indian medical
device manufacturers—both emerging and established—to
navigate international trade complexities and expand their
footprint. From cutting-edge diagnostics to life-saving implants,
we champion "Made in India, for the World" with a vision of
making India a global hub for high-quality, affordable medical
devices.

Whether it's advocating policy reforms, enabling B2B
partnerships, or ensuring compliance with global standards,
EPCMD is committed to work closely with the Indian medical
device stakeholders.

The Chairman Mr R S Kanar in his message on the EPCMD
website has extended “gratitude to the Government of India for
establishing the Export Promotion Council for Medical Devices
(EPCMD), a testament to the growing recognition of the medical
device sector as a sunrise industry. This initiative marks a pivotal

step in making India a global hub for MedTech innovation and
manufacturing.” He furher mentioned that “India’s MedTech
industry is ready to go global. With the right strategy,
collaboration, and innovation, we can not just compete but lead. |
invite all industry players to partner with EPCMD and be part of
this journey.”

India’s medical device exports reached USD 3.22 billion in
January 2025, growing at a CAGR of 13.35% over the past four
years. However, imports still stand at USD 7.3 billion, signalling
both challenges and immense opportunities. EPCMD is
committed to bridging this gap by enhancing global market
access, regulatory compliance, and strategic partnerships for
Indian manufacturers.

EPCMD empowers India’s medical device industry by providing
regulatory and policy support to navigate global compliance,
offering market intelligence to identify emerging opportunities,
and facilitating global networking to connect with key players and

expand reach. . .
( https://fepcmd.in/chairmans-message )

CDSCO establishes “Coordination Division” to Stramline Operations

The Central Drug Standard Control Organization (CDSCO) has
established a "Coordination Division" to better manage its
numerous tasks and streamline operations. This new division,
effective immediately, aims to free up key personnel to focus on
priority areas, such as approving drugs, regulating clinical trials,
and coordinating activities with state drug control organizations.

Key Points:

¢ New Division: A "Coordination Division" has been created
within CDSCO headquarters.

* Purpose: To streamline operations and allow key personnel to
focus on core responsibilities.

e Rationale: CDSCO faces a growing workload with limited
resources.

* Impact: This move is expected to improve efficiency and
effectiveness in the regulatory process, potentially reducing
delays in processing applications and streamlining inspections
and audits.

* Functions: The Coordination Division is tasked with preparing
monthly reports for the Cabinet, managing special
assignments from senior leadership, and other coordination-
related tasks.

CDSCO Introduces Automated Process For Compliance Certificate
Applications For Medical Device Manufacturers

The existing method has been upgraded to a new functional
online system, prompting manufacturers to re-submit fresh MSC
and NCC applications.

The Central Drug Standard Control Organisation upgraded the
provision for auto-generated Market Standing Certificate for
export purposes under Medical Devices Rules, 2017-reg.

The notice shared on April 9, 2025, stated, “The current online
application workflow for the grant of Market Standing Certificate
(MSC) and Non-Conviction Certificate (NCC) for medical devices
licensed by Central Licensing Authority is upgraded in the Online
System for Medical devices with a new workflow for auto-
generated MSC and NCC certificate.”

Therefore, the CDSCO requests all concerned stakeholders to
re-submit fresh MSC and NCC applications from the date of
issuance of this notice. Additionally, the regulatory body also
notifies that all current MSC and NCC applications received by
CDSCO in the old workflow will be automatically rejected by the
system.

Another natification from the CDSCO published on April 9, 2025,
indicates that the provision for the system auto-generated
Neutral Code under the Medical Devices Rules, 2017, has also

been upgraded. The provision will be available through the
existing online system of the Medical Devices portal.
Consequently, the existing provision for issuance of Neutral Code
by the Central Licensing Authority will be non-functional from the
date of implementation of the new procedure.

The notification signed by Dr Rajeev Raghuvanshi also mentions
that under the new provision, the manufacturers having valid
manufacturing licenses can obtain the Neutral code through the
option available in the approved manufacturing license from their
dashboard for downloading the Neutral Code.

The CDSCO requests that all the concerned stakeholders must
obtain system auto-generate Neutral code under Medical
Devices Rules, 2017 through the new provision for export
purpose.

