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Reg. No. 305/Q-054

Ernatto

CERTIFICATE

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

Unisur Lifecare Private Limited

No. 15/1, 2, 3, Andrahalli Main Road, Acharya Industrial Complex,
Vishwaneedam Post, 560 091 Bangalore, Karnataka, India

 UNIVERSAL
o SUTYURES

has been assessed by SECIIni‘emaﬁona!
and found to be in conformance with the following standard:

EN ISO 13485:2016

_for the following scope:

DESIGN, DEVELOPMENT, MANUFACTURE AND SUPPLY OF DEVICES
FOR WOUND CARE: SURGICAL SUTURES, SURGICAL MESH AND BONE WAX

Certificate No.: M-0387/19 Date of issuance: October 31.ist. 2019 Original date of approval: November 1st, 2016

This certificate is valid from October 31st, 2019 to 'O_c.tt_iﬁe_r /30th, 2022 on condition that organization will maintain
effective Quality management system for medical devices. To verify the validity of this certificate please contact our office at: +421 (0) %

Issuing office: 3EC International a.s., Hranicéna 18, 821 05 Bratislava, Slovak Republic
Digitally signed by Iarovoi Petru
Date: 2021.09.15 18:46:47 EEST
Reason: MoldSign Signature
Location: Moldova

Certification body 3EC Intemational a.s. is accredited by SNAS under registration number 305/Q-054 with accreditation
certificate No. Q-054 for certification of Quality management systems for medical devices.

ETladiarah canin KASICO, & . Bratislava. 110-234-17



- 3EC lnternatlonai as., Hranlcna 18 821 05 Bratlslava Slovakla
' Notified Body No 2265

EC DESIGN EXAMlNATlON CERTlFlCATE
- No.2020-MDD/DE-134

1ssued m compllance WJth the Councxf D:rectlve 93!42/EEC as amended
cemﬁes that the desxgn of medical dewce of Class I,

Stenle Absorbable Surglca! Suture

(f6r detatled tlst refer to Annex)

Unlsur Llfecare Prwate lelted .
No 15/1, 2 3 Andrahalli Main Road, Acharya lndusfnal Complex,
Vlshwaneedam Post 560 091 Bangalore Karnataka, India

conforms with the relevant prowsmns of Annex ll 4 of the Dlrectlve 93/42/EEC as amended on
_med:cal devices as transposed into national legislation. The device fulfils the essentlal
_,-requnrements speclﬁed in Annex l of the Dlrectlve 9;3!42!EEC as amended taklng mto account ;
'mtended purpose of the dev:ce 7 7 -

: The Notlﬁed Body No. 2265 has performed a de5tgn~exammatton of the devzce accordmg to Annex il 4 of
the Directive 93/42/EEC as amended. The detailed device descnption desngn dossuer and evaluation of
the examination are presented in the Final protocot No 310505/2020

This certificate is issued under the following condmons

It applies only to the design of the above referenced modei of the medlcal device and it does not !mply the
Notified Body executed any surveillance or control of its manufacture. The manufacturer is obligated to
assure that all medical devices of the respective model conform to the type whose design has been
approved by this certificate. The certificate remains valid until the approved design is changed but till May

26, 2024 at the latest. This EC design-examination ‘certificate is complementary to an EC Certificate,
approving the manufacturer’s quality system accordlng to the Directive 93/42/EEC as amended, Annex 1l
(excluding 4).

- 3EC .

Intecantionng

iy

Dr. Katarina Tomin SrdoSova
Responsible to act on behalf of NB 2265

At Bratislava, on December 27", 2020
This certificate supersedes the EC Design-Examination Certificate No. 2016-MDD/DE-029/A ssued on
November 14" 2019

ETladiaren cenin KASICO, a. s. Bratislava, 110-343-14




ANNEX TQ EC DESIGN-EXAMINATION CERTIFICATE

No. 2020-MDDIDE 134

lssued for the company

Umsur L:fecare Prlvate lelted

No. 15/1, 2 3, Andrahalli Main Road, Acharya Industrial Complex
Vlshwaneedam Post -560 091 'Banga!ore, Karnataka, India

LISt of medlcal devnces covered by the EC Deszgn Exammatton Certificate:

Product name' Stenie Absorbable Surglcal Suture

‘Generic Name _
'-'Polyglycohc Acid Suture

~ Polyglactin 910 Suture

Polydioxanone Suture .

Poliglecaprone 25 Suture

Brand Name (s)

., 'UNIGLYDE UNIGLYDE FAST ADVAMED PGA,

~ ADVAMED-PGA FAST, M-GLYDE, M-GLYDE FAST,i

_ Glyde, i Glyde Fast, N-CARE PGA N-CARE PGA

~ Fast, RHIZOGLYDE, RHIZOGLYDE FAST, MDB-

~ GLYDE, MDB-GLYDE FAST, UNILOOP-PGA,
'GPCGLYDE, GPCGLYDE FAST

_ UNISYNTH, UNISYNTH FAST, ADVAMED-PGLA,
~ ADVAMED-PGLA FAST, M-SYNTH, M-SYNTH FAST,
~ M-CRYL, M-CRYL FAST, i Synth, | Synth Fast, N-

CARE PGLA, N-CARE PGLA Fast, RHIZOCRYL,

~_ RHIZOCRYL FAST, MEDICRYL MEDICRYL FAST
~ MDB-GLACTIN 910, MDI—GLACTlN 910 FAST,
. 'UNILOOP PGLA, GPCSYNTH GPCSYNTH FAST

UNISYNTH PDS, UNISYNTH PDS FAST ADVAMED-

PD, M-PDS, i Synth PD, N-CARE PDS, RHIZOPDS,
MDB- PDS UNILOOP PDS GPCSYNTH PDS

"UNIGLYDE N‘IONO UNIGLYDE MONO FAST

ADYVAMED- POLIGLECAPRONE M-MONO, lGIyde
Mono, N-CARE MONO, RHIZOMOND MDB MONG,
GPCGLYDE MONO =~ .
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Dr. Katarina Tomin SrdosSova
- Responsible to act on behalf of NB 2265

% _: /
S&a8 At Bratislava, on December 27", 2020
vy Valid until May 26", 2024

—— Sl
\\\\\ S ©Tatiaref cenin KASICO, a. . Br
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