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Orion Sutures (India)
Private Limited

Certifications:
« European CE from 3EC Slovakia,
« ENISO 13485:2016, European Free Sale Certificate

«  USFDA

«  WHO GMP
- » An SO 9001:2015 Certified Company -



ABOUT US

About
Orion Sutures

Established in 1994, Orion Sutures has distinguished itself as a leading
manufacturer, exporter, and supplier of high-quality surgical sutures, including
both absorbable and non-absorbable types, as well as hernia mesh and bone
wax. With a robust distribution network of 673 partners across India and a
presence in 63 countries globally, Orion Sutures is acclaimed for its exceptional
product quality and reliable delivery, making it the preferred choice among
surgeons worldwide.

Our state-of-the-art manufacturing capabilities allow us to produce 100,000
dozen units monthly, a capacity that is continually expanding to meet the
growing demands of our longstanding clients. Orion Sutures offers a versatile
range of suture and needle combinations, featuring both 302 (ORIPASS®) and
420 stainless steel atraumatic needles, tailored to meet diverse surgical needs.
We pride ourselves on offering customizable packaging solutions that adhere
to international color-coding standards, ensuring compliance and ease of use in
various medical settings. By providing our products at competitive prices,
including special pricing for tenders, Orion Sutures remains dedicated to
supporting hospital supplies globally, reaffirming our commitment to excellence
and innovation in the medical device industry.
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" '/ Started in 1994 as Sri Orion Pharmaceuticals and Sutures, Handled

/ 7 \ by Mr Sudarshan K S from 2015, Formed Pvt Itd company in year
} / 2018 with year-on-year growth and Expanding our Presence

& Globally. Holding License Number KTK/28/268/94 and CDSCO

License Number: MFG/MD/2021/000276.

Our Mission

ORION sutures are being used in most of the hospital,
having reduced the cost of healthcare to the patient by
means of the most affordable pricing strategy. As we
have range of sutures our reasonable pricing strategy has
helped the patient in reducing the cost of surgery.

Our Vision

«||S)

To produce excellent products and to be fair in our
dealings by providing our customers with the Best quality
products at a reasonable price.
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Orion Sutures (India)
Private Limited

Specialities

In House Sterility testing for giving the Best Quality Product
Offer both 302 ORIPASS® and 420 Steel Needles
Economical Price.

Delivery within 30 days.

"International Color Coding" for Suture.

Samples & Special Prices for Tenders.

Drilled end ribbed needles for better grip

We offer Customized Packing

@rion’ Quality is Key to Success

SUTURES

30 Years of experience

Exported products to
63 Country Globally

673 Distributors in India

129 Direct Doctor
Customers in India
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Our MARKET

673 Distributors across India and Our Products
are Exported to 63 Countries Including :

%+ Armenia %+ Iraq

%+ Angola %+ ltaly

+ Bangladesh %+ Lebanon

=%+ Botswana + Malawi

+ Bulgaria + Namibia

% Burkina Faso =+ Nepal

% Burundi % Nicaragua
% Croatia %+ Nigeria

%+ Cyprus =+ Papua New Guinea

%+ England % Philippines

% Guatemala % Sudan - North & South
% Ghana + UAE, Qatar

% Guinea %+ Vietnam

%+ Hungary %+ Zimbabwe, Many more
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ENTREPRENEUR
EXEMPLARY

SUDARSHAN KS
Managing Director
gures (1odia) Private Limited
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AIMS TO DELIVER
PREMIUM QUALITY
MEDICAL DEVICES
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Md. Afzal Kamal
Editor-in-Chief
Medgate Today

CERTIFICATE

Of Participation

A’_\IIIEDIAL DEVICE
EALFHCARE COMPANIES

This Certificate is Proudly Presented to

Orion Sutures India Pvt. Ltd.

ADVANCE
MEDIA
GROUP

Process Advisor
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CEO:...«

Sudarshan K S,
Director,
Orion Sutures India

Sudarshan K S is 2 young Entrepreneur having
completed MBA in a reputed University in
Bangalore, born and bought up in a business
class family have 2 vast experience having
associated with multiple family business in
Bangalore since a very long time always accepts
ehallenges in Business and to drive it in a smooth
way. Suoarshan is being 2 steward of governance
for Orion Sutures since 2015 as & Managing
Director.