According to the CDSCO, these upgrades were made to promote
ease of business and to simplify the regulatory procedure.

https://www.expresshealthcare.in/news/cdsco-introduces-
automated-process-for-compliance-certificate-applications-for-
med-device-manufacturers/448652/
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AMTZ Joins Hands With FORGE To Build India’s Strongest
MedTech Innovation Ecosystem

In a landmark move to accelerate India's medtech innovation
ecosystem, the Andhra Pradesh MedTech Zone (AMTZ) has
partnered with FORGE Innovation & Ventures to launch a state-
of-the-art Forge Factory, Academy, and Accelerator within the
Medivalley Research Square at MedTech Zone. This strategic
collaboration aims to build the country’s strongest innovation
ecosystem for medical technology—one that nurtures emerging
entrepreneurs, accelerates product development, and
strengthens India’s self-reliance in affordable healthcare
solutions.

In partnership with Medtech Zone, FORGE Innovation &
Ventures will establish three core components—each designed
to strengthen a distinct stage of the startup journey. The Forge
Factory will offer physical infrastructure, including labs and
prototyping facilities, where startups can build, test, and validate
their medtech devices in real-world conditions. The Forge
Academy will serve as a talent and capability development
platform, offering training, mentoring, and upskilling programs for
entrepreneurs, engineers, and researchers—focusing especially
on industrial medtech, product design, regulatory pathways, and
emerging technologies. Meanwhile, the Forge Accelerator will
support early-stage startups through curated acceleration
programmes that provide access to seed capital, business model
development, and go-to-market strategies, with a focus on both

domestic and global markets.

Dr. Jitendar Sharma, MD & founder CEO of AMTZ, described the
partnership as a significant leap toward nurturing medtech
entrepreneurs in India. “This collaboration with FORGE aligns
seamlessly with our vision to make India a self-reliant hub for
affordable healthcare technologies. Together, we will build an
enabling ecosystem for startups where innovators can fearlessly
test, refine, and launch transformative solutions,”

Echoing this sentiment, Vish Sahasranamam, co-founder & CEO
of FORGE Innovation & Ventures, said, “We are thrilled to join
hands with AMTZ, India's premier medtech zone whose
infrastructure is unparalleled in the country. Through this
partnership, we aim to build a thriving open innovation network
that not only supports startups but also contributes meaningfully
to India’s public health systems.”

The Medivalley Research Square at AMTZ already houses a
dynamic ecosystem of medical device manufacturers, research
labs, and healthcare innovators. With the addition of Forge’s
integrated support system, the zone is expected to become a
Launchpad for disruptive medtech innovations that address both
local healthcare challenges and global market needs.

https://www.pharmabiz.com/NewsDetails.aspx?aid=177334&si
a=2

Setting The Record Straight:
USTR Claims Vs India's Medical Device Policy

The United States Trade Representative (USTR) has highlighted
issues in its 2025 National Trade Estimate (NTE) report about
barriers to exporting medical devices to India. These concerns
include high tariffs, price controls, and unclear guidelines for
importing refurbished medical devices. The USTR earlier
expressed concerns about the lack of adjustments in price caps
for essential medical devices such as coronary stents and knee
implants. In this context, it is important to understand the issues
involved and address the claims made by US multinational
corporations (MNCs) via the USTR.

India’s Medical Devices Policy 2023 is an initiative aimed at
reducing the country’s 70 per cent dependence on imports,
primarily from the US, which has a significant presence in the
market. The reliance on imports has affected accessibility,
availability, and affordability, leading the government to introduce
production-linked incentive (PLI) schemes, medical device
parks, and regulatory changes under the Central Drugs Standard
Control Organisation (CDSCO), Bureau of Indian Standards
(BIS), and the Legal Metrology Regulations. The policy promotes
domestic manufacturing through medical device parks, schemes
for research and development, and fair competition, especially
for micro, small and medium enterprises (MSMEs) addressing
India's various medical and healthcare needs.

Multinational corporations, especially US-based firms, continue
to engage in anti-competitive practices such as acquiring local
companies to create monopolies and limiting the sale of essential
components like X-ray tubes to domestic manufacturers. The
Covid-19 pandemic highlighted India's susceptibility to supply-
chain disruptions and monopolistic pricing by global entities.
Nonetheless, the USTR inaccurately characterises India's policy
as protectionist, ignoring the country's legitimate requirements
for healthcare security and self-reliance.

