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Medlcal Device Manufacturing

Medical Device Manufacturing: Importance of Supply Chain
* Medical Device Sterilization
* USFDA:

- Harmonization & Modernization of Regulations

- Disposable Syringes : Quality Failures

Materials

* PVCVs. Other Polymers In Medical Devices

* EU Report On Essential Role of PVC in
Healthcare

* Adhesives For Medical Device Applications

Peru Medical Devices Market
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Mr. Manoj Bhardwaj
Managing Director, SMC Ltd., Bangalore

Key Requirements of Contract Manufacturers

LUBRIZOL
LIFE SCIENCE

Reach out to us at

for samples and product information

Scan To Know More

©2024 The Lubrizol Corporation, all rights reserved.
All marks are the property of The Lubrizol Corporation.
The Lubrizol Corporation is a Berkshire Hathaway company.




HighRichJa 1’-’

Precision Extrusion Machinery Co. Ltd. o [ 5 %

HRIJ EXTRUSION

SILICONE TUBE EXTRUSION LINE

The bottom-up extrusion method is more versatile ,and is preferably suitable for
products with relatively large pipe diameters

Model Screw LD | MainPower |Product Standred Floor Space
Diameter
HRJSJ-50 S0mm 2841 15KW ©1.5mm-10mm | L13IM*"WA1.5M"H4.0M YOU R TRUST

HRJSJ-65 | 65mm | 281 22KW ©3.0mm-25mm | LISM™W1.5M"H4.0M WORTHY PARTNER

HR.SJ-90 S0mm 281 45KW @5.0mm-40mm | L18M"W1.5M"H4.0M

+ Consulting
¢+ Competitive Prices
# Technical Support

+ One-Year Warranty
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HR1 EXTRUSION P
HighRich]a Precision Extrusion
Machinery Co. Ltd.

No.1 Industrial Park, Baiteng Village, Taoyuan West Rd,

Shishan Town, Nanhai District, Foshan City, Guamgdong, China
Tel:+86-757-86407501 | Fax:+56-757-86407500 | www.chinahrj.com.cn

E-mail: why@chinahrj.com.cn
Whatsapp'Wechat:+0086-13928609286, +0086-13434861212, +0086-13229219257




PAZWAGROUP

Innowvation is life

Ensuring Safe and Healthy

MEDICAL
PLASTICS

Drying...at the heart of it all

PLASTIVISION

INDIA | 2033 1 MUMBAI]
Waterless Plastic

Desiccant Dryer Desiccant Dryer

21C, Sector-18, Gurugram = 122015
Haryanag, india

1800102 7620 www.bryair.com

BRY-AIR [(ASIA) PVT. LTD. ‘ @ +918826990350 ‘ E bryairmarketing@pahwa.com
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9 Celanese

The chemistry inside innovation

EVERY DAY MORE THAN 150 MILLION PATIENTS RELY ON

CELANESE MEDICAL POLYMERS
TO IMPROVE THEIR QUALITY OF LIFE

REDUCE RISK AND TIME TO MARKET

e FOR YOUR MEDICAL DEVICES
Engage our team for
* One-on-one guidance on material options
+ Regulatory and quality management®
* Tooling optimization and process validation assistance

*included in the Celanese Medical Technology service package

GE OUR 40 YEARS OF CLINICAL HISTORY

@ ) HOSTAFORM® MT® POM Engineered materials for complex drug deliverya
Drug Delivery & CELANEX® MT®PBT  * Inhalation (O], MDI, BAI, Dose Counters)
Medical Devices FORTRON® MT®pps  * Injection (Dose by Dose, Autoinjector, Emergency)

40

VECTRA® MT® LCP + Smart Devices & Wearables [SFHEl't Dose Cﬂl.ll'lﬂl'l,g. CGM,
= Surgical Tools
GUR™ UHMW-PE Hip, knee & other implant applications where
Orthopaedic long-term implantation and wear performance
|mp[a nts are paramount

ATEVA® G EVA Cryogenic Storage Bags, Medical Bags, Blow
Primary Packaging CELANESE LDPE Fill Seal, Tubing and Extrusion Coating

& Fluid Handling

Learn more about Celanese India's commitment
; VITALDOSE® EVA Controlled Release Excipienta  JRURUERIEN SN E I & MU
Pharma Ingredients custom solution for controlled  WIIETH R ¢ A MNICOR
: +91-22-62596200

Celanese®, registered C-ball design and all sther trademarks identified herein with ®, TM, SM, unless @] .
il gl et o Sl R s healthcare@rcelanese.com
© 2021 Celanese or ils affiliates. All rights reserved.



¥ raumedic

Ready to fill.
Easy to use.

S

Contact us!

raumedic.com

Raumedic Pte. Ltd. - asia@raumedic.com - Mokile: 009129740822661



INDIA’S NO. 1 TRADE FAIR FOR HOSPITALS,

HEALTH CENTRES AND CLINICS

29" International Exhibition and Conference

MEDICAL HALL 1, BOMBAY EXHIBITION CENTER

M FAIR| MUMBAI INDIA
won| 13-15 MARCH 2024

-""—\ .
www.medicalfair-india.com Member of @ MEDICAlliance

SHOW HIGHLIGHTS

o1 16,000 m* [rg] 350+

EXHIBIT AREA ) EXHIBITORS

dig 19,000+ 1yl 4
VISITORS CONFERENCES
= 16+ S 60+
@30 extismnG &30 vismine
COUNTRIES COUNTRIES
S35 500+
DELEGATES
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SPECIAL FEATURES

3 CLIN LAB DIAGNOSTICA
MEDICAL MEDICAL
Wﬂ ArMED ; in-yitro Ja. FAIR rehain ‘)

COMNFEREMCE | Diagnostics Pavilion
INDIA

AIMED - Make In India Pavilion Clin Lab / IVD Pavilion & Conference Rehabilitation Pavilion
! MgSqnts
I 'O-l-'— i MEDICAL sm ART FTR :.umre MEDICAL -
AR ! _J'l,k FAIR 4H or _M FAIR AT INDIAZ
- HOSPITALS Health HEALTHCARE AWARDS =~
! INDA ol | EEE
International Conferences Future for Health Digital Health MT India Healthcare Awards

Start-up Pavilion & Conference

EXHIBITOR PROFILE

¥ Medical Equipment & Devices ¥ Imaging & Diagnostics

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

¥ Hospital & Healthcare Infrastructure v Life Sciences and Biotechnology

¥ Pharmacy, Dispensary Equipments and v" Rehabilitation, Orthopaedics & Physiotherapy
Furniture v Components

¥ Disposables & Consumer Goods

GENKHA Wi

VISITOR REGISTRATION
NOW OPEN!

SCAN TO REGISTER

For more information, please contact:
Tel.: +91 124 4544 500, Email: VermaA@mad-india.com, ShuklaM@md-india.com

Powered by Supported by Registration Badge Media Partner
Partner Partner
—
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www.medicalplasticsindia.com

www.med

THE ONLY INDIAN PORTAL SITE ON MEDICAL PI.ASTICS/DEVICES TECHNOLOGY AND TRADE

Medical Device Manufacturing
+ Medical Device Manufacturing: Impartance of Supply Chain
+ Medical Device Sterilization

+ USFDA:

- & of

- Disposable Syringes : Quality Failures
Materials
+ PVCVs. Other Polymers In Medical Devices
+ EU Report On Essential Role of PVC in

Healthcare
.+ Adhesives For Medical Device Applications

Peru Medical Devices Market

Mir. Manoj Bhardwaj
Managing Direco, SUC L. Bangalrs )
Key of Contract

MedTech Innovations
= What Drives Innovation In India
+ Top 100 Innovations

atives « Environmental Impact

Governmentl i

Medical DEVICE = @ Medical Devices Market n 5 0
ot = 2 Challenges and Opportunities * New Medical Device Policy 2023

2 ';‘é"‘:‘e”"f[ 5::"&“‘1?'” ; + Gamma Radiation Sterilization
SE Raw * Sili : Life - g
TE Applications

e Global Norm 3 gg Mp‘;. | Devi

atensMarketing Strategies. =L = Medical Devices :

Components and Raw Mateials = Dominican Market

Polymer Compaunds £

« Medical Device Design & Development Prucess
- Concepts of Review, Verification, and Validation \
- Testing Strategies

- Risk Management Procedures

- Practical Aspects of Medical Device Development
- Medical Device Compliance

Dr. Manoj Komath

Sk & Bt Tl Catheter Tubing : Materials & Manufacturing

‘Wing, Sres Chitra Trunal Insttuta for . H - feo-rt,

RIS = Haemodialysis Catheters : Potential Complications
+ Medical Polymers : Effect Of Radiation

= Materiovigilance Program Of India ( MvPI )

+ Guatemala Medical Devices Market
= Medical Plastics Knowledge Pavilion : Highlights

BOOK REVIEW

Irian Medical Device Industry

e} IV ] Conferences

2 Day Conference I Conjunciion Wi
21st National Conference And Technology Exhibition on TEI:hI‘IDIDgg
Medical Devices (Plastic Disposables & Implants) Industry : Display show
Manufacturing, Quality & Regulatory - Challenges & Opportunities
Ploncer & The Oniy Event For Medicl Pastc Disposables & Implans Industy I ndia EXHIBITION

Indian Medical Device Industry " Technology
igust 26-27, 2023, Chennai
e Display 5h|:|w

Conferences —

Medical Plastics Tubing: Applications,
Quality & Extrusion Process Challenges

An Eshibition Displaying Meterials,
21s Seminar National And Technology Exhibition on hdhesives, New Technologies,
Medical Devices (Plastic Disposables & Implants) Industry : Manuiacturing / Testing Equipments,
Manufacturing, Quality & latory - Chall &0 Hes o e v e
Pioneer & The Only Event For Medical Plastic Disposables & Implants Indusiry In India  Implants & Diagnestics Industry

With Special Focus on

«Medical Plastic products f: ing & . ions in India & Road Ahead, Research,
Emerging Opportunities, Evolving Ecosystem MedTech Innovations & IP Management
«Medical Polymers, Components & Processing, « New Technologies.
Packaging, Tesling Trends & Opporlunities A
«Quality / C: & i

Workshop on “Biocompatibility for Medical
Devices, Biomaterials & Polymeric Materials”

+ Material & Process Requirements

* Co-Extrusion & Micro-Extrusion

* Real Economics Of Extrusion

+ Extrusion For Thin-Walled Catheter Tubing
+ Go-Extrusion For Drug Delivery

+ Plastic Based Medical Disposables For Dialysis
« Cabinet Approves The Policy For The Medical Devices Sector

Medical Polymers : Quality, Safety,
Innovations & Availability

+ Medical Polymer Compounds

* Innovations In Medical & Pharmaceutical
Thermoplastic Elastomers

« Testing And Biological Evaluation of

S. Balram Sandhya C G,
GEO, Sree Chira TirunalInsttue for  Scientist . Sree Chitra Tirunal Institute
Metical Sciences and Technology, for Madical Sciences and Technolagy,

SCTIMST - Tikbed SCTIMST Medical Devices & Biomaterials
SCTIMST - TIMed Sl .
#! Catalysing Medtech Ideas .- 3 .-~

sacietal good, innovations come
as output, This forum would be o

Medical Polymers : Emerging Applications,
Trends & Opportunities

= New Applications
= Important Thermoplastics
* Medical Tubings
“When science is applied for = 30 Printing
g - V. » Medical Textiles & more......

A4
World Health
Innovation Forum

Februory 16 - 18, 2023

platform to bring science
closer fo society.”

Dr. Jitendra Sharma

2 2ol " ] Y MD & CED, AMTZ
‘ " N & .
Jagdish Parmar Aditya Purandare - ‘;" ™ o - N o
GM (5 Managing Director - ndk =
KL roup ol o Ry 17 Pt S
« Indian Medical Device Manufacturing Industry: Evolving Ecosystem = = .
« Sterilization Technologies for Medical Plastic Products and Devices Medical Device Packagll'lg
- Testing & Validation
- Vendor Evaluation

- E-beam Sterilization : A Unique Opportunity For Indian Medical Deu\ce Industry
- Plasma Sterilization
- Comparison of Common Sterilization Methods .

- Radiation Stability of Various Plastics
- Sterilization Services Market by Method
= Importance of IS0 13485 for Medical

Plastic Materials & Components Suppliers
= International Market Exploration
3 For Medical Devices

V C Petwal

Radiaticn Processing In-charge,

ARPF & Head, Redialion Processing Lob
Deparment of Atoric Energy, Gout. of India
Raja Ramanna Centre for Advanced Technolegy

SEMINAR

| e, e

- Quality & Quality Management System/Standards
- Why Medical Device Packaging Fail ?

- About Usability & Sustainability

- Misconceptions About Medical Device Packaging
Biomaterials : Biocompatibility and Biostability -
Emerging Healthcare Practices & Role Of

Medical Devices

Medical Device Classification for Global Markets




JAIN RUBBERS

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

. Ihjection Sites / Latex Bulbs

."“‘*-«'
@@

Sto ppers / Needle Covers

Float Valves | "Y" Conn. Discs

Manufacturing and Exporting Medical Rubber Products since, 1992,
ISO - 9001:2015 certified. JAIN RUBEERS PVT. LTD.

Admn. Office : F-75, Sipcot Industrial Complex,
Medical Rubber Products compliant to Global Standards. Available in Gummidipoondi - 601201, Tamilnadu, India.
various polymers Natural Rubber, Polyisoprene (Latex-free), Butyl, Tel: 91-44-2792240 f 27922564,
Bromobutyl, Silicone etc., meeting 1S/1S0/IP standards. Wide Range Email: jainrubbers@yahoo.com
of Products. Single source for all your medical rubber requirements. Website : www.jainrubbers.com

7 e Life 0 Line Technologist

EOR COM F E p Plot No.: 864/1, Near Indian Petrol Pump, Hirapur Cross Road, Mahemdabad Road, Ahmedabad -382435. Gujarat, India.
Mob.: +91 9898162576 « Web.: www.lifeoline.com « Email.: lifeoline2011@yahoo.com

(AN 150, 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 L

High Concentration Mask » Hemodialysis Catheter Kit e —

Nebulizer Mask - Adult / Paed « Neltan Catheter a 4l <« \

Nebulizer Kit With Mask & T Pcs. » Blood Tubing Set 3 =y -

Multiflow Ventury Mask - Adult / Paed + AV Fistula Needle . & ) P
Swivel Mount - Std & Exp. + DJ Stent - All Type SRS

T Oxygenator With Tubing / /
Breathing Filter - All Type GASTROENTROLOGY

« * & & & 8 & ° 8 s e 8 e s

3 Ball Spirometer * Mucus Extractor
Ambu Bag - Adult / Paed / Neo » Infant Feeding Tube
Ventilator Circuit - All Type + Ryles Tube 3
Bain Circuit - Adult / Paed + Stomach Tube ‘ L= )
Endotracheal Tube Plain & Cuf fe » Kher T Tube . Ly f\ f L5 D)
Aircusion /Anethesia Mask + Levins Tube o 1!# e/
B-pap Mask & C-pap Mask All Type * Selum Sump Tube
INFUSION THERAPY & g L
« Central Venous Catheter .SUSIEEE,I:\(':;EGI?;INAGE [ / I /
* Pressure Monitoring Line . Th ic Drai Cath
= 3-Way Extension Line oracic Drainage Catheter
o eI Vel et * Abdominal Drainage Kit
- Dial Flow Regulator - Close Wound Suction Set
« 1. V. Set With Flow Regulator . Ea”k"."”r e . P
o Bl @ + Umblical Cord Clamp \ /
MISCELLENOUS s
» Nebulizer Compressor Machine AN ISO 9001:2015 -\‘ A
: "Gt s

- ECG Paper & ECG Accessories AN 1SO 13485:2016 W fas
» Patient ID Belt WHO & GMP
S Oxvger FlowiMeter CERTIFIED COMPANY

= Cautery Pencil




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

A AR

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 vields 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 aesthetics ¥Y0242
standards

For more information or technical support, please contact Milliken: Call: +971-20-67307501,
email: asiachem@milliken.com, or visit us at chemical.milliken.com

O 2000 NX, Mallgd, sad Madllien 30 regiiteded Lipdermarks of Milken & Cadngarsy,



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:
« DINENISO 9001 Quality management » DINENISO 14001 Environmental management
« DIN EN ISO 13485 Quality management for medical + Cleanroom EG-GMP-guideline Annex 1 cleanroom
devices classD &15014644-1 (class 8)

ET Elastomer Technik India Pvt. Ltd.
Plot No.30, GIDC Electronic Park SEZ, Sector - 26,
Gandhinagar - 382 028, Gujarat, India

Phone: +91 97277 63274 Email: admin@elastomer-technik.in

ET Elastomer Technik GmbH:
Am Stockleinsbrunnen 10, 97762 Hammelburg, Germany.

