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Declaration of Conformity heleha

| Binsciences Eurppa
1 1 {
|

HL-7-0664DC DOI 2015/08 (1)

In Application of the Council Directive 98/79/EC on the approximation of
the laws| of the Member States relating to In Vitro Diagnostic Medical
Devices & CE marking.

Declaratién of conformance to applicable sections of Annex | - Essential
Requirements and Annex I (EC Declaration of Conformity) imposed by
sections 2 to 5. The below listed products are not classified under Annex Il Lists
A or B. Access to the appropriate technical files will be made available to the
appropriate body in the event this is required.

Product Description GMDN
Code Classification Code
5267L Thromboplastin L 55983

|, the undersigned declare that the devices registered against the above GMDN
Classification Code conforms to the said Directives.

Full Name:  M.J. Stephenson Title: Managing Director
Signed: % M /% Date: 06 Aug 2015
/ s
gl
Tel +44 (0)191 482 8440 Helena Biosciences Europe |

Fax +44 ((b)191 482 8442 Queensway South, Team Valley Wﬁé{,r;g '
info@helena-biosciences.com Gateshead, Tyne and Wear, NEA4? S'['J'f'h_“‘-'-/
www.helena-biosciences.com United Kingdom /& /)




Thromboplastin L

REF 5265HL
REF 5265L
REFF 52671

Relona Biosciences Europe, Queensway Soulh, TeFm Valley Trading

Estale, Gateshead, Tyne and Waar, NE11 05D, United Kingdom
Tel: +44 (0}191 482 8440 (
Fax, +44 (0}181 462 8442 i
Emall- Info@helena-biosciences com |

|

Web www helena-biosviences com
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This is to certify that the Quality Management System of:

Avantor Performance Materials Poland S.A.
ul. Sowinskiego 11
44-101 Gliwice, Poland

has been approved by Lloyd's Register Quality Assurance
to the following Quality Management System Standards:

ISO 13485:2012

The Quality Management System is applicable to:

Production, sales and supply of high purity
reeaents and kits for in vitro diagnostics.

Approval
Certificate No: Original Approval:  21% April 2016
GDK6037065

Current Certificate: ~ 21% April 2016

Certificate Expiry: 20" April 2019
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DEAEPAABHAA CAVIKEA TIO HAAZOPRY B COEPE 3APABOQXPAHEHMA
(POCIAPABHAAIOR)

PETUCTPALIMOHHOE YAOCTOBEPEHHUE
HA MEAWLUMHCKOE U3JEJME
ot 07 gexabps 2015 rona Ne @CP 2011/11336

Ha MeauiHekoe u3jienHe
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(MunuMen-M-I") o TY 9398-004-29508133-2011
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241520, Bpanckas o6aacrs, Bpanckuii paiion, ¢. Cynoueso, Y. Iecceinnan, 1. 17A
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241520, Bpanckan o6aacts, Bpaucknii paiton, ¢. Cynoneso, yJ. Ilocceitnan, a. 17A
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Declaration of Conformity helena

HL-7-0137DC DOI 2015/07 (7)

In Application of the Council Directive 98/79/EC on the muﬁqoxm:_m:o:,w* Sl

the laws of the Member States relating to In Viiro Diagnostic Medical -
Devices & CE marking.

Declaration of conformance to applicable sections of Annex | - Essential
Requirements and Annex Il (EC Declaration of Conformity) imposed by
sections 2 to 5. The below listed products are not classified under Annex Il Lists
A or B. Access to the appropriate technical files will be made available to the
appropriate body in the event this is required.

Product Description GMDN
Code Classification Code
5186 Routine Control N 30590

I, the undersigned declare that the devices registered against the above GMDN
Classification Code conforms to the said Directives.

Full Name:  M.J. Stephenson Title: Managing Director

—~— A

Signed: %\qc% /J F\WM\;%@ Date: 28 Jul 2015

Tel 144 (0)191 482 3440 Helena Biosciences Eurcpe
Fax +44(0)191 482 8442 Queensway South, Team Valley Tr
info@helena-tiosciences.com Gateshead, Tyne and Wear, NE11 08D

www helena-biosciences com United Kingdarm
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EC Certificate TUVﬁheinla;fd
Directive 98/79/EC Annex 1V, excluding Sections 4 and 6
Full Quality Assurance System
In Vitro Diagnostic Medical Devices

