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By Royal Charter

EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex II excluding Sectlon 4

No. CE 541900

Issued To: Merit Medical Systems, Inc.
1600 West Merit Parkway
South Jordan
Utah
84095
USA

In respect of:

See certificate scope page.

on the basis of our examination of the quality assurance system under the requirements of Council Directive
93/42/EEC, Annex II excluding section 4. The quality assurance system meets the requirements of the diréctive. For
the placing on the market of class III products an Annex II section 4 certificate is required.

For and on behalf of BSI, a Notified Body for the above Directive (Notified Body Number 0086):
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Stewart Brain, Head of Compliance & Risk -
Medical Devices

First Issued: 2008-10-03

AR makrng excellence 3 habit’
RN RN ‘ B Pagelofz

Validity of this certificate is conditional on the quality system belng marntamed to the requrrements of the Dlrectwe as demonstrated through the requlred
surveillance activities of the Notified Body. This approval excludes all produets designed and/or manufactured by a thrrd party on behalf of the company
named on this certificate, unless specifically agreed with BSL. - . &

This certificate was issued electronically and is bound by the condrtlons of the contract

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill Mllton Keynes MKS 8PP Tel + 44 345 080 9000
BSI Assurance UK Limited, registered in England. under number 7805321 at 389 Chlswlck Hrgh Road London w4 4AL UK
A member of BSI Group of Companles : : 5, 3
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Certificate No: CE 541900

Certificate Scope:

The design, development and manufacture of sterile angiographic, angioplasty and other
procedure kits/packs, angiographic catheters, cardiac catheters, vascular catheters,
peripheral catheters, guiding catheters, guide wires (coated and uncoated), vascular trocars,
introducer needles, angiographic needles, hemodialysis catheters, introducer devices,
dilators, transducers, drainage devices, contrast management devices, embolectomy devices,
snare devices, hemostasis devices, balloon inflation systems, scalpels, tubing,
manifolds/stopcocks, valves, syringes, tracheobronchial stent systems, esophageal stent
systems, biliary stent systems, stent positioning system intended for coronary or renal

interventional procedures, Peritoneal Dialysis Catheters, accessories and kits, embalization
particles, biopsy instruments and accessories, vascular grafts, graft accessory component
kits, orthopedic bone cement, bone cement de

livery devices/accessories, orthopedic surgical
instruments and RF tumor ablation systems for orthopedic applications, percutaneous

transluminal angioplasty (PTA) catheters, caps for the disinfection of vascular access
connectors.

Those aspects of Annex II related to securing and maintaining sterility in the manufacture of
angiographic, angioplasty and other procedure kits/packs, anesthesia conduction catheter
fixation devices, catheter flush devices, infusion systems, syringes, suture retention devices,
torque devices, drainage/waste/sharps collection devices, surgical/general purpose
organizers, abdominal binders, labeling sets, compression devices, balloon inflation systems,
non-vascular balloon catheter systems and all related accessories.

Those aspects of Annex II related to metrology in the manufacture of syringes, pressure
monitors, tracheal measuring devices, balloon inflation systems and all related accessories.
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First Issued: 2008-10-03 D'a.te:“ 2018-10-01 Expiry Date: 2023-10-02

..making excellence a habit”
. % Page 2 of 2

Validity of this certificate is conditional on the quality system béing maintained to the re
surveillance activities of the Notified Body. This approval excludes all products designed

named on this certificate, unless specifically agreed with BSL . : . i
This certificate was issued electronically and is bound by the conditions of the contract.

QUIremenrs of the Directive aéé demonstratéd th:rough the required
and/or manufactured by a third party on behalf of the company

Information and Contact: BSL, Kitemark Court, Davy Avenue, Knowihill, Milton Keynes MKS gpp. Tel: + 44 3450809000 ' . o
BSI Assurance UK Limlted, registered in England.under number 7805321 at-389 Chiswick High Road, London W4 4AL; UK. SR
A member of BSI Group of Companies. - s B R el e WD T e D e
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Certificate of Registration

QUALITY MANAGEMENT SYSTEM - ISO 13485:2003

3 s
By Royal Charter

This is to certify that: Abbott Vascular
3200 Lakeside Drive
Santa Clara
California
95054
USA

Holds Certificate No: FM 72377

and operates a Quality Management System which complies with the requirements of ISO 13485:2003 for the
following scope: .

