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Date generale despre ofertant 

 

S.C. OXIVIT-MED S.R.L 

Administrator: Dmitrii Kojevnikov 

Adresa poştală: mun. Chișinău, str. Decebal 82-90 

Tel./Fax: 022  808 002, 022 808 003 

E-mail: info@oxivit-med.com; oxivit.medical@gmail.com 

Cod IBAN: MD09MO2224ASV23488147100 

Banca:  „Mobiasbanca OTP Group”  S.A 

Codul băncii: MOBBMD22 

Cod fiscal: 1007600044280 

Cod TVA: 0306300 

 

Cu respect, 

Dmitrii Kojevnikov 

Administrator 
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EC Certificate
Full Quality Assuranoe System
Directive 93l42lEEC on MedicalDevlces (MDD), Annex il excluding (4)
(Devlces in Class lla, llb or lll)
No. Gl 077608 0079 Rev. 00

P rod uct c ates o ry( ies ) : Hf li:li::l#Jf iffi;,?jil? "ar 
prod uctr

. Surgical $uture Produc-ts, Pledgete and Retenflon Tapes

. Endoscopy lnstrumentE and
Accessoriee including Lubrlcant

. Surgical $taple, Cllp Products and Accessories
' f,ianual $urglcal lnstruments
. lmplantable Ullound Dresslng Materiels
. Ultrasonlc Surgical Devicee and Acceseorlas
. Suctlon / lrrigation Devices and Accessodec
. Arthroscopy lmplants, lnstruments and Accessories,
. Bone Wax
. Temporary Cardlac Paclng Lead
. Powered Stapllng Systems

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for design, manufacture and final
inepection of the respective davices / device categories in accordanie with MDD Annex ll. This quatity
assurance system conforms to the requirements of this Directive and is subject to periodicat
Eurveillance. For marketing of class lll devices an additional Annex ll (e; ceififrcata ls mandatory. See
also notes overleaf.

Manufacturer:

Report No.:

Valid from:
Valid until:

Covidien llc
15 Hampshire Street
Mansfield, MA 02048
USA

713164286

2019-09-13
2024-05-26

201 9-09-1 3

Stefan Preil3
Head of CertlllcatlonNotlfied Body

Page 1 of2
TOvsuD Pnoduct sorvice GmbH is Notified Bodywifrr ldEnfification no. 0123

TUV SUD Product SeMcE GmbH . Cerfification Body . RldterstraBe 68 . g0339 Mi.rnich . Gcrmany
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EC
Full Quallty Assurance System
Diroctive 93l42lEBc on Medicar Devrcee (MDD), Annex lr excluding (4)
(Devices in Class lla, llb or lll)

F
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No. G{ 077608 0079 Rev. 00

Facility(ies): Covldien llc
15 Hampshire Street,
Mansfield, MA 02048, USA

Page 2 ol2
Tuv suD Produc't seMca GmbH is Notifiad Body wih rdentification no. brza

Tov soD Produc{ seMce GmbH . certlficagon Body . RldlaretraBe 6s . g0389 Munlch . Germany

ftoduct Servioe
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HI covrDrEN Declaration of Conformity

We hereby declare, under our sole responsibility, that the devices specified below meet the relevant
provisions of the Council Directive concerning medical devices- 93/42lEEC and the Essential principles.
This is also a declaration made in accordance with the requirements of Clause 1.8 of schedule B of the

Australian Therapeutic Goods (Medical Devices) Regulations 2002 relating to the stated device.

lssued by Manufacturen Covidien llc
15 Hampshlre Street
Mansfield, MA 02048, U.S.A.

Lll2LlzOOl North Haven, Ct U.S.A.

Temporary Cardiac Pacing Lead

Flexon'* Multifilament Temporary Cardiac paclng Lead

Non-Active lmplants, Temporary Cardlac Paclng Lead,
Flexont"

Original Date/Place of lssue:

Type of Devlces:

Device Name:

Product Category(ies)

listed on Current MDD certlflcates:

MDD Classlflcatlon/
Reorder Codes/GMDN
Codes:

Conformity Assessment:

Deslgn Examlnation Certificate f:
EC Certlflcate f:

Declaration of Conformity Valid Until:
Standards Associated:

See Attached

Directive 93l42lEEC on Medical Devices (MDD), Annex ll

G7 077608 0044 Rev 02 (expires 26-May-20241
G1 077608 0079 Rev 00 (expires

26-May-2024
See Attached

&lhsflZCd.Betrrese ntative i n E U
Covidien lreland Limited
IDA Business and Technology Park
Tullamore, lreland

Notified Bodv

Revision Date: January 12,2021
Page 1 of6

TUV SUD Product Service GmbH
Ridlerstrasse 65,
80339 Munich, Germany (0123)