Tel: +49 (0) 9732 78865 0 Mail: info@elastomer-technik.com
Website: www.elastomer-technik.com




Since 1967

Above 250 + Models | 30,000 + Customers ;
EXPORT TO 55 + COUNTRIES 2

AUGER FILLER BLISTER SEALER BLOOD & URINE BAG
MAKING MACHINE

N
F

P '
DISPOSABLE HAND
BLOOD FILTER CONTINUOUS GLOVE MAKING FOIL & CAP SEALER IMDUCTION
MAKING MACHINE BELT SEALER MACHINE MANUAL HAND PRESS TYPE CAP SEALER

N ol :
. SEALING MACHINE -
MOTOR GEAR WITH VACUUM + -

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

SHRINK PACKAGING
MACHIMNE TUBE SEALER J TVYEK SEALER VACCUM FORMING VACUUM SEALER

List of Company name for Pharma

Akums Drugs&Pharmaceuticals Ltd . Claris Life-science Ltd 17.Marck Bio-science Lid

Ahlcon Parenterals India Ltd . Core Healthcare Ltd 18.Paras Pharmaceuticals Ltd
Albert David Lid, . DSM Sinochem Pharmaceuticals 149.Pfizer Pharmaceuticals Ltd
Alembic Pharma Ltd . Eurolife Healthcare Pvt Ltd 20.Ranbaxy Laboratory Ltd

Axa Parenterals Ltd 3. Fresenius Kabi India Pyt Lid 21, Torrenl Pharmaceuticals Lid

Bal Pharma Ltd . Glenmark Pharmaceuticals 22. Troika Laboratories Ltd

Baxter Healthcare Ltd . Intags Pharmaceuticals Ltd 23 Wockhardt Ltd

Cadilla Healthcare Lid . J B Chemicals & Pharmaceuticals Ltd 24 Zoetis Pharma Research Pyt Lid

o Bl s S

Eewa Engineering Co. Pvt. Ltd. Telefax : +91 79 2274 3075 / 2274 8559
1, Anant Estate, Opp. Comet Estate, © +91 9825038559
Rakhial, Ahmedabad - 380 02: B eewaeng

rat (INDIA) Email : contact@eewaengineering.com

saflin I IRl IR T 2 1ES www.eewaengineering.com
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9% ACCUPREC

#*8 RESEARCHLABSPVT.LTD.

Ultimate solution...

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

Globally Ranked Top 10 Lab for Medical Device Testing*

1. Blocompatibility Testing
of Medical Devices
(As per 1SO 10993-1:2018)

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

* |n=vitrg Cytotoxicity
Testing (15010993-5)
* Skin Sensitization
Testing (150 10993-10)
* [rritation or Intracutanesus
Reactivity Test (150 10993-23)
* Acute Systemic Toxicity
Test (150 10083-1)
* Material Mediated
Pyrogen Test (150 10093-11)
* Sub-Acute Systemic Toxicity
Test (150 10993-11) Sub-Chronic

* Chronic Toxicity Test
(I 10993-1)

* Implantation Test (IM/sC/
Intraacularf Intra-biliary [
Intra- arterial) (IS0 10993-68)

* Ganotoxicity Tests
{AMEs, CHA, MNT)

IS0 10993-3 & 150 10993-33)

* Hermocompatibility Tests
(15010993-4)

* Carcinogenicity Test
(150 10993-1)

* Reproductive | Developmental

, Degradation Testing (150 109933,
150 10983-13, 150 10993-14 &
150 10993-15) Toxicokinetic study of
Degradation Products (150 10993-18)

* In-vitro Skin Irritaticn Test
{150 10993-23)

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

* Mucosal Membrane Irritation Test
(ral, Ocular, Panile, Vaginal &
Rectal) (150 10893-1)

* Biologicaol Evaluation
Plan (BEF) & BER

Teudcity Test (1S010993-1) Toxicalogy (150 10893=11) * Toxicological Risk Assessment

7. Mok, PPE, Glaves
& Teatile Testing

2 Chamibool Charactarizaticn
fixractablo & Loothakio
Testing of Roaw Moferl &
Finkehad Madical Denvices

4. Microbiologhcal
Tasting Services

5. Packaging Testing &
Transpedt Voldation
Study

3. Blologlcal Testing of
R Mateial of
Phastics, Rubber,

Silcon, Pelymars, ¢,

. Stability Testing
Senaiced

0, Partormancs
Tosting of Rapid In
Wit Diognostic Kits

&, Performanda Temting
of hpdical
==

10, Resgarch &
Darvibopemant Services

& Reguiatony Dossher
Propargtion

ol
SO0 2015

= (2
" / N

L. LW

REGISTERED OFFICE:
Opp. Zydus Pharmez, Changodar-Bavla Highway,
Nedar Matoda Patiya, Po. - Matada, Ahmedabad
382 213, Gujarat, INDIA.

NORTH AMERICA OFFICE:
Pittsburgh, PA, USA

CAMNADA OFFICE:
Sudbury, ON, Canada

*As per two Independent Reports Published by:

1) Credible Markets, USA https:/ [tly/60dt0
2) MR Accuracy Reports, Canada https:/[tiy/ca-g2
Visit us on www.accuprec.com | Stay connected with us on |_£ an‘!] 80996 16769, 90999 81023, 9909919545




www.kljindia.com

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

We care for Clean-Room GMF, Biocompatibiliies and Healthcars
standards as per USP Class-V1, ISO 10152:2002/ ISO 38268:2013,
IS0 10993:2013, IS 10148 & IS 10151, Calfomnia -65RoHS,
REACH compliances.

We are [S0-9001:2015, 1IS0-14001:2015 and IATF-16949
certified. Our kaboratories are accrediated by ISONEC-17025 and
R&D center is approved by DSIR. Steps forward for certification of
130-13485 for Medical device Quality Management System.

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

Our Application Range:
Oxygen masks | Nonwoven surgical masks | Safety Goggles | Catheters | IV sets | Feeding tubes |
Blood Trasfusion tubes | Endotrachel tubes | Dialysis tubes | Suction tubes | Drip chambers | Blood Bags

Corporate Office: KL.J Hose, 8A, Shivaji Marg, Majafgarh Road, New Delhi-110 015, India
Tel: +91 11 41427427/28/29 | Fac +91 11 25459709 | Emaik dethi@kljindia.com

Trust Built on Performance

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

COMPOUNDS FOR APPLICATIONS

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

Phthalate Free / REACH Compliant Plasticizers available

Mumbai: +91 22 61830000, mumbai@kfindia.com | Chennai: +91 44 42383622, chennai@kfindia.com
Kolkata: +91 33 22823851, kolkata@kjindia.com

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

KLVAD-01/ 21-015



CUSTOM PVC D i Kare

MEDICAL COMPOUND POLYALLOYS

Excellence Through Perfection

For Most Challenging Requirements (ISO 9001:2015 Certified Co.)

i-Kare USPs

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

Medical
Compounds

We manufacture products according to exact
specifications of customers.

Our Medical Compounds designed to meet 7
requirements of sterilisation by ETO, steamn,
Gamma Radiation. Speciality

Medical
Our PVC Compounds are available in both DEHP Compound P//Fﬁ
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 PVC Compounds are tested and
complies to the global requlatory requirement of
ISO 10993 and 1SO 3826.

I-Kare Polyalloys Pvt. Ltd.

Sr. No. 113/3-5, Ghelwad Faliya, Dabhel, Mani Daman - 396210. INDIA
) +91 93770 00389, TBT44 47777 (D care@i-karein & wwwi-kare.in




Y’zum’ ‘ OHPM [+ 160 Patents]

[ + 200 Honors ]

American Technology
Indian Value

AS Series Standard High-end
Servo Injection Molding Machine

D1 Series Two-platen
Injection Molding Machine

Email: imm@yizumi.com Website: www.yizumi.com/en/ Tel: 90999 06175
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COVER STORY

Medical Device Manufacturing: Importance of Supply Chain

Starting right from sourcing reliable raw materials and components, supply chain plays a vital role more
important in emergencies.

A well-managed supply chain is the key to quality, efficiency, innovation, availability and more affordability.
With a smooth and efficient supply chain, we can get those life-saving medical devices to patients who need
them without any delays.

MANUFACTURING

Medical Device Manufacturing For Mature Markets
Mr. Manoj Bhardwaj, Managing Director, SMC Ltd., Bangalore

Few medical device and pharma manufacturers have partnered with medical, diagnostic and drug delivery
device contract manufacturers that have the systems, resources, execution capability and proven track
record of meeting both quality and regulatory requirements of mature markets. The key requirements.......

MANUFACTURING

Vaporized Hydrogen Peroxide For Medical Device Sterilization
Vaporized hydrogen peroxide (VHP) is the latest medical device sterilization alternative to ethylene oxide

(EtO) as the industry seeks to limit potential harm from EtO and increase total sterilization capacity.
But unlike EtO, VHP is not flammable or explosive and is not considered by the EPA to be a cancer risk when
inhaled.

MATERIALS

PVC vs. Other Polymers In Medical Devices : Facts And Figures

PVC is the single most used polymer in medical devices. PVC has a market share of 27% in Europe and 26%
globally. It is estimated that PVC will retain its market position in the years to come.

The largest share goes into medical bags, including blood bags, IV bags, dialysis bags and urine bags.....

MATERIALS

Henkel Introduces Instant Adhesives For Medical Device Applications

Henkel has introduced two next-generation medical grade, cyanoacrylates-based instant adhesives that are
designed to offer improved safety and performance.....

QUALITY

US FDA QSR Amendments : Relevance to Medical Device Component Manufacturers
Mr. Bhupesh Sood, CEO, SEC Global, Ahmedabad

Excerpts of Medical Devices; Quality System Regulation Amendments with special reference to component
manufacturers.

The qualitative benefits of the rule include quicker access to newly developed medical devices for patients
leading to improved quality of life of the consumers and also contributes to cost savings.
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GLOBAL TRENDS

EU Report Confirms Safe Production and Essential Role of PVC in Healthcare

The report confirms that the production of PVC in Europe adheres to the highest safety standards, effectively
managing risks associated with its production, particularly concerning worker safety and environmental
impact.

PVCMed Alliance continues to support the responsible production, use, and end-of-life of PVC in the medical
sector.

GLOBAL MARKET : MEDICAL DEVICES

Peru Medical Devices Market

Mr. Amit Dave - M. Pharm, MBA, Former CEO — Brazil Operations/ Vice President Export - Zydus Cadila
Claris Lifesciences

Comparatively a larger market size. Also longer life expectancy resulting in the larger elderly population
and increasing private market offering a good opportunity.

A very large population of Indians residing in the country (mainly in Lima) can be a good support system.
In the healthcare profession, there are many Indian operators.....

AiMeD & REGULATORY UPDATES

» Medical Devices Sector Applauds Budget Announcements On Healthcare Sector
* DoP Invites Applications Under AMD-CF Scheme
* New Portal For Medical Devices Registration In India (NSWS)

INDUSTRY NEWS

» Kerala Makes Cut In Medical Device Manufacturing
» Revolutionising Pharma-MedTech: India Allocates Rs 5,000 Crore To Propel Research And Innovation

PRODUCT GALLERY

* Qosina Introduces RondelO™ Stopcock Manifolds

DID YOU KNOW?

Food and Drug Administration

About US FDA Alert Regarding China Made Plastic Syringes Quality Failures

Quality issues reported have included leaks, breakage, and other problems after manufacturers made
changes to the syringe dimensions. These quality issues may affect the performance and safety of the
syringes.

ARTICLE INDEX

Article Index : January 2023 — December 2023
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July 2020 to Sept. 2020

* Future Trends & Development : Atma
Nirbhar India in Medical Devices Sector
(July-August 2020)

- Mr. Sanjay Shah, CEO, Unikal Consultants

Innovation & Technology : Devices For Safe
Transfer Of Corona Infected Patients And
Protection Of Healthcare Workers
(July-August 2020)

Materials : Polycarbonate Is The Material Of
Choice For Medical Face Shields
(July-August 2020)

Did You Know ? : About Use Of Biopolymer
Materials For Medical Devices?
(July-August 2020)

Cover Story : How Can India Become A
Global Medical Device Manufacturing Hub ?

(September — October 2020)

- Mr C. Padmakumar, Director, Kerala
Lifesciences Industries Parks Private Limited
& former Chairman and Managing Director,
Terumo Penpol, Trivandrum

Cover Story : Role Of Industrial Parks For
The Growth Of Indian Medical Device Industry
(September — October 2020)

Cover Story : Bio 360°Life Sciences Park
(LSP) and MedSpark In Thiruvananthapuram,
Kerala (September — October 2020)

Quality : Quality Certifications In Medical
Device Sector (September — October 2020)

- Mr Anil Jauhri, Ex-CEO, National
Accreditation Board for Certification Bodies
(NABCB), Delhi

Materials : Understanding The Complexities
Of Medical Grade Polymers

(September — October 2020)

- Ms Jennifer Green, Technical Marketing
Manager, Medical Polymers, Lubrizol Life
Science Health, Medical Device, USA

Materials : Polymers for Prevention and Cure
: The role plastics play in improving health and
safety (September — October 2020)

- Ms Drashti Shah, Freelance Writer and

Strategist Business Manager, Shaili
Endoscopy
Waste Management Rational Use of

Personal Protective Equipment: An
Environmental Perspective

(September — October 2020)

- Mr Sharang S. Ambadkar, Managing
Director, FeelGood Econurture LLP, Mumbai
- Dr. Mayur R. Moreker, Associate Professor of
Ophthalmology, Bombay Hospital Institute of
Medical Sciences, Mumbai,

- Dr. Shilpa R. Moreker, Consultant
Pathologist and Laboratory Director, NM
Medical Centre, Mumbal

Did
You

DA Know ?