Design and Development, Manufacture and Distribution of: Everolimus-eluting coronary
scaffolding/stent and delivery systems (absorbable, non-absorbable); coronary and peripheral
stent and delivery systems; coronary covered stent systems; coronary and peripheral dilatation
catheters; carotid stent and delivery systems; embolic protection systems; arterial vessel
closure devices and the related deployment instruments; mitral valve repair systems including
clip and delivery systems, steerable guide catheters and stabilizer accessories; guide wires and

related cardlovas;ular accessories. :
/ﬁwaa | S

Carlos Pitanga, SVP, System Certiﬁca_it_i_on' and Compliance

For and on behalf of BSI:

Original Registration Date: 12/27/2002  Effective Date: 09/22/2016 Expiry Date: 02/28/2019

Page: 1 of 3
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Accrddilé CEN_Jy - © 1 i

naking excellence a habit”

This certificate remains the property of BSI and shall be retumed rmmodmtely upon requczst -
An electronic certificate can be authenticated online. Printed copies can be valldatLd af WWW, bsxgroup com/ChentDﬂettOfY

. To be read in conjunction with the 5cope above the. atlached appendlx e

Mnerlcas Headquaners BSI Group- Amerlca ‘Inc 12950 Woﬁdgate Drfve, Smte 800, Hemdon, VA 201 ?O 600? Utu"\
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Abbott Vascular “Design, development and manufadure of sterile miteal vZive
3885 Bohannan Drive repalr syetems and assodated acoessries,
Menlo Park

California

94025

USA

Abbott Vascular
52 Calle 3, B31 Coyol Free Zone ,
El Coyol
Alajuela
20102
Costa Rica

Manufacture of dilatation catheters,

Original Registration Date: 12/27/2002 - Effective Date: 09/22/2016 Expity Date: 02/28/2019
e e L Page: 2 of 3

This certificate remains the property of BSI and shall be returned immediately upon P N L TN e i

An electronic certificate can be authenticated online. Printed copies can be validated at v bsigroup.comfisntDirecrory -

To be read in conjunction with the scope above or the attathed appendix. - TR N R S oty

Norldgate Drive, Suite 800; Hemdon, VA 281 70-6507 USA. - R

Americas Headquarters: BSI Group America 1 Ac,
A Member of the BSI Group of Companies.
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Certificate No: FM 72377

Location Registered Activities

Abbott Vascular "Storage and distribution center. 'Packaging of drug eluting
Storage and distribution center stent systems and the A!JSOFb Qloresorpable vascular scaffold
42301 Zevo Drive system. Secondary labeling for international markets.
Temecula

California -

92590

USA

Original Registration Date: 12/27/2002  Effective Date: 09/22/2016 . Expiry Date. 02/28/2019

Page' 3 of 3

This certificate remains the pmpmty of BSI and shall be rc'tumed Immedmtcly upon reque«;t “ : SR
An electronic certificate can be authenticated online. Printed-coples can be validated at www bgngroup com/dmntt)uvrtmy L
To be vead in conjuuchon with Lhe scope abovo or UI(‘ attached appcnd(x S . e 1

Americas Headquarters: BSI (:roup Anierica Im., 129 0

dgat(. Duve Suxte 800, Hu ndon, VA )01 /0 6007 U.:A
A Member of the BSI Graup of Companles : j
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TEKNIK TEKSTil; SAN. ve TiC. A.S.

March 25, 2019

AUTHORIZATION LETTER

To Whom it may Concern,

We as

BAYTEKS TEKNIK TESKTIL SANAYI VE TICARET A.S.
wi_th.office at

Bagpinar 0.5.B. Mh. 0.S.B. 5. B6l. 83514 Nolu Cad. No. 18
Sehitkamil/Gaziantep Turkey

hereby solemnly declares and confirms that

LIFE MED SRL

with Office at :
C/f 1014600035666 Republica Moldova, or. Chisindu, str. Tudor Strisca, 30

is entitled non exclusively to offer for sale in The Republic of Moldova the products of the brand
BAYMED manufactured by BAYTEKS TEKNIK TEKSTIL SANAYI VE TICARET A.3. commercialized and

distributed by BAYDIS TICARET A.S.
The letter is only issued tender participation in the Republic of Moldova.

This.letter is valid within the year 2019 starting from this date until December 2019. The present
letter can be terminated any time with a one-month’s written notice period.