India has banned imports of refurbished, repaired, and second-
hand medical devices to boost domestic manufacturing and
ensure patient safety. High-end new machines remain available
for those who can afford them, providing choices without harming
local industry. While this policy promotes a competitive market,
India must still tackle challenges related to availability,
accessibility, and affordability due to its large population and low
income. This move counters US MNCs’ narrative and positions
India as an emerging global medical device hub rather than a
protectionist market.

The USTR incorrectly portrays India's medical devices sector. It
criticises India's tariffs, which are nominal at 7.5 per cent, and the
Indian industry seeks a reasonable increase to 10—15 per cent to
support domestic manufacturing. The USTR also opposes price
controls by India’s National Pharmaceutical Pricing Authority
(NPPA) on coronary stents and knee implants, alleging restricted
market access for US firms. Despite this, reimbursement rates for
US-made stents in some Indian states are nearly double those for
Indian manufacturers due to unethical marketing practices,
overlooking India's affordability concerns and purchasing
capacity.

The USTR raises several concerns: regulatory challenges,
despite reforms by CDSCO and BIS; customs clearance delays,
though Indian Customs has reduced import times; and
intellectual property issues, such as patentability criteria and
compulsory licensing, which protect public health.

The USTR also objects to local content requirements, deeming
them discriminatory, despite their importance in promoting
domestic manufacturing under the ‘Make-in-India’ initiative. The
US Buy American policy similarly restricts Indian manufacturers
from bidding for US government contracts. Additionally, the
USTR objects to data privacy regulations, even though India

4] MEDICAL PLASTICS o 252

TA

SERVI



aligns its policies with global norms to protect sensitive
healthcare data. It also challenges India's standards and
certifications, overlooking their significance in ensuring quality
and safety, like the emphasis on accreditation, certification, and
standards in the US. Lastly, it protests market withdrawal
restrictions, which are implemented to prevent sudden supply
disruptions and safeguard patient interests.

The Indian medical device industry faces challenges from
international trade dynamics, regulatory barriers, and domestic
policy inconsistencies. There are external challenges — for
instance, in the West Asia and North Africa (WANA) region,
Chinese product dumping depresses prices as the US Food and
Drug Administration (USFDA) has cracked down on Chinese
imports. Similarly, in the European Union, the delays and high
costs for Conformity Euro penne (CE) certification and renewals
affect Indian exporters’ market access. Likewise, in Japan, the
weaker yen and Indonesia’s preference for local manufacturing
reduce India's competitiveness. Further, CDSCO delays in
issuing licences and Free Sale Certificates are also hindering
Class C and D indigenous manufacturers from accessing global
markets.

Low tariffs (0-7.5 per cent) discourage local manufacturing,
coupled with Harmonised System (HS) misclassification by
importers to reduce duties. Additionally, private hospitals prefer
high-margin imported brands and even inflated maximum retail
price (MRP) tags. Consequently, the benefits of low duty do not

result in lowered MRPs.

Policy updates are necessary, including revising the Global
Tender Exemption (GTE) list to remove 119 medical devices
manufactured in India. Multinational companies lobby for
mandatory USFDA/CE requirements to limit Indian competition
in government tenders. Current Government e-Marketplace
(GeM) procurement norms allow relabelled imports with less than
20 per cent domestic content without verification. Given this
context, enforcing local value addition criteria is important to
support Indian medical device manufacturers.

While exposing such misguided narratives of the USTR for
MNCs, India's policymakers should focus on supporting
domestic medical device manufacturers in any trade negotiations
to ensure the availability, accessibility, and affordability of
medical devices for India's large and low-income population.
Reliance on imports has resulted in high costs and supply
vulnerabilities, while practices by multinational corporations may
impact self-reliance. An effective Make-in-India strategy can
enhance healthcare infrastructure, reduce costs, and provide
quality medical devices to all, promoting equitable healthcare for
millions.

Rajiv Nath is Forum Coordinator, AiMeD and Ram Singh,
Professor & Head, IIFT New Delhi.

https://www.business-standard.com/economy/analysis/setting-
the-record-straight-ustr-claims-vs-india-s-medical-device-
policy-125040700952_1.htmI?1744031160

www.atplworld.com
ISO 13485:2012

Snapshot of ATPL...