Food and Dnug Adminsiration

About US FDA Alert Regarding China
Made Plastic Syringes Quality Failures

As per recent safety communication issued by the U.S. Food and Drug
Administration (FDA) for consumers, health care providers, and health care
facilities, FDA is evaluating the potential for device failures (such as leaks,
breakage, and other problems) with plastic syringes manufactured in China.

Generally, a syringe is used to inject fluid into, or withdraw fluid from, the body
and can be used in a variety of clinical and home health settings. Some
syringes may also be used with infusion pumps to deliver fluids into the body in
a controlled manner.

This alert was for Syringes used for injecting fluids into, or withdrawing fluids
from, the body and not glass syringes, pre-filled syringes, or syringes used for
oral or topical purposes.

FDA is aware of quality issues from recent syringe recalls, Medical Device
Reports (MDRs), and additional complaints about syringes made at various
manufacturing sites in China.

Quality issues reported have included leaks, breakage, and other
problems after manufacturers made changes to the syringe dimensions.
These quality
issues may affect the performance and safety of the syringes .

The differing dimensions reportedly affected their use with syringe pumps,
potentially resulting in pump performance issues like overdose, underdose,
delay in therapy, and delays in occlusion alarms.

In one of the recalls by a leading US Company, it was found that the Single
Use Sterile Syringes had the potential to leak blood or heparin back or from the
syringe. There were also reports of an unknown black material inside the
syringe. Use of the syringes, according to FDA, could cause serious adverse
health consequences including sepsis and blood loss due to leakage, or risks
like incorrect heparin dosage.

The FDAis working with federal partners to further test syringes manufactured
in China and may prevent syringes made in China from entering the United

States.
(Ref : https://www.fda.gov/medical-devices/safety-
communications/evaluating-plastic-syringes-made-china-potential-device-
failures-fda-safety-communication)

na
atshell....

“At the end of the day, it is all about better
patient outcomes, less-invasive treat-
ments, faster surgeries, and reduced
cost. We can accomplish all of
these things in tandem through
technology and innovation."

-Eric Steuben
SVP of Operations at Calyxo
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“MEDICAL PLASTICS DATA SERVICE” : NOW IN THE
32nd YEAR OF PUBLICATION.

It is a matter of immense satisfaction and pleasure that with
this issue, our magazine is now in the 32nd year of
publication.

As always, we remain grateful to numerous Industry leaders and

professionals for their kind support, continued co-operation and guidance. Also their
generous contribution by way of articles sharing their insight and vision about current
and future scenarios.

Along with the magazine, through our other activities namely Conferences,
Technology Show Exhibitions, Information Portals, Training Programs etc, our
mission is to create a knowledge sharing platform for Medical Device Industry
through interaction with materials / machinery / technology, services providers as
well as academic and research organizations.

Our successful completion of 31 years’ service to the Medical Plastics / Medical
Devices sector has been possible because of generous support from all the
stakeholders.

Medical Device Manufacturing: Importance of Supply Chain

The supply chain plays a vital role for the growth of Medical Device Industry in India. A
well-managed supply chain is the key to quality, efficiency, innovation, availability
and affordability. The cover story gives overview on supply chain challenges that can
impact operations and overall success of Medical Device Companies. Contract
manufacturing is an important component of supply chain. In an article titled,
“Medical Device Manufacturing For Mature Markets®, Mr Manoj Bhardwaj, Managing
Director, SMC Ltd , shares his knowledge and long experience regarding supply
chain management and the key requirements of contract manufacturers.

“Medical Devices : Quality System Regulation Amendment” by US FDA

US FDA has recently amended Quality Management System Regulation to
harmonize with requirements used by other regulatory authorities including 1ISO
13485. As summarized by Mr Bhupesh Soon, CEO, SEC GLOBAL in his article, this
will result in not only cost saving for Medical Device Industry, but result in “ quicker
access to newly developed medical device to patients leading to improved quality of
life of the consumers.”

This issue also introduces Vaporized Hydrogen Peroxide ( VHP ) as the latest
Medical Device Sterilization alternative.

Safe Production and Essential Role of PVC in Healthcare

PVC is the single most used polymer in Medical Devices with global market share of
26 % . As per a recent report by ECHA made for PVCMed Alliance, no alternative
material has been identified that can replace PVC in all its medical applications and
there is no Life Cycle Assessment ( LCA ) data to substantiate the claim that
alternatives are environmentally preferable to PVC. Along the major applications,
facts & figures regarding market share of PVC vs Other Polymers used in Medical
Devices are given in this issue.

This issue includes our regular features including Industry & Regulatory News,

Image Virtual Creation, Ahmedabad-54 « Ph:098795 55948

Notice: Every precaution is taken to ensure accuracy of content.

However, the publishers cannot accept responsibility for the

correctness of the information supplied or advertised or for
any opinion expressed herein.

Global Trends & Markets, Product Gallery and more ...
D Y %
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Medical Device Manufacturing: Importance of Supply Chain

The supply chain in medical device manufacturing is like the
backbone of ensuring that the medical devices we use are top-
notch in quality and safety - incredibly important. Starting right
from sourcing reliable raw materials and components, supply
chain plays a vital role more important so in emergencies.

Shortage of semi-
conductor &
components
disrupted the
entire supply
chain globally
during the COVID
times. It created
shortage of life
saving medical
devices such
ventilators,
O Xy g en
concentrator etc.
and impacted the
human lives.

Recent research
from the McKinsey
Global Institute
(MGI1) reports
lengthy disruptions
from a shock (two
months or longer) are frequent, occurring every 3.7 years. The
same research also found that within a ten-year period, shocks
could cause some medtech companies to lose
approximately 38 percent of one year’s earnings.

Today’s supply chain issues are often crosscutting, involving
shortages of raw materials that impact multiple manufacturers
and devices, according to Tammy Beckham, associate director
for the Resilient Supply Chain Program at the US Food and Drug
Administration’s Center for Devices and Radiological Health
(CDRH).

These factors have impacted a variety of device materials and
components including resin, silicone, paper, cotton and
semiconductors, she said. (RELATED: Study: COVID pandemic
triggered spike in device shortages, Regulatory Focus 08
December 2022)

A well-managed supply chain is the key to quality, efficiency,
innovation, availability and more affordable. With a smooth and
efficient supply chain, we can get those life-saving medical
devices to patients who need them without any delays.

Supply Chain Challenges that can impact operations and overall
success of Medical Device Companies .

* Vendor Management

Finding reliable and qualified vendors who meet the necessary
quality standards and delivery timelines can be a challenge.
Ensuring a stable supply of raw materials and components is
crucial for uninterrupted manufacturing.

* Regulatory Compliance

Medical devices are subject to strict regulations and certifications
to ensure patient safety. Complying with regulatory requirements,
such as FDA regulations in the United States or CE marking in
Europe, can be complex and time-consuming.

* Quality Control
Maintaining consistent product quality is vital in the medical
device industry. Ensuring that all components and processes

meet stringent quality standards requires robust quality control
measures and continuous monitoring.

* Demand Forecasting
Accurate demand forecasting is crucial for managing inventory
levels and
production
schedules.
Inaccurate
forecasts can result
in excess
inventory, tying up
capital, or
stockouts, leading
i Y to delayed
shipments and
-_— dissatisfied
customers.

* Supply Chain
Visibility
Lack of visibility
%']a across the supply
chain can make it
challenging to track
inventory levels,
monitor supplier
performance, and
identify potential bottlenecks or disruptions. Real-time visibility is
crucial for proactive decision-making.

¢ Global Supply Chain

Many medical device manufacturers operate globally, which
introduces additional complexities such as managing multiple
suppliers across different regions, dealing with varying regulatory
requirements, and navigating customs and import/export
processes.

* Counterfeit Components

The risk of counterfeit components poses a significant challenge.
Substandard or cloned parts can compromise the safety and
performance of medical devices, leading to product failures and
potential harm to patients.

* Cost Management

Balancing cost-effectiveness with quality and compliance is a
constant challenge. Fluctuating raw material prices,
transportation costs, and regulatory expenses can impact the
profitability of medical device manufacturers.

* Continuity Planning

Unexpected events, such as natural disasters, pandemics, or
geopolitical disruptions, can significantly impact the supply chain.
Developing robust continuity plans to mitigate risks and ensure
business continuity is essential.

¢ Collaboration and Communication

Effective collaboration and communication between
manufacturers, suppliers, and distributors are critical for
streamlining the supply chain. Lack of collaboration can lead to
delays, misaligned expectations, and suboptimal outcomes.

Addressing these challenges requires strategic planning,
effective supplier relationships, robust quality management
systems, advanced data analytics, and proactive risk mitigation
strategies. Medical device manufacturers must continuously
evaluate and optimize their supply chain processes to ensure
efficiency, compliance, and customer satisfaction.
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The Indian medical device and
pharma manufacturers are
striving hard to grow their complex
and high-risk medical device
product portfolios in particular for
the lucrative but hard to penetrate
mature markets like U.S., Europe
and Japan.
One of the key challenges is difficulty in complying with
regulations and expectations of regulators of these markets. To
overcome this challenge, a few medical device and pharma
manufacturers have partnered with medical, diagnostic and drug
delivery device contract manufacturers that have the systems,

resources, execution capability and proven track record of
meeting both quality and regulatory requirements of mature

Medical Device
Manufacturing For Mature
Markets

Mr. Manoj Bhardwaj,
Managing Director, SMC Ltd., Bangalore

markets.

The key requirements of such contract manufacturers are

as follows:

* Robust quality management system, certifications and
registrations that comply with regulations of mature
markets

» Best-in-class manufacturing practices

 State-of-the-art facility with sophisticated equipment for
manufacturing and testing

 Highly skilled and well-trained resource base

* Program management, speed to market and strength in
execution during development, validation and manufacturing
phases

» Supply chain management experience including capability to
source and procure exotic materials and components from
across the globe, even in small quantities

SMC is uniquely positioned in this space as a medical, diagnostic
and drug delivery device contract manufacturer headquartered in
U.S. and having a world class manufacturing facility (E.O.U.) in
Bangalore. SMC has design and manufacturing facilities in
U.S.A,, UK., 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.

SMC’s manufacturing facility in Bangalore makes complex
medical device components, assemblies and finished devices for
domestic, emerging and mature markets. SMC’s capabilities
include device design rationalization, component design, tooling,

January-Februsry 2024



MORRISONS

IFECARE PVT. LTD.

process development and validation, injection molding, finished
device manufacturing, manual / automated assembly, parts
adhesion, ultrasonic welding, printing, coating, labelling, kitting,
packaging, custom / inline device testing, sterilization
management and global distribution. SMC also designs and
manufactures custom inline manufacturing, inspection and

testing equipment. Manufacturer of

SMC'’s value proposition is as follows:
* SMC owned and operated 35,000 sq. ft. manufacturing facility SURGICAL DISPOSABLE & MEDICAL DEVICES

at Bangalore wilth state-ol-art manulncturing & maintaining Internatienal Standards
* |ISO 13485 certification, US FDA registration, MedAccred

certification, ISO 14001 certification and Japan health ministry CEISOGMP
accreditation

» Mature global quality management system

* Best in class new product development, engineering, MORRISONS® caters to the needs of:
validation, automation and sterilization services

« Tool design and build, injection molding and device assembly, 1_]m|._.g:,-| Ansaesthesia |5..rgm}- |;:.-_.,.m,l:¢_& ;}|_.5r_| Orthopedics

kitting and packaging

» Manufacturing environment: 1ISO Class 7 and Class 8 clean
rooms, air-conditioned and white rooms

» Global sourcing and supply chain management capability

» Exports to mature markets from over a decade

For more information, please visit www.smcltd.com or email

Ne:3 Anna Street, Padikuppam, Chennal - 604 107, India.
Ph: 91 - 44 - 26155047 | 26156047, Telefax: 81 - 44 - 26154047
email@marrsonslifecare.com

www.morrisonslifecare.com

manoj.bhardwaj@smcltd.com

@S=C GLOBaL

Align Energize...
Management Consultants, Trainers, Customer Compliance

« 1S0 9001 | 1SO 14001 | 1SO 45001

« MDR 2017 | CE | 1SO 13485 | EU MDR

* HACCP | FSSC 22000 | 1SO 31000 | 1ISO 50001

 SA 8000 | Sedex | BSCI

 Management Audit | Audit | Process Audit | Safety Audit

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

Mobile : +91 997 480 3399 / +91 95121 00909, Email : info@complianceforgrowth.com,
Website : www.complianceforgrowth.com
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Vaporized Hydrogen Peroxide For Medical Device Sterilization

Vaporized hydrogen peroxide (VHP) is the latest medical device
sterilization alternative to ethylene oxide (EtO) as the industry
seeks to limit potential harm from EtO and increase total
sterilization capacity.

H

S
H

A molecular model of hydrogen peroxide (H202) [lllustration by
petrroudny via Adobe Stock]
Vaporized hydrogen peroxide (also referred to as VH,0,) is the
FDA’s newest addition to its list of Established Category A
sterilization methods for medical devices. Other Category A
sterilization methods include EtO, dry heat, moist heat and
radiation.
Like the aqueous form of hydrogen peroxide (H[1O[1), VHP (also
referred to as VHI10L(J) kills infection-causing bacteria, viruses
and all other microbial life by oxidizing amino acids and proteins.
VHP has a similar effectiveness as EtO, which is the most
commonly used method for medical device sterilization. Like EtO,
VHP can permeate many materials used for medical devices and
packaging without causing damage or leaving harmful residue.
And VHP can similarly be used to sterilize medical devices in
bulk.
But unlike EtO, VHP is not flammable or explosive and is not
considered by the EPAto be a cancerrisk when inhaled. VHP also
sterilizes at lower temperatures than EtO, which reduces the risk
of heat damage to device components or materials.

Which medical devices can be sterilized with
vaporized hydrogen peroxide?

VHP is an effective sterilization alternative to EtO for many
medical devices, including single-use and reusable surgical
instruments, endoscopes, implants and devices with electronics,
temperature-sensitive devices, combination delivery devices,
single-packaged complex devices, and complete assemblies or
devices with loose components.

VHP can also be used for pharmaceutical sterilization, including
containers, pre-filled syringes and other parenteral drug delivery
systems.

VHP is “a safe and effective alternative” to EtO sterilization,
Stryker’s Sustainability Solutions division said in a 2021 white
paper as the world’s largest orthopedic developer explained its
migration from EtO to VHP. That Stryker white paper — authored
by Sterilization & Microbiology Global Director Erick Gustin —
explored VHP’s use for medical device sterilization, covering
efficacy, temperature, processing cycles, emissions and
materials compatibility.

“Vaporized hydrogen peroxide provides a safe alternate to
ethylene oxide sterilization of medical devices when specific
limitations of the technology are appropriately addressed during
process development,” Gustin wrote.

Vaporized hydrogen peroxide sterilization
processing

VHP can permeate most materials — including seams, joints and
plastic membranes — and is an effective sterilant at low
concentrations. “Following established ISO guidelines, the VHP
process shows consistent repeatability and reproducibility for
medical device sterilization,” Gustin wrote.

VHP can sterilize at lower temperatures than heat sterilization or
EtO, with typical processing cycles in the range of 75-100°F,
Gustin said. He reported efficient VHP sterilization at
temperatures as low as 39°F to minimize the risk of damage to
heat-sensitive materials.

