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3EC International a.s., Hraniéna 18, 821 05 Bratisiavs, Slovakla
~ NotfledBodyNo. 22685
 EC CERTIFICATE

~No. 2020-MDD/QS-133

~ issued in compliance with the Gouncil Directive 93/42/EEC as amended,
. _.,..,ci,e_[ti‘flies-th'atj

the medical device of Class Ill,

~ Sterile Absorbable Surgical Suture
(for detailed fist refer to Annex)

L

~ Unisur Lifecare Private Limited

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

is manufactured under c,qndi_tib'r)lsj‘filiilf/i'l.lihé ihe quail

_ nder ity sﬁétém__'ceq_nirements of Annex lI, excluding
(4), of the Directive 93/42/EEC as amended. . . _

~_The Nofified 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 surveillance according to
_Annex ll, 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.
ICT_78 and the Final protocol No. 310505/2020. ) -

This certificate is issued undef the following conditions: .

It applies only to the quality system maintained in the manufacture of the above referenced models of
medical devices and it does not substitute the design or type-examination procedures. if requested. The
certificate remains valid until the manufacturing conditions or the quality system are changed but until May
26", 2024 at the latest. The certificate validity is conditional upon positive results of regular surveillance
audits and fulfiliment of relevant legal and other requirements by manufacturer. For the placing on the
market of the above referenced models of medical devices covered by this certificate, an EC design-
examination certificate according to the Directive 93/42/EEC as amended, Annex |I (4) is required.
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- 3EC .

Inurnntionn{

, Dr. Katarina Tomin Srdo3ova
Responsible to act on behalf of NB 2265

At Bratislava, on December 271", 2020 _
This certificate supersedes the EC Certificate No. 2016-MDD/QS-028/A issued on November 14" 2019
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ANNEX TO EC CERTIFICATE No 2020 MDDIQS 133

: tssued for the company

Unlsur L:fecare Prlvate lelted
No. 15/1, 2, 3, Andrahalli Main Road Acharya Industrial Complex,
V:shwaneedam Post 560 091 Bangalore, Karnataka, India

Llst of med:cal devnces coverecl by thefE

Product name Stenle Absorbabie Surglcal Suture

Generic Name , Brand Name (s) . USPSize

Polyglycohc ACId Suture /- . UN(GLYDE UNIGLYDE FAST ADVAMED—PGA ~ 10-0,9-0,8
. / . -ADVANIED——PGA FAST, M-GLYDE, M—-GLYDE FAST i 0,7-0,6-0,5-
.' l,’j.,Glyde i Glyde Fast, N-CARE PGA N-CAREPGA ~ 0,4-0,3-0,2-
 Fast, RHIZOGLYDE RHIZOGLY'E FAST, MDB— 0023
- e gnicd 'MDB-GLYDE FAST UNlLOOF‘ PGA . 4 _ .
i _GPCGLYDE/ GPCGLYDE FAST /

Polyglactin 910 Suture 'UNISYNTH, UNISYNTH FAST, ADVAMED—-PGLA
/ ) L  ADVAMED-PGLA FAST, M—SYNTH, M_SYNTH FAST, 0,

10-0

0,7

M-CRYL, M-CRYL FAST, :Synth/:Synth Fast, N- 04
0.0

4

.90, 8-

-0, 6-0, 5-

. 0307

_ CARE PGLA, N-CARE PGLA Fast, RHIZOCRYL, AN2a

_ RHIZOCRYL FAST, MEDICRYL, MEDICRYL FAST, ‘
 MDB-GLACTIN 910, MDB-GLACTIN 910 FAST,

a6t eais GRes GPCSYNTH FAST _
_ Polydioxanone Suture ~ UNISYNTH PDS. UNISYNTH PDS FAST, ADVAMED—
- : PD, M-PDS, i Synth PD, N-CARE PDS, RHIZOPDS,
MDB-PDS, UNILOOP—PDS GPCSYNTH PDS
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Poliglecaprone 25 Suture UNIGLYDE NIONO UNiGLYDE MONO FAST .
. ADVAMED-POLIGLECAPRONE, M-MONO, i Glyde
Mono, N-CARE MONO, RHIZOMONO MDB- MONO