- Enthusiastic and qualified workforce

- Land Area 55000 sq ft

- Production Area 30000 sq ft

- Finished Store Area 10000 sq ft

- 100% dedicated in house Molding Unit

ALPHA THERAPEUTICS PVT. LTD.

ATPL Corporate House, itforda, At KanNavat! Hotel, Sitrkhe)-Bawls Rosd, Atimedabod-382220,
Gullarat, Indla, Email; atplrlphafpgmall com (M) 0051-9374073644 (0} U091-9376809551

We are pioneer iNn Manufacturing medical devices like
nange of Infusion Sers, Blood Transfusion Sers, Measured Yolume Sers, Scalp Yein Sers evc.

- Dedicated and Well Qualified Top Management

ATPL

]Ihmmﬁq..

- 100% dedicated in house Extrusion Unit

-1SO 9001

- |SO 13485

- CE certification for 44 products

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

March-April 2025
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Press Release

QOSINA

Thousands of Stock Components

Qosina Expands Tubing Portfolio Through
New Collaboration with AdvantaPure™

Qosina, a global leader in the distribution of medical
biopharmaceutical components, is pleased to announce an
exciting new collaboration with AdvantaPure™, the high-purity
products division of NewAge™ Industries designed to anticipate
and satisfy the evolving needs of the pharmaceutical and
biopharmaceutical manufacturing industries.

As an official distribution partner for AdvantaPure, Qosina is
expanding its tubing portfolio with over 60 new tubing options,
further enhancing its extensive selection of high-quality solutions
for engineers, designers and manufacturers.

“Our collaboration with AdvantaPure marks an important step
forward for Qosina as we continue to expand our offerings and
provide greater value to our customers,” said Lee Pochter, CEO
of Qosina. “This partnership underscores Qosina’s commitment
to meeting the critical needs of the life sciences industry. With the
addition of AdvantaPure’s trusted tubing solutions, Qosina is
strengthening its ability to offer off-the-shelf convenience and
flexibility to customers worldwide.”

As part of this collaboration, Qosina will showcase this
partnership and the AdvantaPure tubing offering at its booth
(3317) during the Interphex trade show in New York, NY, April 1-3,
2025. Attendees will have the opportunity to explore the breadth
of AdvantaPure tubing available through Qosina.

To see Qosina’s new line of AdvantaPure biopharmaceutical-
grade and platinum-cured silicone tubing, visit:
https://bit.ly/4cbNt6s

About Qosina

For 45 years, Qosina has been a trusted partner to medical
device engineers, providing thousands of in-stock components
and innovative solutions to meet the industry’s evolving needs.
Serving diverse applications, Qosina’s extensive product
portfolio includes over 5,000 components across 25+ categories.
With same-day shipping, flexible order quantities and an ISO 8
Class 100,000 cleanroom for repackaging, Qosina ensures
timely, customized solutions that meet your project’s unique
demands.

About AdvantaPure™

AdvantaPure, the high-purity products division of NewAge
Industries, Inc., exists to anticipate and satisfy the evolving needs
of the pharmaceutical and biopharmaceutical manufacturing
industries. AdvantaPure is ISO 9001:2015 certified, and many of
its products meet and exceed USP Class VI, FDA, ISO, NSF, 3-A
and European Pharmacopoeia standards. All products are
manufactured, stored and shipped using the cleanest methods
possible to ensure unsurpassed product purity for the customer.

Rachelle Morrow

Senior Manager, Communications
Qosina Corp. QOSMEDIX

Email: rmorrow@qosina.com
www.gosina.com www.qosmedix.com

apro)

(taking care...Since1984)

Alpha Medicare and Devices Pvt. Ltd.

Our Product Range:

(55mm & 90mm)

Manufacturers & Exporters of Disposable Medical Devices

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

* Class 10000 Assembly [Clean Room]
* In house Imported Injection Molding Machines
*Latest ET.O. Sterilization Facilities

» Own Govt. certified laboratory to perform
Chemical, Physico Chemical, Sterility &
Micro Biological Tests.

* “Alpha-Flow” L.V. Cannula ¢ Spinal Needles
* Oxygen / Nebulizer Mask
* Nasal Oxy Set (Twin Bore)
* V. Flow Regulators

NEW PRODUCTS

¢ Gauze Swabs

* “Med-Exer” Spirometer (Three Balls)
* “Alpha Superfix” (Cannula Fixator)

* Surgical Paper Tape

* Exporting our products to almost more than 23 countries.