Like EtO, VHP is applied in a vacuum chamber, but VHP has
relatively short sterilization cycles, with less or no need for
extended product residual outgassing like EtO. VHP also has low
toxicity. Water and oxygen are the byproducts of VHP
sterilization, eliminating the toxic emission risks of EtO. This all
yields faster turn times and increased chamber availability to
maximize sterilization throughput.

Vaporized hydrogen peroxide materials
compatibility

Medtech industry testing has found VHP is compatible with most
materials used to make medical devices, including a wide range
of metals (such as stainless steel, aluminum, and titanium),
plastics (including polycarbonate, polyethylene and
polypropylene), silicones, glass, adhesives and electronics.
However, VHP may react with certain uncoated reactive metals
like copper and brass, causing material degradation and/or
discoloration.

“During design and development of VHP sterile processing
cycles, devices are inspected both from a cosmetic and
functional aspect post exposure,” Gustin wrote. “Any materials or
devices that are found to not pass stringent requirements for
functionality and cosmetic appearance are not adopted into the
VHP processing cycles.”

Another notable exception for VHP materials compatibility is
cellulosic material like the paper or cardboard that’'s commonly
used in medical device packaging and shipping. That's a big
disadvantage compared to EtO, which can be used to sterilize
pallets worth of devices in cardboard packaging because the gas
permeates the packaging to sterilize the contents within.

“Stryker’s Sustainability Solutions division addresses this
limitation by processing devices only in their primary sterile
barrier that is VHP compatible and composed of non-cellulosic
materials (Tyvek, Mylar, various plastic polymers),” Gustin wrote.
“Following VHP processing, products are packaged in secondary
and shipping containers for distribution.”

Stryker also warned of adsorption and condensation difficulties
with long lumen devices and densely packed exposure loads.

“Poor cycle development which does not consider potential dew
point changes, gas concentration and saturation levels and
exposure environment temperature will exhibit these processing
non-conformances,” Gustin wrote. “Stryker Sterilization
Engineers account for these conditions and parameters during
the developmental process of a VHP cycle. Devices are seeded
with appropriate biological challenges to challenge the process
and achieve the desired sterility assurance levels to avoid these
anomalies.”
https.//www.medicaldesignandoutsourcing.com/vaporized-
hydrogen-peroxide-vhp-sterilization-medical-devices/
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PVC vs. Other Polymers In Medical Devices :

PVC is the single most used polymer
in medical devices. PVC has a
market share of 27% in Europe and
26% globally. It is estimated that
PVC will retain its market position in
the years to come.

PVC uses in medical devices
and medical equipment

PVC is used in wide variety of
medical applications - from blood
bags over oxygen tubing and
catheters to mattress covers. The
largest share goes into medical
bags, including blood bags, IV bags,
dialysis bags and urine bags. The
second largest segment is masks,
including oxygen masks and
anaesthetic masks, followed by
tubing, gloves and kits. The
remaining 70% is used for catheters,
drip chambers, transfusion sets,
diagnostic equipment and many
other applications.

Medical Tubing

PVC is the single most used polymer
for medical tubing in Europe with a
market share of 31%

Medical Bags

PVC is the single most used polymer
for medical Bags in Europe with a
market share of 82%

Pharmaceutical Packaging

PVC is the material of choice for
medical blister packaging

PVC used in Hospitals

Wall covering
Mattress

covers

’\ S { / P
oxygen s ~ 9 ——— Flooring
= T ®3

masks Surgical gloves & gowns

Blood bags, IV bags &
dialysis bags

Catheters & tubings

Facts And Figures

I cor%

[ e P, PS and others 57%
- Rubber latex 5%

N sec 2%

- Biodegradable plastics 2%

- Other elastomers 7%

Note: Shares calculate based on volumes of unformulated polymers

Medical devices globally - PVC vs. other polymers

B - c oo

I PR PE, PS and others 57%
- Rubber latex 6%

I sec 2%

- Biodegradable plastics 1%

- Other elastomers 8%

Note: Shares calculated based on volumes of unformulated polymers

455,000 tonnes

1,784,000 tonnes
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Medical devices in Europe - PVC volume share 2010-2017
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Medical devices in Europe - PYC volume share 2010-207
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PVC uses in medical devices and equipment, Europe

[ S

- Masks 9%  Oxygen masks, anaesthetics masks efc.

Blood bags, IV Bags, urine bags etc.

- Tubing 5% IV fubes, ventilator fubes efc.
- Gloves 3%  exam gloves, surgical gloves
i1

- Other 70% Cathefers, drip chambers, transfusion ses etc.

123,400 tonnes

Aprons, gowns, head covers, shoe covers efc.

Medical tubing in Europe - PVC vs. other polymers

20,000 tonnes

B rcss

[0 er PE, PS and others 10%
- Rubber latex 18%
[ sec13%

- Biodegradable plastics 2%

- Other elastomers 26%

Source: Europe Medical Polymer Market Report,
Global Market Insights, 2021

Ref. : http://pvemed.org/healthcare/facts-figures/

Medical bags in Europe - PVC vs. other polymers

I Focs2%

I Pr PE, PS and others 11%
- Rubber latex 2%

B ssc 1%

- Other elastomers 4%

18,100 tonnes

Pharmaceutical packaging

Market share distribution for medical blister packaging materials

I 7 57%

I Fvc/pPyvepc 28%
P ora/aliminium 11%
" PVC/CTFE 13%
[ peT 2%

T PP1%

Source : Llano Martinez, G. (2012). Environmental impact of the pharmaceutical packaging
(Master’s thesis, Lund University). Lund University Publications. http://lip.lub.lu.se/student-
papers/record/3044827

PVC is the material of choice for medical blister packaging

97% of all medical blister packaging utilises PVC

Source : Llano Martinez, G. (2012). Environmental impact of the pharmaceutical packaging
(Master’s thesis, Lund University). Lund University Publications. http://lip.lub.lu.se/student-
papers/record/3044827

Cost comparison of blister packaging materials

PVC PP PET

Source : Llano Martinez, G. (2012). Environmental impact of the pharmaceutical packaging
(Master’s thesis, Lund University). Lund University Publications. http://lip.lub.lu.se/student-
papers/record/3044827

|

Cost index
— N

0!

PVC/PVDC  PVC/CTFE OPA/alu/PVC
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Henkel Introduces Instant Adhesives For Medical Device Applications

As a manufacturer of advanced adhesive solutions for the
medical industry, Henkel has introduced two next-generation
medical grade, cyanoacrylates-based instant adhesives that
are designed to offerimproved safety and performance.

Operational excellence concept. Productivity with excellence
process. Industrial management in efficiency and efficient
process. Lean cost and productivity growth. Process of
continuous improvement.

The new products are formulated without CMR (Carcinogenic,
Mutagenic or Reproductively hazardous) ingredients and are
designed to offer increased strength during and after heat
cycling. Loctite 4011S and Loctite 4061S are designed to meet
the specifications of Loctite 4011 and 4061 for easier validation in
existing medical applications.

Both new products have been tested to ISO 10993
biocompatibility standards. The adhesives aim to develop

handling strength in seconds on most substrates and aim to
provide high bond strength on a range of materials including
plastics, rubbers, and metals. After 1000 hours of exposure to
120°C (248°F) heat, these next generation adhesives offer
approximately 100% greater shear strength on steel than other
instant adhesive formulations.

Henkel's new, heat-resistant instant adhesives are "excellent
candidates" for bonding various types of catheters, as well as
tube sets, surgical robots, and other medical housings.

“Henkel is committed to medical quality systems and good
manufacturing practices as a pioneer for sustainable solutions,”
said Philipp Loosen, vice president and head of industrials
EIMEA and global key accounts medical at Henkel. “The launch
of these new, next generation instant adhesives are formulated to
meet the highest safety standards, addressing the need for safe
and effective medical device assemblies, and demonstrating our
longstanding commitment to the medical industry.”

For more information about Loctite 4011S and Loctite 4061S,
Henkel will be at MD&M West from 6-8th February in Anaheim,
CA, at booth #2326.

https:.//www.medicalplasticsnews.com/news/latest-medical-
plastics-news/henkel-introduces-next-gen-instant-adhesives-
for-medical-dev/

Chemical, Sterility, Micro-Biological Tests.

Expertise & Experience :
— OEM/Contract Manufacturing.

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

Quality Medical Devices

AR N\

Manufacturer And Exporter Of a

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-

Products : Infusion Sets, IV Cannula, Burette Set, Scalp Vein Set, Extension Lines, Three
Way Stopcock, Peritoneal Dialysis Set, Blood Administration Sets, Blood Lines, Feeding
Tube, Ryle’s Tube, Levin's Tube, Stomach Tube, Colostomy Bag, Urine Bag, Urine Meter,
Nelaton Catheter, Male External Catheter, Oxygen Mask, Nebulizer Mask, Suction Catheter,
Endotracheal Tube, Tracheostomy Tube, Guedel Airways Wound Suction Set, Yankaur
Suction Set, Thoracic Catheter, Mucucs Extractor, Umbilical Cord Clamp etc...

The company markets products its own brand name ANGELTOUCH.

Certification : 1ISO 9001 : 2000, ISO 13485 : 2003, CE marking & GMP.

— Supply of Components for Medical Devices.

ANG'PLAST Private Limited

Plot No. 4803, Phase IV, G.I.D.C. Vatva, Ahmedabad-382 445. India.
Phone : +91 79 25840661 / 25841967 (O) 9662004148 / 49, Fax : 2584
1009
E-mail: angiplast@gmail.com/angiplast@angiplast.com Website : www.angiplast.com

ISO 9001-2000

DNV

REGISTERED
FIRM

Wide Range Of Products :
The company
manufactures a wide
range of Medical devices,
which fall under the

main domains of :
Infusion Therapy,
Transfusion Therapy,
Dialysis,
Gastroenterology,
Urology, Anesthesia,
and Surgery.
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Manufacturer of Unsterilized Bulk Disposable Needles and Surgical Products

RO | N F—,

Available sizes for Needles 18G, 19G, ZHG, 21G, EZG. 236, 24G

with Imported Cannula & Components —
18G PINK 1.20 MM Production Facility
19G _ 1.10 MM Automatic Needle Assembly Machine
20G YELLOW  0.90 MM . . . .
21G GREEN 0.80 MM With Testing Equipments like
22G 0.70 MM ® Penetration Force Measurement Test Unit
23G 0.60 MM ¢ Digital Bond Strength Test Unit

24G _ 0.55 MM
Beacon Plastics

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

An 150 9001:2015% Cerrified Company

: Attention:

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

Surgi Pack India Pvt. Lid.

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

Contact Person :

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

Applications, Book Review, Company Profiles, Country Profiles, Design, Discovery, Eminent Institutions,
Eminent Personalities, Events, Global Opportunities and Trends, Health update, Import - Export News,
Industry News, Manufacturing, Markets, Materials, Product Profiles, Products & Processes, Regulatory

Affairs, Sterilization, Quality, Technology and more.....

MEDICAL PLASTICS

DATA SERVICGCE

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

Target Readers

All who are involved or interested in Medical
Plastics user industries ranging from Medical
Plastic Devices / Equipments Manufacturers /
Marketing Companies, Diagnostic &
Pharmaceuticals industries, Hospitals, Doctors,
Medical & Pharmacy Collages, Research
Institutes.
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+ About Safety of Materials Used in Medical Devices

+ SCTIMST)-Your Partner For Testing And Bilogical
Evaluation Of Medical Devices & Biomaterials

- Sandhya C G, Scientist F, SCTIMST

SCTIMST-TIMed : Catalyse Your MedTech Ideas

- S. Balram, CEO, SCTIMST-TIMed

+ KLJ Group: Rolling out Total Solutions for Plasticizers &
Polymer Compounds

- Jagdish Parmar, DGM- Sales & Technical, KLJ Group,

Mumbai, India

KRAIBURG TPE offers innovation and superior support for

medical and pharmaceutical TPE Applications

- Aditya Purandare, Managing Director, India. Kraiburg TPE
Pvt. Ltd.

+ Medical Devices - Marketing Strategies By The Indian
Medical Devices Exporters: A Detailed Study

- Mr. Amit Dave, M. Pharm, MBA, Former CEO - Brazil
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Lifesciences

+ Liability Risks faced by Polymer Suppliers and its negative
impact on downstream innovation in medical implants

+ Rajeev Singh Raghuvanshi Appointed As The New Drug
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DCGI Calls For Medical Devices Testing Laboratories To

Register With Its Network Of Laboratories

Gujarat FDCA Starts Issuing RCs To Medical Devices

Manufacturers As Part Of Transitioning To New MD

Regime

+ Medical Devices Industry Seeks Clarity On Misbranded
And Adulterated Medical Devices In New Drugs Bill

+ NCC-MvPI Identifies 119 New MDAEM Centres In Various

States To Report Medical Device Adverse Events

Syringe Cos Feel The Pain As Vaccination Rate Dips

+ Central PSU HLL Launches Menstrual Cups

+ Berry Invests In Indian Healthcare Market With New
Facility

* Mandaviya Urges Medical Device Entrepreneurs To
Reduce Import Dependency

+ Med-Tech Sector Scouts For Export Incentives Under
RoDTEP To Boost R&D Ecosystem

+ About Making Medical Plastics Sector More Sustainable
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Plastic Based Medical Disposables For Dialysis

The Real Economics Of Extrusion
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Healthcare
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Co-Extruded Tubing : An Important Component Of The
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Medical Devices - Marketing Strategies By The Indian
Medical Devices Exporters : Continuation

Mr. Amit Dave, M. Pharm, MBA, Former CEO - Brazil
Operations / Vice President Export - Zydus Cadila / Claris
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Cabinet Approves The Policy For The Medical Devices
Sector

AiMeD Lauds Cabinet Decision To Approve National
Medical Devices Policy 2023

Health Ministry To Rope In State Governments To
Establish Medical Devices Testing Laboratories
Parliamentary Panel Expresses Concern Over Under-
Utilisation Of Funds For Medical Devices Parks

Dop Revises Guidelines For PLI Scheme For Medical
Devices To Include Investment Into Clinical Trials In
Eligibility Criteria

Challenges In Medical Device Industry: From PLI Schemes
To Foreign Competition

NPPA fixes ceiling price of hormone releasing IUDs and
IUDs containing copper

Appasamy owners look to sell controlling stake

About Innovations and Techniques in Medical Tubing
Manufacturing
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IMDI 2023 : 21st National Conference And Technology
Exhibition on Medical Devices (Plastic Disposables &
Implants) Industry : Manufacturing, Quality & Regulatory -
Challenges & Opportunities Pioneer & The Only Event For
Medical Plastic Disposables & Implants Industry In India
Workshop on “ Biocompatibility for Medical Devices,
Biomaterials & Polymeric Materials” : Interlinking
Chemical Characterization

* Includes Facility Tour

+ Limited Seats (40 Nos) on first cum first basis

Need For Medical Devices Industry To Align With Global
Norms

Mr. Anil Jauhri, Ex CEO - NABCB, The National
Accreditation Board for Certification Bodies (NABCB),
Delhi

The Biocompatibility and Biostability of the Materials
Chosen for Your Device will Affect its Clinical Success
Dry Lubrication Coating Improves Lifetime & Performance
of Medical Device

S.M. Kanakaraj, Managing Director, Mark TechPro &
Consultants Pvt. Ltd.