GPCGLYDE MONO i
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interantionnt

Dr. Katarina Tomin Srdo3ova
Responsible to act on behalf of NB 2265

ETMagiareh cenin KASICO, a. 5. Bratislava, 110-343-14



- 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
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3EC Internatronal a. s., Hranrcna 13 821 05 Bratisiava Slovakra
Notmed Body No 2265

EC CERTIFICATE

No 2020 MDDIQS 135

lssued in complrance'w:th t :Councn Dtreotwe 93/42/EEC as amended,
' certrﬁeslthat the medlcal dewce of Class lib,

”‘ ,lf‘,Stgrii_:e'N_ﬁ_n'eabso_fbable Surgioal Suture

7 (:_folr'.deta'i’led !rs’t'/refer to Annex) :

/ 7
7

///

. Umsur erecare anate leited
No. 15, 2 2. Andrahallr Mam Road, Acharya lndustﬂal Complex
Vlshwaneedam Post 560 091 Bangalore, Kamataka, India

_//,'.

’,/

is manufactured under cond|t|ons fulf‘ Ilmg the quatlty system requrrernents of Annex I, excl udrng
(4), of the Dlrectlve 93142[EEC as amended ' i . . '

. The Notlf ed Body No 2265 has performed an audtt of the above dewce qualrty system The qu quahty
assurance system has been assessed and found ihat it meets the reqmrements above. The quality
~ system is subject to continuous surveillance accordmg to Annex I, Sections 3.3, and 5, of the Drrectwe -
 93/42/EEC as amended. The detailed descrlptlon of the system requnrements and measures applied by
the manufacturer are presented in the Audit Report No ICT 78 and the Final protocol No. 310506/2020.

This certificate is issued under the foﬂowmg condft.vons
It applies only to the quahty system mamtalned in the manufacture of the above referenced model of
medical device and it does not substitute the desrgn or type—exammatlon procedures, if such is required.
The certificate remains valid until the manufacturing condltions or the quality system are changed but until
May 26% 2024 at the latest. The certificate validity is conditional upon positive results of regular"
surveillance audits and fulfilment of relevant legal and other requrrements by manufacturer. /
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Dr. Katarina Tomin SrdoSova
Responsible to act on behalf of NB 2265

At Bratislava, on December 270, 2020
This certificate supersedes the EC Certificate No. 2016- MDD/QS 030/A issued on November 14", 2019

B %
©Tadiaren cenin KASICQO, a. s. tislava, 110-343-14
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ANNEX TO EC CERTIFICATE No 2020 MDDIQS 135

|Ssued for the company

_ Unlsur Llfecare Prlvate letted _
No. 15!1 2, 3, Andrahalli Main Road, Acharya Industrial Complex,
Vlshwaneedam Post 560 091 Bangalore, Karnataka ‘India

£ %
- S
‘s/‘f?

Z

' USP Slze

7"’,100 9.0,80, 70,60, 5--
‘04-0302-00123

o, %9 92 ] 92 ‘-« , , ,f.,4 5 , ‘ /
b _ Polypropylene Suture UNILENE UNILENE FAST,ADVAMED- _ 100,9.0,8-0,7-0 60,5 e
Lo - - POLYPROPYLENE M-LENE, iLene, N~ 0,4:0,3-0,2:0,0,1,2,3, i
' ) o 45
_ Polyester Suture UNIBOND, UNIBOND FAST/ ADVAMEDA-",«' -f "1"0*0,--'9’0,1 8.0,70,60,5
_ Piaesneon BondN—CARE- | 0.40,30,20,0, 1,28
6. - """ MDB e
W tini0oon0nn..... GPCBOND )