,{rq4/z l/a** &+4*/z
AngdIa Van Arsdale
Sr. Manager, Regulatory Affairs

USS.108
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Sl covrntEN

Reorder
Code

Description MDD MDD GMDN
C/ass Rule

Date Added to Reorder
Declaration Code

8886258643 FlexonrM FEP lll I P
Coated Multifilament external,
Stainless Steel
Nonabsorbable
Temporary Cardiac
Pacing Lead

transthoracic,
temporary [45966]

8886258643-2 FlexonrM FEP lll
Coated Multifilament
Stainless Steel
Nonabsorbable
Temporary Cardiac
Pacing Lead

Pacing lead, 0311012020 Current
external,
transthoracic,
temporary [45966]

8886258963 FlexonrM FEP m
Coated Multifilament
Stainless Steel
Nonabsorbable
Temporary Cardiac
Pacing Lead

Pacing lead, 0211112011 Current
external,
transthoracic,
temporary [45966]

8886259143 FlexonrM FEP iii
Coated Multifllament
Stainless Steel
Nonabsorbable
Temporary Cardiac
Pacing Lead

external,
transthoraclc,
temporary[459661

8886259143-2 FlexonrM FEP lll
Coated Multifllament
Stainless Steel
Nonabsorbable
Temporary Cardiac
Pacing Lead

Pacing lead, 0311012020
external,
transthoracic,
temporary [45966]

Current

Revision Date: January 13,2021
Page 2 of 6

,1H44b t/a*o &42/alz@
Sr. Manager, Regulatory Affairs

USS - 108

I ! covrorer.r

W"r.-rdfl

8886259243 FIEXON IM FEP
Coated Multifilament
Stainless Steel
Nonabsorbable
Temporary Cardiac
Pacing Lead

Pacing lead, 0211112011 Current
external,
transthoracic,
temporary [45966]

Declaration of Confo



ffi covrorEN

Reorder
Code

Description MDD
C/ass

MDD
Rule

GMDN Date Added to
Declaration
M/DlYYYY

Reorder
Code

Sfafus
8886259243-2 Pacing lead, 0311012020

external,
transthoracic,
temporary[45966]

Multifilament Stainless
Steel Nonabsorbable
Temporary Cardiac Pacing
Lead

8886259363 Pacing lead, 0211112011
Multifilament Stainless
Steel Nonabsorbable
Temporary Cardiac Pacing
Lead

external,
transthoracic,
temporary [45966]

Multifilament Stainless exterrial,
Steel Nonabsorbable transthoiacic,
Temporary Cardiac Pacing temporary t459661
Lead

8886259763 lead, 0211
Multifilament Stainless
Steel Nonabsorbable
Temporary Cardiac Pacing
Lead

external,
transthoracic,
temporary [45966]

888626 1 753 Pacing lead,
external,
transthoracic,
temporary[45966]

Multifilament Stainless
Steel Nonabsorbable
Temporary Cardiac Pacing
Lead

8886261 553 Pacing lead,
external,
transthoracic,
temporary [45966]

Multifilament Stainless
Steel Nonabsorbable
Temporary Cardiac Pacing
Lead

Multifilament Stainless
Steel Nonabsorbable
Temporary Cardiac Pacing
Lead

Pacing lead, 02111
external,
transthoracic,
temporary [45966]

Revision Date: January 13,2021
Page 3 of 6

USS - 108

I $ covrorrN
An@la Van Arsdale
Sr. Manager, Regulatory Affairs
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ffi coviutEN

Model(s):

Parameters:

Flexonrx Temporary Cardlac paclng Lead

.6Y-'o'i'l
.!i)

Revision Date: Janua ry L4,2021
Page 4 of 6

,4't t/r, /a/o
AngUla Van Arsdale
Sr. Manager, flegulatory Affairs

Reorder Code

Straicht Needle Suture Wirs Curvcd Heedh

fype Lens|}r

Break
away
(Snap
offl

Slra
(usPl

lnrulati,on
Color

Type Mrlcrlrl

8885259143 5C 44 mm No
24"

3-0 Clear cv
23

17 mm
455

60 cm Steel

8886259243 sc-2 5O mm No
24*

3-O Clear
cv
23 17 mm

455
Stainles

60 cm Steel

8885258643 5C-6 88 mm Yes
24"

3-O Clear
CV
23

17mm
455

Stainlss
(60 cm Steel

8886261753 sc-6 88 mm Yes
24"

2-O Orange v-zo 25 mm
455

.6O cm Steel

88862623s3 sc-6 88 mm Yes
24"

2-A
White /
Orange

v-20 26 mm
455

$talnless
Steel6O cm

8886261ss3 sc-6 88 mm Yes
24"