Initiatives By Government of India & EEPC for
Development of The Indian Medical Devices Sector
Smart Textile For Healthcare Applications

Dr. Ketan Vadodaria, National Institute of Design (NID),
Ahmedabad

TekniPlex Healthcare to Open New Production Facility in
Madison, WI

DuPont introduces new silicone blends to address skin
conditions

Medical Devices - SINGAPORE : MEDICAL DEVICES
MARKET

Mr. Amit Dave, M. Pharm, MBA, Former CEO - Brazil
Operations / Vice President Export - Zydus Cadila /Claris
Lifesciences

Mandaviya invites Japanese medical device maker to
make use of Make in India initiative

AiMeD Applauds Health Minister Mansukh Mandaviya for
launching 3 major Medical Device Policy & Scheme
Health ministry notifies MDR amendment to enable state
govts to establish medical devices testing laboratories
[IT Madras launches Department of Medical Sciences &
Technology

Husky Installs First-of-lts-Kind Medical Molding System in
India

ICMR issues list of technologies supported under ICMR-
MDMS to foster indigenous manufacturing of medical
devices

About Defects In Intraocular Lens ( IOL )
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in CD ROM

Chapters
1 : Introduction to Medical Devices 8 : Manufacturing : Technology & Trends
7 o s BEs 9 : Packaging & Sterilization
3 : Applications 10: Health_care Practices, Procedures &

. . Techniques
4 : Regulations & Quality Issues 11 : Environment, Waste management &
5 : Markets & Emerging Trends Safety Concerns
6 : Innovation & Product Developments 4 . Industry, Government Research &
7 : Materials : Medical Polymers, Academic Institutions

Biopolymers & Other Materials

Forward (1" Edition)

Biomedical Technology sector positions itselfin
a high value market place, but one where errors
can be very expensive. Products are highly
regulated and subjected to extensive quality
controls.

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

Dr. R. A. Mashelkar

Former Director General

Council of Scientific & Industrial Research & Secretary, Government of India
Department of Science and Technology, New Delhi

Rs. 875/- (US$ 35)

(Including Packing, Forwarding & Applicable GST Charges)

Payment Details @
http://www.medisourceasia.com/biomedical_technology/bt.htm

Low-Cost, Low-Risk.

Opportunity to Reach

Indian Medical Devices &
Plastics Disposables / Implants Industry

Advertise In

MEDiCAL PLASTICS

DATA SERVICGCE

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

SINCE 1994
Unique Opportunity For :

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

+ \lendors to Medical Devices/Equipments Manufactures

+ Supplying Raw Materials/Clean Room Equipments / Assemblies / Sub-
Assemblies / Components / Technology etc.

+ Medical Equipments/Devices Manufacturers / Suppliers and Marketing
Companies

* Technical/Quality/Management Consultants for Medical Devices
IDisposables / Implant Industries

www.medicalplasticsindia.com

Information Resources For Medical
Technology Industry And Markets

MEDICAL PLASTICS

DATA SERVICE

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

~meprdtinaia..

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

mediSOUICEasia...

An Authentic Portal Site On Medical Technology
And Markets In Asia

www.imdiconferences.com

Indian Medical Devices &
Plastics Disposables Industry

Annual Celebration Of Knowledge Sharing, Brain Storming And Networking

Contact: CLASSIC COMPUTER SERVICES

B-4, Mandir Apartment, Opp. Jodhpur Char Rasta BRTS Bus Stop, Satellite Road, Ahmedabad - 380015. Gujarat, INDIA.
Mobile : +91 98254 57563 / 98254 57518 (10.30am to 1.30pm) E-mail : dipandya@gmail.com ¢ info@medicalplasticsindia.com * medicalplastics@gmail.com
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Excerpts of Medical Devices; Quality System Regulation
Amendments — Special reference to component manufacturers.
The following points must be considered for future compliance
requirements:-

1. The Food and Drug Administration (FDA, the Agency, or we)
is issuing a final rule to amend the device current good
manufacturing practice (CGMP) requirements of the Quality
System (QS) regulation to harmonize and modernize the
regulation.

I US FDA QSR Amendments :
Relevance to Medical Device
'i Component Manufacturers

| Mr. Bhupesh Sood
| CEO, SEC Global, Anmedabad

2. DATES - This rule is effective February 2, 2026.

3. FDAIs revising its medical device CGMP requirements as set
forth in the QS regulation, codified in part 820 (21 CFR part
820). FDA is accomplishing this primarily by incorporating by
reference the 2016 edition of ISO 13485 (ISO 13485).
Through this rulemaking, FDA is harmonizing quality
management system requirements for medical devices with
requirements used by other regulatory authorities.

4. FDA has not undertaken a significant revision of part 820

I. Executive Summary

A. Purpose of the Final Rule
FDA has historically recognized the benefits of harmonization
with other regulatory authorities and, over time, has taken a
number of actions to promote consistency with its regulatory
counterparts. As part of such activities, FDA is revising its
medical device CGMP requirements as set forth in the QS
regulation, codified in part 820 (21 CFR part 820). FDA is
accomplishing this primarily by incorporating by reference the
2016 edition of I1SO 13485 (ISO 13485). Through this
rulemaking, FDA is harmonizing quality management system
requirements for medical devices with requirements used by
other regulatory authorities.
B. Summary of the Major Provisions of the Final Rule
We are amending part 820, primarily through incorporating by
reference the quality management system requirements of ISO
13485.1 We have determined that the requirements in ISO
13485 are, when taken in totality, substantially similar to the
requirements of the QS regulation, providing a similar level of
assurance in a firm’s quality management system and ability to
consistently manufacture devices that are safe and effective
and otherwise in compliance with the Federal Food, Drug, and
Cosmetic Act (FD&C Act). As such, we are retaining the scope
of the QS regulation, and amending many of the provisions. We
are also amending the title of the regulation and establishing
additional requirements and provisions that clarify certain
expectations and certain concepts used in ISO 13485. These
\additions ensure that the incorporation by reference of 1ISO

\

DEPARTMENT OF HEALTH AND HUMAN SERVICES
Food and Drug Administration
21 CFR Parts 4 and 820
[Docket No. FDA-2021-N—-0507]
RIN 0910-AH99
Medical Devices; Quality System Regulation Amendments
AGENCY: Food and Drug Administration, HHS.
ACTION: Final rule.

13485 does not create inconsistencies with other applicable
FDA requirements. This revised part 820 is referred to as the
Quality Management System Regulation (QMSR). FDA has
made conforming edits to part 4 (21 CFR part 4) to clarify the
device Quality Management System (QMS) requirements for
combination products. These edits do not impact the CGMP
requirements for combination products.
C. Legal Authority
We are issuing this rule under the same authority that FDA
initially invoked to issue the QS regulation and combination
product regulations, as well as the general administrative
provisions of the FD&C Act: 21 U.S.C. 351, 352, 353, 360, 360c,
360d, 360e, 360h, 360i, 360j, 360I, 371, 374, 381, 383; 42
U.S.C. 216, 262, 263a, 264.
D. Costs and Benefits
We estimate that the QMSR will result in an annualized net cost
savings (benefits) of approximately $532 million at a 7 percent
discount rate (cost savings: $540M, costs: $8.2M) and
approximately $554 million in annualized net cost savings ata 3
percent discount rate (cost savings: $561M, costs: $7.29M). In
addition to the cost savings to the medical device industry, the
qualitative benefits of the rule include quicker access to newly
developed medical devices for patients leading to improved
quality of life of the consumers. The rule will also align part 820
with other related programs potentially contributing to
additional cost savings.

(Ref: https.//www.govinfo.gov/content/pkg/FR-2024-02-

02/html/2024-01709.htm )
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since the 1996 Final Rule.
. We are amending part 820, primarily to incorporate by

reference ISO 13485, Medical Devices—Quality
Management System Requirements for Regulatory
Purposes. This resulting regulation is referred to as the
QMSR.

. Scope - FDA has chosen, in this regulation, not to require
components and parts to comply with the requirements of this
rule making. FDA's determination not to extend this regulation
to manufacturers of components and parts does not preclude
any contract between manufacturers that requires
compliance with this rulemaking and is consistent with Clause
0.1 of ISO 13485.

. FDA agrees that manufacturers of components or parts of
finished devices are not subject to the QMSR. We also note
that, although the scope of the QMSR remains unchanged,
FDA has the legal authority to inspect component
manufacturers under the FD&C Act should the need arise.

. FDAencourages manufacturers to consider provisions of this

regulation as appropriate. FDA declines to specify in this
rulemaking the specific provisions “appropriate for”

10.

1.

12.

. Voluntary compliance with the QMSR will

manufacturers of components or parts of finished device.

provide
manufacturers of components or parts of finished devices a
framework for achieving quality throughout the organization.

FDA notes that because 1ISO 13485 clarifies the term “as
appropriate” in section 0.2, “Clarification of concepts,” in the
manner requested by the commenter, we do not need to add
such a definition to this rule.

FDA confirms that compliance only with ISO 13485 does not
fully satisfy the QMSR. With the incorporation of ISO 13485 in
the QMSR, the requirements of 1ISO 13485 become the
foundational requirements for device CGMPs. FDA has
added limited additional requirements to the QMSR where
appropriate, and thus device manufacturers must meet those
additional QMSR requirements in addition to those set forth in
ISO 13485.

This final rule incorporates the entire introduction from ISO
13485, which sets forth important concepts. FDA confirms
that the QMSR incorporates ISO 13485:2016 by reference,
including Clauses 0.1 (General), 0.2 (Clarification of
Concepts), and 0.4 (Relationship with ISO 9001) of the
Introduction of the standard.

www.medisourceasia.com
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A Authentic Portal Site On Medical Technology And Markets In Asia
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Our Product Range:

(taking care...Since1984)

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

(55mm & 90mm)

Alpha Medicare and Devices Pvt. Ltd.

* 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)
* L.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. e
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[WV/
Website: www.alphamedicare.com ¢ E-mail: contact@alphamedicare.com
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Global Trends

EU Report Confirms Safe Production and Essential Role of PVC in Healthcare

The PVCMed Alliance acknowledges ECHA’s recent
investigation report on PVC and PVC additives which provides,
among many other topics, a comprehensive analysis of PVC's
role in medical devices and packaging. The report confirms that
the production of PVC in Europe adheres to the highest safety
standards, effectively managing risks associated with its
production, particularly concerning worker safety and
environmental impact.

The ECHA investigation highlights the significant advancements
in the European PVC industry through the VinylPlus®
Commitment to sustainable development. Through VinylPlus,
the industry has voluntarily enforced its own continuously
updated charters, which supersede regulatory requirements.

The ECHA report emphasises that no single alternative material
has been identified that can replace PVC in all its medical
applications, underscoring the polymer’s irreplaceable role in
healthcare. Simultaneously, the report concludes that there is no
Life Cycle Assessment (LCA) data to substantiate the claim that
alternatives are environmentally preferable to PVC.

However, the ECHA report omits PVC's increasing role in the
circular healthcare economy, namely the scheme VinylPlus®
Med scheme that helps hospitals turn their DEHP-free PVC
medical device waste into useful products for the healthcare
sector, such was vinyl wall covering. A new comparative LCA
documents that recycling cuts greenhouse gas emissions by
25% compared to incineration. Ongoing research commissioned
by PVCMed Alliance is investigating how many times medical
PVC can be recycling without loss of functional properties. So far,
four cycles have been completed with success.

Ole Grgndahl Hansen, Project Leader at PVCMed Alliance,

commented on the report: “Itis heartening to see ECHA's findings
align with our understanding of how PVC is produced today. We
are also happy about the nuanced approach to PVC'’s role in
healthcare from a high-level European authority. We hope the
report will contribute to more evidence-based procurement
decisions among European hospitals and consider PVC'’s
potential carbon savings through recycling.”

Additionally, the ECHA report acknowledges the advancements
in developing new plasticisers, which address health concerns
related to low molecular weight phthalates such as DEHP.

The ECHA's investigation further reviews PVC in medical
packaging, particularly in blister packs, where PVC's versatility
and cost/performance ratio are unrivalled.

The ECHA report addresses the often-discussed topic of PVC in
waste incineration, providing clarity and reassurance. It
concludes that the formation of dioxins is not directly linked to the
amount of chlorine present in the waste, challenging a common
misconception. Instead, dioxin production is mainly influenced by
the management of the incineration process. In addition, chlorine
from other sources, such as salty foods, are always presentin the
waste. ECHA also acknowledges that current European waste
incineration capacity is adequate to safely process waste
containing up to 2% PVC.

In conclusion, the ECHA report provides impartial evidence of
safe PVC production in Europe and PVC’s crucial role in
healthcare. PVCMed Alliance continues to support the
responsible production, use, and end-of-life of PVC in the
medical sector.

(Ref : https://pvemed.org/echa-investigation-report/)

Airways Surgical Pvt. Ltd.

e T-Oxygenator .
e Catheter Mount (Standard Double .
Swivel Mount & Expandable Double .

Laryngeal Mask Airway Systems
Mallaeble gum Bougie e Pressure Monitoring Line

Contact : Dr. Inder Jain +91 9820321901
Head Office : 106, Vijay Industrial Estate, |. B. Patel Road,
Goregoaon (E), Mumbai - 400 063, INDIA.

Tel.-Fax : 91-22-2685 2973 / 2686 9090

Works : Airway House, Plot No. 2209 & 2210 Phase 1V,

GIDC Vatva, Ahmedabad - 382 446. INDIA.

Tel. : 91-79-2584 2525 / 2584 0905

Email : airwaycorporation @ rediffmail.com
info@airwayssurgical.com 0 Web : www.airwayssurgical.com

Manufacturer of Oxygen Therapy & Critical Care And Anaesthesia Therapy

Critical Care & Anaesthesia Therapy Products
Endotracheal Tube(Plain & Cuff)

Endotracheal Tube Reinforced
Endotracheal Tube Holder With Bit

Swivel Mount) Block

e Ventilator Circuit ¢ Inflatable Anaesthesia Mask

e Ventilator Circuit with Single Water e Anaesthesia Mask Silicon
Trap(Adult, Pediatric, Neonatal) e Trachostomy Tube With Cuff

e Ventilator Circuit with Double Wa- e Endotracheal Tube Holders
ter Trap(Adult, Pediatric, Neonatal) e Yankaures Suctions Systems

e Breathing Filters(HME & BVF) e Airovent T-Humidifier

e Resuscitator(Ambu Bag) e Dialflow Regulator

¢ Anaesthesia Circuits (Mapleson D, e Airopap Full Face Mask
Mapleson F, Bain Circuit with APL e Close Ventilation Suction System
Valve) ¢ Incentive Spirometer

o Stylet ¢ 3 Ball Spirometer

e Guedel Airway e Three-way Stopcock

¢ Nasopharyngeal Airway e Extension Tubing for Infusion

L]

High Concentration
Mask

O

AIRWAYS

for comiort in :rea:h:ng

Oxygen Therapy Products

e Nasal Cannula

e Oxygen Mask

e Multi flow Venturi Mask

¢ Single Dial Venturi Mask
¢ High Concentration Mask
e Nebulizer Set

e Nebulizer Chamber

Breathing Filters

Airovent T-Humidifier

@

Anaesth

ET Holder with Bite
Block

Expandable Catheter
Mount
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Mr. Amit Dave
M. Pharm, MBA

Country Profile

Motivated to write about Peru since the author had also spent
quite some time in Peru, a South American country, during his
recent visit to the region.