' P'agef"j q/f,/‘?}
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At Bratislava, on DecemberZT"‘ 2020
Valid until May 26, 2024
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SEC Internatlonal a. s., Hramcna 18 821 05 Bratlslava Slovakla
- Not:ﬁed Body No 2265 '

EC CERTIFICATE

No 2020 MDDIQS 136

- Umsur/Llfecare Prlvate lelted -
. No. 1511 2 3, Andrahallt Mam Road, Acharya Industnal Compiex,
' Vtshwaneedam Post 560 091 Bangalore, Karnataka, India '
is manufactured under condltlons fulf‘ Ilmg the quallty system req/ulrements of Annex II, excludmg
_{4), of the Dlrectlve 93!42!EEC as amended /

. The Notrf:ed Body Ne 2265 has performed an audlt of the above dewce quallty system The full quality
~ assurance system has been assessed and found that it meets the requurements above. The quality
_system is subject to continuous survea!iance accordmg to Annex I, Sections 33, and 5, of the Directive
93/42/EEC as amended. The detailed descr:ptton of the system, requirements and measures apphed by
the manufacturer are presented in the Audit Report No ICT 8 and the Final protocol No. 310507/2020.

This certificate is issued under the foﬂowrng condrt:ons

It applies only to the quahty system malntalned m the manufacture of the above referenced mode! of
medical device and it does not substitute the des:gn or type-examination procedures, if such is required.
The certificate remains valid until the manufacturing condmons or the quallty system are changed but until
May 26", 2024 at the latest. The certificate validity is conditional upon positive results of regutar
~ surveillance audits and fulfilment of relevant legal and other requsrements by manufacturer.
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- Dr. Katarina Tomin Srdo3ova
Responsible to act on behalf of NB 2265

At Bratislava, on December 277, 2020
This certificate supersedes the EC Certificate No. 2016- MDD/QS-OSO/A issued on November 14" 2019

IaXiarad conin KASICO a ¢ Bratelava 1102247314




Antepnptional’

ANNEX TO EC CERTIFICATE No 2020 MDDIQS 136

tssued for the company

Umsur Llfecare Prwate Lm‘uted
No. 15!1 2 3 Andrahalli Maln Road, Acharya Industrial Complex
szhwaneedam Pos ' 560 091 Bangalore, Karnataka India

 List of medical devices covered by the EC Certificate:

~_Generic Name
~_Polypropylene Mesh . . 7
7 - 7 MESH FAST, ADVAMED- . 1. 2cmx40 cm, 15/cm x45 cm 2cmx20 cm, 3cmx 6
‘POLYPROPYLENE/MESH cm, 5cm x10 cm,5cmx20cm, 6cmx11cm 6emx 12
M-LENE MESH; 1Lene '," cm, 7. 5cmx 15 cm,/'t’chx 15<:m 8cmx 12 cm, 8cm x
Mesh, N-Care Potypropylene 15cm, 10 cm x 13 om, 10cmx15cm, 10cmx20cm, 11.5
~ Mesh, RHIZOLENE MESH( cmx 1. 2 G ;200m>(30 cm, 22.5 cm x 35 cm, 25 cmx35
~ MDB-LENE MESH ) 43 i /
-.GF’CLENE MESH / i o o 7
' SCIu re shape; / " ' g
2cmx2cm 5c:mx5cm 75cmx750m 100mx10c:m
120mx12c:m ;11/50m X 15 cm 20cmx20 cm, 25 cmx25

Pre-cuf'shape. .f"
450mx10cm ’5cmx50m chx11 cm, 6emx13.7

_Three dtmens:onal plug ﬂower shape . '
h28cmx@3cm, h31cmx@34cm, 25cmx34c;m
'33cmx390m 380mx50cm 41cmx48cm 41cm
xB.0cm, 5cmx100m Bemx12cm, @25cm, @325
cm, @3750m @43cm, D45cm, @6.4cm, F65cm

Page 1 of 1
- 3 EC .
lntnrnntlonul

Dr. Katarina Tomin Srdo$ova
Responsible to act on behalf of NB. 2265

EMadared cenin KASECO a =
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