LIFE MED SRL have been awarded during this period the right of substition to meet and perform all
obligations arisen in terms of the Tender :

Authorized Signatory by BAYTEKS TEKNIK TEKSTIL SANAYI VE TICARET AS. .

This authorization letter is dated on the 25 March 2019..

o,

KSTILSAN. ve TIC. A.S.
T B 3514 Ny G Nald
Moz 01590038 749 0017

Tie Sk No3976
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Organize San, Bolges! 19 Nolu Cad. No, 9 79000 - KILIS/TURKEY _____ www.bayteks.com :
TLF: +90 342 337 3030 (Pbx) - +90 348 834 1038(Pbx) _ FAX: +90 342337 3035 - +90 348 8141028
KILIS V.D.: 159 003 8749 Ticaret Sicil No.: 003576 . Mersls No.: 0159 003874900017 .
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EC Cemflcate
“Production Quallty Assurance System accordmg to
Medical Devices Directive 93/42/EEC Annex-V

Certificate Number: 1984-MDD-18-479
We hereby declare that an examination has been carried out following the requirements
of the national legislation to whlch the undersigned is subject, transposing Annax- Vof
the Directive 93/42/EEC on. medical devices, We certify that the production quality
system conforms wnth the re!evant provnsuons of the aforementioned legislation.

Organizétidn;

 BAYTEKS TEKNIK TEKSTIL SANAYi VE TICARET ANONIM SIRKETI

‘Organize Sanay‘i» Bélgesi 19 nolu Cad No:9 Méjrkgz /Ki'if’"rl?‘fk_e"i e

Products Sterile Disposable Surgical Gown, Stenle Dlsposab!e Surglcal Drapes Steme
Dlsposable Surg:cal Packs. : L Sy

The certuflcate is vahd till explratlon date sub;ect to successful completion of penodlcai

urvelllance audits. Please contact Kiwa for deta!ls

Report Number: 1M.5035. oz'
Date of first issue: 12 January 2018 .
Date of last issue: -~ 0L March 2019 -
Revision Number: o
Explry Date:
~ Kiwa Certification. Serv:ce

: manufacture concerned
with MDD Annex V and

. in MDD Annex V.
~ Kiwa Certification : Servnce'
: concermng medlcal device!

01:March2019; 1s
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CERTKIFICATE

No. Q817 06 63699 033

Holder of Cartificate:  Boljing Domax Medlcal
Technology Co. Lid
AT Jingehergeans: Gteaet Torgrao faigtrist

101102 Bagog
PEOPLE'S REPUBLIC OF CHEA

Fncllllyﬁlusiz Basijirg Dntvas Mndon! Techndiogy Co L3
KN, Jingehengranal Greed Tongsoad Dasteied,

101107 Beiing, PEOPLE'S REPUBLIC OF
HINA

Cortification Mark:

\yw o nprd ppnet

Scope of Cortificate:  Design, Development, Production and Sales of
Manifolds, Y connectlor pack, control syringes,
pressure line, Balloon In-defiation Device,
Push-Click Y Connector Kit, Interventional
Device Set; PTCA Balloon Dilatation Catheter,
Disposable Pressure Transducer, g
interventional Procedure Pack.
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Applied EN IS0 134852015

Standard(s}): Medicel dpvicss - Quality managemerd sysiems -
Requirements for regulsionry peposes

150 134856:2016)

DIN EH IS0 134852016

The Cerpficalian Body of TUV SO Product Senice (mbH cardifiss that the company mentoned

shova has pstabEshed and is mamaining @ qually managerment system. which meels tha
requremants of the listad standarsis). Bea ales notes svatieal,

Repont Ro.: fLI1762002
~ Valid from: mqy;.u;@ :
Valid untit: 201810-31

Date, 2087-1%.14 e
Stetan Preil

Page 1of 1 ot ‘
- ffpakks
DLt AmenEHInARALET
: E’u"!& Lk

ZERTIFIKAT © CERTIFICATE #
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EC Certificate

Full Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex Il excluding (4)
(Devices in Class lla, llb or lll)

No. G117 06 63599 031

Manufacturer: Beijing Demax Medical
Technology Co.,Ltd
A13-7, Jingshengnansi Street, Tongzhou District
101102 Beijing :
PEOPLE'S REPUBLIC OF CHINA

EC-Representative:  Shanghai International Holding
Corp. GmbH (Europe)
Eiffestralle 80
20537 Hamburg
GERMANY

Product Manifolds, Y Connector Pack, Control Syringes,
-~ Category(ies):

Pressure Line, Push-Click Y Connector Kit,

Interventional Device Set,
Disposable Pressure Transducer.

