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L__ LUBRIZOL
LIFE SCIENCE
Lubrizol Thermoplastic Polywrethana [TPL] ara recognized forthair history

of use INn medical applications

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

Tecothane ™ and Pellethane” known for their flexibility and wide range
of propertias

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 strength and impact resistance.

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

Reach out to us al Lubrizol.com/Health
Rajnish.Singhi@Lubrizal.com for samples and product inftormation




” HighRich]a

il E= 7S ER  Precision Extrusion Machinery Co. Ltd.
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Exirusinn Lines
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Extrusion lines for: single tube, double/multi
lunmen tube, double/multi row tube,
doublefthree 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, PR PA,
PEBAX, PVC, PC, PETG, PS, FER, PVDE PFA,
PTEE, ETFE, PEEK, PPSU;

Dimensional tolerance; + 0.02mm~0.10mm
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EWENE Extrusion Machinery Co. Ltd.
No.1 Industrial Park, Baiteng Village, Taoyuan West Rd, Shishan Town, Manhai District, Foshan City, Guamgdong, China Tel:+86-757-86407 501
Fax:+56-757-86407500 www.chinahrj.com.cn E-mail: why@chinahrj.com.cn
| Whatsapp\Wechat:+0086-13928609286, +0086-13434861212, +0086-13229219297, +0086-133267 86657
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Innowvation is life

Ensuring Safe and Healthy

MEDICAL
PLASTICS

Drying...at the heart of it all

Bry-Air Knows Drying Best

Waonder Dryer Nano
(Bry-Dry 80X Series) Desiccant Dryer

BRY-AIR (ASIA] PVT.LTD.

21C, Sectar-18, Gurugram = 122015, Horyand, India
E bryairmarketing@pahwiacom & www.bryairoom

Connect with +918826990350

our Alrginears® for .

solutions \zd 18001027620
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/@ Celanese

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

Santoprene® TPV

For syringe and autoinjector
components

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 o critical tolerances and demonstrate specific
material characteristics to maintain dose integrity and meel 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 autoinjector= Drug integrity and Product consistency
specific solutlons patient safety S5 and avallability
Enabling ease ol infeclion Delivering improved b Glebalflecal manulacturing
and accurate dosage leng-lerm sealing ensures secunty of supply;
cantral perlafmance, WEP Class VI, 1S0-10993, DMF

Syringe and autoinjector applications

Scan and download

solulion showtase - E?FIHQESEUDDEFDFDlUngE‘l’tiPS
= Syringe caps or needle covers
%&E s Stoppers and seals in PFS and non-PFSsyringes and autoinjectors
CH
’-i,'rcehn.e-se]
%@fﬂ ‘ Visit healthcare.celanese.com to learn more

® s e | ordownload our solutions showcase using the QR code.

Learn more about Celanese India's commitment to the medical and pharmaceutical industry.
celanese.com +31-22-62596200 | healthcare@celanese.com

Colorass® Sanioprene ® TH, S0, ynless sthesaiee roted aoo b adesnarks of Celsness o2 4 atilaie

Copryright B 2024 Colkna s of 151 alfillates. &l righls nesarvd



¥ raumedic

Biopharma
Single-Use
Solutions

1 AN
Fr
ISO 13485

A

Contact us!
Raumedic Pte. Ltd. - asia@raumedic.com - Mobile: 00919740899661

raumedic.com/pharma




HUSKY"

NEXT-LEVEL HOT RUNNERS
& CONTROLLERS )

Contact us to learn
more about hot runners
and controllers

Chennai Office

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

Phone number :
044 27476400




KSM NANOTECH INDIA

KNOWLEDGE 4 SCIENCE 4 MARKETING

Globally Approved Medical Polymer Solutions
for Your Industry Need

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, WEACH_E liance,

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

Contactuson: O\

Email : in‘fn@ksmnanntech.com

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




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




JAIN RUBBERS

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

Injection Sites / Latex Bulbs

Float Valves / 'Y' Conn. Discs

Stoppers / Needle Covers
Manufacturing and Exporting Medical Rubber Products since, 1992. Stestollnenhadate

I1ISO - 9001:2015 certified.

JAIN RUBBERS PVT. LTD.

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

Email: jainrubbers@yahoo.com

Website : www jainrubbers.com

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

7 e Life 0 Line Technologist

TECHNOLOGIST
FOR COMEORT IN REATHING Plot No.: 864/1, Near Indian Petrol Pump, Hirapur Cross Road, Mahemdabad Road, Ahmedabad -382435. Gujarat, India.
Mob.: +91 9898162576 « Web.: www.lifecline.com = Email.: lifeoline2011@yahoo.com

(AN IS0, CE, WHO & GMP CERTIFIED COMPANY|

Manufacturers & Exporters of Disposable Medical Devices

ANESTHESIA & RESPIRATORY CARE UROLOGY & NEPHROLOGY

= Nasal Cannula - Adult / Paed / Neo * Urine Bag - All Type

+ Oxygen Mask - Adult [ Paed + Urine Bag With Urometer o
High Concentration Mask * Hemodialysis Catheter Kit .
Nebulizer Mask - Adult / Paed * Neltan Catheter
Nebulizer Kit With Mask & T Pes. » Blood Tubing Set

Swivel Mount - Std & Exp.

T Oxygenator With Tubing
Breathing Filter - All Type

3 Ball Spirometer

Ambu Bag - Adult / Paed / Neo
Ventilator Circuit - All Type

Bain Circuit - Adult / Paed
Endotracheal Tube Plain & Cuf fe
Aircusion / Anethesia Mask

B-pap Mask & C-pap Mask All Type

INFUSION THERAPY

« Central Venous Catheter
* Pressure Monitoring Line
3-Way Extension Line
Measure Volume Set
Dial Flow Regulator

L I I T S I I )

Multiflow Ventury Mask - Adult { Paed

+ AV Fistula Needle
» DJ Stent - All Type

GASTROENTROLOGY
* Mucus Extractor

+ Infant Feeding Tube
* Ryles Tube

+ Stomach Tube

* Kher T Tube

* Levins Tube

+ Selum Sump Tube

SURGERY & DRAINAGE

+ Suction Catheter

* Thoracic Drainage Catheter
= Abdominal Drainage Kit

+ Close Wound Suction Set

* Yankaur Suction Set
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+ Nebulizer Compressor Machine AN 1SO 9001:2015 y '3
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« ECG Paper & ECG Accessories AN 1SO 13485:2016 ﬁ
+ Patient ID Belt WHO & GMP ' MAKE I INOIA
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+ Oxygen Flow Meter
« Caiftary Ponel CERTIFIED COMPAN




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

L

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 ¥Y0z242

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

£ 070N, Ml sad WMillken i bagiloded brsdermaiby of MBLen & Cesmparsy.



Elastomer Technik

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

Medical & Pharmaceutical Applications.

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

Our Range Of Products Includes:
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Our Quality & Standards Certificates:
= DINENISO9001 Quality management « DINENISO 14001 Environmental management
* DIN EN ISO 13485 Quality management for medical +« Cleanroom EG-GMP-guideline Annex 1 cleanrcom
devices class D &15014644-1 (class 8)

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

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 + Maodels | 30,000 + Customers

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

MAKING MACHINE
o L
R b |
' Aol .
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BLOOD FILTER CONTINUOUS
MAKING MACHINE BELT SEALER

DISPOSABLE HAND
GLOVE MAKING FOIL & CAP SEALER INDUCTION
MACHINE MANLUAL HAND PRESS TYPE CAP SEALER

oF

L1221

E

SEALING MACHINE

MOTOR GEAR WITH VACUUM +

LIGQUID CUM OPERATED NITROGEM GAS SEMI-AUTOMATIC
L' SEALER CREAM FILLER PASTE-CREAM FILLER PURGING FOIL & CAP SEALER

R

SHRINK PACKAGING |
MACHINE TUBE SEALER ' VACULUM SEALER

Akums Drugs&Pharmaceuticals Lid 9. Claris Life-science Ltd 17 Marck Bio-science Lid
. Ahlcon Parenterals India Ltd 10, Core Healthcare Ltd 18.Paras Pharmaceuticals Ltd
. Albert David Lid, . DSM Sinochem Pharmaceuticals 149.Pfizer Pharmaceuticals Ltd
. 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 Healthoare Lid . J B Chemicals & Pharmaceuticals Ltd 24 Zoetis Pharma Research Pyt Lid
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Eewa Engineering Co. Pvt. Ltd.
1, Anant Estate, Opp. Comet Estate,

Rakhial, Ahmedabad - 380 023, B eewaeng
Guijarat (INDIA) Email : contact@eewaengineering.com

caflin T IRl IR TP 1S www.eewaengineering.com
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TR 3024 . ‘ RESEARCHLABSPVT.LTO.
— Ultimate solution...

(1SO 17025:2017, OECP GLP, AAALAC, & USFDA approved Lab)

Globally Ranked Top 10 Lab for Medical Device Testing*

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

* In=vitro Cytotoxicity * Chronic Toxicity Test » Degradation Testing (150 10993-8,
Testing (150 10993-5) (0 10953-1) 150 10993-13, 150 10893-14 &

150 10993-15) Toxicokinetic study of
* 5kin Sensitization * Implantation Test (IM/Sc/ Dogmda‘tian)ﬁuduc!s {ISI::: 1D'99:¥—IS}

Testing (150 10983-10) Intrascular) Intra-biliany [

i Intra- arterial) {1$010983-8) * In-vitro Skin Irritation Test
*® [rritation or Intracutanecus (IO 10993-23)

Reactivity Test (150 10993-23) * Ganotoxicity Tests
{Amss,m-m BANT) * In-vitra Skin Sensitization

* Acute Systemic Toxicity 150 10993-3 & 150 10993-33) Test {150 109493-10)

Test (150 10093-11) o ompatibility Test o |

i . BT pa I asls * Mucosal Membrane leritation Test
* Material Mediated (150 10993-4) {oral, Ocular, Penile, Vaginal &
I. Biocompatibility Testing |  Pyrogen Test (150 10093-11) s Garcinogenicity Test Rrectal) (150 10893-11)
(s por 190 10983-a018) | * SUb-Acuto Systemic Toxicity RS- - e
' Test (IS0 10893-11) Sub-Chrenic s peproductive [ Developmental  Flon (BEP) & BER

Touxicity Test (15010993-1) Texicalogy (150 10993-11) * Toxicological Risk Assessmant

& Chenmitol Charactarization 3. Blotogical Testing of &, Microliological 5. Packaging Testing & . stability Testing 7. Mok, PPE, Glaves
fiztrectablo & Loashakio Rgray Material of Tasting Setvices Tranapat Volkiation Serdiced & Toatile Tonting
Tosting of Row Moteriof & Plomtics, Rubber, Shuedy
Finizhaed bt al Denviors Sioon, Polymon, el

B
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&, Porformance Tewting T Parforrnancs L Clirilcal Stusdy 1. Reguintory Dossher
ol Medical Toating of Rapkd In Davelopmant Sorvices feir) Proparation
Dericns Wilio Diognostic Kits For Davices

Email Your Inquiry On : info@accuprec.com
I — %

~

e
ol
SO0t 2015

Ty,

lIr----'\-c-' nc\;l
r

| \\..'._.f

NORTH AMERICA OFFICE: REGISTERED OFFICE: e
Fittstourgh, PA, USA Cpp. Zydus Pharmez, Changodar-Bavla Highway,
CAMNADA OFFICE: MNedar Matoda Pﬂtll'fﬂ, FPo. : Mﬂtﬂ"ﬁﬂ, Ahmedabad

sudbury, ON, Canada 382 213, Gujarat, INDIA,
*As per two Independent Reports Published by:

1) Credible Markets, USA https:/ ftiy/60dto
2) MR Accuracy Reports, Canada https:/ ftiy/c4-g2

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




www.kljindia.com

WE VALUE
YOUR

| FEEDING NIPPLE

TOTAL SOLUTION IN PLASTICIZER & POLYMER COMPOUNDS

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

We care fior Clean-Room GME Biocompatibilities and Healthcars
standards as per USP Class-Vl, ISO 10152:2002/ IS0 3828:2013,
IS0 109932013, IS 10148 & 15 10151, California -85 RoHS,
REACH compliances.

We ara IS0-9001:2015, 1S0-14001:2015 and IATF-168949
certified. Our taboratories are accrediated by ISONEC-17025 and
R&D center is approved by DSIR. Steps forward for certification of
IS0-13485 for Medical device Quality Management System.

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

L

RANGE OF PLASTICIERS

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

RANGE OF COMPOUNDS

PVC | TPE | PP| TPR | EVA | XLPE-PERCXIDE | SEMICONDUCTIVE
| XLPE-SIOPLAS | ZHFR | EPR | PE | MASTERBATCH-FVC, PE &
LUNIVERSAL |

COMPOUNDS FOR APPLICATIONS

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

Phthalate Free / REAGH Compliant Plasticizers availlable

Tel: #9111 4142742728029 | Faoe +91 11 25459709 | Email: defhi@ldjindia.com

Mumbai; +91 22 61830000, mumbai@kfindia.com | Chennai: +91 44 42383622, chennai@kiindia.com
Folkata: +91 33 22823851, kolkata@idjindia.com

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

Trust Built on Performance

KLVAD-01/ 21-015
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CUSTOM PVC : | Kare
MEDICAL COMPOUND POLYALLOYS

) g Excellence Through Perfection
For Most Challenging Requirements (IS0 9001:2015 Cerified Co.)
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i-Kare USPs

= |-kare has an extensive selection of Medical and

General PVC Compounds specially designed for Medical
Extrusion, Injection and Blow Moulding. Compounds
We manufacture products according to exact
specifications of customers.
Our Medical Compounds designed to meet f" \:
requirernents of sterilisation by ETO, steam,
Gamma Radiation. Speciality {
Medical :
Our PVC Compounds are available in both DEHP Compound pf—{
and NON-DEHP base as per customer's - -
requirement. ;
Our variety of Rigid PVC Compounds excels in
Gloss, high impact, clarity and yield. Rigid :
compounds are designed to withstand degradation ' Rigid
and discoloration associated with sterilisation. PVC
Compound

Our Medical PYC Compounds are tested and
complies to the global requlatory requirement of
ISO 10983 and ISO 38286,

I-Kare Polyalloys Pvt. Ltd.

5r. Mo, 113/3-5, Ghelwad Faliva, Dabhel, Nani Daman - 396210. INDIA
) +91 93770 00389, TBT44 47777 £ care@i-karein & wenei-karein




Shibaura Machine

All Electric Injection Moulding Machine
AN A

[ —I WS p_§// m——
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 2305A T i

Contact Us

shibauramachine.co.n sales@shibauramachine.co.in 9150021901 / 8925188110




Yizumi HHPM

“140+Years of Experience J 160+Patents M 200+Honors

SKIII Series Generl-purpose P-53 Series Thin-wall
Injection Molding Machine Injection Molding Machine

VM Series Vertical Plastic YR Series YIZUMI Robot for
Injection Molding Machine Injection Molding Machine

Yizumi Advanced Processing Technology Pvt. Ltd.
Address: Plot No.1062-1063, GIDC-Il, Sanand, Ahmedabad, Gujarat — 382170.

Contact No. : +91-90999 04175 Email address: info.ind@yizumi.com Website: www.yizumi.com
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Developing from
Concept to commissioning

* Drug Device Combination Medical Devices

- Development
- Regulatory Landscapes in EU & USA
- Global Markets i )
- - Plastic Materials & Components Used
Dr. T 8 Kumaravel 4 Dr. Atul Sardana
Fewindar Chalrman Chaimian, Alla Corpusches Pyl Lid,
GLR Labaratories, UK » Biological Evaluation of Medical Devices i

* Medical Device Sector:
Comparing with Pharmaceuticals

* Book Reviews
- Applications of Polyurethanes in Medical Devices
Anil Chaudhari - Plastics For Cardiovascular Applications s

Faurder A Tribute to Prof. M 5 Valiathan
Dpeson Stralegst The Pianees of Medical Devices Development in india

Medical Device Packaging
-Development & Manufacturing
Andustry Demands

-Anti-Microbial Packaging
-Evaluating Microbial Barrier Qualities
-Thermoforming Automation

-PLA : For Healthcare Packaging

Falgun Jani
Busrass Head - ‘
:ldla Ragion . .
rcetes s [V]edical Plastics Global Markets a
-Recent Advances Venenzuela -
TEEhI'IDhg}' -Safe & Effective Production ‘ =
- Nano composite Dental Materials -Circular Economy i

-Ureteral Stents Technology

W SPE INDIA MEDICAL PLASTICS DIVISION  py oot Sintsh Kumar Balivada

AMTE Co-ordinabor for SPE INDUA

EDLI_ABDRATES WITH AME [r—— MEDICAL PLASTICS DIVISION

INDIA & CEO. Addive Marufachuring. AMTZ

Now
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Medical Grade Polymers: Importance of Change Management for Regulatory Compliance

In medical devices industries, a change management plan is crucial for maintaining regulatory compliance
and ensuring product quality.The materials have to meet design needs such as mechanical, thermal,
chemical as well as biocompatibility requirements. It is also important to have safety of long term supply with
constant quality.