Contact:
Mr. Sohil Saiyed (Director)

1ISO 13485 : 2016

C€

(M) 9638979798

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

SKIII Series Generl-purpose A6 Series Advanced and Intelligent
Injection Molding Machine Injection Molding Machine

8  YIum SHPH

P-53 Series Thin-wall YR Series YIZUMI Robot for
Injection Molding Machine Injection Molding Machine

140+Years of Experience Jl 160+Patents M 200+Honors

Yizumi Advanced Processing Technology Pvt. Ltd.

Address: Plot No.1062-1063, GIDC-Il, Sanand, Ahmedabad, Gujarat — 382170.
Contact No. : +91-90999 06175 Email address: info.ind@yizumi.com Website: www.ylzumi.com



Cover the Length and Ai—d.,f/”
Breadth of India mRem

65,000 sqmt of exhibition space

A-1 of Your
Hosnital Benmrements

Medicall

INDIA'S LARGEST & NO. 1 HEALTHCARE EVENT
& HOSPITAL NEEDS EXHIBITION

ﬂ"HI|UL 43"’.E-Illlion |-552025 44* Edition | DEC 2025 5“'|:'dl| 25 _
dridrindr  dridmbdrh drdchdrh A Ak
25 | 26 | 21 19 | 20 | 21 12 13| 14 21122 ]| 23

CHENNAI NEW DELHI MUMBAI KOLKATA

CHENNAI TRADE CENTER PRAGATI MAIDAN NESCO HITEX EXHIBITION CENTER

For enquiries: +91 7305 789 789 | www.medicallin | info@medicall.in




Invisible Contribution..
Visible Success!

Rigid-Extro Soft moulding Compound o meet the standard
as per USP, IP & 1SO.

Master Balches : Food Grode & General Purpose.

PVC COLOURING COMPOUNDING
& PROCESSING

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




AMBICA MEDICARE ENGINEERING

An IS0 9001-2008 Certified Company

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

Auto - Sliding Door
Auto - Center Door
Manual Type Door

 ETO Sterilizer Plant

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

* Multicolumn Distillations Plant

* Pharmaceutical Sterilizer Tunnel

* Pure Steam Generator

* CIP System

* SIP System

* Pressure Vessel

* WFI Vessel

* Chilling Tank

* Rubber Stopper washer Sterilizer - Bunk Processer

Ambica Engg & Fabricators

Ambica Medicare Engineering
Plot Mo. 362, B/s Om Shant School, Mear Sakriba Party Pict, Amraiwadi Road, Mational Highway, Ahmedabad-380 026.
Phone : 079-25856820 Fax ; 073-25856820/25335927 M : 09426009872 / 09998716586

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




Your Vision

Perfected

Contract Manufacturing

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

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

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




Medical Device Solutions:

Your Medical Device End-To-End Provider

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

next medical device visit: www.smclid.com

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

+81 9820305171 manoj.bhardwaj@smcltd.com



Discover the future
of medical compounds

Pariner with MCPP’s dedicated healthcare team for personalized support throughout the development process.

IS0 10993 | IS0 3826 | USP CLASS VI CERTIFICATIONS

MCPP India Private Limited. A % MITSUBISHI CHEMICAL GROUP company



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

Oxygen Argon and Dry Ice since 1988

Company Highlights
B 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 & their mixtures to broad spectrum of industries.

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

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

B Have adopted Advance Cylinder Re-Conditioning System lo achieve the oplimum
product quality by reducing the moisture content from cylinders.

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

B Can Provide Duracell & Porta-Cryo to the customers requiing bulk quantity of liquid

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

(X479 R. R. Patel Industrial Gases (P) Ltd.
R Survey No. : 407, B/H Waterman Industries, Sarkhej - Bavla Highway, Village : Moraiya, Sanand, Ahmedabad - 382 213.
Mobile : 97277 22437 « GST No. . 24AAACKEITTFIZM + CIN Mo. : U99539GJ1990PTCO13969 « E mail : mpatelindustries@gmail.com

Plot No. 1501, Nr. Tikampura Patiya, Vatva G.1.D.C. Phase - lll, Ahmedabad - 382 445.0
Mobile : 97277 22435.
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CUSTOM PVC a [ Kare
MEDICAL COMPOUND POLYALLOYS

) ] Excellence Through Perfection
For Most Challenging Requirements (IS0 9001:2015 Cerified Co.)

i-Kare USPs

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

Medical
Compounds

We manufacture products according to exact
specifications of customers.