2-O White v-20 26mm
455

60 cml Steel

8885259363 sc-2 60 mm No
240

o Clear
cv
24

2Omm
455
-t-l^

16Ocm 5t€el

8886259763 5C-2 60 mm No
24'

o Cleat v-20 26mm
455

Stainless
60 cm' Steel

88862s8963 5C-6 88 mm Ye5
24"

0 Clear v-20 25,nm
45S

qlslnlpq(

60 cm, Steel

dtr'*'D\
t ! covrore r.r

G".".#

302
Stainl.ss

stsel

302
Stilnles$

steel

302
Stainless

*teel

Declaration of Confo
USS - 108

fiz
Stainlers

stsel



HI covrDrEN
Declaration of Conformity

USS.1O8

Standards Ligt:

Standard/Directive Year Type Title

EN ISO 10993-1 +AC 2009 + 2010 Biological
Evaluation

Biological evaluation of medical devices - part 1:
Evaluation and testing within a risk management process

EN tSO 10993-3 2014 Biological
Evaluation

Biological evaluation of medical Aevices -Firt g: Tests for
genotoxicity, carcinogenicity and reproductive toxicity

EN tSO 10993-4 2017 Biological
Evaluation

Biological evaluation of medical devices - parl4: Selection
of tests for interactions with blood

EN tSO 10993-5 2009 Biological
Evaluation

Biological evaluation of medical devices part 5: Tests for ln
Vitro Cytotoxicity

EN tSO 10993-6 2016 Biological
Evaluation

Biological evaluation of medical devices - 
part 6: Tests for

local effects after implantation

EN ISO 10993-7 + AC 2008 +2009 Biological
Evaluation

Biological evaluation of Medical Devices: parlT - Ethylene
Oxide Sterilization Residuals

EN tSO 10993-10 2013 Biological
Evaluation

Biological evaluation of medical devices - 
part 10: Tests

for irritation and skin sensitization

EN tSO 10993-1 1 2018 Biological
Evaluation

Biological evaluation of medical devices part 11: Tests for
systemic toxicity

EN tSO 10993-12 2012 Biological
Evaluation

Biological evaluation of medical devices - part 12: Sample
preparation and reference materials

EN tSO 15223-1 2016 Labeling
Medical devices - Symbols to be used with medical
device labels, labelling and information to be supplied -Part 1: General requirements

EN 104'l + AC 2008 + 2013 Manufacturer
lnformation

lnformation supplied by the manufacturer with medical
devices.

EN tSO 14630 2012 Medical
Devices Non-active surgical implants- General Requirements

EN tSO 13485 + AC 2016 + 2016 Quality
Management

Medical devices. Quality management systems.
Requirements for regulatory purposes.

tEc 62366-1 2015 Risk
Management

Medical devices - Application of usability engineering to
medicaldevices (lEC 62366:2007) ,

EN tSO 14971 2012 Risk
Management

Medical devices. Application of risk management to
medical devices.

EN 556-1 + AC 2001 + 2006 Sterility
Sterilization of medical devices. Requirements for medical
devices to be designated "STER|LE,,. Requirements for
terminally sterilized medical devices.

EN rSO 11135 2014 Sterility Medical Devices - Validation and routine control of
ethylene oxide sterilization.

EN tSO 11607-1 2017 Sterility
Packaging for terminally sterilized medical devices - part 

1

Requirements for materials, sterile barrier systems and
packaging systems

-:,.

t

/fu44/n- t/az- r{*/-i
Angdla Van Arsdale

-:7tf

')i _.7r*

ion Date: January 14, 2021
5 of6
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Revision
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Manager, Regulatory



HI covrDrEN
Declaration of Conformity

USS.108

Standards List:

Standard/Directive Year Type Title

EN tSO 11607-2 2017 Sterility
Packaging for terminally sterilized medical devices -part2:
Validation requirements for forming, sealing, and assembly
processes.

EN tSO 11737-1 2018 Sterility
Sterilization of medical devices - Microbiological methods -
Part 1: Determination of tho population of micro organisms
on products,

EN tSO 11737-2 2009 Sterility
Sterilization of medical device - Microbiological methods _
Part 2: Test of sterility performed in the definition, validation
and maintenance of a sterilization process

EN ISO 14644-1 2015 Sterility Cleanrooms and Associated Controlled Environments -
Part 1: Classification of Air Cleanliness

EN tSO 14644-2 2015 Sterility
Cleanrooms and Associated Controlled Environments -
Part 2: Specifications for Testing and Monitoring to prove
Continued Compliance with ISO MA44-1

EN tSO 14644-3 2005 Sterility Cleanrooms and associated controlled environments part
3: Test methods

EN 60601-1 + A1 2006 + 2012 Electrical
Medical electrical equipment - Part 1: General
requirements for basic safety and essential performance
Note: Subclause 56.3(c) is the only applicable section

Standard/Directive Year Tifl e Year Title
MEDDEV 2.7,.1 2016 European Commission Guidelines forffi