Plastic Additives and Role of Plasticizers in Medical Devices

Plasticizers play a key role in sensitive applications such as medical tubing and other device components by
imparting the flexibility, durability and elasticity required to resist kinking and other failure modes. Plasticisers
are selected for their ability to meet critical application requirements while maintaining biocompatibility and
enhancing clarity.

Plasticizers for Medical Grade PVC Applications: Safe Alternatives.

As part of their commitment to innovation, continuous improvement of safety, performance and cost-
efficiency, companies within the medical PVC value chain have progressively made available a wide range of
alternatives to DEHP plasticizer for medical applications, which are approved by the European
Pharmacopeia.

Polyurethanes as Biomaterials in Medial Devices

Dr Ajay D Padsalgikar, Ph.D., Technical Director, Bioling Inc. USA

Polyurethanes are a class of polymers that are prominently used in various medical device applications.The
use of polyurethane formulations in different areas of medical devices is well established, However, given the
versatile nature of these materials combined with their inherent biocompatibility, newer application areas are
emerging.

The Use of Radiopaque Fillers in Medical Material Manufacturing

By Joseph Wilson, Business Development Manager , PEAK Performance Compounding, LLC., USA
Radiopaque fillers are mineral and metal powders incorporated into polymers to enhance their visibility under
X-ray and fluoroscopy. The use of radiopaque fillers enables healthcare professionals to monitor the
placement, movement, or functionality of a medical device inside the body to deliver lifesaving therapies.
This is critical for minimally invasive medical procedures.

INDUSTRY PERSPECTIVE

Medical Device Sector Needs Government Support

Himanshu Baid, Chairman, National Medical Technology Forum, CII
Highlights of Views Expressed By Mr Himanshu Baid on how Exports of India's med-tech industry could
reach USD 20 bn by 2030

QUALITY

Ensuring the safety and performance of latex medical examination gloves

Dr. Gijo Raj, Scientist, Division of Polymeric Medical Devices, Biomedical Technology Wing, SCTIMST,
Trivandrum.

The quality of latex medical examination gloves is critical in delivering safe and effective healthcare in
hospitals. They not only help ensure patient safety but also help protect healthcare workers from diseases
that spread through cross-contamination. The article explains test method to ensure testing & performance
of examination gloves.

November-December 2024
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Navigating the Regulatory Landscape: A Comprehensive Overview of MedTech Regulations in India

Dr. Nagpal Mn Solutions, New Delhi

The Medical Device Rules, 2017, serve as the cornerstone of the regulatory framework for the MedTech
industry in India. The licensing process entails the submission of detailed technical documentation, testing
reports, and evidence of compliance with quality management system (QMS) standards such as ISO 13485
or the Vth Schedule of MDR 2017.

GLOBAL TRENDS

Healthcare Plastic Waste Management Challenges & Opportunities: Case Study

Most of the hospital waste is being disposed of in landfills or is incinerated. However, 85% of the hospital
waste generated is non-hazardous, meaning itis free from patient contact and contamination. This combined
with the high-quality of the plastic waste results in strong potential for recycling as explained in the case study
detailed in the article.

GLOBAL MARKET : MEDICAL DEVICES

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

Argentina Highlights: Heavy dependence on imports, Very high healthcare spending by the country, Easy
regulatory regimen, High future growth expectations

AiMeD & REGULATORY UPDATES

» DoP Releases Operational Guidelines For Strengthening Of Medical Device Industry Scheme

» Govt's New Medtech Scheme Will Help Domestic Players Give Up Pseudo Manufacturing & Restart
Actual Production: AiMeD

* 'India Fourth Largest Medical Devices Market After Japan, China And South Korea": Union Minister
Anupriya Patel

INDUSTRY AWARD

SMC Medical Manufacturing Pvt Ltd Receives Cll Industrial Innovation Award 2024

INDUSTRY NEWS

 India’s Homegrown E-beam Technology Sterilizes 5 Million Medical Devices.
* New Material Designed For Medical Device Tubings Mimics The “Natural Behaviour Of Blood Vessels.”

PRODUCT GALLERY

o afeions

Bry-Air Enhances Medical Plastics: Advanced Solution for Medical Polymers Treatment

PRESS RELEASE

Lee Pochter Appointed CEO of Qosina as Scott Herskovitz Becomes President
and Chairperson of the Board

EVENTS

Medicall Kolkata 2025: East India's Largest & No.1 Medical Equipment Exhibition

DID YOU KNOW?

About Ultra Engineered Polymers (UEP) for the Medical Device industry?

There has been a profound shift in the medical industry where procedures have aimed to become more
minimally invasive, quicker and more effective.

Due to their unique performance attributes, UEPs can work in environments and applications in which
common engineering polymers would fail.
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January 2022 to March 2022

* Cover Story : Medical Plastic Innovations
Changing the Face of Healthcare Industry
(January - February 2022)

e Cover Story : Designing Medical Polymer
Solutions for Environmental Sustainability
(January - February 2022)

e Materials : PVC — A Material of Choice for
Life-Saving Devices
(January - February 2022)

Technology : The Future of 3d Printing in

Medical Sector

- Mr. Jay Parekh, Shlok Solutions,
Ahmedabad (January - February 2022)

* Global Trends : PVCMed'’s contribution to the
Circular Economy
- SABIC Launches Bio based, Certified
Renewable High- performance Amorphous
Polymer (January - February 2022)

* Did You Know? : About Reasons Why
Plastics Are Essential to Patient and Health
Worker Safety (January - February 2022)

e Cover Story Importance of Physician
Contribution to The Development of Medical
Devices (March - April 2022)

e Cover Story : Innovation & Development In
Medical Plastics/ Devices & Pharma
Packaging
- Mr. Kishore Khanna, Managing Director,
Romsons Group Private Limited & Jt. Forum
Coordinator, AiMeD (March - April 2022)

* Quality : Importance of Biocompatibility for
Medical Polymers and Regulatory
requirements
- Dr. K. R. Navaneethakrishnan, MSc, ERT,
Assistant Director, GLR Laboratories Pvt. Ltd.
(March - April 2022)

* Quality : A Risk-Based Framework for
Biocompatibility Assessment
(March - April 2022)

* Quality : Understanding Who Certify For ISO
13485 (March - April 2022)

» Global Market : Rapidly changing regulatory
scenario and its roll for the Medical Device
health care products
- Mr. Amit Dave, M. Pharm, MBA, Former CEO
Brazil operations/VP Export — Zydus Cadila,
Claris Lifesciences (March - April 2022)

e Global Trends : About Biocompatible Fabric -
The Future of Medical Textiles?
(March - April 2022)

e Did You Know? About Important

Thermoplastics Used in the Healthcare
Industry (March - April 2022)

About Ultra Engineered Polymers (UEP)
for the Medical Device industry?

There has been a profound shift in the medical industry where procedures
have aimed to become more minimally invasive, quicker and more effective.
This requires medical devices and their components to use updated and
advanced, high performance polymers.

There are a wide range of these ultra-engineering high temperature polymers
but many of them are somewhat new to the plastics industry and some are
relatively uncommon. Many of these advanced materials fall under the general
description of high heat polymers.

There is a wide range of UEPs and many are described also as “high-heat”
polymers due to their required high temperature processing conditions and
heat resistance — the major ones being PEEK, PPSU, PSU, PESU and PEI.
They have added a level of performance to plastics that was relatively

unknown until not that long ago.

With a drive within the medical industry to A
improve patient outcomes using minimally E i,
invasive, quicker procedures, traditional

materials have not been able to meet the

necessary requirements. Due to their

unique performance attributes, UEPs can
work in environments and applications in
which common engineering polymers
would fail. From high temperature
exposure, exhaustive sterilization requirements, aggressive chemistry
handling, high tensile strength/flexural modulus needs, or excellent dielectric
properties, UEPs allow for solutions in the most challenging of applications.

Ultra-engineering polymers have very good chemical resistance which makes
them ideal for the hospital environment and the many harsh chemicals and
drugs that plastics can be exposed to. The physical properties of ultra-
engineering polymers also out perform all other standard engineered
polymers in the areas of tensile strength, flexural strength and impact
resistance.

All of these ultra-engineering materials require specialized extrusion
equipment, purpose designed tooling and the knowledge of unique processing
methods.

B
tshell....

“The gift of knowledge is a far higher
gift than that of food and clothes,
it is even higher than giving life
to a man, because the real life of
man consists of knowledge"

-SWAMI VIVEKANANDA
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Medical Polymers & Medical Device Industry

Polymers and Modern medical Devices are like “made for each
other”. Many medical device applications would not be feasible
without extensive collaboration of Polymer technology and
Medical discipline.

The cover story explains how Change Management is crucial for

maintaining regulatory compliance and ensuring product quality for suppliers of
medical polymers. The key objectives include reducing operational risks, ensuring
product safety, and maintaining compliance with industry standards.

Polymer Additives

Various types of additives are used to improve processability, to ensure stability
against deterioration due to heat during processing and to visible and ultraviolet light,
to prevent fire, and for other functions of plastic materials along with biocompatibility.

This issue covers two important additives, Plasticizers & Radiopaque Fillers
especially commonly used Poly vinyl Chloride (PVC)

Aplasticizer is a substance that when added to a material, usually a polymer, makes
it flexible, resilient, and easier to handle. The editorial research article introduces
plasticizers used in a variety of PVC-based medical devices as well as the new and
safe alternatives.

As explained in another very well researched article by Mr Joseph Wilson, Business
Development Manager, PEAK Performance Compounding LLC, USA, Radiopaque
fillers are a revolutionary addition to medical polymer manufacturing and contribute
to the vast growth and success of the Minimally Invasive Surgical Market. Their
ability to provide device visibility, while also maintaining biocompatibility makes them
a cornerstone of modern medical engineering. The article introduces various
materials used as fillers and critical medical device applications requiring use of
these materials.

Polyurethanes as Biomaterials in Medical Devices

The lead article by Dr Ajay Padsalgikar, a pH.D. Technical Director, Bioling, USA
highlights important aspects related to Polyurethanes in Medical Device
applications. Polyurethanes, in many cases, form the core of these medical devices.
The article highlights important properties and applications of Polyurethanes in
critical care Medical Devices.

Ultra Engineered Polymers (UEP) in Medical Devices

Procedure in Medical industry have become more minimally invasive, quicker and
more effective. This requires medical devices and their components to use updated
and advanced, high performance polymers. The “Did You Know “column introduces
wide range of ultra-engineering high temperature polymers , the major ones being
PEEK, PPSU, PSU, PESU and PEI. They have added a level of performance to
plastics that was relatively unknown until not that long ago.

Quality Testing & Regulations

Dr Gijo Raj, Scientist, Division of Polymeric Medical Devices, SCTIMST, Trivandrum
explains the test method to ensure safety & performance of latex examination gloves
in accordance with related quality standard. An article by Dr B N Nagpal, Mn
Solutions, New Delhi covers a comprehensive overview of MedTech regulations in
India.

This issue also includes our regular columns on Association & Industry News,

Product Gallery and more.
LR,

él‘

any opinion expressed herein.
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Medical Grade Polymers: Importance of Change Management
for Regulatory Compliance

In industries like pharmaceuticals or medical devices, a change
management plan is crucial for maintaining regulatory
compliance and ensuring product quality. The key objectives
include reducing operational risks, ensuring product safety, and
maintaining compliance with industry standards such as FDA
regulations.27 Sept 2024

A change management plan is a structured approach to handle
modifications in processes, products, or policies within an
organization. The primary objective of this plan is to ensure that
changes are implemented efficiently while minimizing
disruptions.

It is important to maintain stable and consistent product quality
over lifetime of a Medical Device Product for the safety and
comfort of the patients. This requires stable and consistent
quality of the materials / components used in the manufacturing
of the Medical Devices.

Selection of appropriate material / polymers for medical
application products at the beginning of the development process
is very important.

As defined in the VDI 2017 document, “ Polymeric
plastics and refined plastic preparations and
formulations (masterbatches, blends, compounds)
are called “Medical Grade Plastics” (MGP) when they
are intended for use by a given manufacturer in the
manufacture of finished products in the following
application areas :

01 Medical Devices in accordance with regulatory
requirements.
02 In-vitro Diagnostics in accordance with regulatory

requirements

03 Primary Packaging for Medical Devices / Pharmaceuticals
and other medical application products as specified in VDI
2017.

As on now , no US or EU guidelines or standards exist for clearly
defining the medical grade
plastics.

The materials have to meet
design needs such as
mechanical, thermal ,chemical
as well as biocompatibility
requirements. It is also important
to have safety of long term supply
with constant quality.

The consistency of a formulation
is regarded as the essential
requirement for constant
properties. It also includes
consistency in components and
raw material suppliers as well as
consistency in the material
manufacturing process.

The material suppliers may be
required to share documentation
on formulation consistency with
the customer on request.
Information transfer has to be
covered by corresponding non
-disclosure agreements.

Sorage &
Transportation

Manufactunng
Re-Manufactunng
Assambly

Integrated

Supply Chain
Management

Polymer grades inevitably undergo changes but they should be
kept to minimum. The process of change has to follow a
prescribed approach

The material manufacturer should first evaluate changes that
affect consistency particularly those with respect to possible
impact on product properties.

In such cases, corresponding information has to be given to the
customer along with a change notification.

The customer has to evaluate the changes with respect to impact
on his product and takes up activities necessary to implement the
change for his product. It means verification of the product
properties affected by the change.

During this period, the security of supply by material that has not
undergone change yet has to be provided by the manufacturer.

The installation of change management process is another
requirement for Medical Grade Plastics.

The material supplier can provide supply guarantee either by
installing a secondary production line or simply providing safety
stock that can be used in case of stop of material production. The
quantity of safety stock has to be agreed upon between supplier
and customer.

How to Manage Change for Medical Devices?

Managing change in the medical device industry comes with
unique challenges. The US FDA's requirements for medical
device changes emphasize the importance of documenting
every step in the change control process.

Examples of common changes in medical devices include design
modifications, software updates, or material substitutions. A
strong change management plan ensures these changes are
implemented without compromising product safety or
performance.

Why Do You Need One?

Developing, coordinating, and implementing a change
management plan is valuable for
many reasons. With a proper
plan, you can:

* Avoid Regulatory Non-

Compliance and Fines: No
q A more worries about non-
urchasing/ . .
Supgplier compliance or the costly fines
Farnemng associated with it when you can
manage change efficiently and
smoothly.

* Mitigate Risks and Ensure
Product Safety: With a
structured approach,
organizations can reduce risks
that could compromise product
safety.

* Improve Overall Operational
Efficiency and Reduce
Costs: A change management
plan streamlines processes,
reducing delays and
associated costs.

e Enhance Stakeholder
Communication and
Collaboration: It ensures

Inventory.
Management
-and Contral

Demand &
Lead Time
Managemaent
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clear communication with stakeholders, leading to
smoother transitions and more aligned teams. By addressing
these areas, a change management plan becomes essential
for both compliance and business success.

Benefits of a Change Management Plan

Having a well-structured change management plan drives
multiple benefits, including:

* Increased Product Quality and Reliability: It ensures that
changes are carefully evaluated, reducing errors and
enhancing product performance.

¢ Improved Patient Safety and Satisfaction: Especially in
healthcare sectors, a robust change management system
safeguards patients by minimizing risks associated with
product changes.

e Enhanced Organizational Reputation and Trust:
Organizations that consistently meet regulatory standards are
seen as reliable, earning the trust of customers and partners.

* Stronger Regulatory Compliance and Market Access: A
solid change management process helps companies avoid
compliance issues, allowing smoother market access.

What are the Key Elements of a Change

Management Plan?

An effective change management plan consists of several

essential components:

1. Change Control Process: A clear procedure for evaluating,
approving, and implementing changes to ensure all

stakeholders are aligned.
. Impact Assessment:

Conduct a thorough impact

assessment to understand the impact on product, process,
people and technology.

. Risk Assessment and Mitigation: Identifying and mitigating
potential risks associated with each change to minimize
disruption and ensure safety.

. Communication and Stakeholder Engagement: Keeping
all stakeholders informed about changes and their potential
impact to ensure smooth transitions.

. Documentation and Record keeping: Comprehensive
documentation is required to maintain regulatory compliance,
from initial change requests to final approvals.

. Monitoring and Evaluation: Regularly assessing the
outcomes of implemented changes to ensure they meet
quality and compliance standards.

These elements work together to ensure changes are managed
in a controlled and compliant manner.

Ref :

01 VDI 2017 — Medical Grade Plastics ( MGP )

02 Article on “Stability and Continuity” by S.Roth as published

TPE Magazine- 3/2019

03 https://www.qualityze.com/blogs/fda-change-management-

plan
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Opportunity to Reach

Indian Medical Devices &
Plastics Disposables / Implants Industry

Unique Opportunity For :

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

» Vendors to Medical Devices/Equipments
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Plastic Additives and Role of Plasticizers
in Medical Devices

Plastic additives are chemical substances that
are intentionally added to plastic materials to
achieve a physical or chemical effect during
processing of plastic or in the final material or
container. They may consist of a single chemical
substance, a polymeric substance, or a defined
mixture of different components.