T
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SUDARSHAN K S
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wention, diagnosis, treatment, and recovery of illnesses
and diseases. Medical devices are an integral part of the
healthears delivery syster and squip health service pro-
viders with the necassary teols to perform their job of
providing quality healthcare effectively Thus, medical
device manufacturers play a critical role in maintaining
the risk-benefit balance by ensuring that products are
developed, tested, labeled, 2nd render maximum benefit.

One of the prominent players in this space
manufacturing and supp\yu\g an entire range of

3
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Surgical Surusss, Hom Absorbable Surgu‘al Sutures,
Micro Sutures, 2z well as Hernia Mesh and Bone Wasz
on both the domestic and international fronts is Orion
Sutures Indie. Orion Sutures is @ Bangalore-based firm
that was established in 1994 and has been successfully
spearhoaded by Sudarshan K S since 2015. Sudarshan K $
i3 a young end dynamic entrepreneur who is steering the
firm) towards reaching new heights and achieving great
prospects. In an exclusive interview with CEO Insights,
Sudarshen K S, Director at Orion Sutures, walks us
through his professional attributes and the distinct facets
of the company:

Throw some light on your educational back-
ground and professional experience. What
prompted you to venture into the medical de-
vice domail
1 pursued my MBA in 2013 from = reputed University
in Bangalore. T come from & businessclass family and
had an opportunity to join the family business which waz
operational in the textile and packaging indusery since
1994. However, when I joined the company the business
was not doing well in the market and was on the verge of
collapze. So, we decided to restructure the company and

venture into the medical device domain as it was a

booming market. Subsequently, T took the helm of the

ko s emablished Oriom Butues in SIS We
a

every aspeet of quality or whatever was requlmﬂ at
the time, including machines and sophisticated latest
techmology: And from a tumever of 50 lakhs in 2015,

could reach a turnover of around 2 crores in 2017,
and 12 crores in the previous financial year.

How would you define Orion Sutures India
as an organization and its market position?
Orion e
and supplier of surgical sutures such as sbsorbable
sutures, non-absorbable sutures, micro Sutures, as well
a3 hernia mesh and bone waz in India and actoss th
globe. Orion Sutures India is well recognized globally
for its high-quality products, prompt delivery, and use
of the best needles and cutting-edge technology.

Our products have always been a preferred choice
since we have bulk manufacturing of sbout 100,000
dozen per month, which is continually growing due
to demand from our regular clients We provide our
products in the proper packaging while also assuring.
that we offer competitive prices for both Hospital
Supplies and Special Pricing for Tenders. Most of our
business is operational on the international front,

| SPOTLIGH'I EDITION

Besides, we also have @ dedicated vertical for NGOs,
give some free p

where we
some of the HGOs.

Orron Sutures India 1s
well recognized globally
for its hlgh-quallt}
products, prompt
delivery, & use of the
best needles & cutting-
edge technology

What tools and technology are you lever-
aging that aid you to stay ahead of the

Bangelors whieh o= fully equipped with the

latest technology. tools, and machinery that ensures

efficient business operations. We ensure to update our
to

swherein 74% of our total tumever
“We have a vast presence in more than 45 countries in
Europe, Africa, and Asia.

What is the unique proposition that your
organization offers to clients?

Quality is the key to our success as per our company's
motto and we never mmprumise on qualirv In addition

2 professionally mansged organizstion that operates
in & systematic manner with separate verticals of our
business for domestic and international tenders, sach

cortifications including ISO S001.2015 Certificats,
B

Sterile, Absorbeble Surgical Suture & Sterile Bone
waz, USEDA Certificate, and WHO-GMP Certificate.

every yeas snd
with the latest trends end technology in the market.
The technology framework that is embedded in our
products end solutions portfolio has been creating a
significant impact in the market that customers prefer
itas a top preference among other competitors in this
space.

Going forward, what are the changes in
market behavior that you anticipate, and
what are the opportunities that you fore-
see?

As aforementioned, the medical devices industry is
2 booming market and we aspirs to confinus grow-
ing with our standardized quality products, while also
developing and introducing novel products and solu-
tions in the market. Currently, we have around 800+
aistributors in India and sre present across 45 plus
countries globally. And s we proceed ahead, we in-
tend to expand into more countries, laying our em-
phasis more on the European and African markets. [
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Sudarshan K.S
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Managing Director

Orion Sutures india Pvt. Ltd.

