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ELITech Clinical Systems SAS

Zane industrielle
—61500-Sées-- France—— 7y o

Tél 1 +33 (0)2 33 B1 21 00 Fax : +33 (0)2 22 28 77 51 el _mvnm..“m_.OcU

www.elitechgroup.com .

DECLARATION DE CONFORMITE CE

Nous, ElTech Clinical Systems SAS, zone industrielle 61500 SEES France, dédarons sous notre seule
responsabiiité que les réactifs appartenant au aroupe 3 «ELECTROLYTES/OLIGD-ELEMENTSs, référencés dans I liste oi-
Jointe, sont conformes aux exigences essenticles des annexes 1 et [11 de fa Directive Européenne 98/79/CE relative aux
dispositifs médicaux de diaonestic i wire et au code de la santé publigue,

Cette déclaration est basée sur le contenu de chague dossier techninue DOS-CESOO0 et sappuie sur ja
cestification de notre systéme qualité selon [a norme NF EN I5(} 13485 : 2016 (Certification valable Jusgu'au 27 julliet
20203,

(Voir liste ci-jointe).

T

DECLARATION OF EC CONFORMITY

We, EllTech Clinical Systems SAS, Zone Industrielle 61500 SEES France, hersby certify, under our own
responsibilify, that the reagents Lelonging to Group 3 "ELECTROLYTES/TRACE-ELEMENTS”, such as lsted hereta,
conform to the essential reguirements of appendices I and IIT of Efurgpean Directive 98/79/EC, relating to in vitro
diagnastic medical davices and to the Public health code.

This dedlaration is basad on the confents of each DOS-CE-XXXX technical file and s supported by the certification
of our quality system according to the standard NE EN 150 13485 ; 2015 (Certification valid unti July 27, 2624).
(See sitached list).
e e ——— ]

DECLARACION CE DE CONFORMIDAD

Nosotros, ELITech Clinicsi Systems 545, Zone Industriefe 51500 SEES France, dedaramos bajo nuestra dnica
responsabilidad que los reactives pertenacientes al grupo 2 "ELECTROLITOS/OQUIGO-ELEMENTOS |, referenciados en s
lista adjunta, son conformes con ios requisitos esencisles de fos anexos 1y 1T de lz Directiva Eurapes 98/79/CF sobre
dispositivas médicos para diagndstico in vitra ¥ el cidigo de salud prblica, DI Rt I Y
- Esta deciaracidn se basa en el conterido de cads DOS-CE-XC00X tecnica y estd respaldado par i3 certificacion de
nuestta sistema de calidad segdn Iz norma NE EN 1SO 13485 - 2016 (Certificacion vdlida hasta ef 27 de Julio 2020).

(Ver fista adjunta)

ELITech Clinical Systems SAS

Zone industrells
61500 Sées - France

Té&i:+33 (0)2 33 8121 00 Fax : +33 (0)2 22 28 77 51

www elitechgroup.com

F ELITechGroup

GROUPE 3 — ELECTROLYTES / OLIGO-ELEMENTS
GROUP 3 — ELECTROLYTES / TRACE-ELEMENTS
GRUPO 3 — ELECTROLITOS / OLIGO-ELEMENTOS

DESIGNATION DU
REACTIF/

REAGENT DESIGNATION/
DESIGNACION DE
REACTIVO

|
REFERENCES/
REFERENCIAS

NOM DU DOSSIER CE/
EC FILE NAME/
NOMBRE DEL
ARCHIVO CE

Code GMDN/
GMDN Code/
Codigo GMDN

CALCIUM ARSENAZC

CALA-0600/0250

DCCE-G3 - 1719 = Juillet \uly iutio 2017

Sées, le 28 juillet 2017

Valérie GOURDON,
Responsable des Affaires Réglementaires

—Reguiatory. Aftairs-Manager- = B
Responsable de los Asuntos Reglementarios

Cécile GOUBAULT,
Directeur Général Délégué

Managing Director
Directora Genersal

o 3

Société par actions simplifi¢e au capital de 1 219 592,146 — SIREN 318 365 228 — RCS ALENCON

DOS-CE-CALA 45789
CALCIUM ENVOY CALA-0850
CHLORIDE CHLO-0600/0250 DOS-CE-CHLO 60037
[RON CHROMAZUROQL FECA-0600 DOS-CE-FECA
IRON ENVOY FEFE-0850 _
DOS-CE-FEFE 54758
[RON FERENE FEFE-0230
IRON FERROZINE FEFR-0600/0250 DOS-CE-FEFR
MAGNESIUM CALMAGITE MAGN-0600/0125 DOS-CE-MAGN
MAGNESIUM XYLIDYL MAGX-0230 46795
—— DOS-CE-MAGX
MAGNESIUM ENVQY MAGX-0850

Société par actions simplifiée au capital de 1 219 592 14€ — SIREN : 518 365 228 ~ RCS ALENCON

DCCE-G3 - V19 ~ Juiilet ZJuly tulio 2017

Il
[




ELiTech Ciinicai Sysieims SAS
Zone industrielle |
81500 Sées - France

‘qm_‘.ﬁaﬁoﬁ‘mwﬁﬁ8121&8%%%#9 ay ElLiTechGroup
www.elitechgroup.com .