Various types of additives are used to improve
processability, to ensure stability against
deterioration due to heat during processing and to
visible and ultraviolet (UV) light during use, to
prevent fire, and for other functions of plastic
materials.

Plasticizers In Medical Devices

A plasticizer is a substance that when added to a

material, usually a polymer, makes it flexible,

resilient, and easier to handle. There are more

than 300 different types of plasticizers described

of which between 50 and 100 are in commercial

use. The most commonly used plasticizers are

phthalates. In Western Europe, about one million tons of
phthalates are produced each year, of which approximately
900,000 tons are used to plasticize PVC. The most common are
dioctyl terephthalate (DEHT), di-iso-nonyl phthalate (DINP) di-
iso-decyl phthalate (DIDP), and di(2-ethylhexyl) phthalate
(DEHP). Plasticizers are used in a variety of PVC-based
products.

Softness and flexibility are key properties of medical devices.
This is, for example, crucial for tubing that goes inside the body,
which must be as soft as possible for optimum patient treatment
and comfort. In order to make PVC medical devices soft and
flexible, a plasticizer is added to the PVC compound.

Plasticisers play a key role in sensitive applications such as
medical tubing and other device components by imparting
the flexibility, durability and elasticity required to resist
kinking and other failure modes. Plasticisers are selected
for their ability to meet critical application requirements
while maintaining biocompatibility and enhancing clarity.
Plasticisers are essential to maintaining a medical device’s
long-term functionality.

Producers now offer non-phthalate products that contain ISCC-
certified recycled content (including content derived from
molecular recycling), plus bio-derived inputs.

A wide range of plasticizers for medical applications are now
included in the European Pharmacopoeia, which sets Europe's

legal and scientific standards for delivering high-
quality medicines in Europe and beyond.

. Plasticizers are not chemically bound to PVC and
may therefore leach (leak, migrate) into the
surrounding environment. The biological
properties of the phthalate plasticizers used in
PVC, especially DEHP, have been the subject of a
very substantial amount of research.

As a consequence, concerns have been raised
about the implications for human health and to the
environment of three particular properties of DEHP
observed in experimental animals/other
experimental systems, namely, the potential to
cause: reproductive and developmental effects,
endocrine disruption and testes toxicity,
peroxisome proliferation in the liver and thereby
increase the incidence of liver cancer in rodents.

DEHT is main plasticizer used in PVC-based
medical devices.

Medical Device manufacturers across the industry
face increasing pressure from regulators, governments and
consumers to produce more environmentally friendly products.

( Ref : https://www.medicalplasticsnews.com/news/teknor-
apex-to-deliver-more-sustainable-polymers/ )
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Plasticizers for Medical Grade PVC Applications: Safe Alternatives.

The phthalate DEHP used to be the main plasticizer in medical PVC due to its technical
properties and low cost. The substance has been under increasing scrutiny by
regulatory and medical authorities, and in the EU its continued use in high-risk medical
devices after 31 December 2027 and in low-risk medical devices after 31 December

2028 require robust justification.

As part of their commitment to innovation, continuous improvement of safety,
performance and cost-efficiency, companies within the medical PVC value chain have
progressively made available a wide range of alternatives to DEHP plasticiser for
medical applications, which are approved by the European Pharmacopeia. T

e “l_, ’ _u“ ‘&” -

PVC is the single most used plastic for disposable medical
devices such as masks, tubing and bags. Most of the PVC-based
medical devices are soft, which requires that a so called
plasticiser is added to the compound. For many years the
plasticiser of choice was the phthalate DEHP. Based on its
toxicological profile the substance has been under increasing
scrutiny by regulatory and medical authorities.

Under the EU Medical Device Regulation, the continued use of
DEHP in medical devices after 31 December 2027 for high-risk
devices and 31 December 2028 for medium- and low-risk
devices requires a justification according to the latest relevant
scientific committee guidelines. Under the EU’s chemical
regulation REACH, the use of DEHP in the remaining
applications will have to be terminated by 14 December 2024, or
in medical devices by 1 July 2030.

The plasticiser industry has invested more than €6 billion in
developing safe alternatives. For medical applications, the
European Pharmacopoeia lists since 2016 the following
plasticisers as replacements for DEHP: DINCH, BTHC, TOTM
(TETHM) and DEHT (DOTP/DEHTP). These plasticisers can
replace DEHP in virtually all instances, also in blood bags.

Not all Plasticizers are alike

A main concern related to plasticisers is that they can migrate,
leach, or evaporate from the products as they are not chemically
bound to the PVC matrix. Medical
treatment can lead to high
exposure to DEHP. Though they |
can all make PVC soft, not all
plasticisers are alike. The
observed adverse effects of
DEHP and other low molecular
weight (LMW) phthalates are
caused by their specific
molecular structures. As the
molecular structure of the DEHP
substitutes are very different,
they migrate far less and do
not show the adverse effects

like LMW phthalates.

The producers have thoroughly

tested their new substances. Please note that the development of
these alternative plasticisers started years ahead of REACH!
Now, under the EU chemicals regulation REACH — which is seen
as the strictest in the world — it is up to industry to prove that a

substance is safe. REACH requires chemical manufacturers to
register substances with the
European Chemicals Agency if they are used on the market.

The REACH system ensures that for any plasticiser currently
produced safe use can be demonstrated. Regarding medical
devices, which are regulated specifically by the Medical Device
Regulation, the safe use and benefit-risk analysis in the intended
applications need to be provided by the medical device industry.
The data used for these safe use determinations for medical
devices comprise acute toxicity, skin and eye irritation,
sensitisation, repeat dose toxicity, genotoxicity, carcinogenicity,
reproductive and developmental toxicity, and endocrine
disruption. As all these chemicals are dual use materials, the
whole environmental hazards are covered by the REACH
information requirements.

The four plasticisers used in medical devices as listed in the
European Pharmacopeia (DINCH, BTHC, TOTM and DEHT)
have been used for more than 20 years. No adverse effects have
been observed. In addition to the studies undertaken to satisfy
the REACH information requirements, DINCH, BTHC and DOTP
have been subject to repeat dose toxicity testing on the
intravenous route — for a time period that is sufficient to do a
safety assessment for medical applications.

About replacing PVC altogether to avoid
plasticisers?

Plasticisers are among the world’s most researched substances.
Some LMW phthalates have shown to exhibit adverse effects on
health and environment, other plasticisers have not. The
chemical industry has developed safe alternatives which are
based on their comprehensive toxicological profiles safe for all
the intended uses. These
alternative plasticisers have
substituted LMW phthalates
nearly to 100% in Europe.

To avoid plasticisers, some are
calling to phase out PVC with
other materials that do not
require plasticisers to be
softened. However, just because
a plastic material does not need
plasticisers, it does not mean it is
free from additives that may
migrate into the body with
possible adverse effects. Today,
10,000 substances are used to
provide different properties to
different plastics. According to a
recent study, nearly 25% of these chemicals have been identified
as substances of potential concern because they meet EU’s
persistence, bioaccumulation and toxicity criteria. Thus, if PVC
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as such is merely replaced by other plastics, regretful substitution
cannot be ruled out.

As mentioned by PVCMed, following third-party bodies have
assessed the safety of the DEHP substitutes :

* The substitutes are not classified as hazardous according to the

CLP Regulation
*DINCH and DEHT were subject to PACT and REACH \‘\ JIMIT MEDICO
compliance checks by ECHA. For some other substances /‘A SURGICALS PVT. LTD.

minor formal requirements need to be completed to comply with
increase production volumes under REACH AN ISO 13485 : 2012 &c GCERTIFIED COMPANY

*Listed for medical applications by the European

Pharmacopoeia Manufacturers & Exporters of
* Meet requirements of the EU Medical Device Regulation Disposab|e Medical Devices

 Evaluated by the European Food Safety Authority (EFSA) . . . .
* Evaluated by the French Agency for Food, Environmental Infusion Set, Blood Administration Set,

and Occupational Health & Safety (ANSES) IV Cannula, Urine Bag, Catheters, Gloves,
+ Evaluated by the Danish Environmental Protection Agency HIV KITs, Ophthalmic KITs, Ophthalmic Knives
+ Evaluated by the Swedish Chemicals Agency (Blades), Cap, Mask, Gown, Drapes, Bandages,
* Evaluated by European Commission’s Scientific Committee Dressings etc.

on Emerging and Newly-ldentified Health Risks (SCENIHR) . 1 . . .
« Toxicity Reviews by US Consumer Product Safety Commission SpeCIahzed ] Handlmg Large Quantlty

« Assessment by the Australian Inventory of Chemical & OEM / Contract Manufacturing
Substances (AICS) Fact -16.R hod N Vi | Rail

* Peer-reviewed publications by the US NSF (health advisory ac ory'. » hanchodnagar, INear vinzol Raftway,
board chaired by the US EPA) Crossing, Vatva, Ahmedabad-382445, INDIA

(Ref N httpS//pVCmed Ol’g/hea/thCare/p/astiCiserS-for-'meqica/- Tele - +91 '79'25835567, +91-79-25834850
applications/)

E-mail: info @jimitsurgicals.com ¢ Web: www.jimitsurgicals.com

Manufacturer And Exporter Of a SO _9001-2000

wide range Of Medical Devices

Facilities : Controlled Molding Area, Clean Room of Class 10000, ETO Gas Sterilization
Pla nt along with all other amenities and equipments required for manufacturing and testing
of Medical Devices. The Company also have certified Laboratory to perform Physico-

Chemical, Sterility, Micro-Biological Tests. o
Products : Infusion Sets, IV Cannula, Burette Set, Scalp Vein Set, Extension Lines, Three DN\W

. . . main domains of :
Expertise & Experience : Infusion Therapy,

— OEM/Contract Manufacturing. . . Transfusion Therapy,
— Supply of Components for Medical Devices. Dialysis,

Gastroenterology,
Urology, Anesthesia,
and Surgery.

ISO 9001 : 2000 & ISO 13485 : 2003
Products available with CE marking

3 Way Stopcock, Peritoneal Dialysis Set, Blood Administration Sets, Blood Lines, Feeding REGISTERED

O Tube, Ryle’s Tube, Levin’s Tube, Stomach Tube, Colostomy Bag, Urine Bag, Urine Meter, FIRM
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The complex nature of the human body is inherent in its structure,
from the smallest building block of the cell to their collection as
tissues, the formation of organs from tissues and the contribution
of organs to their particular system and ultimately to the entire
body. It is important to note that all these processes are
interrelated and thus no part of the body, whether it is the smallest
cell or a complex body system, works in isolation from each other.
It is this fine-tuned balance that results in homeostasis and is
important in the maintenance of health. Disease, on the other
hand, is the disruption of this balance or homeostasis.

Medical Devices and Polymers

Medical science continues to advance in both disease treatment
strategies and the understanding of medical conditions.
Management of the diseased state of the body is frequently done
using medical devices. Concurrently with the advances in health
care, there is an increased use of medical devices targeted to
treat several conditions. Plastics constitute an important part of
medical devices. Plastics have an inherent advantage over
traditionally used materials, such as glass and metals, in medical
devices. Plastics are lightweight, inexpensive and often
compatible with bodily fluids. Most plastics are also comparable
in density to the body and thus are easier to incorporate into the
body. They, for the most part, also have a high degree of
resistance to chemicals, both natural and synthetic, that make
them suitable for being used
in medical applications. The
role of nature and properties
of plastics in the correct
functioning of a device is
critical. Very often the
selection of the plastic can
dictate the efficacy of the
device and the treatment of
the disease.

Many medical devices are
implantable systems. These
devices are implanted inside
the human body and perform
critical functions in the
regulation of some bodily
functions. Polymers form the
core of many of these
devices, and the properties of the polymeric material allow
greater functionality of the device. The implantable devices are
further divided into short term implantable and long-term
implantable devices depending on the duration of the dwell time

Polyurethanes as Biomaterials
In Medical Devices

Dr. Ajay D Padsalgikar
Ph.D., Technical Director, Bioling Inc. USA

of the implantable device inside the body. Most devices shorter
than a 90-day dwell time are classified as being short-term
implants.

Polyurethanes as Biomaterials

Polyurethanes are a class of polymers that are prominently used
in various medical device applications. Polyurethanes are a
widely researched class of polymers and find applications in
numerous technical areas, with their properties ranging from
hard plastics to soft gels and applications ranging from furniture
foam to shoe soles to surface coatings. The polyurethane group
of materials is characterized by the presence of the urethane
bond; the urethane bond is formed by the reaction of the end
groups of isocyanate and hydroxyl on the reacting molecules.
Since the existence of the urethane bond describes the
polyurethane polymer, this implies that the molecules on either
side of the end groups could take on many different forms. This
flexibility implies that polyurethanes can possess a wide
spectrum of properties. Depending on the polyurethane
formulation, materials can be made soft or hard, elastomeric or
rigid, thermoplastic or thermoset etc.

For polyurethanes to be used in medical applications, the
property of biocompatibility is critical. A material is said to be
biocompatible when the material does not elicit any undesirable
response from the host upon coming in contact with the elements
of the hosts’ body. Therefore,
by not generating any
negative responses from the
cellular or tissue structures,
the material then allows the
appropriate function of the
implanted device that the
material either makes up or
supports.

Different characterization
techniques exist to assess
the biocompatibility of a
material. The tests depend on
the duration of the implant
and its function of the material
in the device. Some of the
basic tests of biocompatibility
include quantification and identification of any substances that
leach out from the material under conditions that mimic the
conditions that the material experiences inside the body. The
response of the cells in contact with the material (cytotoxicity) and
the response of the genes in contact with the material
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(genotoxicity) form the basic tests for biocompatibility.

Polyurethanes can also be formulated as biologically stable or
biologically degradable systems. Abiologically stable formulation
is one that can resist the action of body fluids and not lose any
functionality over time; this property makes them suitable for the
construction of long-term implants. A biologically degradable
formulation, on the other hand, can be broken down into easily
digestible and harmless elements over time. This degradation
can be programmed to occur either at a specific time or upon a
specific action. This property makes biodegradable
polyurethanes attractive options in
areas such as drug-device
combinations and regenerative
medicine.

Biological stability, often referred to as
biostability, can be defined as the ability
of a material to withstand the biological
environment within the human body
without degradation. It is seen that
upon the implantation of a medical
device inside the body, the body’'s
immune system immediately responds '

to the new object and treats it as a

foreign object. As a result, different

active species aided by enzymes attack

the foreign object with an aim to destroy

the foreign object. In addition, the

material also has to withstand the environment within the body
thatis mainly hydrolytic in nature. The response of the material to
these environments determines the degree of biostability of a
material. The biostability of a polyurethane formulation
determines the suitability of a material to be used in implantable
medical devices.

The best measure of biostability for any polyurethane used in a
medical device is the actual data coming from clinical use.
However, before the actual application in the clinic there needs to
be a test that will indicate how the polyurethane formulation will
behave under the conditions of the bodily environment. Animal
trial is one method to ascertain material performance in in-vivo
conditions. An appropriate animal model is chosen for the trial
and either the finished device or the polyurethane on its own is
implanted. Several researchers have also worked on the
development of a representative laboratory or in-vitro test to
replicate the in-vivo conditions. Many methods also try to
accelerate the tests in order to get confidence of the long-term
performance of the material in the body. It has been frequently
noted that in-vitro tests in general and accelerated in-vitro tests in
particular do not correspond to results from in-vivo conditions and
this has been attributed to the complexity of body environment
and the inadequacy of in-vitro models in successful replication.

Applications of Polyurethanes in Medical
Devices

Major bodily systems, cardiovascular, orthopedic, neurological,
urinary, digestive etc. have been treated through the use of
medical devices for their functional disorders. Polyurethanes, in
many cases, form either the core of these medical devices or
assistin the device functionality. Some examples of their current
commercial usage are listed below.

Polyurethane formulations have been used in the space of
cardiac surgery, cardiology, cardiovascular and structural heart
for decades. One area of polyurethane use is in the field of
cardiac arrhythmia. Cardiac arrhythmia is the disruption of the
electrical activity of the heart that results in the irregular beating of
the heart. Implantable devices can address the issues of a fast-
beating heart, tachycardia (heart beats > 100 beats/min) or a

Artificial cardiac |
pacemaker |

slow beating heart, bradycardia (heart beats <60 beats/min).

Pacemakers are designed to treat bradycardia whereas
Implantable Cardioverter Defibrillators (ICDs) are used to treat
tachycardia. Pacemakers and ICD devices consist of a metallic
can and wires that go along the blood stream inside the heart
muscle (Figures 1 and 2). The can is implanted subcutaneously,
usually below the collar bone. The metallic can, usually made
from titanium, houses the main electronic circuit and the battery
for the operation of the circuit. Aplastic cap isjoined on to the top
of the can, this cap also known as the header acts as the link and
connects the electrical signals from the wires to
the electronics in the can and vice versa. The
wires, also referred to as leads, have metallic
conductor coils made out a Nickel — Titanium
alloy, and these are covered with an insulation.