—
Process Advisor
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Sudarshan KS

Managing Director
Orion Sutures india Pvi. Ltd.

‘We are into Manufacture and
Export of surgical Sutures,
Polypropylens Mesh and Sterile
Bonewax. Orion Sutures is a Ieadmg
supplier v.m. best Quali

along with economical price. W

Sre 5 professionally managed
company having presence with S11
distributors in India and Exporting to
53 countries Globally. yy
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UQSR.
Certificate

Universal Quality Standards Registrar has assessed the Quality Management System of:
Orion Sutures (India) Private Limited

No. 138-B, Udayagiri Complex, 3rd Phase KIADB Industrial Area, Peenya,
Bengaluru- 560058, Karnataka, India

And ¥ that the system of argani isin with:

1SO 9001:2015

For the following scope of activities:

Manufacturing and Supply of All Types of Surgical Sutures, Polypropylene Mesh,
Bone Wax and Surgical Needles

Further clarification regarding the scope of this certificate and the applicability of Quality Management
System standard requirements may be obtained by contacting the organization

Certificate No. UQSR-2255-0SIPL

Original lssue Date: 14/08/2021  Current Issue Date: 14/08/2021 IAF Code: 23
Expiry Date: 13/08/2022 Recertification Due Date: 13/08/2024 Issue No. 01

Authorized By

e

[ l ,_-—
Certification Manager

UQSR Global Private Limited
Formerly known as

Universal Quality Standards Registrar
WWW.UGSF.0rg

aitecation, forgery or fobrication of the content or appearance of this document

(’fIO Quality is Key to Success
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Certificates

3EC

interanticont

CERTIFICATE

This certifies that the Quality management system for medical devices
of company

Orion Sutures (India) Private Limited
No. 138-B, UDAYAGIRI COMPLEX, 3rd Phase, KIADB INDUSTRIAL AREA,
PEENYA, Bangalore, 560 058, Karnataka, INDIA

SUTURES

has been assessed by 3EC International
and found to be in conformance with the following standard:

EN ISO 13485:2016

for the following scope:

DESIGN, DEVELOPMENT, MANUFACTURE AND SUPPLY OF NON-ACTIVE
MEDICAL DEVICES FOR WOUND CARE INCLUDING ABSORBABLE SURGICAL SUTURES,
NON-ABSORBABLE SURGICAL SUTURES, BONE WAX AND POLYPROPYLENE MESH

17, 2023 17th, 2020
mm-mmmlmmnm1mnmmmmu

effecive
(02 5831 8343

m-nnummnsm

ina Tomi
of Certification Body SEC Intemationsl a.5.

‘Certhcaon dody SEC Intermational as s accredied by SNAS under repisraton number 305/0-054 wih accrediation
centficane o, Q.054 forcerlficaton o Gualty managament systems for medca oevices coverad oy EAMLA and AF MLA.

3EC International a.5., Hrani¢na 18, 821 05 Bratislava, Slovakia
Notified Body No. 2265

EC CERTIFICATE

No. 2020-MDD/QS-029

issued in enmpuanu ‘with the Council Directive WZIEEC lllmlr\dod which is impiemented by the
lovak Govern Decree No. 58212008 amended by 215/2013 Coll,
mmmmmmdcmm

Sterile Absorbable Surgical Suture with Needle
(for detailed list refer to Annex)

manufactured by company

Orion Sutures (India) Private Limited
No. 138-B, Udayagiri Complex, 3rd Phase, KIADB Industrial Area,
Peenya, Bengaluru - 560058, Karnataka, India

fe csnulectured under condiions Cuflik the sy syvien cequicements of Annex I sxciuding
(4), of the Directive 93/42/EEC as

The Notified Body No. 2265 has performed an audit of the above device quality system. The full quality
assurance system has been assessed, approved and is subject to continuous surveiilance according 1o
Annex II, Sections 3.3, and 5, of the Directive 93/42/EEC as amended. The detailed description of the
system, requirements and measures applied by the manufacturer are presented in the Audit Report No.
310411 and the Final protocol No. 31041172020,