Registration No.: HL 60119814 0001

Report No.: 21265422 001

Manufacturer: Macherey-Nagel GmbH & Co. KG
Neumann-Neander-Str. 6-8
52355 Diren
Deutschland

Products: products for self-testing
([see attachment for products and gites included)

Replaces Certificate, Registration No.: HL 60076687 0001

Expiry Date: 2022-05-28

The Notified Body hereby declares that the requirements of Annex IV, excluding section 4 and 6 of the
directive 98/79/EC have been met for the listed products. The above named manufacturer has established
and appliss a quality assurance system, which is subject to periodic surveillance, defined by Annex

IV, section 5 of the aforementioned directive. For placing on the market of List A devices covered by
this certificate an EC design-examination certificate according to Annex IV, section 4 and a

verification of manufactured products according to section & is required.

Notified Body/ Y
Effective Date: 2017-05-29 ["/p

e
Date! 2017-05-29 w Y A

/ .
l [:_,;j’ ;
%
. ./_.f'.‘ 4
Dip!.-ing}g\mn Hoffmann

TUV Rheinland LGA Products GmbH - TillystraBe 2 - 90431 Nirnberg

TUV Rheinland LGA Products GmbH is a Notified Body according to Directive 98/ZME!
concerning in vitro diagnostic medical devices with the identification number (¢ #




TOV Rheinland
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

Attachment to

Certificate

Registration No.: HL 60119814 0001
Report No.: 21265422 001

Manufacturer: Macherey-Nagel GmbH & Co. KG
Neumann-Neander-Str, 6-8
52355 Diiren
Dautschland

Products for gelf-testing:

1wle and mulbi-paramecer disposable test gtrips
For urine analysis

- indicater Lest strips and papers for measuremant

of pH in wrine

ndditional site for warehousing and logistics:

Bahnsty. 120
E2355 DUren, Germany

Notified Bocigr" /‘
A’f

Date: 2017:05-29 \\5 / VAN

Do,

TUVRhelnland

1/1, Rev. 0

Dipl. ~lnq/3\fen Hoffmanﬁ

Y




CISQ is a member of
AR B s
x B 8
i ®.1
*

g

0 %, @
L

3.
»

THE \P”‘ERN/\“ON/\L CERT\F\GRT‘UN"N.FI"NORK
www.ignet-certification.com

204

IQNet, the association of the world’ first class
certification bodies, is the I.argo!stpruvideuL af management

i

|

|

| 1

| 1

‘ 1

i System Certification in the world,

: IQNet is composed of mora than 30 bud‘les and counts
| over 150 subsidiaries all aver thﬁ glodbe,
1 i

I

CERTIFICATO n.
CERTIEICATE No.

4265/3

ar numearo emesso in data 24/04/

2

sente documento snnulla e sostituisce il certificato dl

Il pre

S| CERTIFICA CHE IL SISTEMA DI GESTIONE PER LA QUALITA DI
WE HEREBY CERTIFY THAT THE QUALITY MANAGEMENT SYSTEM OPERATED BY

GRUPPO VACUTEST KIMA

Sede / Head Office
Via dell'Industria, 12 — 35020 Arzergrande (PD)
Unita Operative ! Operative Units
MEUS S.r.l. - Via Leonardo da Vinci, 248 — 26 — 28 — Zona Industriale Tognana — 35028 Piove di Sacco (PD)
MEUS S.r.l. - Via delllndustria, 2 - 16 — 35020 Arzergrande (PD)

ROLL §.a.s. - Via Leonardo Da Vinci, 24A — Zona Industriale Tognana ~ 35028 Piove di Sacco (PD)
KIMA S.a.5. - Via Leonardo da Vinci, 22 — Zona Industriale Tognana — 35028 Piove di Sacco (FD)
VACUTEST KIMA S.r.l. - Via dell'Industria, 12 ~ 35020 Arzergrande (PD)
ltalia

&£ CONFORME ALLA NORMA /IS IN GOMPLIANCE WITH THE STANDARD

UNI CEI EN I1SO 13485:2016

Sislema di Gestione per la Qualila / Quality Management System

PER LE S8EGUENTI ATTIVITA | FOR THE FOLLOWING ACTIVITIES
EA: 14 - 29

Progeltazione & produzione di provette con vuoto predeterminato ad uso prelievo ematico, liquidi biclogici e urine. Produzione di provetle
par micropretievi di sangue. Produzione di Holders (camicie) per prefievo sofiovuoto. Progetiazions e produzione di kit diagnosticl per
ranalisi del sangue e dei liquidi biologici, Progettazione e produzione di terreni di coltura per microbiologia. Progettazione e produzione di
aghi e dispositivi sterili per il prelievo ematice. Commercializzazione di prodotti del Gruppo: kil diagnoslici, terreni di collura per
microbiologia, articoli in plastica per laboratorio analisi, provette con vuoto predeterrninato e aghi sterill. Progettazione e produzione di
stampi per articoll In plaslica per laboratorio analisi. Stampaggio di materie termoplastiche ad iniezione per arlicell medicall,