Peru is a fairly large country in the region. The population of the
country is 34 million (compared to 11 mn in DR and 17.5 mn in
Guatemala). This extreme western country in South America
(please see the map) has thick jungles, beautiful Andean
mountains, and also the world-famous Machu Picchu, “the lost
city of the Incas”, in these mountains. The capital city is Lima. This
country’s official language is Spanish.

The economy of Peru is the forty-seventh largest economy in the
world based on total GDP. The country also has a high Human
Development Index. Post-Covid, the economy was projected to
grow at a rate of more than 9%!! Peru is the third largest economy
in the region of South America (after Brazil, and Argentina).
Interestingly, Peru boasts one of the highest average life
expectancies in the region (77 years).

Like most of the other South American countries, Peru has signed
several free trade agreements, including the one with China
(China—Peru Free Trade Agreement), besides agreements with
the United States, Japan, and the European Union. Readers
know that these treaties cover almost all the countries that are the
major players in the medical devices
sector. One interesting and important point
is that Peru imports more than 97 percent
of its medical devices. This point adds to
the attractiveness of the market.

Regulatory Framework and
Product Classification

DIGEMID is the regulatory agency for Peru
and their website (all contents in Spanish)
iswww.digemid.minsa.gob.pe/webDigemi
d/. This webpage has a facility for auto-
translation and readers are encouraged to
visit and study the webpage for more
clarity. Law 29459 (Law of Pharmaceutical
Products, Medical Devices, and Health
Products) covers the regulatory framework. This Law 29459

Peru Highlights

* Very high import dependence for
medical devices

* Regulatory Framework almost like
the other counties

* Alarge Indian population involved in
the healthcare market

* Larger market with better realization

EDICAL DEVI

Peru Medical Devices Market

Former CEO - Brazil operations/ Vice President Export - Zydus Cadila Claris Lifesciences
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describes the document requirements, application evaluation
timelines, and surveillance obligations to apply for sanitary
registration.

It is generally observed that in a geographical region, medical

devices product classifications are

almost similar. So, like DR and

Guatemala, Peru also has four classes

for medical devices -

» Class | : Low risk (and need general
controls).

* Class Il : Moderate risk (requiring
controls during the manufacturing).

« Class lll : High risk (and call for controls
in design and manufacturing), and

e Class IV : Critical in terms of risk, and
special controls in the design and
throughout the manufacturing process.

An overseas manufacturer needs to
obtain a sanitary registration for the
importation, marketing, and distribution
of medical equipment and devices in Peru.
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Registration certificate is always issued in the name of a local
importer or distribution partner since the rules do not allow foreign
manufacturers to be the owners of product registrations. A clear
legal contract/documentation between the parties is, therefore,
recommended.

Peru Medical Devices Market

Different estimates by different market research agencies give

the market size between 400 mn to 500 mn USD. The growth rate

is estimated at about 6% per year. The readers will immediately
realize that the market size is very high on a per-capita basis if
compared with other countries in the region (as well as with

India). Dependence on imports is very heavy, as stated in the

beginning.

For medical devices, the Peruvian market has five buyer

segments-

1. Public hospitals which serve 60% of the population. These
hospitals fall under MINSA (local health ministry). Mostly, their
buying is through open tenders

2. The national social security agency (El Salud). They attend to
the rest of the 40% population.

3. The military

4. The police department

5. The private sector

The private sector is growing mainly because of the growing

EDICAL DEVI

middle class with more disposable income. Because of longer life
expectancy, the elderly population is also seen increasing. Such
factors make the last segment attractive. Typically, a large
distributor has teams that take care of each of these segments.
However, the first two are quite important, though highly cost
sensitive. The type of products also decides the segment
selection for an exporter.

Opportunities and Challenges
A larger market size comparatively, because of the factors listed
above, longer life expectancy resulting in the larger elderly
population and increasing private market offer a good
opportunity. Prioritization for digitization and telemedicine also
provides a newer segment opportunity.

The registration process and steps are almost like that in the
other counties in the region. An Indian exporter can prepare
documents common for more than one country of the region. Like
other countries, here also, the challenges could be language and
distance.

A very large population of Indians residing in the country (mainly
in Lima) can be a good support system. In the healthcare
profession, there are many Indian operators. The author had an
opportunity to meet many of them during a function of the recent
festive season, and their enthusiasm as well as local contacts
were found to be quite impressive. These people can be effective
and reliable partners and can solve many challenges.

APEX

MEDICAL DEVICES

Manufacturer & Exporter of
Medical Disposable Devices &
Surgical Products

1ISO 9001:2008 CERTIFIED COMPANY

RANGE OF PRODUCTS

- Infusion Set

- Blood Transtusion Set
= Microdrip Infusion Set
- Measured Volume Set
- Cord Clamp

- Surgical Gloves

- Urine Collection Bag

Contact Person ; Arpit Patel
Mo, +31 9304151535

Address:

Apex Medical Devices

Plot No. 10/B,

Shyam Ujjawal Indurstrial Estate,

Opp. SBI Bank, Phase 1, G.I.D.C, Vatva,
Ahmedabad-382445. Gujarat, India.
Phone No. : +91-79-29701333

E-mail : apexmedical @live.in

1ISO 9001:2015
Certified Company

S. Nath & Co.

Excellence in Quality

Manufacturer & Exporter of
Surgical Disposable Products since 1980

* Infusion Set

* Blood Administration Set
* Urine Collection Bag

* Mucus Extractor

* Umbilical Cord Clamp

* Scalp Vein Set

* Measure Volume Set

* Microdrip Set

* Tubes & Catheters

* Specimen Containers

FINESTER®

Address:

S.Nath & Co.

B.N. Estate, Near Uttam Dairy, Sukhramnagar,
Ahmedabad-380021, Gujarat, India.

Contact No: 9825360531

Website: www.snathco.com ¢ E-mail: snathco@hotmail.com
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Medical Devices Sector Applauds Budget Announcements
On Healthcare Sector

The Medical Devices industry has welcomed the interim Union
Budget 2024 lauding the measures announced in connection
with the healthcare sector, but expressed hope that their
demands including on customs duty would have been
addressed.

Association of Indian Medical Device Industry (AiMeD), the
umbrella association of Indian manufacturers of medical devices
covering all types of medical devices, praised the interim Union
Budget 2024 as a comprehensive continuity of the earlier
roadmap for India's 'Atmanirbhar Bharat'.

But it also pointed out, "we await the fine print to study if
Department of Pharmaceuticals' recommendations have been
addressed as seemingly the budget has fallen short of
expectations for addressing the rising import graph of medical
devices and soaring import bills worth over Rs 63,200 crore ($8
billion)". The Association has requested an increase in custom
duty to 10-15 percent and a predictable tariff policy to support the
domestic industry.

Medical Technology Association of India (MTal), which
represents leading research-based medical technology
companies with a large footprint in manufacturing and training in
India, on the other hand appreciating the measures announced,
said that a reduced customs duty could have helped the growth of
FDI in the medical technology sector.

Rajiv Nath, Forum Coordinator, AiMeD applauded the
government's announcements including those regarding the
establishment of medical colleges and the expansion of
preventive vaccination and Ayushman Bharat to ASHA and
Aganwadi workers. He also welcomed the port connectivity
corridors and high traffic density corridors through PM Gati Shakti
and the focus on Northeastern states as it will improve supply
chain management and infrastructure.

The domestic medical technology industry may benefit from the
budget's focus on green growth, youth and women
empowerment, and farmer centricity, which are aligned with
Vision 2047, and the principle of reform, perform, and transform
will ensure that India has a modular economic structure for all
sections of business and society during the Kartavya Kal,

enabling India to address global challenges and sustain
development. The AiMeD was expecting an increase in Custom
Duty to a nominal 10%-15% Duty and a predictable tariff policy,
correction of Inverted Duty by levying Health Cess of 5% custom
duty on balance Medical Devices (this was not earlier applied to
all HS Codes), trade margin capping by monitoring MRP of
Imports (if over 10 - 20 times of CIF) and income tax benefits for
project investments in Medical Devices Manufacturing.

"We can only be hopeful that the fine print of the Union Budget
would possibly act upon our recommendations," said Nath. "We
do hope to see in the fine print action on the assurances from
various government departments to implement the National
Medical Devices Policy 2023 and make it attractive and profitable
to make in India rather than import into India," he added.

Pavan Choudary, Chairman, Medical Technology Association of
India (MTal) & Managing Director, Vygon India said, “The
schemes for maternal and child care which are currently in place
are disparate and sometimes deficient. Bringing them under one
common, standardized platform would help deliver optimal and
comprehensive care throughout India".

“While the customs duty has not gone down which was our
expectation, and remains at the same level, this itself will take FDI
in MedTech to a never-before high this financial year. However, if
the government had reduced the customs duties, the FDI in
MedTech could have taken a meteoric trajectory”, he added.

MTal has requested the government to reduce the high customs
duties to 2.5% on medical devices, remove the 5% health cess,
removal of undue complications in the tax provisions and put
healthcare services under zero rated Goods and Services Tax
(GST) for hospitals to avail GST credit on inputs, among others.
Since the custom duty regime on most of the medical devices in
many neighboring countries is lower than in India, the difference
in duties created could lead to the smuggling of the low-bulk-high-
value devices. The result will not only be loss of revenue for the
government but also the patient will be beset with products which
are not backed by adequate legal and service guarantees, it said.

https.//www.pharmabiz.com/NewsDetails.aspx?aid=166132&si
d=1

DoP Invites Applications Under AMD-CF Scheme

The Department of Pharmaceuticals (DoP) has invited
applications from eligible candidates under the scheme for
Assistance to Medical Device Clusters for Common Facilities
(AMD-CF), fixing the last date of filing the applications as
February 10, 2024.

The Department has come out with the guidelines for the scheme
with a proposed financial outlay of Rs. 300 crore, on May 9, 2023,
to offer financial assistance to strengthen the existing and new
medical device clusters through creation of common
infrastructure facilities. It has also announced procedures to
select a Project Management Agency (PMA) for the scheme.

The eligible applicants may apply through online mode only, after
going through the detailed guidelines published by the
Department, informed a Department official.

The industry organisations have also applauded the DoP’s move
to set up the scheme, stating that this will play an important role in
attracting foreign and domestic investments in the MedTech
space.

The Scheme, with two sub-schemes, is expected to help in
boosting the domestic manufacturing capacity and improving the
quality of clusters for sustainable growth of the medical devices
sector.

The scheme further intends to support central or state
governments, institutions, or organisations to establish or
strengthen the testing laboratories for medical devices to meet
the needs arising due to the roll out of the licensing regime of the
Medical Devices Rules (MDR), 2017.
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The Scheme has two components or sub schemes - Assistance
for Common Facilities (CF) and Assistance for Testing Facilities
(TF)-and would be running for three years from 2023-24 to 2025-
26. The tenure of the scheme is from the financial year 2023-24 to
the financial year 2026-27.

Both the sub-schemes are designed to set up 12 common
facilities and 12 testing laboratories, under which the common
facilities will be supported with a financial assistance of Rs. 240
crore (Rs. 48 crore in the first year, Rs. 128 crore in the second
and Rs. 64 crore in the third year) for the common facilities and
Rs. 60 crore (Rs. 18 crore for the first, Rs. 30 crore for the second
and Rs. 12 crore for the third year) for the testing facilities.

For Common Infrastructure Facilities for medical device clusters,
the limit of support will be 70 per cent of the approved project cost
or Rs. 20 crore, whichever is less, as per the approval of the
Scheme Steering Committee (SSC). In the case of Himalayan
States and States in the NorthEast Region, the grant-in-aid would
be Rs. 20 crore per Cluster or 90 per cent of the project cost of the
CIF, whichever is less. The grant will be released in instalments,
with 30 per cent each released in the first, second and third
instalment while the rest of the 10 percent will be released at the

- &
i

fourth stage where the SPV has mobilised and spent its 100 per
cent share in proportion of the first three grants.

The sub scheme is expected to have benefits including

improvement in quality of medical devices, regulatory
compliance specified for medical devices, increased availability
of trained personnel for the clusters, increased competitiveness
of units in the cluster and reduction in the manufacturing cost of
the devices.

The sub scheme on assistance for testing facilities is aimed at
strengthening availability of more medical device testing
laboratories in order to boost manufacturing of quality medical
devices, and national or state level government of private
institutions interested to establish or strengthen testing facilities
for medical devices to test Class A, B, C and D medical devices
including in vitro diagnostic medical devices under MDR, 2017
can apply for the assistance. Other legal entities which open a
separate account for the funds to be utilised for the project
assistance under the sub-scheme can also apply for the grant.

January 15, 2024

https://www.pharmabiz.com/NewsDetails.aspx?aid=165760&si
d=1

New Portal For Medical Devices Registration In India (NSWS)

On January 01, 2024, India’s medical device regulator, Central
Drugs Standard Control Organization (CDSCO) issued a notice
that applications for certain medical device related regulatory
approvals will not be accepted on the current medical devices
CDSCO portal (CDSCO MD-Online portal) after January 15,
2024. Instead, they will be accepted through the National Single
Window System (NSWS) portal only.

This transition is being implemented in stages. In the first phase,
medical device related regulatory applications which are
described below in this article will be accepted through NSWS
portal. In future all medical device related regulatory applications
will be accepted and filed through the NSWS portal only.

What is NSWS portal?

The NSWS portal is a digital platform established by the Indian
Government with the aim to act as a single window for all the
approvals. The portal enables the investors (manufacturers,
importers, traders etc.) to obtain registrations and approvals
according to their business requirements.

Which medical devices approvals could have
been obtained through NSWS portal prior to
January 01, 20247

Importers and manufacturers of medical devices were previously
able to use NSWS portal to make application for legal metrology
registration, wireless planning and coordination wing’s (WPC)
equipment type approval (ETA), import export code (IEC), etc.

Going forward, which medical devices related

regulatory applications will be accepted

through NSWS portal only?

From January 15, 2024, the list of medical device applications

which will be accepted through NSWS portal are as follows:

» Application for license to import medical devices for the
purposes of clinical investigations or test or evaluation or
demonstration or training (Form MD-16).

» Application for license to manufacture medical device for
purpose of clinical investigations, test, evaluation,
examination, demonstration, or training (Form MD-12).

+ Application for grant of certificate of registration of a Notified
Body (Form MD-01).

Is there any guidance for the filing of

applications for approvals on NSWS?

There is a user manual for the submission of the applications
through the NSWS portal which has been made available by the
Indian Government.

What happens to the applications that have

been filed before January 01, 20247

The medical device regulatory applications which were filed
before January 01, 2024, through CDSCO MD-Online portal will
be processed on the same portal. The medical device regulatory
applications that are identified above should not have been filed
after January 01, 2024, on CDSCO MD-Online portal. Importers
and manufacturers of medical devices will not be able to use
CDSCO MD-Online portal for filing regulatory application
identified above after January 15, 2024.

Which medical device regulatory applications
will be accepted through CDSCO MD- Online
portal?

All applications excepting those described above, including
applications for import and manufacture of medical devices will
be accepted through CDSCO MD-Online portal until further
notice.