Evaluation of Clinical Data
USP Monograph -
Absorbable/Nonabsorbable Surgical
Suture

Current PhysicalTest<go1>ffi
Physical Test <871> Sutures - Needle Attachment
Physical Test <881> Tensile Strength

European Pharmacopeia 2017 112008i 0324 Sutures, Sterile Non-Absorbable

Revision Date: January 14,2021
Page 6 of 6

tqrl*oh- l/a)? 4rd*2.
Ang€la Van Arsdale
Sr. Manager, Regulatory Affairs
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EC Certificate
EC Design-Examination Certificate
Directiva 93l42lEEC on Medical Devices (MDD), Annex il (4)
(Devices in Class ltl)

No. G7 077608 0044 Rev. 02

Manufacturer:

Product:

The Certification Body of TUV sUo Product Service GmbH declares that a design examination hasbeen carried out on the respective devices in accordance with MDD Annex rr t+i fn"iesign-ori[,
devices conforms to the requirements of this Directive. For marketing of these devices an additionalAnnex ll certificate is mandatory. See also notes overleaf.

Report no.:

Valid from:
Valid untll:

Date, 2420-03-25

c,@,\-,
Christoph Dicks
Head of Certification/Notified Body

Page 1 of 3
Tuv suD Product service GmbH is Notified Body with identification no. 0123

TUV SCID Product service GmbH . certilication Body. RidlerstraEe 65 . s033g Munich. Germany

Govidien llc
15 Hampshire $treet
Mansfield, MA 02049
USA

Non-Active lmplants
FlexonrM Temporary Cardiac pacing Lead

713173588

202A-03-25
2024-05-26

m/o

E6ti**E

ffi



.*****

q*se
Benannt dumhlDesignated by

Zentrolst.lla der Linder €
frlrGesundheitsschutz $

bei Arzneimitteln und !
Medizhproduktsn f

zLG-BS-244.10.08

FleronrM Temporary Cardiac Pacing Lead

Product Service

EC Gertificate
EC Design-Examination Certificate
Directive 93l42lEEC on Medicat Devices (MDD), Annex lt (4)
(Devices in Class lll)

No. G7 077608 0044 Rev. 02

Model(s):

Parameters:

Page 2 of 3
Tuv suD Product service GmbH is Notified Body with identification no. 0123

TUV SUD Product Service GmbH . Certiflcation Body. Ridlerstratle 65 . 80339 Munich. Germany

Reorder Code

Straight Needle Suture Wire Curved Needle

Type Length

Break
away
(Snap

off)

Length
Size

(usPl
lnsulation

Color
Type Length Material

8886259L43 sc 44 mm No

24"

3-0 Clear
CV

23
17 mm

455
Stainless

Steel(50 cm)

88852s9243 sc-2 60 mm No
24"

3-0 Clear
CV

23
L7 mm

455
Stainless

Steel60 cm

8886258643 sc-6 88 mm Yes
24"

3-0 Clear
CV

23
L7 mm

455
Stainless

Steel(60 cm)

88862617s3 sc-6 88 mm Yes
24"

2-O Orange v-20 25 mm
455

Stainless

Steel60 cm)

8886262353 sc-6 88 mm Yes
24"

2-0
White /
Orange

v"20 25 mm
455

Stainless

Steel(60 cm)

88862615s3 sc-6 88 mm Yes
24"

2-O White v-20 26 mm
455

Stainless
Steel60 cm

8886259353 sc-2 60 mm No
24"

0 Clear
CV

24
20 mm

455
Stainless

Steel(60 cm)

8885259763 sc-2 60 mm No
24"

0 Clear v-20 26 mm
455

Stainless
60 cm) Steel

8886258963 sc-6 88 mm Yes
24"

0 Clear v-20 25 mm
455

Stainless

Steel(50 cm)
ts

No

TUV@
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Product Seryice

EC Certificate
EC Design-Examination Certifi cate
Directive 93l42lEEC on Medicat Devices (MDD), Annex il (4)
(Devices in Class lll)
No. G7 077608 A044 Rev. 02

ts

No

4,

Page 3 of 3
ruv suo Product service GmbH is Notilied Body with identification no. 0123

TUv StiD Product service GmbH 'certification Body . RidlerstraBe 6s . g0339 Munich . Germany

8886258643-2 sc-6 88 mm Yes
2A',

3-0 Clear
CV

23
17 mm

302
Stainless

steel60 cm

8885259143-2 sc 44 mm No
24',

3-0 Clear
CV

23
17 mm

302
Stainless

steel(60 cm)

8886259243-2 sc-2 60 mm No
24"

3-0 Clear
CV

23
17 mm

302
Stainless

steel60 cm

88862s9363-2 sc-2 60 mm No
24"

0 Clear
CV

z4
20 mm

302
Stainless

steel(60 cm)

TTMO
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