Design and production of test ubes with predatermined vacuum for collection of haematological samples, biological fiquids and urine
samples. Production of test tubes for micyo-callestion of hasmatologicel samples. Production of Holders for vacuum sampiing. Design and
production of diagnoslic kiis for bloed and biological liquids analysis. Design and production of culture media for microbiology. Dasign and
production of sterile needles and devices for collection of haematological samples. Trading of the products of the Group. diagnostic kits,
culture media for microbiology, plastic disposable labware, test fubes with predetermined vacuum and sterile needles. Dasign and

production of moufds for (Ptasﬁc fabware. Injettion moutding of thermoplastic materials for medical devices.

Riferirsi alla documentazions del Sistema di Geslione per la Qualita aziendale per fapplicabiita del requisit della norma di riferimanto.
Refer o the socumantalion of {he Quallty Managemen! System lor oelails of application fo refs stengard requir I
Par informazlon! puntuali o angiomate circa eventuall variaziont inlerenule nello stato della cartificaziona ¢l cul 8l presents ceriicato,
gt prean di cantattare il n* felelonico 48 02 725341 o Indirizzo e-mail info@icim.it
For timely and uptaled information aboul any changes in ifie cedilicalion slafus referred to in ifs certificale,
pizase contact lhe number +39 02 725341 or email address info@icim il

Dala emissione Emissione corrente Data di scadenza
First issue Current issue Expiring date
18/01/2007 15/06/2018 17/01/2019

{ N b~
| ICIMS.p.AL
Pipzza Don Enrico Mapalli, 75 - 20099 Sesto San Giovanni (M)
wwicim,it

ACCREDIA

LENTETALIAMD £H ACCRIDiTAENTY) |

SGQ N° 004 A PRD N° 0040
SGA N° 005D PRS N°0BZC
SGE N° 005 ™ ISF Ne D46 E
SCRN° Q06 F ETS M° 0050
551 NT00BG EMASN® 0DY P

Memora degll Accord! di Mutuo !
Riconoscimento EA, 1AF & TLAC ‘
Signatory of EA, IAF and ILAC Mutial
Recognition Agreements




CISQ is a member of
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THE INTERNATICHAL CERTIFICATICN NETWORK
www ignet-cerlification.com
IQNet, the assaclation of the world's first class

certiticatlon bodies, Is thy fargest pmvlderj of management
System Certification in the warid.

IQNet is compasad of more than 30 bodigs 3ny counts
over 150 subsidlaries all over the ginhe.

CERTIFICATO n. —

-
CERTIFICATE No.

Sl CERTLIF!GA Cl}-IE IL SISTEMA DI GESTIONE PER LA QUALITA DI
WE HEREBY CERTIFY THAT THE QUALITY MANAGEMENT SYSTEM OPERATED BY

GRUPPRO VACUTEST KIMA

Sede | Head Office
Via dell'Industria, 12 — 35020 Arzergrande (PD)
Unita Operative | Operative Units
MEUS S.1.l. - Via Leonardo da Vingl, 24B — 26 — 28 — Zona Industriale Tognana — 356028 Piove di Sacco (PD)
MEWUS S.r.l. - Via delllndustria, 2 - 16 — 35020 Arzergrande (PD)

ROLL S.a.s. - Via Leonardo Da Vinci, 24A — Zona Industriale Tognana — 35028 Piove di Sacco (PD)
KIMA S.a.5. - Via Leonardo da Vingi, 22 — Zona Industriale Tognana — 35028 Piove di Sacco (PD)
VACUTEST KIMA 5.r.1. - Via dell'Industria, 12 - 35020 Arzergrande (PD)

[talia

il presente decumento annulla e sostitvisce il certificato di
pari numero emessa in data 24/04/2018