The header of a cardiac device needs to have a
certain hardness and be transparent. These
properties are essential as the connectors from
the wires are metallic. A hard header is
required to be relatively inflexible with respect
to the inserted conductors. Transparency is
desirable to visually ensure the correct
placement of these conductors. In many
devices, the header is made from a hard grade
polyurethane. Polyurethane headers are
injection molded and joined to the cans using
both mechanical interlocks and silicone
adhesives.

The materials used for the insulation of pacing leads are a very
important component of the pacemaker or defibrillator device.
Any issues with the material in the application can lead to failure
of the lead to sense and regulate the current flowing through it
and subsequently lead to device failure with serious
consequences. The medical device industry has used, for
decades, polyurethane materials for lead insulation. There were
issues early on concerning the biostability of the insulation,
however, with the use of greater biostable polyurethane
compositions, made comprising either polysiloxane or
polycarbonate-based materials, the longevity of the devices has
remarkably improved. The leads with greater biostability have
shown longevity of up to 20 years.

Heart failure is a major affliction affecting millions of people
across the world. Heart failure causes an insufficient supply of
blood to the body, this causes a volumetric expansion of the left
ventricle in order to keep up with the requirements of the body.
This volumetric expansion weakens the heart muscle and further
increases the size of the left ventricle. Aventricular assist device
(VAD) is a mechanical pump that's used to support heart function
and blood flow in people who have ventricles that have
significantly weakened and can no longer provide adequate
blood supply to the entire body (Figure 3). Polyurethanes have
been used in the construction of pump housing and flexing
components. Here the advantages of blood compatibility and
mechanical properties of the polyurethanes are utilized.

In all the implantable devices, accurate placement is of
paramount importance. Using the properties of biological and
blood compatibility, flexibility, toughness and robust mechanical
properties, polyurethanes are frequently used as delivery
catheters.

There is widespread use of polyurethanes in neurological
applications, especially in neurostimulators. Neurostimulation
therapies employ approaches that apply electromagnetic energy
to specific anatomical targets to induce neuromodulation of the
corresponding neurological network. Many fundamental design
concepts of neurostimulators are very similar to cardiac
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pacemakers and defibrillators, this is because the requirements
of both technologies are similar. Polyurethanes are widely used
in neurostimulation devices as the insulators for leads and
extenders, they are also used in the fabrication of headers on the
top of stimulators. Many of the requirements, like the use in
cardiac pacemaker and ICD devices, need the polyurethanes
used to demonstrate excellent biostability and mechanical
properties.

With the range of structural possibilities in polyurethanes offering
a wide spectrum of physical properties, polyurethane
formulations have always been of great interest in orthopedic
applications. Polyurethanes are considered as alternative
materials for hard-on-soft bearings in artificial joints.
Polycarbonate-based polyurethane is used in a cushion-bearing
system as an acetabular socket (Active Implants, LLC Memphis,
TN). The same material was also used to develop a meniscal
implant for knee joints. A polyurethane formulation based on
biodegradable polycaprolactone and butane diisocyanate used
to develop meniscal implants. Clinical outcomes showed
favourable outcomes with the implant (Actifit® from Orteq)
demonstrating promotion of meniscal regeneration.

Another aspect of polyurethane material properties is to act as
selective membranes allowing permeability of desired species.
This property is used effectively in continuous glucose monitoring
(CGM) devices. CGM devices are used for monitoring glucose
levels continuously by people with either type | or type |l diabetes.
A continuous glucose monitor takes a reading on set intervals
with a small electrode placed under the skin and held in place by
an adhesive. Atransmitter attached to the electrode sends data to
a separate receiver. CGM devices, based on the glucose oxidase
enzyme, require the transmission of oxygen and glucose to the
enzyme in afixed ratio. Theratio is decided mostly by the specific
design features of the device and is obtained by the fine tuning of
the composition of the polyurethane membrane that surrounds
the enzyme.

Emerging Applications

The use of polyurethane formulations in different areas of
medical devices is well established, however, given the versatile
nature of these materials combined with their inherent

biocompatibility, newer application numerous areas are
emerging, a few of these are noted below.

Polyurethanes can be effective drug carriers or excipients, and
drug delivery devices is a growing area for fabrication with
polyurethanes. Drug and device combinations can be designed
in coordinated strategies to elicit mutually reinforcing effects and
provide, in certain circumstances, significant medical
advantages over administering both the drug and the device in
their conventional, separate forms. Formal regulatory recognition
and development of the combination device design motif
worldwide is relatively new, with flexible performance feature and
biotechnology both advancing on many contributing fronts,
combination products represent a promising new opportunity for
improving implanted prosthetic device performance and
associated quality of life issues. Drug delivery occurs mainly
through diffusion of the drug through the polymer matrix. Since
drugs can be both hydrophilic and hydrophobic, the ability of the
polyurethanes to accommodate the differing polarity of the drug is
an important aspect.

In the cardiac space, aortic valve replacement is seen as the
therapy for severe cases of aortic stenosis. Aortic valve
replacement is mostly done using a surgical procedure with
either a mechanical or a tissue valve. Traditional heart valve
replacement devices are either animal tissue based or are metal
based mechanical devices. A combination of favorable physical

and chemical properties combined with its flexibility in processing
techniques have been the main attractions for the use of
polyurethanes in fabricating heart valves leaflets. Issues of
oxidative stability, hemocompatibility, thrombosis and
calcification have slowed down the use of polyurethanes as heart
valve leaflets in commercial devices. Thrombogenicity and
biostability have been addressed by two different groups Strait
Access Technologies and Foldax Inc. and their versions of TPU
heart valves, both surgical and TAVR, are in clinical trials.

The use of polyurethanes in biosensors relies upon the selective
nature of permeation of polyurethane membranes. This selective
nature is dependent on the chemical formulation as well as the
morphology of the material. The wide range of formulations that
polyurethanes are capable of, enable materials to be developed
that allow permeation of molecules of interest while blocking
other species. This property is used in the development of
sensors that have the ability to analyze analytes of interest.

In summary, the expanse of properties of polyurethanes,
stemming from their versatile chemical and morphological
nature, make them attractive for use in different applications
areas of medical devices. The areas include well-established
ones and newer ones emerging.
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Advanced medical devices are built on high-quality polymers,
meticulously engineered through melt process compounding to
deliver specialized, performance-boosting properties. The use of
common metals, (also known as radiopaque fillers) in medical
device manufacturing has become increasingly popular to
enable the production of devices that are not only durable and
biocompatible, but also detectable under X-ray imaging
technology. This article explores
the use of radiopaque fillers in
medical device manufacturing,
including properties, benefits,
and market applications.

The Role of
Radiopaque Fillers in
Medical Plastics
Radiopaque fillers are mineral
and metal powders
incorporated into polymers to
enhance their visibility under X-
ray and fluoroscopy. These
fillers provide contrast by
absorbing radiation, making
devices and instruments
distinctly visible against
surrounding bodily tissue. The use of radiopaque fillers enables
healthcare professionals to monitor the placement, movement,
or functionality of a medical device inside the body to deliver
lifesaving therapies. This is critical for minimally invasive medical
procedures, including cardiac catheterization, neurological
catheterization, orthopedic surgery, endoscopy and

Joseph Wilson,
Business Development Manager
PEAK Performance Compounding, LLC.

The Use Of Radiopaque
Fillers In Medical Material
Manufacturing

4

PEAK

PERFORMANCE

COMPOUNDING, LLC

postoperative monitoring.

Common Radiopaque Materials

The most commonly used radiopaque fillers include Barium
Sulfate, Bismuth Subcarbonate, Bismuth Oxychloride and
Tungsten. The use of one filler over another is determined based
on a set of factors, including base resin, desired radiopacity,
aesthetic color/appearance and
cost.

Most fillers are highly
biocompatible, making them
safe for bodily contact, whether it
be short term or even long-term
implantation. Additionally
common radiopaque fillers are
highly customizable, allowing for
formulation tailoring based on
specific device requirements.

Barium Sulfate (BaS0O4) is a
high-density, white powder with
excellent radiopacity and
chemical stability. Barium
Sulfate is highly compatible with
a range of polymers, including
those most commonly used in
the construction of minimally invasive medical catheters,
including Polyether-block Amide (PEBA), Nylon and
Thermoplastic Polyurethane (TPU). Barium Sulfate is the most
cost-effective radiopaque filler and commonly compounded at
loading levels of 10-40% by weight, with some
compounds requiring up to 60% loading.

Bismuth Subcarbonate (BI202C03) is a higher cost filler that
offers a high degree of radiopacity and can typically be used in
smaller loading volumes when compared to Barium Sulfate.
While Bismuth Subcarbonate can be used with a range of
polymer types, it often results in processing challenges in some
TPU grades of resins and yellowing can occur when processed at
high temperatures.

Bismuth Oxychloride (BiOCI) offers excellent radiopacity,
thermal stability and chemical resistance. It is highly compatible
with a range of polymers, offering uniform distribution and
dispersion when melt compounded. Bismuth Oxychloride also
offers aesthetic benefits due to its pearl-like appearance and
often vyields surface finish enhancements for extruded and
injection molded products, with slightly lower coefficient of
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friction.

Tungsten (W) is known for its high density and excellentimaging
properties. In high precision applications, such as marker bands
and micro-sized catheters, Tungsten offers the ability to be added
at very high loading levels (up to 90% by weight) for the highest
degree of traceability. Tungsten also offers the highest degree of
temperature resistance when compared to other radiopaque
fillers and is compatible with a wide range of thermoplastics and
elastomers.

Integration with Polymers

Radiopaque fillers are incorporated into polymer matrices using
twin-screw compounding techniques. Filler dispersion ensures
uniform radiopacity and preserves the mechanical properties and
biocompatibility of the base polymer, while also minimizing
surface imperfections.

Optimal results can be achieved through strategic equipment
configuration, precise feeding controls, and tailored compound
formulations. The polymer-to-filler ratio is highly customizable,
depending on the desired radiopacity and performance
characteristics of the final device, allowing for application-
specific solutions. Additional additives, including colored
pigments, polymer reinforcements, lubricants and processing
aids can also be added.

Applications in Medical Device Manufacturing
Catheters, Stents & Tubing

Radiopaque compounds play a pivotal role in diagnostic and
interventional procedures, particularly in cardiac and
neurological catheterization. Applications include angiography
catheters, angioplasty catheters, and stents, where radiopaque
markers are strategically integrated along the length of the
catheter to guide precise placement and deployment of
therapeutic intervention. Similarly, stents enhanced with
radiopaque markers ensure accurate positioning within blood
vessels to effectively alleviate artery blockages. This innovation
in minimally invasive surgical techniques has revolutionized
cardiac care, significantly improving procedural accuracy while
minimizing patient trauma and recovery time.

Guide Wires and Needles:

Radiopaque coatings and engineered compounds enable
visibility of guide wires and needles during insertion and
manipulation, thereby improving accuracy during biopsies and
vascular access procedures.

Surgical Instruments

Metal-reinforced plastics are
used to manufacture durable and
lightweight surgical instruments.
These radiopaque materials
enhance the visibility of surgical
tools, helping physicians
accurately locate and manipulate
instruments in real time. &

Radiopaque polymers are often utilized in two forms, including
instrument coatings and or embedded markers on tips and
edges. Specific tools that utilize radiopaque compound
technology include forceps, scissors, clamps and endoscopy
instruments.

Implantable Devices

Implantable devices, including orthopedic screws and spinal
implants often include radiopaque materials to facilitate
placement and healing. Regulation is heightened for these
applications, where contact with blood and bodily tissue extends
beyond thirty days.

PEAK Compounding Expertise

PEAK Performance Compounding has extensive experience
with formulating, processing and manufacturing radiopaque
compounds for a variety of medical applications, including those
in contact with the body for less than thirty days. Radiopaque
formulations fall under the RADIENCE™ product
line and are fully customizable.

RADIENCE™ Radiopaque Compounds are manufactured in a
dedicated white room environment to provide the highest level of
quality control. RADIENCE™ Radiopaque Compounds can be
formulated using commaodity resins (TPEs, Flexible PVC, PE, PP,
PS and ABS), engineering polymers (TPU, PEBA, PA, 11/12,
PET, PBT and PC) and high-temperature materials (PEEK,
PAEK, PEKK, PSU, and PEI). Custom colors and other
performance enhancements, including SYNNERGY™ Rx Low
Friction Additives are also available upon request. Manufacturing
is based in the United States with localized sales and engineering
support in India.

Conclusion

Radiopaque fillers are a revolutionary addition to medical
polymer manufacturing and contribute to the vast growth and
success of the Minimally Invasive Surgical Market. Their ability to
provide device visibility, while also maintaining biocompatibility
makes them a cornerstone of modern medical engineering.

As technologies advance, the integration of these materials into
innovative applications will continue to revolutionize the field,
improving patient outcomes and expanding the possibilities of
minimally invasive medicine. By addressing current challenges
and exploring emerging trends, manufacturers and suppliers can
harness the full potential of radiopaque fillers. Contact PEAK
Performance Compounding to
discuss your radiopaque
compounding needs and to get
started today!

Thank you,

Joe Wilson, Business
Development Manager
P: +1 207 955-6640

E: joew@peak-pci.com
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Medical Device Sector
Needs Government Support

Himanshu Baid
Chairman, National Medical Technology Forum

Highlights of Views Expressed By Mr Himanshu Baid on how
Exports of India’s med-tech industry could reach USD 20 bn

by 2030

Synopsis

India's medical technology industry aims to achieve exports up to USD 20 billion by 2030. The
sector requires extended government incentives and further ease of doing business to
accelerate growth. Industry experts suggest expanding production linked incentive (PLI)
scheme across products and improving export infrastructure to enhance competitiveness and

reduce costs.

India's medical technology industry is expected to touch exports
of up to USD 20 billion by 2030 but the sector needs more
government incentives and further ease of doing business to
accelerate overseas shipments, industry body Cll said on Friday.

Highlights :

"Today, we are importing almost 60 to 70 per cent of our medical
equipment which are needed in the country. Whereas, our
manufacturing is still very low as around 30 per cent is only
manufactured in the country. Our imports are far exceeding our
exports. Our imports are almost USD 8 billion and our exports
are close to USD 4 billion,"

In the existing PLI scheme for the medical devices sectors, only
28 companies were allotted. There was a budget of Rs 3,400
crore and only 10 to 20 per cent of the fund have been utilised.
To enhance exports, the PLI for the medical devices sector
needs to be extended to more products.

The government should incentivise every manufacturing which
is happening in the country to push for global markets.

We are required to wait for two to three weeks to ship our
containers out of the country, whereas in China, it takes may be
two days or three days to ship the products out.

We have the best potential to grow this industry to the next
level, taking advantage of the world adopting the 'China plus
one' strategy to reduce import dependence on one particular
country.

We have the talent it has in terms of software, hardware and
low-cost of labour as compared to China.

It is expected that by 2030 India's exports can reach around
USD 15 billion to USD 20 billion dollar and our imports would
reduce from USD 8 billion to USD 3 billion-USD 4 billion.

The industry is looking for some more ease of doing business,
(removal of) overlapping regulations and certain areas where

they have putin QCO orders, which is impacting 'Make in India’
and exports.

Medical Devices Industry is currently governed under the
Drugs and Cosmetics Act that regulates the pharma sector
which needs a separate regulator. Drugs and pharma and
medical devices are seen under the same lens. The Medical
Device industry has the same regulator.

Medical Device is a "very complex engineering industry" with
electronic, mechanical and plastic parts with different
standards. It is very different from pharma which is more about
chemical and pharmacopeia with a defined formulations.

Medical Device industry suppliers are small players, who don't
have the wherewithal to go BIS and register themselves
globally. So we are asking the government for exemption from
quality control order (QCO) especially for med-tech industry.
(https://feconomictimes.indiatimes.com/industry/healthcare/biot
ech/healthcare/exports-of-indias-med-tech-industry-could-
reach-usd-20-bn-by-2030-sector-needs-govt-support-
cii/articleshow/115804851.cms?from=mdr)

Nov. 29, 2024
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| that regulates the pharma sector which needs |
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about chemical and pharmacopeia with a
defined formulation.”
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The quality of latex medical examination gloves is critical in
delivering safe and effective healthcare in hospitals. They not
only help ensure patient safety but also help protect healthcare
workers from diseases that spread through cross-contamination.
Medical examination gloves were also part of personal protective
equipment that contributed to tackling global health pandemics
such as COVID-19. This was mainly attributed to the non-
permeable nature (less than 1%) of natural rubber latex gloves to
viruses. They offer superior performance than gloves made from
synthetic polymers such as polyethylene and polyvinyl chloride
[1]. These properties of latex medical examination gloves indeed
contributed greatly to tackling the pandemic situation by
providing safety to patients and healthcare workers.