Our Medical Compounds designed to meet 7
requirements of sterilisation by ETO, steam,

Gamma Radiation. Speciality
Medical
Qur PVC Compounds are available in both DEHP Compound 1
and NON-DEHP base as per customer's :

requirement.

Our variety of Rigid PVC Compounds excels in
Gloss, high impact, clarity and yield. Rigid T
compounds are designed to withstand degradation ' Rigid

and discoloration associated with sterilisation. PVC
Compound

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

I-Kare Polyalloys Pvt. Ltd.

Sr. No. 113/3-5, Ghelwad Faliya, Dabhel, Mani Daman - 396210, INDIA
) +91 93770 00389, TAT44 47777 £ care@i-karein & wenwi-karein




Shibaura Machine

i il
O B B L VP,

All Electric Injection Moulding Machine
A S

| —I SN p_// pm———
S-Concept

30 - 3000T

b

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

Medical Component
Moulding

Fast. Precise. Consistent.

=L 230=2A0

Contact Us

shibauramachine.co.n sales@shibauramachine.co.in 9150021901 / 8925188110
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C CEPHAS Q.

Right the First Time Principles Manufacturers & Exporters
CE s of Medical Devices, Nitrile
ertinication - -
Gloves and Injection Molded
—== 150 13485:2016 com Ponents

(1Y U.S. FOOD & DRUG Z e
ADMINISTRATION Products we SpEI:IHIIZE

UK Self-Adhesive Silicone Male External Catheter

CA : Nitrile Industrial Gloves
Plastic Molded Components (Medical & Healthcare)
Rubber Molded Components

Specialty Dipped Products (In Nitrile, hlllcune
Meoprene, Polyisoprene)

Facility 1 - Chennai

We Offer

+ Cost Effective Contract Manufacturing

+ New Medical Device Product lines for
customers worldwide

Awards

+ “Outstanding Business Partner” . Facility 3
from Hollister Inc. USA for Quality and Performance

= Virudhunagar

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

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

CEPHAS MEDICAL PVT. LTD. : Phone: +91 93451 66402
B13, MEPZ Special Economic Zone, Email: cephas@cephasmedical.net

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




Available Now
in SOFT COPY

Chapters )
1 : Introduction to Medical Devices 8 : .:::":::m"ng + Technology &
& i se g 9 : Packaging & Sterilization
3 :Applicaions 10 Healthcare Practices, Procedures &
4 : Regulations & Quality Issues Techniques
5 : Markets & Emerging Trends 11 : Environment, Waste management &
6 :Innovation & Product Safety Concerns
Developments 12: Industry, Government Research &
T :Materials : Medical Polymers, Academic Institutions
Biopolymers & Other Materials

Forwa rdu" Edition)

Biemedical Technology sector positions itself in
a high value market place, but one where errars
can be very expensive. Products are highly
regulated and subjected to extensive quality
' controls,

| find here a treasure of tips and technigues put
together in a very simplified and user friendly
manner. Whether one is a teacher or a student
of Biomedical Engineering / Technology or a
manufacturer f marketer of medical devices or
a medical professional using the technology
day in and day out, dipping into this coflection
will give one valuable insight.

Dr. R. A. Mashelkar

Former Director General

Coundil of Scientific & Industrial Research & Secretary, Government of India
Department of Stience and Technology, New Delhi

Rs. 875/- (USS$ 35)

(Including Packing, Forwarding & Applicable GST Charges)
Payment Details @
http://www.medisourceasia.com/biomedical_technology/bt.htm

L MED@ ALL SILICONE FOLEY

maoe ror comrort  BALLOON CATHETER

LEELAVATHY MEDICAL DEVICES COMPANY
Ne. 11122, Paraniputhur-Kevur Service Road, Periyapanicherry,
Chennal-600128, INDIA