E CONFORME ALLAi NORMA / IS IN COMPLIANCE WITH THE STANDARD

UNI EN ISO 9001:2015

Sislemaj di Gest‘one per la Qualita / Quality Management System

PER L$ SEGUE?NTI ATTIVITA / FOR THE FOLLOWING ACTIVITIES
|

i
o EA: 14 - 29

Progeltazione e produzione di provelle con vuoto predelerminato ad uso prelievo ematico, liguidi biologici e urine. Produzione di provette
per microprelievi di sangue. Produzicne di Hojclers (camicie) per prelievo sotiovuoto. Progeltazione e produzione di lit diagnosticl per
I'analisi del sangue e dei llquidi biologicl. Progettazione e produzione di terrani di caltura per microbiologia. Progettazione e produzione di
aghl e dispositivi sterili per il preligvo ematico. Commercializzazione di prodatii del Gruppo: kit diagnoslici, lerreni di celtura per
microbiologia, arlicoll in plastica per laboratorio analisi, provetle con vuoto predeterminato e aghi sterili, Progettazione e praduzione di
stampl per articoll in plastics per laboratorio analisl. Stampaggio di malerie termoplastiche ad iniezione per arlicoli medicali,

Design and production of test ubes with predetermined vacuum for collection of haematological samples, biological liquids and urine
samples. Produchion of lest lubes for micro-collection of haemalological samples. Production of Holders for vacuum sampling. Design and
production of diagnostic kits for blood and biological liquids analysis. Design and produgtion of culture media for microbiology. Design and
nroduction of stenile needles and devices for collection of haemaltological samples. Trading of the products of the Group: diagnostic kits,
cullure media for microblofogy, plastic tisposable labware, test tubes with predetermined vacuum and sferile needles. Design and
production of moulds for plastic labware. Injection mowiding of thermoplastic inalerials for medical devices.

Rilirirsi alla dacumentzzions del Sistema di Gestione per la Qualith aziendale per lapplicabliita def requisiti della norma di tiferimenlo
Befar to the documentstion of the Qualily Management System for dalails of application lo reference standart requirements.
Il presents caclificato & soggetio &l spdlio del docymento IGIM "Regolamento per la ceriificazione dei sistami di gestione” e al relativo Schema specifico.
The use and the validiy of this cedificate shall salisly the raguir ts of tha G de | “Rules for the cerfification of company managemenl syslems" and specific Scheme
Per informazioni punlual e aggiomals circa eventuali variazioni intervenute nello stato della certificazione di cul al presente cerlificalo,
si prega di conliittare il n® tefatonice +39 02 725341 o indirizzo e-mall info@icim, it
For limely and ujdated v‘nlor(nauon abouil any changes in fhe cerification slalus referred lo in this certificale,
please conléct the number +39 02 725341 or email address info@icim.dL..

Data emissione ' | Emissione carrente Data di scadenza
First issue Current issue Expiring date

18/01/2007 15/06/2018 17/01/2019

£ .la/f_o['i‘-'-"’
IM S.pYA.

Fliazza Don Enrico Magalli, 75— 20099 Seslo San Giovanni (MI)
wwwicinil

ACCREDIA

LENTE TTALEANG ©f K‘m TAMENTO

(15} 56Q N° 004 A PRD N° 004|B
SGA N° 00S D PRS N° Q82|C
. 5GE MN° 005 M ISP N® 046/E
SCR PI° 006 F ETS MN° 003|0 g
SS1 N° 008G EMASMN® 001|P f g |
. o f
Wembro degll Accordl di Mutuo i ane Traljana di ﬁﬁqeﬂugrnl il
Riconoscimento E4, IAF & [LAC | 1 ok del sistam| o %u,@ﬂe Jentale.
Signatory of EA, TAF and ILAC Mutd‘al s mgf-]':aﬁa‘ﬁ Fedm:a‘ 3,0 r'n,@li’}-';e.-neq:
Recognition Agreements systa, i, cﬁm;/
", Y 7
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v ITALCERT

CERTIFICATO N° 505DMO05

CERTIFICATE N*° 505DMO5

Si certifica che |l
this is to certify that

Sistema di Gestione per la Qualita

Quality Management System

_ messo in atto da
implemented by

NUOVA APTACAS.r.l.
- Via Monte Bianco, 4 - IT 20900 MONZA (MB)

nella Sede Operativa di -
Operative Unit

Regione Monforte, 30 — IT 14053 CANELL! (AT)

é conforme alla norma
is in compliance with the stahdard

UNI CEl EN 1SO 13485-2016 (ISO 13485-2016)

per i seguenti Processi
concerning the following kinds of Processes

Gestione della fabbricazione e immissione in commercio di tamponi sterili
per il prelievo di campioni biologici in orifizi naturali e in ambito chirurgico.
Progettazione e fabbricazione di dispositivi medico diagnostici per laboratori di analisi.