Before Covid-19, the import of latex medical examination gloves
to India was estimated at USD 58 million [2]. However, during and
post-pandemic years, the import of latex medical examination
gloves has been ever-increasing. A major concern though is
increasing reports of failure of latex medical examination gloves
due to poor quality [3]. Thus, to ensure the quality, safety, and
performance of medical devices, the Drugs Controller General
(India) in its notice dated 13th September 2021 classified latex
medical examination gloves as Risk Class A medical device.
Hence import, manufacturing, distribution, and sales of medical
examination gloves are regulated in India. Consequently, the
office of the commissioner of customs (Import — II) in its public
notice (no. 55/2023) issued on 21st March 2023, states that all
Bills of entry containing medical devices including surgical and
medical examination gloves can only be imported following the
mandatory compliance. Thus, the medical device needs to
confirm the standard laid down by the Bureau of Indian Standards
or, in the absence of relevant standards by the former, the
standard of International Organization for Standardization (1ISO),
or International Electro-Technical Commission (IEC), or by any
other pharmacopeia standards.

ISO 11193-1:2020 standard, on Single-use medical examination
gloves - Part 1: specification for gloves made from rubber latex or
rubber solution, serves as a reference for evaluating the safety
and performance of examination gloves made from natural
rubber latex. However, there were only a few laboratories that
offered testing of single-use medical examination gloves as per
ISO 11193-1 standard. This prompted delays of several months,
for clearing imported shipments of latex medical examination
gloves, and the price of medical examination gloves in the market
shot up to 40% [4]. Sree Chitra Tirunal Institute for Medical
Sciences and Technology (SCTIMST), Trivandrum is a registered
medical device testing laboratory under the Central Drugs
Standard Control Organization (CDSCO) for testing and

Ensuring The Safety And
Performance Of Latex
Medical Examination Gloves

Dr. Gijo Raj

Division of Polymeric Medical Devices, Department of Medical Devices
Engineering, Biomedical Technology Wing, Sree Chitra Tirunal Institute
for Medical Sciences and Technology, Poojappura, Trivandrum, Kerala.
PIN 695 012.

evaluation of medical devices on behalf of manufacturers under
the Medical Devices Rules, 2017. During the crisis due to the
large demand of testing imported latex medical examination
gloves, SCTIMST offered testing of latex medical examination
gloves as per standards laid down by ISO 11193-1. These tests
included water tightness, physical dimension, and analysis of the
mechanical properties of the gloves before and after aging
conditions.

Sampling for testing gloves was in accordance with inspection
levels and acceptance quality limits (AQLs) specified for each
test characteristic. For example, for physical dimensions (width,
length, and thickness) Inspection level of S2, and an AQL of 4.0
was used. For water tightness, an Inspection level of G-1, and
AQL of 2.5 was used. Finally, for force at break, and elongation at
break (before and after aging conditions), an Inspection level of
S-2 and an AQL of 4.0 was used.

The length measurement of the glove was taken by hanging the
glove on a suitable mandrel with a tip radius of 5mm. While width
measurement was made by placing the glove on a flat rigid
surface. The double wall thickness of an intact glove was
measured at specified locations and thickness of the glove is
reported as half the measure of double-walled thickness.
Physical dimension of gloves shall confirm to the values indicated
for different size codes ranging from 6 and below to 9 and above.

A water tightness test is performed using a circular hollow
mandrel having a minimum external diameter of 60 mm. The
mandrel should have an adequate length such that when the
glove is attached, it can hold 1 litre of water. The glove is securely
attached up to a distance of 40 mm from the free end of the
mandrel. 1 L of water at a temperature of maximum 36 °C is
introduced into the hollow mandrel. The glove is raised so that the
whole of the glove, excluding the 40 mm part from the cuff end, is
tested. Water tightness is an effective test in immediately
detecting defects such as pinholes, cuts, tears, and punctures
that significantly compromise the safety of medical examination
gloves.

The mechanical property of medical examination glove is
evaluated from Tensile properties measured in accordance with
ISO 37 standard before and after accelerated aging conditions.
Using a pneumatic die cutter, three type 2 dumbbell test
specimens are punched from the back or palm region of the
gloves. Median values of Force at break and elongation at break
from UTM analysis are reported as test results. For accelerated
aging conditions, either the glove or test specimen was placed in
a hot air oven at 70 °C for 7 days. In the case of the former, test
pieces were punched from the aged gloves samples. For gloves
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made from natural rubber latex, the minimum force at break
before and after accelerated aging should be 7 N and 6 N
respectively. The minimum elongation at break before and after
accelerated aging should be 650 % and 500 % respectively.
Compliance with medical examination gloves to the laid down
standards would ensure the safety of millions of patients as well
as healthcare workers across the country.

a) c)

Figure 1: Testing of single use latex medical examination gloves
as per ISO 11193-1:2020 standard. a) Mechanical testing of ISO
37 type 2 dumbell specimen of the glove in UTM, b) Water
tightness test setup, and c) measuring length of the glove in
physical dimension test.

Acknowledgement: GR wish to acknowledge Er. Saurabh S. Nair
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Quality in a service or
product is not what you
put into it. It is what the
client or customer gets
out of it.

- Peter Drucker
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The MedTech industry in India plays a vital role in providing
innovative healthcare solutions to millions of people across the
country. From diagnostic equipment to life-saving devices, the
sector encompasses a wide array of products aimed at improving
patient outcomes and quality of life. However, operating within
the MedTech space requires a thorough understanding of the
regulatory framework governing the industry. In this article, we
delve into the current regulatory scenario for MedTech
companies in India, exploring the key regulations, compliance
requirements, and recent developments shaping the landscape.
At the forefront of regulating the MedTech sector in India is the
Central Drugs Standard Control Organization (CDSCO),
operating under the purview of the Ministry of Health and Family
Welfare. The CDSCO is responsible for overseeing the approval
for import of all risk classes (A, B, C & D) and manufacturing of
Class C & D devices in the country. It formulates and implements
regulations to ensure the safety, efficacy, and quality of medical
devices available in the Indian market.

The Medical Device Rules, 2017, serve as the cornerstone of the
regulatory framework for the MedTech industry in India. These
rules provide a comprehensive set of guidelines for the
registration, classification, import, manufacturing, and
distribution of medical devices. They define the regulatory
pathways and requirements that MedTech companies must
adhere to in order to bring their products to market. Medical
devices in India are classified into four risk-based categories:
ClassA, B, C, and D. The classification is risk based classification
and is determined based on the factors such as intended use,
potential risk to patients, and mode of action. Class A includes
low-risk devices such as tongue depressors and bandages, while
Class D comprises high-risk devices like implantable devices and
life-supporting equipment. Each class is subject to different
regulatory requirements, with higher-risk classes necessitating
more stringent scrutiny and documentation.

MedTech companies operating in India are required to obtain
registration or licensing from the CDSCO for importing,
manufacturing, distributing, or selling medical devices. The
licensing process entails the submission of detailed technical
documentation, testing reports, and evidence of compliance with
quality management system (QMS) standards such as ISO
13485 or the Vth Schedule of MDR 2017. Additionally,
manufacturers must provide evidence of conformity with relevant
Indian standards and specifications. Compliance with QMS
standards is a fundamental requirement for regulatory approval
in India. Medical device manufacturers must establish and

Navigating the Regulatory
Landscape: A Comprehensive
Overview of MedTech
Regulations in India

Dr. B N Nagpal

Mn Solutions, New Delhi
bnnagpal@gmail.com

maintain a robust QMS that ensures the consistent quality, safety,
and performance of their products. Certification to ISO 13485
though not mandatory as per MDR 2017, is an internationally
recognized standard for QMS in the medical device industry,
demonstrates adherence to best practices in design,
manufacturing, and distribution processes.

The CDSCO regulates clinical investigations of medical devices
conducted within India. MedTech companies seeking to conduct
clinical trials must obtain approval from the Central Ethics
Committee (CEC) and the Central Drugs Standard Control
Organization-Technical Advisory Board (CDSCO-TAB). Clinical
data generated from these trials are crucial for assessing the
safety and efficacy of medical devices and are integral to the
regulatory approval process. Ensuring the safety and
performance of medical devices post-market is paramount to
protecting public health. MedTech companies are required to
establish robust post-market surveillance systems to monitor
adverse events, track device performance, and implement
corrective actions when necessary. Timely reporting of adverse
events and continuous monitoring of device-related risks are
essential components of post-market surveillance efforts.

Import and export of medical devices are subject to specific
regulations outlined by the CDSCO and other relevant
authorities. Importers must obtain necessary licenses and
comply with labelling requirements, customs regulations, and
import duties. Similarly, exporters must adhere to export control
regulations and ensure compliance with destination country
requirements.

The regulatory landscape for MedTech companies in India is
dynamic and multifaceted, reflecting the diverse nature of the
industry and the evolving healthcare needs of the population.
Navigating this complex regulatory environment requires a
thorough understanding of the applicable rules, standards, and
procedures. By adhering to regulatory requirements, maintaining
high standards of quality and safety, and embracing innovation,
MedTech companies can contribute to advancing healthcare
delivery and improving patient outcomes in India.

“The Medical Device Rules, 2017, serve as I
the cornerstone of the regulatory framework
for the MedTech industry in India.”

E nMEDICAI' PLASTlQSE November-December 2024

TA

SERVI



Global Trends

Healthcare Plastic Waste Management Challenges &
Opportunities : Case Study

Introduction

In 2020, over 32 billion pounds of healthcare plastics were
produced globally, and is expected to grow to 48 billion pounds by
2025. This continued growth will bring with it increases in
healthcare plastic waste.

Most of this hospital waste is being disposed of in landfills or is
incinerated. However, 85% of the hospital waste generated is
non-hazardous, meaning it is free from patient contact and
contamination. This combined with the high-quality of the plastic
waste results in strong potential for recycling.

The Healthcare Plastics Recycling Council (HPRC) undertook a
qualitative study to understand the barriers that exist for recycling
plastics within healthcare facilities today, focusing on hospitals in
Europe. Four hospitals were selected to take part in the study.
The hospitals were based in the Netherlands (Linz, Utrecht), UK
(Northampton) and France (Santeon). They are all public
hospitals, with capacity varying from 700 to 5000 beds. The
majority of hospitals were recycling waste for approximately 2
years, along with one hospital that was only starting to implement
a waste management programme.

Interviews with sustainability or waste leaders were conducted
between September 2023 and April 2024. The interview process
was conducted via a questionnaire with guided interviews
afterwards, using predetermined questions. Responses were
aggregated to the following categories:

¢ Materials and Products
e Sorting

* Program Implementation
¢ End of Life

¢ Economics

Insights

After completing the interviews, compiling the results, and
analyzing the findings, summarized the key insights from each
category below.

Materials s Products Healthcare plastics sent for recycling as
shown in Figure 1 include a range of items such as single-use
plastics, shrink wrap, sterile barrier, general packaging materials
and irrigation bottles.

However, the consistency of what is categorized as recyclable
varies; for instance, irrigation bottles and plastic films are often
disposed of as regular waste. Among these, recycling of
sterilization wrap from the operating room is the most prevalent
practice.

What Healthcare Plastics Are Your Hospitals Sorting
for Recycling?

Other

Sterilization
Wrap

Flexible Clear
Packaging

lIrrigation
Bottles
Flexible, Semi-Rigid.
or Rigid

Figure 1: Types of Plastic Materials Being Collected in Hospitals

Sorting

Hospitals are making a concerted effort to encourage staff to sort
materials for recycling. This sorting often occurs at the point of
use, which involves some of the hospital’s most costly staff. The
feedback we received stated that this method is considered the
most effective for waste separation. In most hospitals, waste
segregation takes place primarily in the Operating Room,
although some facilities have dedicated waste management
rooms.

Primary challenges to effective sorting include physical time
constraints and limited personnel availability.

Program Implementation

Starting off with pilot schemes paired with widespread training
are the most common approaches to implementing recycling
programs. In order to shift mindsets and behaviors towards waste
separation, frequent information sharing and continued
encouragement during meetings is essential. Successful
implementation is particularly noticeable in certain hospital
areas, with effective infrastructure and training in the Operating
Room being critical. Anesthetists have been identified as key
influencers in this process.

The main obstacles to maintaining successful programs include
sustaining discipline and participation over time. Improvements
such as clearer recycling labels, dedicated waste management
spaces, and a new business model for handling small volumes of
recyclable waste could enhance success. Hospital staff are
mainly driven by the desire to make a positive environmental
impact and compliance with regulations, rather than
sustainability targets.

Hospitals that were interviewed are open to benchmarking
against others, viewing it as a way to improve results through
collaborative learning and information sharing.

End of Life

Recycling protocols stipulate that hazardous waste must be
completely separated from recyclable waste streams, with no
hazardous materials allowed in recyclables.

Barriers to recycling include the presence of multi-material items,
low volumes of waste in some cases, complex compliance
requirements, and perceptions by waste collection companies
that all hospital waste is contaminated, leading to limited
recycling services (Figure 2).

Barriers to Recycling Ranked from Biggest Barrier to
Lowest Barrier

Lack of Space I

Too Low Quantities for Waste Collection N

Multi Materials INEG_—————
Product Contamination
Perceived Risk of Contamination N
Compliance Complexity I
Identification of Plastic Type N

Figure 2: Barriers to Recycling Healthcare Plastics Ranked
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Currently, decontamination of hazardous waste is outsourced by
hospitals, as they lack in-house methods. However, advances
are being explored, such as microwave heating for
decontaminating waste to improve recycling rates. Some
hospitals have found success recycled sterilization wrap
collecting it with Greencycl to make CE certified product from it,
signaling a shift from single-use plastics to reusables

Despite successes in recycling blue wrap and behavioral
changes, hospitals have not seen notable improvements in the
waste management stream.

Economics

The financial dynamics of healthcare plastic waste reveal that in
75% of cases, waste is either given away for free to recyclers or
incurs a fee, raising questions about its financial value.

“As it stands today, the primary motivation to increase
recycling of healthcare plastics is to make a positive
impact, not financial gains.”

-Clare Topping Head of Sustainability Northampton General
Hospital The hospitals interviewed recycle between 50 and 200
tonnes of plastic waste annually, generating a modest income of
€20,000 to €80,000.

Annually, over 900 tonnes of clinical waste and 550 tonnes of
regular domestic waste are discarded by these hospitals. The
calculation of recycling quantities is based on primary data, which
includes universally available data and invoices from waste
contractors.

Conclusion

All hospitals interviewed recognized the need to increase
recycling and improve waste streams, driven by a strong purpose
rather than economic incentives (Figure 3). There is a clear will
and desire to do better. Implementing effective recycling
programs involves change management, which requires
discipline, training, and crucially, support from hospital
management.

What is Your Motivation to Recycle
Healthcare Plastics?

Other, 258%

Make a
Postive
Impact, 50%

Regulatory
Compliance

255
Figure 3: Motivations to Recycle Healthcare Plastics

Separation of waste, the first step in recycling, is occurring at the
point of use. However, this often involves the most expensive
medical staff and locations,

which are space, time and human resource constrained.
Simplifying the process and identifying materials more clearly
were highlighted as beneficial, along with providing increased
space for separation and storage is as a key enabler. If recycling
waste offered better financial value for hospitals, it could further
help overcome some of these barriers.

The perceived risk and complexity associated with hazardous

waste are believed to deter waste collection and recycling, even
though such waste can be removed and is present at low levels.
Education, proper separation, and in some cases,
decontamination, are essential to addressing this issue.

This assessment identified high levels of awareness in hospitals
and early progress in developing sustainable solutions. It also
pinpointed several key areas requiring change to enable more
widespread and effective recycling in hospitals.

HPRC extends its gratitude to the hospitals that contributed their
insights.

ABOUT HPRC

HPRC is a private technical coalition of industry peers across
healthcare, recycling, and waste management industries
seeking to improve the recyclability of plastic products within
healthcare. Made up of brand-leading and globally recognized
members, HPRC explores ways to enhance the economics,
efficiency, and ultimately the quality and quantity of healthcare
plastics collected for recycling. HPRC is active across the United
States and Europe working with key stakeholders, identifying
opportunities for collaboration, and participating in industry
events and forums.

Ref : https://www.3blmedia.com/news/european-hospitals-take-
initiative-plastic-waste-new-hprc-case-study-explores-
challenges-and

“U.S. healthcare sector is responsible for
nearly 9% of the country’s greenhouse gas
emissions. Also, each day, a single patient can produce 30
pounds of medical waste including one-time use plastics. “
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Country Profile

The name Argentina comes from Argentum, the Latin word for
silver.

Argentina is in the extreme south side of South America.
Argentina covers most of the southern portion of South America
and is the world’s eighth-largest country in area. Argentina is
larger than Mexico in size. The population of Argentina is 45.7
mn. Unlike many European economies, a fairly high percentage
of the population is young. Argentina’s national language is
Spanish. However, Italian is also popular. (The readers will notice
that except for Brazil, the rest of Latin America speaks Spanish.)
More than 90 per cent of the people live in urban areas, with close
to 30 % living in greater Buenos Aires alone. This high
urbanization trend is also common in Latin America.