January 15 2024

https.//www.lexology.com/library/detail.aspx?g=af79a9a4-ef50-
4763-9951-6de3cd0f60a3
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Kerala Makes Cut In Medical Device Manufacturing

Kerala is slowly emerging as a manufacturing hub for medical
devices, thanks to a clutch of local entrepreneurs who have made
the state their base for this highly advanced industry.

KOCHI: Kerala is slowly emerging as a manufacturing hub for
medical devices, thanks to a clutch of local entrepreneurs who
have made the state their base for this highly advanced industry,
which requires expertise in plastics and precision engineering,
besides qualified engineers.

Industry insiders reckon Kerala is home to around 20 established
medtech players with around Rs 7,350 crore in annual turnover. If
small and medium enterprises (SMEs) are also considered,
Kerala has nearly 60 registered medical device manufacturers —
of the total 900 in the country — that contribute 20-25% of the
total production in the country.

Some of the companies are leading players in their segments.
Consider this: Thiruvananthapuram-based Terumo Penpol is
India’s largest blood-bag manufacturer; Dentcare Dental Lab in
Muvattupuzha is Asia’s largest producer of dental products;
Kochi-based Agappe Diagnostics is India’s leading in vitro
diagnostics company; NeST, also Kochi-based, is the original
equipment maker (OEM) for many multinational corporations,
including GE and Philips.

‘State can become medtech hub in one or two years with
policy changes, autonomy’

Based in the state capital, central PSU HLL Lifecare, which
specialises in blood transfusion and neo-natal care equipment,
contraceptives, and surgical and healthcare products, reported a
turnover of 500 crore in 2022-23.

Industries Minister P Rajeeve said Kerala accounts for around
20% of the medical device manufacturing in the country. The
government aims to make it 50%. “The Thonnakkal Life Science
Park and the expansion of medical device manufacturing
companies in the state have benefited us. We also ensure
support to the sector. The industrial policy outlines our aim to
make the state a medical device manufacturing hub,” he said.

According to Thomas John, the MD of Agappe Diagnostics,
Kerala contributes significantly to the Indian market. “The state
has around 20 established companies in medtech sector. Highly
skilled employees, technology and other factors make the state
conducive for setting up the firms,” he said.

Balagopal Chandrashekar, the founder of Terumo Penpol, said
there are several states with potential in the sector. “With just 7%

of the total registered companies, Kerala accounts for around 20-
25% of total output. The majority of the companies are small and
medium enterprises with turnover in the range of Rs 50 crore to
Rs 200 crore,” he said, adding that the numbers show that there is
a flourishing medical device manufacturing sector in Kerala.

C Padmakumar, the special officer of the Kerala Medical
Technology Consortium (KMTC), said companies can benefit
from the experience and expertise of institutions like the Sree
Chitra Tirunal Institute for Medical Sciences and Technology
(SCTIMST) and other universities which are directly or indirectly
involved in research in the field. “It helps in reducing imports and
raising the quality of products,” he said.

Kerala has other facilities that can help manufacturing units
flourish, says Balagopal. “Testing facilities, research institutions
and the strong base of higher education institutions that do
research in the field, besides the presence of manufacturing units
are key to establishing medical devices manufacturing units.
Also, the geographical character, topography, pattern of land
colonisation, and the distributed and dispersed urbanisation
patterns of Kerala can help,” emphasises Balagopal.

The government, too, has a role to play. “The establishment of
KMTC with people from the medical devices manufacturing
sector was a good move on the part of the government. However,
there’s much more the government must do,” he added.

Various departments should come together to ensure the growth
of the sector, stresses Padmakumar. “By making use of existing
infrastructure, enabling collaboration between universities,
industries, hospitals, and startups, and connecting them to global
leaders, we can make the state a hub for medical devices
manufacturing. KMTC is working towards realising the goal,” he
said.

“Medical device industrial parks with ancillary units and
supporting systems are required. It will help if manufacturers are
provided land at cheaper rates with extended period for making
payments and support for capital expenditure, such as long-term
interest-free or low-interest loans, common warehousing
facilities, and subsidies for power and water,” said Thomas.

“Policy changes, along with the efficient functioning of KMTC,
with a certain amount of autonomy, will allow the state to become
a hub within one or two years,” added Balagopal.

29 Jan 2024

https://www.newindianexpress.com/states/kerala/2024/Jan/29/
kerala-makes-cut-in-medical-device-manufacturing

Revolutionising Pharma-MedTech: India Allocates Rs 5,000 Crore
To Propel Research And Innovation

In a move towards advancing research and innovation in the
pharmaceutical and medical technology (Pharma-MedTech)
sector, the Ministry of Finance announced the "Promotion of
Research and Innovation in Pharma-MedTech" (#PRIP)
initiative.

New Delhi: In a move towards advancing research and
innovation in the pharmaceutical and medical technology
(Pharma-MedTech) sector, the Ministry of Finance announced
the "Promotion of Research and Innovation in Pharma-MedTech”

The Ministry of Finance posted on X, "Promotion of Research and
Innovation in Pharma-MedTech #PRIP was announced as a
long-term scheme to help strengthen pharmaceutical
#infrastructure and boost research in six moon-shot areas.
#PromisesDelivered”

This long-term scheme aims to fortify pharmaceutical

infrastructure and propel research across six transformative
areas. The announcement, made through the ministry's official
handle on X, showcased the government's commitment to
fostering advancements in the healthcare industry.

Under the banner of the Department of Pharmaceuticals, the
PRIP initiative has made substantial progress since its inception
in the fiscal year 2023-24. The scheme, with a budgetary
allocation of Rs 5,000 crore, received approval from the Cabinet
and was officially notified on August 17, 2023.

The first component focuses on enhancing research
infrastructure through the establishment of seven Centres of
Excellence (CoEs) at National Institute of Pharmaceutical
Education and Research (NIPER) institutes. These CoEs,
strategically located in pre-identified areas, are allocated a
financial outlay of Rs 700 crore.
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The second component of PRIP is dedicated to promoting
research in the pharmaceutical sector across six moon-shot
areas.

The areas of focus include new chemical entities, complex
generics (including biosimilars), medical devices, stem cell
therapy, orphan drugs, and anti-microbial resistance.

A financial assistance of Rs 4,250 crore will be extended to
companies collaborating with government institutes and
conducting in-house research and development (R&D) in these
priority areas.

By establishing Centres of Excellence and providing financial
support for groundbreaking research, the government aims to
bolster India's position in pharmaceutical advancements globally.
As part of the PRIP initiative, the government will actively
encourage industry players to invest in research and
development, focusing on specific priority areas outlined in the
scheme.

This collaborative approach between the government and private
entities is expected to drive innovation, address critical
healthcare challenges, and contribute to the overall growth of the
pharma-medtech sector in India.

The PRIP scheme stands as a testament to the government's
commitment to fostering a robust ecosystem for research and
innovation, aligning with the broader vision of building a self-
reliant and cutting-edge pharmaceutical industry in the country.
With a clear focus on transformative areas, PRIP is poised to
shape the future trajectory of the pharma-medtech sector in
India.

https.//health.economictimes.indiatimes.com/news/pharma/pha

rma-industry/revolutionising-pharma-medtech-india-allocates-
rs-5000-crore-to-propel-research-and-innovation/107012681

)o PHARMADOCX

Tmmnos GONSULTANTS

START MEDICAL
DEVICES BUSINESS!

We help in obtaining -
@ MD-5

& MD-9

@ MD-15
€)1S0-13485

t+91 9996859227 +91 9896133556

@ contact@pharmadocx.com

« Opp. Dewan Mill, ©1d D.C. Road, Sanipat, Haryana - 131001
« £-12, Pearls Best Heights-l, Netaji Subhash Place, Delhi, D034

winnw, pharmadocx.com

Your Life, We Care LUX
A\ e URGICAL

Blood Transfusion Set

Urine Collection Bag

Infusion Set

Measured Volume Burette Set
Uro Meter

Male External Condom Catheter
Umbilical Cord Clamp

Mucus Extractor

Disposable Latex Surgical Gloves
Disposable Face Mask
Guedel Airways

High Concentration Mask
Masal Cannula

MNebulizer Mask

Oxygen Mask
Respiratory Spirometer
Urine Culture Bottle
Yankauer Suction Set
Disposable Cap

Infusion Set Component

A @ (€ 7 B
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« DELUX SURGICAL

Manufacturers of Surgical Produects
An ISO 13485 - 2016 COMPANY

DELUX SURGICAL

11. 5. N. Complex, Bh. Samsung Show Room, N. H. 8, Rabari Colony Char Rasia,
Amraiwadi, Ahmedabad-382 415. Gujarat, INDIA.

A " M. :+91 99132 43153, Phone : +91 79 22881059, E-mail : deluxsurgical @yahoa.in

January-February 2024
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Qosina Introduces RondelO™ Stopcock Manifolds

o
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Ronkonkoma, NY, USA, September 21, 2023—Qosina, a global
supplier of OEM single-use components to the medical and
pharmaceutical industries, is pleased to introduce the

RondelO™ stopcock manifold. The RondelO modernizes drug
infusion protocols through an innovative, patented design.

The RondelO is the world’s first medical stopcock manifold that
provides a serial sequence of incompatible drugs and enables
flushing fluid in between. These stopcock manifolds are available
through Qosina in 2-, 4-, or 6-luer inlet ports with a through line for
flushing fluid. Each luer port is ISO 80369-7 compliant.

The unique features of the RondelO are:

* Flushing fluid is available in all stopcock positions

* No other stopcock currently has this design or capability

* No need for a back check valve on secondary lines

» Any air can be expelled through a secondary line

» Automatic flushing when the stopcock remains in the same
position

» Easy to back prime all infusion lines

RondelO can be used in the bioprocess industry for easy

sampling, either manually or automatically from a bioreactor.

Additional luer-to-barb connectors may be needed to attach

tubing to the RondelO. The automation aspect streamlines the

sampling process using only one motor turn with the RondelO

handle. It also enables easy sampling from a bioreactor when a

new sampling port can be used every time. By simply turning the

handle to a position in between each sampling port, the

130 15483
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internal volume can be rinsed prior to and/or after each sampling.

Qosina is a one-stop source for single-use medical device and
bioprocess components, with low minimum order quantities, a
liberal sampling policy and bill of material kitting, all supported by
regulatory documentation and backed by Qosina’s assurance of
supply.

Learn more about Qosina’s new line of RondelO stopcock
manifolds.

Founded in 1980, Qosina is a leading global supplier of OEM
single-use components to the medical and pharmaceutical
industries. Qosina’s philosophy is to address its customers’ need
to reduce time to market by providing thousands of stock
components. The company’s vast catalog features more than
5,000 products shown in full-scale illustrations on a one
centimeter grid. Qosina offers free samples of most items, low
minimum order requirements, just-in-time delivery, modification
of existing molds, and new product design and development.
Qosinais ISO 13485, 1ISO 9001, ISO 22301, ISO 45001 and ISO
14001 certified, and operates in a 95,000 square-foot facility with
an ISO-8 Class 100,000 Cleanroom. To learn about Qosina’s full
component offering, which includes the newest products,visit
www.gosina.com or call +1 (631) 242-3000. Visit Qosmedix,
Qosina’s cosmetics division, at www.qosmedix.com. Qosmedix
is a certified global supplier of beauty tools and accessories to the
cosmetic, skincare, spa and salon industries.

SHAYONA

PLASTECH COMPOUND

Manufacturing Non Toxic PVC Medical Compound and Tubing

Shayona Plastech Compound

SHAYONA SURGIPLAST

ISO 13485:2016 Company

Mg 0f: Non-Tosic PVC Compound and Medical Tubing.

Shayona Plastech Compound products are PVC based Compounds, suitable for the production of medical components using extrusion or
injection techniques. Following the medical sector's requirements, our company developed a range of PVC DEHP FREE products free from
phthalate-based plasticizers. Our compounds can be sterilized by ETO, gamma and Beta rays.

Compounds for Medical Application (Extrusion):

e |.V. Tubing ¢ Oxygen mask tubing
e Urine bag assembly tubing ¢ Blood bag tubing

e Stomach tubing e Feeding & suction tubing e B.T. Sets

¢ Tubing for drip chamber
* X-ray opaque tubing for catheters

i B e =

e Scalp vain tubing

Compounds for Medical Application (Moulding):

¢ Hand moulding
e Connectors

¢ Oxygen mask
o Drip chamber

e Syringe gasket
« Injection moulding

o Butterfly

Shayona Surgiplast develops and extruded PVC tubes to meet uncompromising standards.

We utilize the latest equipment for extrusion of pvc tubes with automated control over the dimension by control through advanced laser
technology. We have extremely competitive lead time due to in house compounding facility.

Types of Tubing:

« hemodialysis blood tubing « Pressure monitoring line tube
« Blood transfusion tube ¢ 3 Way Extension tube

* Infusion tubing ¢ Urine bag Tube

 Yankauer suction tube * Radiopaque tube -all type

* Oxygen mask tube

Suction Catheters tube
Mucus tube

Nelaton catheter tube
Scalp vein tube

& - =

g 158, paavan Industrial Park, Opp. Gopal Charan Estate, Bakrol Bujarang, Daskrol, Ahmedabad - 382430

Contact No:+91 9979193398/ +91 9427717327

contact@shayonaplastech.com | http://www.shayonaplastech.com/
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Qosin a leading global supplier of more than

5,000 HEM single-use compeonents to the medical and
pharmaceutical industries. We offer free samples,

lew minimum order requirements, just-in-time delivery,
modification of existing molds, and new product design
and development.

Qosina is 150 134856, |50 8001, 150 22301 and 150 14001
D

certified, and operates in a 95 sguare-fact, climate-
controlled facility that includes an 150 Class 8 Clean Hoom.

Our Extensive Component Inventory

» Applicators, Swabs & Brushes = Dilators & Introducer Sheaths
* Bags + Dispensers

*» Caps + Drapes, Towels & Bandages
» Chambers * ENFit ™

* Clamps & Clips + Extension Lines

» Connectors * Filters

* Containers + Guide Wire &

Catheter Accessories
= Injection & Sampling Ports

+ Meedles

9 2002-0 Orville Oriva Marth, Ronkonkema, MY 11773 LIS4A = oosi ar

Gosina Europa: ? Wim Tigino &, 20095 - Cusana Milaning (M1 - Italy D +38 02 6B

i

Thousands of Stock Components

* MRFit™
« O-Rings

Ports & Flanges

Scoops & Spoons
* Spikes

Sterilization Supplies
* Stopcocks

s Syringes

» Tools

« Tubing

= Valves

January-February 2024 MEDTleAl§ PELA§1:|CS




www.atplworld.com

ATPL
1SO 13485:2012

We are pioneer in Manufacturing medical devices like mmm
RANGE of Infusion Sers, Blood Transfusion Sers, Measured Volume Sers, Scalp Vein Sers erc.

Snapshot of ATPL...

- Dedicated and Well Qualified Top Management
- Enthusiastic and qualified workforce

- Land Area 55000 sq ft

- Production Area 30000 sq ft

- Finished Store Area 10000 sq ft

- 100% dedicated in house Molding Unit

- 100% dedicated in house Extrusion Unit

- |SO 9001

- 150 13485

- CE certification for 44 products

- Production Capacity - 50 million medical
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

UNIK AL
CONSULTANTS

We are a leading consulting organization Providing integrated

services with focus on compliance with quality management

systems and international regulations and project management

specializing in Medical Devices:

* QMS as per ENISO 13485, CE marking complying to MDR (EU)
2017/745, FDA 510(k) as per (21 CFR 820);

* Consultations for compliances including documentation,
training, internal audits, plant layouts.