Commercializzazione di dispositivi medici e diagnostici in vitro. |

Management of manufact turing.and placing on the-market of sterile tampons. for sampling of biological specimens in
natural orifice and n surgical field. Design and manufacturmg of dzaqnosnr medical devices for analysis {a b‘ora:o:m

Marketing of medical and diagnostic devices in vitro.

Il presente Certificato & soggetto al rispetto delle condizioni stabilite dai Regolafmenti per la certificazione in vigore applicabili,
s Certificerte shall sanisfy the regairoments establlshed in the Rutes for the certification in force applicabie.
In casa di discordanza tra Ie lingue utilizzate nella traduzione del contenuto del presente certificato, fare riferimento alla lingua italiana
f voses of discrononcy between the longuages vsed w the traaslation of the content of this ceftificate, ples Qase refer 1o thie folian language |

L'AMMINISTRATORE DELEGATO
MANAGING DIRECTOR

[ Lods Gt

Dr. Ing. Roberto Cusolito

Data di Prima Emissione ~| Data di Prima Emissione ITALCERT Data di Rinnovo Data di Delibera Data di Scadenza

First Issue Date | First lssue Date (TALCERT Renewal Date ~ Deliberation {Jate Expiration Date
2007-10-30 2011-10-30 2017-10-30 © . 2019-01-04 201
ﬁg\n&mnmmmmma :S‘
SGG H® 0234

Membrn degll Accardi o Mot ticonodckments EA, [AF @ ILaC
Sigatory of £A, [AF and ILAC Mutual Bacognitin M’FNNIMB

ITALCERT S.rll, | Viale Sarca, 336 — 20126 Milano (M1} | tel. +39 0266104876 | fax. +39 0266101479 | www, ttalcer‘rlt | 1talc.=rtsrf@




ITALCERT

CERTIFICATO N° 5055GQ03

CERTIFICATE N° 5055GQ03

Si certifica che il
this /s to certify that

Sistema di Gestione per la Qualita

Quality Management System

messo in atto da
implemented by

NUOVA APTACA S.r.l.
Via Monte Bianco, 4 — IT 20900 MONZA (MB)

nella Sede Operativa di
Operative Unit

Regione Monforte, 30 — 1T 14053 CANELLI (AT)

- @ conforme alla norma

is iy compliance with the standard

UNI'EN 1SO 9001-2015 (ISO 9001-2015)

per i seguenti Processi
concemning the following kinds of Processes

Gestione della fabbricazione ed immissione in commercio di tamponi sterili

per Ilfp_reli"éifo di campioni biologici in orifizi naturali e in ambito chirurgico.

Prdgettaziéhe e!‘fébbr'icazione di dispositivi medico diagnostici per laboratori di analisi.

Commercializzazione di dispositivi medici-e diagnostici in vitro.

Commercializzazione di articoli da laboratorio

Management of the manufacturing and placing on the market of stetile tampons for sampling of b/'o/og/'ca) specimens
in natural orifice and in surgical field. Design and manufacturing of diagnostic medical devices for laboratories

of analysis. Marketing of medical and diagnostic devices in vitro. Marketing of laboratory articles

Il presente Cerlificato & soggelto al rispetto delle condizioni stabilite dai Regolamenti.per la certificazione in vigare applicabili
This Cortificate shall satisiy the tequiremants ostablishied in the Rules for the certification in farce appheable.
In caso di Fiscordanza tra le lingue utilizzate nella traduzione del tontenuto del presente certificato, fare riferimento alla lingua italiana
I cases of diserepaney banseen therlanguages used in the rrandation of the cantent of this certificate, plense cefir to the dkan fanguece

L'AMMINISTRATORE DELEGATO
MANAGING DIRECTOR

(LWQcX‘ Cr. U

Dr. Ing. RQberto Cusolito

Data di Prima Emissione | Data di Prima Emissione [TALCERT _ Data di Rinnovo
First Issue Date First Issue Date STALCERT Renewal Date
1998-07-23 2011-10-30 2017-10-30 /A
Settore IAF 14 - 29 : 1S

ACCREDIA TS

SGQ N 023A  PRD N° 1228

5GA N 0200 ISP N° 075€

PAS N® 097C
4erabro degil Acterdl dI Mutuo Ricanoscimenio EA, IAF & [LAC
Signatory of EA, 14F and [LAC Mutual Recegaition Agrecinents

ITALCERT §.r.l. | Viale Sarca, 336 — 20126 Milano (M1) | tel. +39 0266104876 | fax. +39 0266101479 | www.italce




Certificado ES10/81672

The management system of

DELTALAB, S.L.