Argentina became independent in 1816 after three centuries of
Spanish control. The country went to a military dictatorship in the
1970s. Argentina is a great source of valuable minerals (including
Silver, Argentum). Also, Argentina is a major producer of livestock
and cereals. The service industry makes up more than 60% of the
GDP. Manufacturing makes up about 20% of total GDP. The
national capital, Buenos Aires, is probably South America’s most
cosmopolitan and crowded city. It is compared with Paris or
Rome for its architectural styles and lively nightlife. Argentina has
one of the largest coastlines in South America and also, the
Andean mountains.

Regulatory Framework and Product
Classification

ANMAT (Administracion Nacional de Medicamentos, Alimentos y
Tecnologia Médica) is the regulatory
agency for Argentina. Regulatory
classification for the devices is as below,

Class I: Low risk devices (Examples
Simple surgical instruments,
tongue depressors)

Class Il: Low - Moderate risk devices
(Examples Digestive catheters, infusion
pumps, and powered wheelchairs)

Class lll: Low - Moderate risk devices
(Examples Dialyzers, and orthopaedic

country

Argentina
Medical Devices Market

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

Argentina Highlights
which is in line with many other countries- | o Heuvy dependeme on imports

Very high healthcare spending by the

Easy regulatory regimen
High future growth expectations

implants)

Class 1V: High-risk
devices (Example
Coronary stent) ; =
IVDs (In-Vitro m=iof
Diagnostics) are, '
again, classified into _
four classes- i

Class A: Used for
diagnosis of non-infectious or non- communicable diseases.

Class B: Used for diagnosis of infectious diseases except those
belonging to Group C.

Class C: Used for diagnosis of sexually transmitted infectious
diseases, or transmitted by blood or its derivatives, as well as for
identification of blood groups.

Class D: Used for self-assessment

The prescribed procedure for registration of devices is fairly

simple —

» Appointing a local authorized representative in Argentina

» Submitting all the details in the Declaration of Conformity

« Start loading files for the submission, all in PDF format and
digitally signed by the Legal Representative and Technical
Director

The processing time is about four months for Class | and Il, and
eight months for the higher classes. Once granted, a registration
is valid for five years.

Readers may visit
https://www.imdrf.org/sites/default/files/2022-09/Argentina.pdf
which has a small presentation uploaded
by ANMAT in English giving a brief idea of
their recent activities (though not related
to the medical devices).

Argentina Medical Devices

Market

Many versions float around the medical
device segment size for Argentina. A
reasonable average and logical number
is 1.4 bn USD (and compare this with
India's size, which is 11 bn with a
population of 140 cr). The healthcare
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budgets of Argentina are about 9 to 10 per cent of GDP, which is
quite high comparatively. An important pointis that 65-80 per cent
of the total market size is catered by imported products, which is
an opportunity. However, the regular trend of devaluation of the

Argentine peso against the USD is a worry. S. Nath & CO.

The healthcare system comprises three sub-segments namely, Excellence in Quality

the public system, the system under social security, and the
private market. The public system offers free healthcare to all
citizens, and its funding is from the government. The Social

Manufacturer & Exporter of
Surgical Disposable Products since 1980

ISO 9001:2015
Certified Company

Security sub-segment offers group health plans to workers and
their families and is funded by money deposited by the workers.
The private market attends to the higher-income patients and
private insurance payers. The public hospitals make up more
than 50% of the total hospitals. This is one of the largest in the
region and has about 5 beds per 1,000 population, which is
higher than many developed countries (Germany has 4.0 beds R®
and the UK has 3.0). This explanation is needed to bring home FINESTE
the point that public tenders and government hospitals make the
largest buyers of devices including equipment. As the readers
know well, this segment is highly price-sensitive.

Opportunities and Challenges
Though a smaller market, overall high spending for healthcare by
the country and high dependence on imports create a good

* 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

opportunity. High demand and a simpler and faster regulatory

approval timeline make Argentina a country worth exploring for Address:

the medical device business. The Argentina market is expected S.Nath & Co.
to grow ata CAGR of 12.4% from 2024 to 2030, which, again, is a B.N. Estate, Near Uttam Dairy, Sukhramnagar,

positive. Wearables can be a good business avenue, as stated. Ahmedabad-380021, Guijarat, India.
Products from the US and Europe are regarded as very good, Contact No: 9825360531
and the perception of India is not strong, unlike that in Brazil. This Website: www.snathco.com ¢ E-mail: snathco@hotmail.com

is a challenge. Devaluation and inflation are also possible issues.

S=C GLOBaL

Align Energize...

pharmaceuticals)
SEDEX : Supplier Ethical Data Exchange

Contact: Mr. Bhupesh Sood
SEC Global Consulting & Initiatives LLP

Website: www.complianceforgrowth.com | %

Management Consultants, Trainers, Customer Compliance

Training for the following (National and International)

MDR 2017 : Medical Devices Rules, 2017

1SO 13485:2016 : Medical devices — Quality management systems

1SO 14971:2019 : Medical es — Application of risk management to medical devices
ISO/TR 20416:2020 : Medical devices — Post-market surveillaanfor manufacturers

IEC 62304:2006 : Medical device software — Software life cycle processes

EU MDR : European Union Medical Device Regulation ‘ ﬂ
QMSR : Quality Management System Regulation

(As release by USFDA)

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

Mobile: +91 997 480 3399 / +91 95121 00909, Email: mfo@compllanceforgrowth com,
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DoP Releases Operational Guidelines
For Strengthening Of Medical Device Industry Scheme

The Department of Pharmaceuticals (DoP) has released the
operational guidelines for the newly announced central sector
scheme for Strengthening of Medical Device Industry (SMDI),
aiming at providing the much needed thrust to address the unmet
needs of the medical devices industry in the next three years.

The highlights & background of the scheme as announced by
DoP is as under :

Medical device is a sunrise industry in India, with double digit
growth rate. Due to efforts of the government in the last decade in
creating a suitable eco-system and incentivizing production of
medical devices through PLI scheme, production of technology
intensive medical devices such CT scan, MRI, C-arm etc. has
started in India. However, the dependence on imports still
continues to be about 70%.

Moreover, to deepen our manufacturing capability along the
value chains of different segments of medical devices, it is
essential to incentivize domestic manufacturing of key
components/raw materials/accessories etc., along with Medical
Devices under the list of medical devices for which exemption
from the instructions of Department of Expenditure for Global
Tender Enquiry are available owing to lack of domestic
manufacturing to meet the requirement of procurement of central
government hospitals, by providing support to industry in form of
grant for marginal investment.

Another challenge faced by domestic medical device industry is
high cost towards clinical investigations, which dissuades them
from investing resources in R&D and manufacturing facilities,
which can lead to newer product development, better safety and
efficacy of devices, and enable access to markets abroad. As a
nascent industry, the sector also requires support for awareness
generation, knowledge sharing and promoting brand India.
Availability of industry ready trained manpower is another
constraint the industry faces.

To address these issues, after series of consultations and two

Meditech Stackathons- a massive exercise involving about
hundred manufacturers to identify industry issues and map value
chains across eight medical device segments, the Department of
Pharmaceuticals has formulated a scheme for strengthening of
medical device industry. The scheme has five components,
which are as follows —

(I) Common Facilities for Medical Device Clusters

(ii) Marginal Investment Scheme for Reducing
Dependence

(iii) Capacity Building and Skill Development in Medical Device
Sector

(iv)Medical Device Clinical Studies Support Scheme

(v) Medical Device Promotion Scheme

The scheme has an outlay of Rs. 500 crore and tenure of the
Scheme is 3 years from Financial Year 2024-25 to FY 2026-27. In
the next three years the scheme will provide the much needed
thrust to address the unmet needs of the industry. The scheme is
expected to have a multiplier effect in augmenting the domestic
manufacturing capacities with significant reduction in imports,
and promote - quality, human resource development, safety and
efficacy of medical devices, and also enhance the depth of
medical device value chains in the country.

Merger of existing Schemes

The following two sub-schemes were already approved in the
Department of Pharmaceuticals (DoP) as part of scheme for
Development of Pharmaceutical Industries:

(a) Assistance to Medical Device Clusters for Common Facilities
(b) Human Resource Development in Medical Device Sector 2

Now, the above schemes have become part of the single scheme
— SMDI, with modification in the scheme guidelines and reduced
financial outlay, as detailed in these guidelines.

(https://pharmaceuticals.gov.in/sites/default/files/Final%20guid
elines%20for%20SMDI-8.11.2024.pdf )

Import

Govt's New Medtech Scheme Will Help Domestic Players
Give Up Pseudo Manufacturing & Restart Actual Production: AiMeD

» Medical devices exports growth exceeds imports, govt move
will prove to be shot-in-the-arm

New Delhi, 11 Nov 2024: The Rs 500 crore MedTech scheme
announced by the government on Friday will help the domestic
players in the medical equipment industry to restart
manufacturing and even become exporters. They had become
mere traders and resorted to pseudo manufacturing due to the
prevalent market compulsions and harsh realities.

The domestic medical devices manufacturers have hailed the
move by the government and said that the new Medtech scheme
will provide the much needed fillip to address the skill shortage
problem in the industry and also strengthen the export
opportunities for these equipment and devices from India.

"We are delighted with the announcement made by Minister for
Chemicals and Fertilizers Mr JP Nadda for giving impetus to
manufacturing of medical devices. The domestic players who

had become traders and importers and shifted to pseudo
manufacturing will now be again motivated to become actual
manufacturers and produce complete products and their
components in house," said Mr Rajiv Nath, Forum Coordinator,
Aimed.

The Budgetary allocation announced by the government this
scheme may seem small and humble but this is ground breaking
strategy will have a multiplier impact and it is a clever leverage to
move the Indian Elephant in the direction to achieve Prime
Minister's vision to make India the leading hub of medical devices
manufacturing globally, as announced in the national medical
devices policy to 2023, added Mr Nath.

The current export of medical devices from India stands at USD
3.7 billion, making India the fourth largest market in Asia. The
current market size is USD 14 billion but the Medtech scheme
introduced by the government will help the Indian manufacturers
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Association of Indian

to seize the potential to achieve a market size of USD 20 billion by
2026-2027.

The Medtech scheme introduced by the government
encompasses key aspects of manufacturing of medical devices
like skill development, clinical study assistance, establishment of
shared infrastructure and promotion of the industry at national
and international stages.

Minister Nadda described the scheme as a transformative
initiative that will benefit the industry while promoting India’s
journey toward self-reliance in the medical equipment domain.

Under the scheme, the government will offer financial support to
medical device clusters to establish common infrastructure like
R&D labs and design and testing centers. It will also strengthen
the Medtech supply chain by encouraging local manufacturing of
essential components.

The scheme also offers financial assistance to industry
associations and export councils to organize events like
conferences and exhibitions.

. . A= | | MUY & U "'I — \]Lhﬂous
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The domestic medical devices manufacturing industry can offer
really cost-effective and innovative products for both domestic
and overseas markets. The medical devices manufacturing
industry now comprises a wide range of products like
consumables, disposables and even high-end diagnostic and
therapeutic devices. The key segments of the product portfolio of
the domestic manufacturing industry includes diagnostic
imaging, consumables, patient aids, dental products and
orthopaedic implants.

The growth of exports of medical devices by India has started to
supersede the growth of imports. The annual growth rate of
exports of medical equipment and devices for the last three years
stands at an impressive 13.8% while the yearly growth rate of
imports has fallen to -2.08% in the same time period.

With this new Medtech Scheme, the domestic manufacturers can
even achieve a market size of USD 50 billion by USD 50 billion by
2030.

'India Fourth Largest Medical Devices Market After Japan,
China And South Korea': Union Minister Anupriya Patel

India’s medical device sector is recognised as a sunrise sector due
to its growth potential driven by rising healthcare needs,
technological innovations, government support, and emerging
market opportunities, the union minister said.

NEW DELHI: India is the fourth largest medical devices marketin
Asia after Japan, China, and South Korea and among the top 20
global medical devices markets in the world, said Union Minister
of State of Health and Family Welfare Anupriya Patel on
Thursday.

Speaking at the 21st Health Summit of the Confederation of
Indian Industry (Cll), she said the medical device sector in India is
recognised as a sunrise sector because of its immense growth
potential driven by the country's increasing healthcare needs,
technological innovations, government support, and emerging
market opportunities.

“Al innovation is crucial within healthcare to create new methods
for facilitating and tackling healthcare challenges and
discovering new opportunities,” she said.

Addressing the plenary session on Charting India’'s MedTech
Revolution: MedTech Expansion roadmap to 2047, Patel said
that the size of the Indian medical devices sector is estimated to
be around USD 14 billion and it is expected to grow to USD 30
Billion by 2030.

She stressed that the MedTech industry is not just a component
of healthcare but is the catalyst that links patients, payors,
providers, and regulators to create a stronger and more equitable
healthcare system.

“Itis this unique positioning of MedTech that holds the promise of
revolutionizing healthcare delivery and outcomes, both in India
and globally,” she said.

She highlighted that the government is trying to strengthen the
medical device ecosystem by focusing on boosting domestic
manufacturing, promoting research, enhancing skill
development, and increasing India's share in the global market.

“Key policy decisions include allowing 100 per cent FDI under the
automatic route and the approval of the National Medical Device
Policy, 2023, which addresses regulatory streamlining,
infrastructure development, R&D, investment attraction, and
human resource development. This includes the establishment
of Centres of Excellence, courses at NIPERs, and initiatives to
strengthen MedTech education,” she said.

The minister also noted that the government has taken steps to
boost exports and industry collaboration, with the creation of the
Export Promotion Council for Medical Devices (EPCMD) and the
reconstitution of the National Medical Devices Promotion Council
(NMDPC).

“These bodies aim to facilitate medical device exports, resolve
regulatory challenges, and enhance the Ease of Doing Business,
further promoting India's position in the global medical device
market,” she said.

She also informed about the launch of the Scheme for Promotion
of Medical Devices Parks with a Rs 400 crore outlay, providing Rs
100 crore each to Uttar Pradesh, Tamil Nadu, Madhya Pradesh,
and Himachal Pradesh for infrastructure development.

Additionally, the Promotion of Research in Pharma-Medtech
Sector (PRIP) and the Scheme for Strengthening the Medical
Device Industry with Rs 500 crore funding aim to foster
innovation, enhance manufacturing capabilities, support skill
development, and promote industry growth.

These efforts align with the vision of Atmanirbhar Bharat,
focusing on self-reliance, innovation, and global competitiveness
in the MedTech industry, she said.

Underlining that a healthy population fuels productivity, drives
economic growth, and ensures social justice, Union Health
Secretary, Punya Salila Srivastava said that “healthcare is not
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just a social imperative but an economic necessity.”

She noted that India’s healthcare agenda focuses on making
healthcare affordable, accessible, and inclusive for every citizen
and stressed that the healthcare sector is a critical component of
India’s vision to become a developed country by 2047.

» Plastics For Cardiovascular Devices

“The private sector plays a key role in transforming healthcare, - Confiovascalar Discases. - Classifications of Palymers Used
particularly in Tier-2 and Tier-3 cities, through value-based care oo, imenTemane
models and technological innovations. Public-private _;Enwmmsmmm -g::_ﬁ?‘“'“""'“'"m‘"
partnerships, preventive healthcare, and a focus on expanding . o
the healthcare workforce will be critical in achieving Unlv”ersal @ 3&7551?:&:2‘1‘55"&3““‘
Health Coverage and positioning India as a global leader,” she e Sopliviba
Sald. + Meico Madical Devicss Market
« . P . “100 aniastl:s In
The goal is to transform India into a global leader in healthcare w by Pg
delivery by 2047, aiming for a healthier, stronger, and prosperous Y spe NDIA Medical Prastics Division syt
India. The private sector's role in shaping India's healthcare '
. ey . . ] Blological Devaloging from
future is both a responsibility and an opportunity. By embracing Evaluation Conceptto commissloning
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this vision, quality healthcare will be provided to every Indian,
driving economic growth and job creation,” the health secretary

said. mwu:nmmhw nrmwm
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www.atplworld.com AT p L®
ISO 13485:2012
We are pioneer in Manufacturing medical devices like Weare caring...
rANGE of Infusion Sers, Blood Transfusion Sers, Measured Volume Sers, Scalp Vein Sers erc.
Snapshot of ATPL...
- Dedicated and Well Qualified Top Management - 100% dedicated in house Extrusion Unit
- Enthusiastic and qualified workforce - 1SO 9001
- Land Area 55000 sq ft - 1SO 13485
- Production Area 30000 sq ft - CE certification for 44 products
- Finished Store Area 10000 sq ft - Production Capacity - 50 million medical
- 100% dedicated in house Molding Unit devices per year and increasing rapidly

ALPHA THERAPEUTICS PVT. LTD.