1t spplies ony 1 the qualty sysiem malnianed iy e ranufackue of the stove refsrenced modeis of

fical devices and it does not substitute the design or type-examination procedures, if requested. The
bl e o 8 e s or/ 9 iy ey s chariged bt Gl
May 26" 2024 at the latest The mvﬂdwnmlﬂwlwp&v sults of regular
Sirvallarce Kucks il fflrent of (Weven legel sl sthe requearvnts by mlnum:tum For the
piacing on the market of the above referenced madeis of medical devices covered by this certficate. an
EC design-examination certicats sccording 10 the Direcive SYAJIEEC a8 amendad, Annex il (4) 5
required.

Dr. Katarina Tomin Srdosova
Responsitie to act on behall of NE 2265

3EC International a.s., Hraniéna 18, 821 05 Bratislava, Slovakia
Notified Body No. 2265

EC CERTIFICATE

No. 2020-MDD/QS-031

issued in compliance with the Council Directive 93/42/EEC as amended, which is implemented by the
Slovak Government Decree No. 582/2008 Coll. as amended by 215/2013 Coll certiles that the medical
device of Class 1o,

Sterile Non-Absorbable Surgical Suture with Needle

&Mh Monoﬁl.mm Po'ypropyllm Mesh
listrefer to Annex. pages 1 10.2)

manufactured by company

Orion Sutures (India) Private Limited
No. 138-B, Udayagiri Complex, 3rd Phase, KIADB Industrial Area,
Peenya, Bengaluru - 560058, Karnataka, india

is manufactured under conditions fulfilling the quaiity system requirements of Annex Il excluding
(4), of the Directive 93/42/EEC as amended.

The Notfied Body No. 2265 has performed an audit of the above device qualty system The full quaty
assurance system has been assessed and found that it meets the requirements above The quality
system is subject to continuous surveiliance accordi ng to Annex Il, Sections 3.3, and 5, of the Directive
93142/EEC as amended. The detailed description of the system, requirements and measures applied by
the manufacturer are presented in the Audit Report No. 310411 and the Final protocol No. 310411/2020.

This

It applies only 10 the quality system maintained in the manufacture of the above referenced mode! of

medical device and it does not substitute the design or type-examination procedures, if requested. The

centificate remains valid until the manufacturing conditions o the Guaity system are changed but until

May 26" 2024 at the latest The certificate validity is conditional upon positive results of regular
‘audits and relevant legal and other by

T

Dr. Katarina Tomin Srdosova
act on bohaif of NB 2265

| Slide N



SEC itarnatonal .5 Heaniénd 18,821 05 ratistava, Slovakia
Notified Body No. 2265

EC CERTIFICATE

No. 2020-MDD/QS-032

issued the Council as amended, which the
Slovak G No. ded by 215/2013 Coll certifies that the medical
device of Class Iib

Sterile Bone Wax
Brand name: ORIWAX, LIFE WAX

manufactured by company
Orion Sutures (India) Private Limited

No. 138-B, Udayagiri Complex, 3rd Phase, KIADB Industrial Area,
Peenya, Bengaluru - 560058, Karnataka, India

e ke e e e e S
), of the Directive SIAZEEC as amonded.

The Notified Body No. 2265 has performed an audit of the above device quality system. The full qualty
assurance system has been assessed and found that it meets the requirements above The quaily
continuous survelllance according 1o Annex I, Sections 3.3, and 5, of the Directive
G342/EEC as amended. The detalled description of the syster ind measures applied by
the manufacturer are presented in the Audit Report No. 310411 and the Final protocal No. 31041172020

This certiicate s issued under the folowing corcitions:

1 apokes only 1o e qualy systam maianed i the mandectre of he sbove refesnced mode of

medical device and it does not substitute the design of fype-examinaton procedures, if requested. The
Carificate ramains vaic untl ihe manufach,dng Condiions o 16 Gualty sysiem e changed bt untl
May 267, 2024 at the atest. The certificate validy is conditional upon positive results of reguiar
surveillance audits and fulfiment of relevant legal and other requirements by manufacturer

O, Katarina Tomin Srdosova
i fo act o0 behit of NB 2265
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Certificate of Registration
2022
This is to certify that the registration of
ORION SUTURES INDIA PRIVATE LIMITED

NO. 138-B, "UDAYAGIRI COMPLEX", 3RD PHASE, KIADB INDUSTRIAL AREA, PEENYA,
BENGALURU, KARNATAKA, INDIA - 560058

with USS. Food and Drug Administration as required by 21 CFR Part 807 is
: ully. completed by Liberty Management Group Lid. with the information
provided by the above company.