* Medical Devices consultation provided include Class liI
Devices, drug device combination products, Class lla and
Class lib implantable, Class | & related

Sanjay Y .Shah - Owner Promoter

We support as US FDA Agent for Medical Devices

Unikal Consultants are India representative for

Obelis European Authorized Representative Services.

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

@ UNIKAL CONSULTANTS

F6, Goyal Plaza, Vastrapur, Anmedabad 380015. INDIA.
Website: www.unikalconsultants.com Email: sanjay@unikalconsultants.com; unikal@gmail.com
Tel: +91 (0)79 48007850; M: +91 9824017850
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g JIMIT MEDICO
4 SURGICALS PVT. LTD.

AN ISO 13485 : 2012 &C ECERTIFIED COMPANY

Manufacturers & Exporters of
Disposable Medical Devices
Infusion Set, Blood Administration Set,
IV Cannula, Urine Bag, Catheters, Gloves,
HIV KiTs, Ophthalmic KITs, Ophthalmic Knives

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

Specialized in Handling Large Quantity
& OEM / Contract Manufacturing

Factory : 16, Ranchodnagar, Near Vinzol Railway,

Crossing, Vatva, Ahmedabad-382445, INDIA

Tele : +91-79-25835567, +91-79-25834850
E-mail: info@jimitsurgicals.com ¢ Web: www.jimitsurgicals.com

MEDICAL PLASTICS

ATA SERVI

January-February 2024



IH]IJAKSIEIMI ELECTRICAL CONTROL SYSTEMS LTD

Arasur, Coimbatore ,Tamil Nadu, India - 641 407
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e New Productlon
Facility For
Medical Device
Manufacturing
=

e
Clean Room™~
with ISO 13485

Molding 1]1
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Our Capabilities :

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

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




AMBICA MEDICARE ENGINEERING

An 150 9001-2008 Certified Company

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

Auto - Sliding Door
Auto - Center Door
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




Invisible Contribution..
Visible Success!

| Gustmrﬁmblm Rpla sftub'a, Fooc['m ube.
Anaesthesia : Suction catheter, Oxygen mask,
Nasal Oxygen catheter.

Miscellaneous : Infant mucus extractor.
Rigid-Extra Soft moulding Compound to meet the standard
as per USP, IP & 150,

Master Batches : Food 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@pvelplastics.com
Website : www.pvclplastics.com
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A Strong Foundation on Quality &

Right the First Time Principles Ma nufa ctu rers & Exporters
€ of Medical Devices, Nitrile
Certification - .
0598 Gloves and Injection Molded
T |SO 13485:2016 COmponents
B U.S. FOOD & DRUG .
ADMINISTRATION Products we specialize
UK + Self-Adhesive Silicone Male External Catheter
52% _ + Nitrile Industrial Gloves
@ﬂ!'é“@ i + Plastic Molded Components (Medical & Healthcare)
+ Rubber Molded Components
¢ Specialty Dipped Products (In Nitrile, Silicone,
Neoprene, Polyisoprene) -
Facility 1 - Chennai
We Offer

+ Cost Effective Contract Manufacturing

+ New Medical Device Product lines for
customers worldwide

Awards

. ) Facility 2 - Chennai
+ “Outstanding Business Partner”

from Hollister Inc. USA for Quality and Performance

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

+ “Commitment Towards Performance Excellence” &"‘
from Confederation of Indian Industries (Cll) k-

CEPHAS MEDICAL PVT. LTD. : Phone: +91 97891 32128

B13, MEPZ Special Economic Zone, Email: cephas@cephasmedical.net

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




Your Vision

Perfected

Contract Manufacturing

Precision Plastic Injection Moulding
Assembly units for Medical Devices

Optics

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

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




Medical Device Solutions:

Your Medical Device End-To-End Provider

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

next medical device visit: www.smceltd.com

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

+91 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 SERVIGE

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

www.medicalplasticsindia.com
www.medisourceasia.com

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
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Information Resources For Medical

L ME D® ALL SILICONE FOLEY Technology Industry And Markets

waoeror comrorr  BALLOON CATHETER MEDICAL PLASTICS

DATA SERVICE

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

,F..,, =l = wmemft%aiam

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

mediSOUFCEasia...

An Authentic Portal Site On Medical Technology
And Markets In Asia

www.imdiconferences.com

Indian Medical Devices &

'/.\ M\ A D/A\ A N/A\ Plastics Disposables Industry

Annual Celebration Of Knowledge Sharing, Brain Storming And Networking

LEELAVATHY MEDICAL DEVICES COMPANY

No.1/122, Paraniputhur-Kovur Service Road, Periyapanicherry, CLASSIC COMPUTER SERVICES

Cher‘1nai-600128, INDIA . : =2 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 ed Gujarat, INDIA. Mobile : +91 98254 57563, 98254 57518 (10.30am to 1.30pm)

Phone: +91 8939480062, 9884399735 WHO GMP Certified E-mail : dipandya@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 Established in 1988 in Ahmedabad, We manufacturer and supply Industrial Gases -
Pure - 100 grade gases & all type of Gas Mixtures.

B Leading organization engaged in Delivering Consistent Quality 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 optimum
product quality by reducing the moisture content from cylinders.

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

m Can Provide Duracell & Porta-Cryo to the customers requiring 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

X:7%/3)) R. R. Patel Industrial Gases (P) Ltd.
PRI Survey Mo, : 407, BIH Waterman Industries, Sarkhej - Bavla Highway, Village : Moraiya, Sanand, Ahmedabad - 382 213.
Mobile : 97277 22437 « GST No. : 24AAACKBI1TF1ZM » CIN No. : U93999GJ1990PTCO13969 « E mail : rrpatelindustries@gmail.com

Plot No. 1501, Nr. Tikampura Paliya, Vatva G.1.D.C. Phase - lll, Ahmedabad - 382 445.0
Mobile : 9727T 22435.
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Growing with trust

INNOVATIVE

&> PorTecn

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
means and ways of delivering better medical facilities.
These grades adhere to various Indian Standards as well as
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.

For more information, please contact Shriram PolyTech at:

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

Clear Injection Moulding

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

Rigid PVC

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

Safety

MARKETING OFFICE

Plot No-82, Sector-32, Inst. Area, Gurugram
122001, Haryana, India Ph: +91-124-4513700
WORKS

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

MUMBAI

Website: www.shrirampolytech.com | Email: info@shrirampolytech.com

Divisional Sales Office

103, Arun Chamber, 1st Floor, 80, Tardeo Road,
Tardeo, Mumbai - 400 034 Maharashtra, India
Ph.: +91-22-23512152-54

Scan the QR Code to
visit our website



Cover the Length and Medicall)

Breadth of India T
58,000 sqmt of exhibition space

Medicall

INDIA'S LARGEST & NO.1 HEALTHCARE EVENT

& HOSPITAL NEEDS EXHIBITION
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MUMBAI HYDERABAD CHENNAI NEW DELHI

MESCO HITEX EXHIBITION CENTER CHENMAI TRADE CENTER PRAGATI MAIDAN

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




EQUIPMENT,

MEDICAL
PLASTICS
INDUSTRY

CAN TRUST.

QOur state-of-the art plastic
auxiliary equipment such as
Dehumidifying Dryers, Chillers,
Conveying System, Blending
System, Mould Temperature
Controllers etc., are designed to
ensure that all characteristics of
medical plastics components are
satisfactorily met with. Our range
of equipment enables
manufacturers to achieve results
the medical industry desires.

{An 150 9001:2015 Certified Organization)

Nu-Vu Conair's equipment
enables polymer processing
for manufacturing of:

* Syringes

* Drip chambers

* Drip bags

¢ Blood bags

¢ |\/ tubes

¢ Catheters

* Oxygen masks

¢ Feeding nipples

¢ Pharmaceutical product packaging

Nu-Vu Conair Pvt. Ltd.

Plot No. 147, 148 & 154,
Devraj Industrial Park,
Piplaj-Pirana Road, Piplaj,
Ahmedabad-382405

+917929708147 (B marketingindia@conairgroup.com
4010712026201 [ Www.conairgroup.in
4919009076206 @ | @

MSLCROUP CREATIVEs




TEKNIPLEX

Healthcare

Improving
patient health
IS the only
mission that
Matters.

R,

Compounds 8 Tubing TEKNIPLEX

Barrier Solutions Materials Science Solutions

Solutions for Diagnostics Tekni-Plex.com/healthcare

Crirvesh Rai

TekniPlex, #78, 79 Ecotech-1 Extn, Gautam Buddha Magar, Greater Moida,
Uttar Pradesh-201310, India | Mobile: +91-7428919120 +91-9899258151

E: dinesh rai@tekni-plex.com




T Trostin

add value

TRUSTIN ANALYTICAL
SOLUTIONS PVT.LTD

e %

MEDICAL DEVICE TESTING

Bioburden Transport and Package Validation
Sterility Method Suitability and Validation

Bacterial Endotoxin Test Cleanning Validation for Reusable

Antimicrobial Effectiveness Testing Device

Physical Properties

: Accelerated Stability Study
Package Integrity

Lubricant Compatibility for Condom

Environmental Monitoring Study.

R.K. COMPLEX, FIRST FLOOR, PLOT NO: 303/B, B BLOCK, 044 - 22731006 / 98400 40883
THIRUNEERMALAI ROAD, PARVATHYPURAM,CHROMPET, vinusha@trustingroup.in
CHENNAI - 600 044, TAMILNADU, INDIA. customercare@trustingroup.in

www.trustingroup.in




Seeking a Surgical Disposable Product
Manufacturing Consultant!

... ‘Wi are a forward-thinking company looking out to expand into healthcare sector,
et Our vision is to enhance patient care, reduce medical waste, and revolutionize the
AEDUTUS  industry with innovative solutions.

As aur Surgical Disposable Product Manufacturing Consultant, you will play a pivetal
role in guiding our journey from concept to production. Your key responsibilities
will include:

lT]]I,?' Identify and recommend suitable surgical disposable products with market demand
L= L and growth potential,

O NTH R AT

= m Conduct comprehensive market research to understand trends, competitors, and
il pricing strategies.

bkt Ansbysin

= &
@ w = Develop an efficient supply chain strategy for sourcing raw materials and
- & manufacturing processes.

Sugsply Chaln
Cpimiaaton

Work on cost-effective manufacturing solutions while maintaining product quality.
Cest Analysis

() contact Email: vpuriji@gmail.com @ Contact No.: 082 7579 1997

EFFICIENT & TROUBLE FREE,
ENERGY SAVING & HIGH PRODUCTION,

PLASTIC EXTRUSION PLANTS
& ANCILLARY EQUIPMENTS FROM THE HOUSE OF TWIST | MAKERS OF PLASTIC MACHINERIES

" PVC NON-TOXIC MEDICAL TUBE PLANT

Single Colour & Two Colour

@

Models TTX-32 TTX-38 TTX-45
Screw Diameter 32.mm 38.mm 45.mm
L/D Ratio 261 2611 2611
Tube Size Range 1to 20 mm 1to 32 mm 31038 mm
Extruder Motor 3.75 KW 5,00 KW 7.50 KW
Tube Puller Motor 0.375 KW 0.75 KW 0.75 KW
Output Kg./Hour 12-14 19-22 28-32
Total Connected Load 74 KW 9.7 KW 13.5 KW
® HIGH SPEED MIXER e
" | Models (Lab) HM-130 | HM-210
;":,e,ise?‘svomme 35 130 210
(1)  Film Plant for Urine bags and various medical application pouches. Mixing tool motor
(2) ROVC /HDPE Pipe, Profile Plants, PVC Suction / Braided Hose capacity with 4-5/5 | 16-20/115 | 31-40/40
Plants and Twin Screw PVC Pipe Plants. PVC Door Partition & dual/single speed | HP HP HP
Profile making Plants. L2
(3) Blown Film Plants : mono / multilayer Co-extruction for PVC / HDPE / Max. Mixing
LDPE / LLDPE / HMDPE & PP with /witht rotating die/oscillated capacity Kgper | 10/40- | 40/160- | 60/240-
extruder. batch/Output 50 200 300
Kg per hr.

Heat Shrink blown film plant.
PVC / HDPE / LDPE Wire & Cable Plants & Ancillary equipments.

Plastic Sheet Plant with Polishing Stack & Coat hanger Tee die.
Plastic Reprocessing Plants.
HDPE / PP Raffia Tape Plant for Woven Sack Cloth Lamination Plant.
HDPE / PP Box Strapping Plant.

) High Speed Mixer & Heater - Cooler Mixer.

g

TWISTENGINEERING WORKS

C/1, 4410, Phase-4, G.|.D.C. Estate, B/h. Indo German Tool Room,
Vatwa, Ahmedabad - 382445. (Gujarat) INDIA.
Phone : (O) 079-25842878 (F) 079-32913587 Fax : 079-25840429

E-mail : twistew@gmail.com twist24@rediffmail.com Website : www.twistplasticmachinery.com




enquiriesi@glrlabs.com
www.glrlabs.com

&

GLR Laboratories Puwt Ltd

committed to scientific & service excellence

LEADERS IN

BIOCOMPATIBILITY TESTING,
CHEMICAL CHARACTERIZATION
AND BIOLOGICAL SAFETY
ASSESSMENTOE

MEDICAL DEVICES.

+ Strong Scientific Reputation
and Regulatory Experience.

+ Cost Effective and High-Quality Testing.

+ Currently work with companies
in 50+ countries.

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

« Committed to scientific and Dr. T S Kumaravel MD, PhD, DABT Dr. 5 5 Murugan PhD

service excellence. Chairman Managing Director
. ————— Wl -
U=
800+ 50+ 1200+ 7000+
Client Countries Devices Biocompatibility
Tested Tests

_—

OUR SERVICES

« Bioclogical Evaluation Plan
(BEP)

Chemical Characterization
with Risk Assessments

TESTING DOMAINS

Cardiovascular .

ACCREDITATIONS
CECD-GLP

Orthopaedic » ISO/IEC 17025

Meurological CDSCO MD40

COcular
Full Range of #

Biocompatibility Testing Urclogical

Taxicological Risk
ssessment (TRA/BER/BSA)

Biological Evaluation
Report (BER/BSA)

Consultations on
Biocompatibility Strategy

Specialised services for
SO 10993 and IS0 18562

Test Facllity
444 Gokulam Street,
Mathur, Chennai
600068

INDIA

UK
4 Exchange, Colworth
Science Park,
Sharntbroak,

M4 1ILE

IRELAND
Lee Yiew House,
South Terrace

Cork

Surgical
Respiratory
Gastro-intestinal
Haematological
Dental

Personal Care

Raw materials

usa
Suite 100N #1005,
4701 Sangamare Road,
Bethesda,
MO 20816
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AN trademarks and rogisiared Irademuarks are the proparly of their respeciive onmers,

Log on to qosina.com today to see our full product offering.

Qlosina is a leading global supplier of thousands of OEM single-use components to the medical and pharmaceutical

Qosina Corp.:

Qosing Europe Srl: ? Weihe Aitanine (M) Italy D
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