Pol. Ind. La Llana, Plaza De La Verneda, 1
08191 Rubi (Barceiona)

has been assessed and cerfified as meeting the requirements of

1ISO 9001:2015

For the followina activities

Design, manufacture and sale of laboratory matetial for the collection, transport and i B e
conservation of samples for microbiological, molecular biology, haematology, LT
biochemistry, histology, microscopy ant colorimetric analysis. =
Cormmercialization of equipment for the storage of prepared samples, cryogenic stored
samples, general labware and industrial packages.

Diseiio, fabricacién y comercializacion de material de laboratorio para la toma,
transporte y conservacién de muestras para analisis de microbiologia, biclogia

. molecular, hematologia, hioquimica, histologia, microscopia y coloracion.
Comercializacion de equipos para el almacenamiento de muestras preparadas,
almacenamiento de muestras para criogenizacion, material general de laboratorio y
envases industriales.

in/ from the following sites

Pol. Ind. La Llana, Plaza De La Verneda 1 - 08191 Rubi (Barcelona)

This certificate is valid from

29 November:2017 until 11 October 2019.

: Isslie 7. Certified-since October-2010;

Este certificado es vélido desde

29 de noviembre de 2017 hasta 11 de octubre de 2019.
Edicién 7. .Certificado: desde octubre de 2010..

T o
= ol
s,

ARRAH C-EPI;TIFI(:&GI(']N
Authorized by N° | 05/C-SC001

Direccion de Certificacion

SGSICS Ihérica, S.A. (Unipersonal)
- -ClTrespadéme, 29. 28042 Madrid. Espaita.
138115 3491 313: 8102 WWW.S8gSs.com

Page 1of1

o

" b

This documant is issued. by the Gompany subjec lo its General: Condifions of Gerbfi aatian

Sf.'nnces amasslbm aimw 543 r!nshand_mndllluns him, Attention iz drawn o the
i miwficagon and | | Issues established fharein, The
of 1hig. do ba verified at hig! JM'ww 55 mww;emﬁadduanls

“and- nsudur.tsmmﬁaﬂ—nhani-aﬁ'h.lw Ay horized  forneey or
of the conient or appearance of (his tocumientis untzwdul and alfendars may be
PJ‘DMJ.HGU 1o the fullest extent of the law.
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GOST R CERTIFICATION SYSTEM
FEDERAL AGENCY FOR TECHNIQUE REGULATION AND
METROLOGY

VOLUNTARY CERTIFICATION SYSTEM
"SMK-STANDARD"
Reg. No. POCC RU. 31060,0453KIO0

Certifieation authority:
REG No. SMK STANDART.RU.0005

Addnef;s 1|

INTERNATIONAL CERTIFICATION CENTER Limited Liability Company :
38, Naberezhnaya Obvodnogo Canala, block 1, office 421, St. Petersburg, [90{) 0
phone: +7 (812) 438-76-71 standan@aso-smk ru

Check thei authenticity of the cemimate in the register on the website http:/www. iso-smkart

CERTIFICATE OF CONFORMITY P

!

No., ST. R,U 0001.M0013380

This Certificate of ijnfommty- is issued to
Agat-Med, Ltd. |
“Address: 6, Glavnaya st., Moscow, 105173, Russia
TRN 7719187311 OGRN 1 03?739078970

Date of issue: 26.01.2018 Period of validity: 26.01.2021

This certificate certifies that:

a’ﬂedrusf devices. meny management system. System reuirements for regulatory purposes in relation to t

|
|
c(}RiRFSI

in accordance with Annex 1 to this certificgte |
|

(the attachment is an integral part of (he certificate)

’ONDS TO THE REQUIREMENTS OF GOST IS0 134852011 (EN ISO 13485:2003

: BINDS THE d&QANIZA‘fIG‘J T’{} M.-\!'N'I WIN THE WORKS PERFORMED A
1

UTIONALBODY OF VOLUNTA |
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