Owner/Operator Number : 10085085

Date of Expiration : December 31, 2022

U.S Agent : LIBERTY MANAGEMENT GROUP LTD.
Certificate Number : 3005050122

certificate holder; it is issued for record keeping purpase only. This certificate does not denote
endorsement or approval of certificate holder's fucility or product by the US. food and Drug
Administration. Liberty management Group Ltd. assumes no liability to any person or entity in
connection with the foregoing.

The US. Food and Drug.
and Drug i ize a registration. L.
affiliated with the UsS. Food and Drug Administration.

nor does the U.S. Food
Group Lud.is not

M2
ERTY A .
MANAGEMENT o) Zacheriae
GROUP LTD. President
75 Executive Drive, Aurora, lllinois, USA Liberty Management Group LTD.
Dated:  May 05, 2022

INININISINININ
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Certificates

mm »m mzn mmmmn

CERTIFICATE

Certificate of Compliance
Avariedto

(Féy Magazine

Of Participation

Orion Sutures(India) Private Limited

No. 138-B, Udayagiri Lompkx, 3rd Phase KIADB Industrial Area, Peenya,
Bengaluru- 560058, Karnataka, India

Regal Register (UK) Lid. Certfy that Management Sysiem of the above organiation has

£ EDICAL DEVICE
EALFHCARE COMPANIES

manufacturing practices standard detailed below:

STANDARD,

WHO-GMP

SCOPE OF CERTIFICATION,

This Certificate is Proudly Presented to

Manufacturing and Supply of all Types of Surgical Sutures, Polypropylene
Mesh, Bone Wax and Surgical Needles

Certificate No. S0
© 14 August 2021

Originally Issue Date
1" Surveillance Date : 14% August 2021
2 Surveillance Date : 13" August 2022
Expiry Date + 13" August 2024
Md. Afzal Kamal

itor-in-Chief’
Medgate Today

v\

General Mana
Regat Register (UK) L.
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CERTIFICATE

T Orion Sutures India Pvt. Ltd.

Process Advisor
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Why Choose Us ?

Having spent over 2 decades in our domain, we have become a powerful entity.

Following segment includes the attributes that help us in attaining a satisfied

client base.

v State-of-the-art Quality assured products
infrastructure Prompt delivery

v"Use of advance technology Client satisfaction

v" Excellent professionals
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Our Company Growth Status

IN MILLION $ (USD) FINANCIAL YEAR WISE

e=|n Million S (USD)

2016-2017 2017-2018 2018-2019 2019-2020 2020-2021 2021-2022 2022-2023 2023-2024
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About Director

Mr .Sudarshan K S

Sudarshan K S is a young Entrepreneur having completed MBA in
a reputed University in Bangalore, born and bought up in a
business class family have a vast experience having associated
with multiple family business in Bangalore since a very long time
always accepts challenges in Business and to drive it in a smooth
way. Sudarshan is being a steward of governance for Orion

Sutures since 2015 as a Managing Director.
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Escalation Matrix

Level 1 Accounts@orionsutures.com
Level 2 ea@orionsutures.com
Level 3 sudarshan@orionsutures.com

We are a Performance Driven Company; We will be Happy to hear from you to assist you.
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mailto:Accounts@orionsutures.com
mailto:ea@orionsutures.com
mailto:sudarshan@orionsutures.com

@ PHONE < EMAIL
Export , Merchant Exporter BD mail@orionsutures.com

team : +91-9986349005, Accounts@orionsutures.com
Domestic NBD info@orionsutures.com
+91-9945825055,

+91-9880825055 ADDRESS

Office Landline : 080-41215055 # 138-B, "UDAYAGIRI COMPLEX" 3rd

Phase KIADB INDUSTRIAL AREA,
@ WEBSITE PEENYA, BANGALORE -560058,

) KARNATAKA (INDIA)
www.orionsutures.com
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