Ermail Id : salesi@imed.oo.in | Web : www.imed.co.in

Phone: +31 8939480062, 9684399735

Low-Cost, L W-(R!Sﬁ
Opportunity to Reach

Indian Medical Devices &
Plastics Disposables / Implants Industry

Advertise In l
MEDICAL PLASTIC

A TECHNO-ECONOMIC NEWS MAGAZINE FOR MEDICAL PLASTICS,
MEDICAL DEVICES, DIAGNOSTICS AND PHARMA INDUSTRY
SINCE 1994

Unique Opportunity For :

* Suppliers of Machinenes ! Equipments | Raw Materials / Services to Medical
Plastics Processors

+ Vendors to Medical Devices/Equipments Manufactures

* Supplying Raw Materals/Clean Room Equipments | Assemblies | Sub-
Assemblies / Components | Technology etc.

+ Medical EquipmentsiDevices Manufacturers | Suppliers and Marketing
Companies
+ TechnicaliQuality/Management Consultants for Medical Devices
IDsposables [ implant Industrias
www.medicalplasticsindia.com

Contact : CLASSIC COMPUTER SERVICES
B-4, Mandir Apartment, Opp. Jodhpur Char Rasta BRTS Bus Stop, Sateliite Road, Ahmedabad - 380015. Gujarat, INDIA.

Mobile : +81 88254 57563 / 98254 57518 E-mail : dipandya@gmail.com « info@medicalplasticsindia.com + medicalplastics@gmail.com
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Grosang with brust

O PolyTech

INNOVATIVE
SOLUTIONS IN PLASTICS

Shriram PolyTech Is focused on providing enhanced value to [ts customers in diverse application areas. Backed
by a highly gualified team of capable industry professionals and a state-of-the-art application development
center. The company has a world-class manufacturing Tacility at Kota (Rajasthan) that was established in 1964,
today ranks amongst one of the most advanced plants in the country, It [s certified by DNY for IS0 9001, I1SO
140071 and 150 45001, Shriram PolyTech's wide portfolio of "PVC COMPOUNDS" products meets the
performance requirements of a broad range of segments, such as:

| mutomotive| [Wires & Cables| | Healthcare | [Colour Masterbatches

Speciality Applications

HEALTHCARE DELIVERING A HEALTHY TOMORROW

Shriram PolyTech develops unigue ideas to improve the
means and ways of delivering better medical facilities
These grades adhere to various Indian Standards as well as
biclogical tests prescribed under Biocompatibility & USP

Clear Extrusion -

Flexible Tubings for IV Sets | Blood Bags Sheet & Tubing |
Catheter Tubing | Cardio Vascular Tubes | Suction Tubes

Clear Injection Moulding

Class V1. Shriram PolyTech ensures that all Ingredients
used in the compounds are manufactured meeting the
GMP norms prescribed by FDA. These compounds are

manufactured in a

Oxygen Mask | Drip Chamber | Connectors

Gogales | Yankauver Suction Handle

Safety

Rigid PVC

Small Bottles | Five Gallon Bottles |

state-of-the-art fully automated &

. Connectors | Suction
dedicated compounding line with class 100,000 facilities .
) ) Handle | Veterinary Tube
conforming to GMP reguirements. Customized medical
compounds are availlable for kink-free, phthalate-free,

radiation free applications

For more Information, please contact Shriram PolyTech at:

MARKETING QFFICE

Plot Mo-82, Sector-32, Inst. Area, Gurugram
122000, Haryana, India Ph: +91-124-4513700
WORKS

Shriram Magar, Kota-324004, Rajasthan, India
Ph: +81-744-2480011-16, +91-744-2480210

Divisional Sales Office

MUMBAI

10E, Arun Chamber, 1st Floor, 80, Tardeo Road,
Tardeda, Mumbai - 400 034 Maharashitra, India
Ph.: +91-22-23512152-54

Scan the @R Code to

Wisbsite: wwwshrirampolytech.com | Email: Info@shrirampolytach.com wisit aur website




TEKNIPLEX

Healthcare

Improving
patient health
Is the only

mission that

Mmatters.
-

Compounts & Tikbng TEKNIPLEX

Materials Science Solutions
Barrier Solutions

Solutions for Diagnostics Tekni-Plex.com/healthcare

Crirvesh Rai

TekniPlex, #78, 79 Ecatech-l Extn, Gautam Buddha Magar, Greater Moida,
Uttar Pradesh-201310, India | Mobile: #91-7428919120 +91-9599258151