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
inspection of the respective devices / device categories in accordance with MDD Annex .

s

Product Servica

=

This quality assurance system conforms to the requirements of this Directive and is subject to
periodical surveillance. For marketing of class Il devices an additional Annex Il (4) certificate -

is mandatory. See also notes overleaf.

Report No.: . BJ17920071
valid from: ' 2017-11-08 .

Valid until: 2022-11-07

[l

 StefanPreit

Date, 2017-10-23

TOV SUD Product Service GmbH'is'me_b ﬁedBody With:idéﬁti- 2
Page 1 of 2 S

TOV SUD Product Servica G

e

L
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\ Zorifiarstolle -« RidlerstraRe 65, 80439 Minchen - Germany .~ TON®
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Product Service

EC Certificate

Full Quality Assurance System

Directive 93/42/EEC on Medical Devices (MDD), Annex Il excluding (4)
(Devices in Class lla, llb or i)

No. G117 06 63599 031

Facility(ies): Beijing Demax Medical Technology Co.,Ltd.
A13-7, Jingshengnansi Street, Tongzhou District, 101102 Beijing,
PEOPLE'S REPUBLIC OF CHINA

I,
o L tny,
e N

Page 2 of 2

10 00 Produet Sanica e - Aidorsae 65 20339 Mnctn - Samany - TV

Scanned by CamScanner




bsi.

By Royal Charter

EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex 1T excluding Sectlon 4

No. CE 00340
Issued To: Cordis Corporation -
14201 North West 60th Avenue
Miami Lakes
Florida
33014
USA

In respect of:

The design, development and manufacture of sterile intravascular diagnostic and
interventional catheters, biopsy forceps, needles, catheter extensions, coronary and
peripheral guidewires, embolic capture guidewire systems, introducer guides, metallic
vascular and biliary stents and delivery systems and vascular closure devices.

on the basis of our examination of the quality assurance system under the requirements of Council Directive
93/42/EEC, Annex II excluding section 4. The quality assurance system meets the requirements of the directive. For
the placing on the market of class I1I products an Annex II section 4 certificate is required.

For and on behalf of BSI, a Notified Body for the above Directive (Notified Body Number 0086):

R _a__

Frank Lee, EMEA Compliance & Risk Director

First Issued: 30 November 1994 Date: 13 De’cemb'er' 2015 ~ Explry Date: 25 November 2019

.making excellence a habit”
e Page1of1

Validity of this certificate I conditional on the quality system being maintained 0 thé requlféments of the Directive as de_nndnSttated through the required
a thlrd party on behalf of the company

surveillance activities of the Notified Body. This approval excludes all products designed and/or manufactured by

named on this cerdficate, unless specifically agreed with BSL. et g !
Tris certificate was issued electronically and Is bound by the conditions of the contract.

Information and Contact: BSI, Kitemark Court, Davy avenve, Knowlhill, Milton Keynes MKS 8PP, Tel: + 44 845 080 9000
BS] Assurance UK Limited, registered in England under number 7805321 at 388 Chisvick High Road, London W4.4AL, UK.wo s
A member of BSI Group of Companles. i R 7 gl N e S S S i
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MEDICAL CONMED EQUIRPMENT

Calea Mosilor nr. 158, etaj 2, biroul 2A
20883 Bucuresti

email: office@medconmed.ro - tel mob: +4 0722.21 6.916
web: www.medconmed.ro fax: +4 031 427 0725
Catre: . 021901/ 25.03.2019

Attn:

SCRISOARE DE AUTORIZARE

Prin prezenta, SC Medical ConMed Equipment srl, cu sediul in Bucuresti, Calea
Mosilor 158, sect. 2, VAT R025291509, J40/3493/2009, ca distribuitor CE a

companiilor Cordis, Demax, autorizam prin prezenta firma sa distribuie

materialele sanitare furnizate de la firmele mentionate mai sus.

Swilt: INGBROBU

fm e mmanumAn

- ING-Bank- Buchsrest, 1113 Kiselefl S

o
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