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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 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) :
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. 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
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©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
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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
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_ 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
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At Bratislava, on DecemberZT"‘ 2020
Valid until May 26, 2024
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