ATPL Corporate House, Rajoda, Nr. Kankavati Hotel, Sarkhej-Bawla Road, Ahmedabad-382220,
Gujarat, India. Email: atplalpha@gmail.com (M) 0091-9374073644 (0) 0091-9376809551
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Technology Development Board
Department of Science & Technology
Government of India

CALL FOR
PROPOSAL

ADVANCING TECHNOLOGY
& INNOVATION IN INDIAN
MEDICAL DEVICES AND
ALLIED SECTORS

TDB-DST invites proposals from Indian Companies
for development and commercialization of Indian
Medical Devices and related components.

FOCUS AREAS

DIAGNOSTICS & IMAGING DEVICES THERAPEUTIC & PROSTHETIC DEVICES
*» Radiology: lonizing (e.g, X-rays, CT scans) & « Cancer Care; Advanced
Non-lonizing (e.gv MRI, Ultrasounq]_ Radiotherapy solutions
©ﬁ . N_uc;lec:rjmagmg Devices for precision ) » Cutting-edge implants: Prosthetic
5&,} diagnosis B limbs, organs, hearing aids, and
= * Al-driven devices for lifestyle and chronic LS ophthalmic prosthetics (e.g, artificial
disease detection & monitoring corneda, eye sockets)
* Anesthetic & Cardio-Respiratory devices: + Specialized devices like voice
Catheters & Advanced Monitoring Systems prostheses for improved quality of life
= Renal Care innovations for kidney health
MEDICAL EQUIPMENT
REGENERATIVE THERAPY DEVICES (CLASSIFIED DEVICES)
* Revolutionary cellular & « Covering Class A (low-risk) to Class D
[ ] immunomodulation technologies - (high-risk) medical devices
. + Tissue engineering innovotionsrl « Aligned with Medical Devices Rules,
O Laboratory-grown organs and tissues *v 2017 and Central Drugs Standard

Control Organization guidelines

KEY FEATURES

= Financial Assistance to Indian Companies for Technology Commercialization
= Evaluation on the basis of Scientific, Technological, Financial and Commercial Merit
« Funding shall be in the form of Loan, Equity and/or Grants.

WHO ARE ELIGIBLE?

+ Indian companies (as per Companies Act, 1958 /2013)
= Start-ups with Recognition Certificate from DPIT

For more Details, Funding Guidelines & Proposal Submission - tdb.gov.in
For additional info, please contact: richa.panwar@tdb.gov.in

LAST DATE TO APPLY- 16TH FEBRUARY, 2025
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Industry Award

SMC Medical Manufacturing Pvt Ltd Receives
CIl Industrial Innovation Award 2024

<

Gontederation af | ndian (ndustry

Annual Summit on Technology, Intellectual Property,
and Industry-Academia Partnerships

‘Shaping the Decads' Empowr - Global Growth thru&gh
o Industr_ - - ademia Partnershi .
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SMC Medical Manufacturing Pvt Ltd, a subsidiary of SMC Ltd,
US, has been honoured with the prestigious CII Industrial
Innovation Award 2024. Recognized as one of India’s Top 75
Most Innovative Companies, the award was presented at the ClI
Industrial Innovation Awards Ceremony held in New Delhi on
13th December 2024.

The selection process was comprehensive and rigorous,
evaluating the company’s innovation culture, management
practices, investments in R&D and measurable outcomes.
Established in 1895, the Confederation of Indian Industry (Cll) is
a prominent non-government, non-profit organization committed
to promoting India’s economic growth, competitiveness, and
sustainability.

ABOUT SMC

SMC (headquartered in U.S.A.) offers design, development and
manufacturing services for single use diagnostic, drug delivery
and other medical devices. We have nine design and
manufacturing facilities in U.S.A., U.K,, Costa Rica and India.
With 1 million square feet dedicated to medical manufacturing,
SMC provides full services from initial concept through final
packaged device including program management, design and
development, validation, product manufacturing, clinical
manufacturing, electronics integration, kitting and packing,
sterilization management as well as global sourcing and supply
chain management.

In 2016, SMC acquired Oval Medical Technologies, a cutting-
edge parenteral technology company based in Cambridge U.K.

And in 2024, SMC acquired a new facility in Concord, North
Carolina, USA, to offer sterile fill-finish services.

ABOUT SMC INDIA

SMC'’s India manufacturing facility in Bangalore is ideally located

for domestic, developing and mature markets. SMC India’s

capabilities include component design, device design

rationalization, tool design and build, prototyping, injection

molding, finished device manufacturing, assembly, kitting and

packing, sterilization management as well as quality and

regulatory services.

SMC India’s value proposition is as follows:

» SMC owned and operated 35,000 sq. ft. manufacturing facility
located at Bangalore

» SO 13485 certified, US FDA registered, MedAccred certified,
ISO 14001 certified, accredited by Japan Health Ministry and
Korean ministry of food and drug safety.

» Mature global quality management system

* Best in class new product development, engineering,
validation, automation and sterilization service

» Tool design and build, injection molding, device assembly,
kitting and packaging

* Manufacturing environment: ISO Class 7 and Class 8 clean
rooms, air-conditioned room and white room

+ High skill low-cost manufacturing

* Global sourcing and supply chain management capability

Exports to mature and emerging markets

Simple Ways To Streamline Medical Devices Manufacturing Processes

1. Simplify and Standardize Workflows

2. Implement Automated Quality Control

Identify and eliminate unnecessary steps, and standardize processes to reduce variability and errors. Implement
visual management systems to track production, quality, and inventory.

Invest in automated inspection and testing technologies, such as machine vision, robotics, and sensors. Automated
quality control helps detect defects early, reduces waste, and improves overall product quality.

3. Optimize Supply Chain and Inventory Management
Implement just-in-time inventory management, and optimize supplier relationships to reduce lead times and costs.
Use data analytics to forecast demand, track inventory levels, and identify areas for improvement.
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India’s Homegrown E-beam Technology Sterilizes
5 Million Medical Devices.

India achieved a major milestone on Monday when the electron
beam (E-beam) radiation technology developed by a premier
institute of the Department of Atomic Energy completed
sterilisation of 50 lakh medical devices.

Dr Ajit Kumar Mohanty, Secretary, Department of Atomic Energy
and Chairman, Atomic Energy Commission, witnessed this
achievement at the electron beam facility adjacent to Choithram
Mandi in Madhya Pradesh’s Indore, an official of Raja Ramanna
Centre for Advanced Technology (RR-CAT) of the department
said.

This achievement has put India in the select group of countries
that use state-of-the-art indigenous radiation technology on a
large scale, he said.

To make the memory of this moment everlasting, RR-CAT
Director Unmesh D Malshe presented a memento to Mohanty,
the official added.

According to the official, the facility to sterilize medical devices in
this unit started in October 2022 and so far 50 lakh medical
devices of different companies have been sterilized in it. The AIC
I-Hub, RRCAT’s incubation centre, facilitates the provision of
electron beam irradiation services to Indian industries at
competitive prices when compared to conventional sterilization

technology.

RRCAT’s 10 MeV, 6 kW electron linear accelerator delivers
precision-controlled irradiation doses ranging from a few Grays
(Gy) (unit for measurement for absorbed radiation) to several
Mega Grays (MGy) for a variety of applications, he said.

“lts versatility has enabled it to be used for commercial
sterilization of medical devices, mutation breeding for improved
crop varieties, colour modification of gemstones, creation of
novel materials, modification of semiconductor properties,
testing of ISRO components, and various other R&D applications
for industries and academia,” he informed.

Electron beam irradiation is gaining global recognition due to its
eco-friendly, efficient, and secure nature, the official added.

This indigenously developed E-beam technology has the
potential to position India as a global leader in medical device
sterilization and other radiation-based applications, the official
asserted. PTI

https://www.medicalbuyer.co.in/indias-homegrown-e-beam-
technology-sterilizes-5-million-medical-
devices/?utm_source=newsletter&utm_medium=email&utm_ca
mpaign=December1

New Material Designed For Medical Device Tubings Mimics The
“Natural Behaviour Of Blood Vessels.”

Researchers from the University of British Columbia (UBC) have
developed what'’s being considered “a ground-breaking coating”
that could make medical devices safer.

For millions of patients, this could mean reducing the risk of
thrombosis (or blood clot formation) and dangerous bleeding,
according to a UBC press release.

The new material, which is designed for tubing in various medical
devices, mimics the “natural behaviour of blood vessels.”

HIV-POSITIVE TRANSPLANTS NOW PERMITTED FOR
LIVERS AND KIDNEYS

This allows for the safer use of blood-contacting devices, such as
catheters, stents, blood-oxygenation machines and dialysis
machines, the release stated.

The coating could prove especially helpful in cases where blood
clots are a bigger concern.

Blood thinners are usually prescribed in high doses to prevent
clots in machine users, but this can increase the risk of
dangerous bleeding, according to the university.

“By designing a coating that mimics the body’s natural approach
to preventing clots, we've created a solution that could
dramatically reduce the need for risky blood thinners before and
after patients use these devices,” the study author wrote in an
email.

Dr Jayachandran Kizhakkedathu, professor of pathology and
laboratory medicine at the University of British Columbia, shared
with Fox News Digital that this discovery could be a
“transformative step in the development of safer medical
devices.”

LEUKEMIA PATIENT RECEIVES FIRST-EVER BONE

MARROW TRANSPLANT FROM DECEASED ORGAN
DONOR

The research — which was published in the journal Nature
Materials — confirmed that mimicking the body’s own
mechanisms, instead of repelling blood components, is “key to
truly biocompatible device design,” according to Kizhakkedathu.

Kizhakkedathu mentioned that there has been a “steady rise” in
the use of blood-contacting devices over the past few decades,
but noted that this has been limited by blood clot risk, which can
be “detrimental to the health of patients.”

“Since almost all synthetic materials activate blood upon contact,
this is an enormous challenge,” he went on.

Developing materials that can “inherently avoid coagulation
activation” has been a long-term goal, according to
Kizhakkedathu.

“There are no effective methods to prevent thrombosis and
inflammation in devices, and little progress has been made over
several decades in spite of significant efforts,” he went on.

“However, our chemistry design allowed us to develop a non-
toxic polycationic molecule and develop a surface that prevents
blood clotting.”

Kizhakkedathu mentioned that this development is still in the
early stages and needs further research in more challenging
cases and among other animal models.

“We hope this approach will also inspire and benefit other
scientists in this field,” he told Fox News Digital.

“For the general public, there is increased hope to create highly
improved medical devices where thrombosis concern is no

more.”
https://www.wccsradio.com/rss/medical-devices-could-
become-safer-with-this-new-breakthrough-experts-say/, Nov
30, 2024 | 9:00 AM
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Product Galle

Advanced Solution for
Medical Polymers Treatment

(Courtsey: Bry-Air (Asia) Pvt. Ltd.)

Medical polymers such as polyethylene (PE), polypropylene (PP),
polycarbonate (PC), polyvinyl chloride (PVC), polystyrene (PS), and other
high-performance resins are the backbone of the healthcare industry.
They are essential for producing various equipment and
devices, including syringes, catheters, tubing, IV bags, and blood bags.

However, these polymers, valued for their excellent mechanical properties, are inherently
hygroscopic, meaning they naturally absorb moisture from the atmosphere. Excessive
moisture can lead to significant processing issues, such as

e Degradation of Mechanical Properties

e Undesired Hydrolysis

e Compromised Sterility

To effectively address these challenges, Bry-Air presents the Nano Dryer—a solution that
offers unparalleled control over moisture content, ensuring the integrity of your materials.
Key Features:

High Precision Moisture Control: Maintains optimal moisture levels to prevent
degradation.

Waterless Design: Efficient operation without the need for water.
Low Dew Point Operation: Works effectively at (-) 40 °C dew point.

Ideal for Low Throughput: Perfect for medical plastics drying systems with a handling
capacity of 6-12 kg/hr.

For more information about the Nano Dryer,
please contact our Airgineers® or write to us at bryairmarketing@pahwa.com.

Manufacturer of Unsterilized Bulk Disposable Needles and Surgical Producrs

BRI | N

v/
Available sizes for Needles 18G, 19G, ZOG, 21G, 226. 23G, 24G i,
with Imported Cannula & Components —
18G | PINK  1.20 MM Production Facility

19G INCREAVIN 1.10 MM Automatic Needle Assembly Machine
20G YELLOW  0.90 MM _ _ .
21G GREEN 0.80 MM With Testing Equipments like
226 PEEYE@l 070 MM @ Penetration Force Measurement Test Unit

e |
23G _ 0.60 MM T Digital Bond Strength Test Unit

24G  |NBURPEEN 0.55 MM
Beacon Plastics

9, Revabhai Estate Part-2, Opp. Shriji Hotel, C.T.M., Ahmedabad - 380 026.
Ph. : +91 9824041538 e E-Mail : beaconplastics@hotmail.com e www.beaconplastics.com

AN I1SO 92001:201% Cerrified Company
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Press Release

Lee Pochter
Executive Vice President

Scott Herskovitz,
formerly President, CEO and
Chairperson of the Board

Ronkonkoma, NY — Qosina, a global leader in the distribution of
medical components, is pleased to announce key leadership
changes that will propel the company forward into its next chapter
of growth and innovation.

Executive Vice President Lee Pochter has been appointed Chief
Executive Officer. With a proven track record in driving strategic
initiatives and fostering collaboration across all departments,
Pochter is well-equipped to lead Qosina into a new era of growth.

“Lee has been an integral part of the Qosina team and has
consistently demonstrated exceptional leadership, a deep
understanding of our values and a commitment to our mission,”
said Scott Herskovitz, President and Chairperson of the Board.

“I'am truly honored to step into the role of CEO at Qosina,” said
Lee Pochter. “Qosina’s unwavering commitment to innovation,
quality and customer success inspires me every day. | am excited
to lead our talented team as we embark on this next chapter,
building on the strong foundation laid by Scott Herskovitz, and
continuing to drive growth, excellence and meaningful impact for
our customers and partners worldwide.”

Lee Pochter Appointed CEO of Qosina as
Scott Herskovitz Becomes President and
Chairperson of the Board

Scott Herskovitz, formerly President, CEO and Chairperson of
the Board, has transitioned into the role of President and
Chairperson of the Board. In this new capacity, Herskovitz will
provide leadership and guidance while focusing on advancing
Qosina's strategic goals. As President, Herskovitz will engage
with customers, partners and stakeholders, ensuring the
company'’s ongoing alignment with industry trends and fostering
business development opportunities. His wealth of industry
knowledge and relationships will continue to be instrumental as
Qosina strengthens its position in the market.

About Qosina

Since 1980, 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. With
offices in the United States and Europe, Qosina offers global
reach with localized service. 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 at
every step of the design process.

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. SOt 2
Contact:

Mr. Sohil Saiyed (Director) 0434

(M) 9638979798

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

MEDICAL PLASTICS
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QOSINA

Thousands of Stock Components

B = aval

For nearly 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. Qosina
delivers high-quality components
and practical support.

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.

Whether you're in the design or
development phase, Qosina is here
to support you with practical, reliable
solutions at every step.

Log on to gosina.com today to see
our full product offering.
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Medicall Kolkata 2025: East India's Largest & No.1
Medical Equipment Exhibition

Medicall Kolkata, India — South Asia’s largest and most
anticipated medical equipment and hospital needs expo, is set to
make its grand return to Kolkata in 2025. Scheduled to take place
from 15th Feb 2025 to 17th Feb 2025 at Hall B Biswa Bangla Mela
Prangan, this 40th edition of Medicall promises an unparalleled
showcase of innovation, technology, and networking
opportunities for healthcare professionals, manufacturers,
distributors, and other key stakeholders.

With its 2024 edition receiving record-breaking attendance,
Medicall Kolkata 2025 is poised to surpass expectations. The
event will host over 350+ exhibitors, including leading global
medical device manufacturers, start-ups, and local innovators,
across a sprawling exhibition space. Attendees will have the
opportunity to explore cutting-edge medical technologies,
hospital equipment, surgical devices, diagnostic solutions, and
much more.

What to Expect at Medicall Kolkata 2025:

* Exhibitions and Product Launches: Discover the latest in
healthcare innovation from world-class exhibitors.

e Expert-Led Conferences: Engage in thought-provoking
discussions with industry leaders on the future of healthcare.

* Networking Opportunities: Connect with professionals from
across the medical ecosystem, from hospital administrators to
manufacturers.

Medicall Kolkata 2025 will also emphasize sustainability and
digital transformation in healthcare, aligning with the evolving

demands of the industry. A special focus on omnichannel
marketing will provide participants with insights into bridging
traditional and digital approaches in a post-pandemic world.

Dr. S. Manivannan, Founder & CEO of Medicall, stated, "Our
mission is to bring the best of global healthcare innovation to the
Indian market, empowering professionals with the tools and
knowledge they need to drive excellence in patient care. Medicall
Kolkata 2025 is more than an expo —it’s a catalyst for progress in
the healthcare industry."

Registrations for visitors are now open.
For more details, visit www.medicall.in or contact us at
+91-7305 780 780.

About Medicall

Medicall, established in 2006, is South Asia’s premier platform for
medical professionals and businesses to explore the latest
advancements in healthcare. With editions in multiple cities, it
serves as a vital hub for networking, learning, and driving
innovation in the medical industry.