E: dinesh ralitekni-plex.com
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L n Validation

add value

Disinfectant
Validation

Method
Suitability &
Validation

Physical
Properties - Tensile

A COMPREHENSIVE TESTING LAB FOR -
MEDICAL DEVICES & SURGICAL PRODUCTS

TRUSTIN, an esteemed testing laboratory within the Medical Device industry, is Accelerated
honoured to possess accreditations from both NABL and CDSCO. With a focus on ‘ ; =
Testing & Validation services, TRUSTIN caters to a wide spectrum of Medical Device : Ageing/ Stability
classifications, from Class A to Class D. Their remarkable expertise is evident in y Studies
providing unparalleled services for regulatory submissions and ensuring ’
unwavering product quality assurance.

TRUSTIN recognizes the significance of adhering to regulatory standards in the e © Sterile Barrier
medical device sector. Our testing services adhere to BIS, ASTM, ISO, and EN I System - Package

guidelines. e i Seal Integrity

TRUSTIN maintain a strong quality management system to ensure the accuracy,
reliability, and traceability of our results.

With our extensive array of testing services, cutting-edge facilities,and experienced
team of professionals, TRUSTIN is dedicated to aiding in the advancement and Antibacterial
assessment of safe and efficient medical devices. We aim to be a reliable partner for . : :

all our customer, providing reliable data and valuable insights to facilitate regulatory & ; Antituberculosis &
approvalsand enhance patient safety. Antifungal activity

Hygiene

(@)1 Eas Product Testing

WhatApp

TRUSTIN ANALYTICAL SOLUTIONS PRIVATE LIMITED Clean Room

©) RK Complex, First Floor, Plot No. 303/8, & Mumbai Office My "% Validation - Air

: % 125,1st floor,
B-Block, Thiruneermalai Road, Commodity Exchange Building, Sampling, Swab &
Parvathy Puram, Chrompet, Plot no.2,3 &4, Sector 19 ,Vashi, v Settle Plate
Chennai - 600 044, Tamil Nadu, India. Navi Mumbai 400705 -
(® 044-22731006/ 98400 40883 3 +917092923302

O vinusha@trustingroup.in (D customercare@trustingroup.in www.trustingroup.in



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

INDIA

www.medicalfair-india.com

International Exhibition
and Conference

TWO LOCATIONS,

TWICE THE IMPACT Hal4 &5, Bharat Mardapar
SAVE THE DATES FOR 2026!

SEPTEMBER 2026
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Bombay Exhibition Center
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ﬁ; enguiries@mdrtox.com
Ul'ﬁdl' www.mdrtox.com

MDR Lahnra'll'ngin_ Put Ltd

commilied Lo scignbific & service excelidnc

LEADERS IN

BIOCOMPATIBILITY TESTING,
CHEMICAL CHARACTERIZATION
AND BIOLOGICAL SAFETY
ASSESSMENT OF

MEDICAL DEVICES.

= Strong Scientific Reputation

and Regulatory Experience.
+ Cost Effective-and High-Quality Testing
« Currently worke with companies

in 50+ countries.

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

s Committed to scientific and Dr. T S Kumaravel MD, PhD, DABT, FRCPath Dr. 5 S Murugan PhD
sarvice excellapce, Chairman Managing Director
_ = T . . :
800+ S0+ 1200+ - 7000+
Client Countries Devices Biocormpatibility

TESTING DOMAINS

* Parsonal Care

= Raw materials

Test Facility UK IRELAND UsA

444 Gokulam Strest 4 Exchange, Colwarth Liee Wiew Howse, Suite 10N #1005,
Mathur, Chenna Schanoe Park, Eauth Terrace 4701 Sangamore Boad:
BOO0ES Sharnbrock, Cork Bethesda,

MDA ME431LE | | MO 2080



QOSINA

Thousands of Stock Components

Manage fluid
control seamlessly

Working with Qosina is like stepping into a
candy store for engineers. We offer an
assortment of components to meet your
every needjust like our pinch clamps.

With over 100 configurafions available in various
materials, sizes and colors, youre sure to
discover the perfect fit,

Whether youre conceptualizing, designing or
building, your ideal component is ready and
waiting. Pretotyping with Qosina has never
been sweeter!

Shop pinch clamps and thousands of in-stock
medical components at qosina.com.