Join us at Medicall Kolkata 2025 — where healthcare meets
innovation!

Upcoming Editions

41th Edition / Hyderabad / 5, 6 & 7 April 2025

42nd Edition / Chennai / 25, 26 & 27 July 2025

43rd Edition / Delhi / 19, 20 & 21 September 2025
44th Edition / Mumbai/ 12, 13 & 14 December 2025

: Attention :

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

Surgi Pack India Pvt. Ltd.

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

Contact Person :

BIRJU TANNA (CEO)
Cell : +91 98199 70333
E-mail : birju.t@surgipackindia.com [ Sales @ surgipackindia.com
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Innovative Thermoplastic Solutions
for Medical Device Manufacturing

ISO 13485 & ISO 9001 CERTIFIED .

RADIOPAQUE - LOW FRICTION -« COLORS - REINFORCEMENTS

FROM CONCEPT TO COMMERCIALIZATION WITH NO MINIMUMS

CUSTOM COMPOUNDING + TOLL COMPOUNDING +« WHITE ROOM MANUFACTURING

PEAK

PERFORMANCE

COMPOUNDING, LLC

PEAK-PCI.COM



Cover the Length and %igy”
Breadth of India -

65,000 sqmt of exhibition space

Medicall

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

15 16 17

KOLKATA

BISWA BANGALA MELA PRANGAN

41* Edition | APR 2025 24 Biton | JUL 2025 44 Edition | DEC 2025
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;i.AKSIEIMl ELECTRICAL CONTROL SYSTEMS LTD

Arasur, Coimbatore ,Tamil Nadu, India - 641 407

bz New Prod

Facility FQL
Medical De

Manufac
=

=
Clean Room™~
with 1SO 13485

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.,

" Forenquiries: +91422 6616500 | info@lecsindia.com , contact@lecsindia.com | wwwilecsindia.com
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On Line Cutting System (Single / Multi Lumen)

Sai Extrumech Pvt Ltd

Captvmiping Tegt Dvmdiban Beede

Model Extruder Size L/D Ratio Main Mator Product Size Space Required
Sni-38P 38 MM 26 10 HP AC L5men-Bmem LG5 X W20 X H- 30
Sal-45P 45 MM 26t 15 HP &C 2mem-10men L1 X W2 X H-3M
Sal-50P SOMM 2621 20 HP AC 2mim-12emem L-12M X W-2M X H-3M
Sai-65P £5 MM 28 0 HP AC Jenem-20emen L-14M X W-2M X H-3.5M
Sal-80P B0 MM 28 SO HP AL Senen-A0mem L-T6M X W-2.5M X H-3.80

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

Our Product Range

Model

Extruder Size

L/D Ratio

Wiain Motor

IV Canula Medical Tubing
Extrusion Line '

Product Size

Space Requined

1. High Precision
Sal- 20,160 20/16 281 an.w:I-z.sn. 14-26 Guage L-G.S-Hzx;;-:u X H: . Automatic Control
i . Sterile Production
. . . Fast Assembly
Sai-25/20C 25/20 281 % “':::f | a26 Guage L ”: ;:ZH wid . 5afe Handling
. Easy Maintenance
. Advanced Technology
. Mr. Rajbir Singh (Senior Vice President) f iext h.
Sai Extrumech Pvt Ltd () ‘o1 34;,4%?53%? S
o % s info@E@saiextrumech.com
(Medical Tubing Division) :
@ng@ ng Mr. Vivek Mehta (Managing Director) Plot No-2 16/5 Kharkhana Bagh,

+91 9811323372

Key Features

Mathura Road, Faridabad (India)

Caterpillar




Invisible Contribution..
Visible Success!

I'H\nshr Butche: Fmi:l Grade & 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.pvclplastics.com




AMBICA MEDICARE ENGINEERING

An 1SO 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 No. 362, B/s Om Shant School, Near Sakriba Party Plot, Amraiwadi Road, National Highway, Ahmedabad-380 026.
Phone : 079-25856820 Fax : 079-25856820/25395927 M : 09426009872 / 09998716586

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

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




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 O 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
yvour 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 Mo. 53/54, EPIP Area, Whitefield
= Bangalore - 560 066, Karnataka, India

+81 98203 05171 manoj.bhardwaj@smcltd.com



Annual Subscription

One Year
Dispatch through| Dispatch through
regular post regular courier
1. Hard Copy Rs. 500.00 Rs. 860.00
2. Only Soft Copy| Rs. 620.00

MEDICAL PLASTICS

DATA SERVICGE

A TECHNO-ECONOMIC NEWS MAGAZINE FOR MEDICAL PLASTICS, MEDICAL DEVICES, DIAGNOSTICS AND PHARMA INDUSTRY
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3. Hard Copy + Rs. 700.00 Rs. 1060.00 SINCE 1994
Soft Copy
Two Year
1. Hard Copy Rs. 880.00 | Rs.1240.00 Subscription Period :

2. Only Soft Copy| Rs. 1060.00 | __ One Year Two Year
3. Hard Copy + Rs. 1230.00 Rs. 1590.00 I:] Hard Copy I:] Hard Copy
Soft Copy [ ] only Soft Copy [ ] only Soft Copy
Payment Options D Hard Copy+ Soft Copy D Hard Copy+ Soft Copy
= Couriere Cheques / Demand Drafts in favour of “Classic
Computer Services”. Name :
= Online payments (NEFT). Please send a confirmatory email . .
for all NEFT transfers. Designation :
+Account Name : Classic Computer Services Company .

.

Bank : Punjab National Bank (C.G. Road Branch, Anmedabad)
+Account Number : 10511010015730
+ |IFSC Code : PUNB0105110

For Online payment through credit-debit card,

Products/Service Offered :

visit:http://www.medisourceasia.com/publication Address :
Impds/subscpt2.htm ’
Postal Code : Country :
Contact : CLASSIC COMPUTER SERVICES
B-4, Mandir Apartment, Opp. Jodhpur Char Rasta BRTS Bus Stop, Phone : Fax :
Satellite Road, Ahmedabad - 380 015. Gujarat, INDIA. .
Mobile : +91 98254 57563, 98254 57518 (10.30am to 1.30pm) E-mail : URL :

E-mail : dipandya@gmail.com « info@medicalplasticsindia.com
medicalplastics@gmail.com

www.medicalplasticsindia.com

Please attach business card if available

,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,

Information Resources For Medical

L M E D@ ALL SILICONE FOLEY Technology Industry And Markets

wape ror comrorr  BALLOON CATHETER MEDICAL PLASTICS

DATA SERVICE

A Techno-Economic News Magazine For Medical Plastics,
Medical Devices, Diagnostics And Pharma Industry

W'meﬂmi%aiam

The Only Indian Portal Site On Medical Plastics/
Devices Technology And Trade

mediSOUIC Easia...

An Authentic Portal Site On Medical Technology
And Markets In Asia

www.imdiconferences.com

PEDIATRIC, ADULT, OPEN TIP, 2WAY & 3WAY MM Indian Medical Devices &

; Plastics Disposables Industry
Annual Celebration Of Knowledge Sharing, Brain Storming And Networking

LEELAVATHY MEDICAL DEVICES COMPANY

No.1/122, Paraniputhur-Kovur Service Road, Periyapanicherry, v, CLASSIC COMPUTER SERVICES
Chennai-§00128, INDIA = B-4, Mandir Apartment, Opp. Jodhpur Char Rasta BRTS Bus Stop, Satellite Road, Ahmedabad - 380 015.
Email Id : sales@Imed.co.in | Web : www.Imed.co.in 150 13 tified Guijarat, INDIA. Mobile : +91 98254 57563, 98254 57518 (10.30am to 1.30pm)

Phone: +91 8939480062, 9884399735 WHO GMP Certified E-mail : dlpandya@gmail.com * info@medicalplasticsindia.com * medicalplastics@gmail.com




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 Establishedin 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 to achieve the oplimum
preduct 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 cuslomers 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

R PATEL) 8 R. Patel Industrial Gases (P) Ltd.
ke Survey No. : 407, BIH Walerman Industries, Sarkhej - Bavia Highway, Village : Moraiva, Sanand, Ahmedabad - 382 213.
Mobile - 97277 22437 » GST No.: 24AAACKEITTFIZM « CIN Mo. : U99539GJ1990PTCO13969 « E mail : mpatelindustries@gmail.com

Plot No. 1501, Nr. Tikampura Paliya, Vatva G.1.D.C. Phase - lll, Ahmedabad - 382 445.0
Mobile : 97277 22435.
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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
—— IS0 13485:2016 Components

|

Iy .S, FOOD & DRUG e
ABMINISTRATION Products we specialize

UK Self-Adhesive Silicone Male External Catheter

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

Specialty Dipped Products (In Nitrile, JIlIE'Dr'IE'
Meoprene, Polyisoprene)

Facility 1 - Chennai

We Offer

+ Cost Effective Contract Manufacturing

+ New Medical Device Product lines for
customers worldwide

Awards

; 3 Facility 2 - Chennai
+ “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




Discover the future
of medical compounds

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

s

IS0 10993 | 1ISO 3826 | USP CLASS VI CERTIFICATIONS

MCPP India Private Limited. A A MITSUBISHI CHEMICAL GROUP company



30" International Exhibition and Conference

MEDIcAL®  HALL 4 & 5, PRAGATI MAIDAN
_N\_FAIR NEW DELHI, INDIA

we  27—-29 MARCH 2025

/\ .
www.medicalfair-india.com  Member of (X\/) MEDICAlliance

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

EXHIBITOR PROFILE =

Medical Equipment & Devices Imaging & Diagnostics

Medical Technology, Healthcare IT Systems & Laboratory, Analytical Equipments and Products
Solutions Measuring & Testing Equipments

Hospital & Healthcare Infrastructure Life Sciences and Biotechnology

Pharmacy, Dispensary Equipments and Furniture Rehabilitation, Orthopaedics & Physiotherapy
Disposables & Consumer Goods Components

e} CLIN LAB DIAGNOSTICA
( ? Efll P MEDICAL MEDICAL
Ag\ng __hFAR EXRG vitro Jp FAIR l’ehamd\aa

INDIA INDIA

AiMeD - Make In India Pavilion Clin Lab / IVD Pavilion & Conference Rehabilitation Pavilion LI M IT E D
)
|

CONFERENCE D iagnostics Pavilior

1=dgate
FTR |Fure I .| g SPACE LEFT
f .Ja-l-l- MEDICAL SMART MEDICAL’
or v Ui L FAIR L FAR ND A
4-H | Heartn : : HOSPITALS ot
! INDIA INDIA
Future for Health Digital International Conferences MT India Healthcare Awards

Health Start-up Pavilion & Conference

PARTICIPATING l . I l . ® ‘9" — N
COUNTRIES [crina N rance N o | saran M SINGAPORE ST

For more information, please contact:

VermaA@md-india.com / ShuklaM@md-india.com or 91-124-4544 507 / 518

Powered by Supported by Media Partner

< Nassc A'h(h -Economic NMMg e For Medical Plas
MEDICAlliance O'I-I- Q

SCO Y
Center of Excellence-loT & Al Pl Do Do rd Py DU5§e|-d0rf
................. A Meity Intiative with Govt, of Kamataka, Haryana, Gujarar & AP I n d ia




TEKNIPLEX

Healthcare

Improving
patient health
IS the only

mission that

Mmatters.
-

Compounds 8 i TEKNIPLEX

Barrier Solutions Materials Science Solutions

Solutions for Dlagnostics Tekni-Plex.com/healthcare

Crirvesh Reai

TekniPlex, #78, 79 Ecotech-1 Extn, Gautam Buddha Magar, Greater Meida,
Uttar Pradesh-201310, India | Mobile: #91-7428919120 +91-9599258151

E: dinesh raiitekni-plex.com
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A COMPREHENSIVE TESTING LAB
FOR

MEDICAL

DEVéCES
SURGICAL

PRODUCTS

Customers

50+

Products

TRUSTIN, an esteemed testing laboratory within the Medical Device industry, is 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 classifications, from Class A to Class D.

Their remarkable expertise is evident in providing unparalleled services for regulatory submissions and
ensuring unwavering product quality assurance

Cleaning & Steam
Sterilization Validation

(e, Antibacterial,
LT n@‘{ S Antitubercubosis &
' Antifungal activity

Physical Properties -
Tensile & Tear Strength

i. Disinfection Validation

7

=

! Accelerated Ageing/
‘.,-‘ f 7 Stability studies.

Hygiene Product
Testing

- Method Suitability &
, Walidation

Sterile Barrier System -
Package Seal Integrity

TRUSTIN recognizes the significance of adhering to regulatory standards in the medical device sector.
Our testing services adhere to BIS, ASTM, 150, and EN guidelines.

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 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 approvals and enhance patient safety.

)

Trustin Analytical Solutions Pvt Ltd
RK Complex, First Floor, Plot No. 303/B,B-Block,
Thiruneermalai Road,Parvathy Puram,

Chrompet, Chennai-600-044

044 - 22731006/ 98400 40883

vinusha@trustingroup.in
customercare@trustingroup.in
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& O Shriram
DCM SHRIRAM 00 PolvTech

Growing with trust  a—

ININ@AVZANRAVAS
SOLUTIONS IN PLASTICS

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

today ranks amongst one of the most advanced plants in the country. It is certified by DNV for ISO 9001, ISO
14001 and ISO 45001. Shriram PolyTech's wide portfolio of "PVC COMPOUNDS"” products meets the
performance requirements of a broad range of segments, such as:

Wires & Cables Colour Masterbatches | | Speciality Applications

HEALTHCARE DELIVERING A HEALTHY TOMORROW

Shriram PolyTech develops unique ideas to improve the Clear Extrusion -

means and ways of delivering better medical facilities. Flexible Tubings for IV Sets | Blood Bags Sheet & Tubing |
These grades adhere to various Indian Standards as well as Catheter Tubing | Cardio Vascular Tubes | Suction Tubes
biological tests prescribed under Biocompatibility & USP
Class VI. 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 state-of-the-art fully automated &
dedicated compounding line with class 100,000 facilities
conforming to GMP requirements. Customized medical
compounds are available for kink-free, phthalate-free,
radiation free applications.

Clear Injection Moulding

Oxygen Mask | Drip Chamber | Connectors | Safety
Goggles | Yankauer Suction Handle

Rigid PVC

Small Bottles | Five Gallon Bottles | Connectors | Suction
Handle | Veterinary Tube

MARKETING OFFICE Divisional Sales Office

Plot No-82, Sector-32, Inst. Area, Gurugram MUMBAI

122001, Haryana, India Ph: +91-124-4513700 103, Arun Chamber, 1st Floor, 80, Tardeo Road,
WORKS Tardeo, Mumbai - 400 034 Maharashtra, India

Shriram Nagar, Kota-324004, Rajasthan, India ~ Ph.: +91-22-23512152-54
Ph: +91-744-2480011-16, +91-744-2480210

Scan the QR Code to
Website: www.shrirampolytech.com | Email: info@shrirampolytech.com visit our website



enquiriesicglrlabs.com
www.glrlabs.com

&

GLR Laboratories Put Litd

commilted ta scienlific & service excellence

LEADERS IN

BIOCOMPATIBILITY TESTING,
CHEMICAL CHARACTERIZATION
AND BIOLOGICAL SAFETY
ASSESSMENT OF

MEDICAL DEVICES.

+ Strong Scientific Reputation

and Reqaulatory Experience.
= Cost Effective and High-Quality Testing.
+ Currently work with companies

in 50+ countries.

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

*+ Committed to scientific and Dr. T S Kumaravel MD, PhD, DABT Dr. S S Murugan PhD

service excellence. Chairman Managing Director
- - _ﬁ_ T — ——— —_—
800+ 50+ 1200+ 7000+
Client Countries Devices Biocompatibility
Tested Tests

OUR SERVICES TESTING DOMAINS

Biolegical Evaluation Plan .
(BEP)

Chemical Characterization
with Risk Assessments

ACCREDITATIONS
CECD-GLP

ISO/IEC 17025
CDSCO M40

Cardiovascular
+ Orthopaedic .
+ Meurological

Ccular
Full Range of

Test Facllity

Biocompatibility Testing
Toxicological Risk

sment (TRA/BER/BSA)

Biological Evaluation
Report (BER/BSA)
Consultations on
Biocompatibility Strategy
Specialised services for
SO 10993 and 150 18562

UK

Urclogical
Surgical
Respiratory
Gastro-intestinal
Haematological
Dental

Personal Care

Raw materials

IRELAND usa

ddd Gokulam Street,
Mathur, Chennal
600068

INDLA

& Exchange, Colworth
Science Park
Sharnbrook,

M4 ILE

Suite 100N #1005,
4701 Sangamore Road.
Bethesda,

MO 20816

Lee Yiew House,
South Terrace
Cork




QOSINA

Thousands of Stock Components

When device development gets tough,
sampling new components should be easy.

- -

—c *JLEEE*

Log on to gosina.com foday to see pricing,
request samples and download product documentation.