=

DECLARATION DE CONFORMITE CE

MNous, EllTech Clinical Systems SAS, zons industrielle G1500 SEES France, déclarons sous notre seule
responsabilité que les réactifs apoartanant au groupe 4 «LIPIDES », référencés dans la liste ci-jointe, sont conformes
aux exigences essentielles des annaxes | et 111 de |z Directive Europeenne 98/79/CE relative aux dispositifs médicaux de
diagriostic /1 vitre et au code de la santé publigue.

Cette déclaration est basée sur bo contenu de chaque dossiar technigue DOS-CE-XXXX et szppuie sur ia
certification de notre systéme qualité selon la norme NE EN 150 13485 : 2016 (Certification valable jusquiau 27 juillet
2020).

(Voir liste ci-jointe).

DECLARATION OF EC CONFORMITY

We, EllTech Cinical Systems SAS, Zone Industrielle 81500 SEES France, hersby certify, under our own
respansibiity, that the reagents befonging to Group ¢ “LIPIDS® such a5 fisted hereto, confarm to the essentisl
requirements of appendices I and HI of Eurgpean Directive S8/79/5C, relating to in vitre disgnostic medical devices and
o the pubfic health cods,

This declaration is based on the contents of each DOS-CES000 technical file and is supportad by the certification
af our quality system according to the standard NE EN IS0 13985 : 2016 (Certification vaiid unti July 27, 2020).
(See attached fist).

DECLARACION CE DE CONFORMIDAD

Nosotros, ELITech Clinical Systems 545, Zone industriefie 61500 SFES France, declaramos baje nuestrz dnica
responsabilidad gue jos reactivos pertenecientes a/ grupo 4 "LIPIDOS ', referenciados en 2 lista adjunta, son confarmes
con los requisitos esendizles de los anexos Iy 17 de ls Directiva Eurapea 98/79/CF sobre dispesitivos medicas parz
diegndstico in vitra v el codigo de salud puibilica.

Esta dedsracion se basa en & contanido de cads DOS-CE-X000 técnica y estd respaldado por fa certificacion de
nuestre sistema de calidad segdn fa norma NE EN IS0 13485 - 2015 {Certificacicn vélids hasta el 27 de Julio 2020).

(Ver lista adjunts)

Sées, le 28 Juillet 2017

Valérie GOURDON, Cécile GOUBAULT,
Responsable des Affaires Réglementaires Directeur Général Délégué
Regulatory Affairs Manager - Managing Director
Responisable de los Asuntos Reglementarios & Jg\m.a.éwm.mm:mﬂ\
s - £ NG
LT - —

K

Saciéte par actions simplifice au capital de 1219 582,14€ — SIREN : 318 365 228 - RCS ALENCON
DCCE-GH - V30 — Juillet {uly Lilio 2017 k2

REACTIF/ REFERENCES/ CE/ Code GMDN/.._
REAGENT DESIGNATION/ | REFERENCIAS EC FILE NAME/ GMDN Code/
DESIGNACION DE NOMBRE DEL Codigo GMDN
REACTIVO ARCHIVO CE
CHOLESTEROL CHOL-022070420 DOS-CE-CHOL |
CHOLESTEROL ENVOY CHSL-0850 53359
CHOLESTEROL 5L 0307707071058 oasatsar |
CHOLESTEROL HDL SL 2G HDLL-0230/0380/0390 DOS-CE-HDLL 53391
CHOLESTEROL LDL SL 2G LDLL-0236/038G/0390 DOS-CE-LDLL 53395
HDL CHOLESTEROL HDLC-0060 DOS-CE-HDLC =555
HDL CHOLESTEROL ENVOY | HDLL-0850 DOS-CE-HDLL
| LDL CHOLESTEROL ENVOY | LDLL-0850 DOS-CE-LDLL 53395
TRIGLYCERIDES TRIG-0200/0400 DOS-CE-TRIG
TRIGLYCERIDES ENVOY TGML-0850 53460
TRIGLYCERIDES SL TGML-0250/0455
Sociéte par actions simplifie au capital de 1219 592,146 — SIREN : 316 365 228 — RCS ALENGON
DCCE-G4 ~ V30 - Juillet July Aulio 2017 22

ELITech Clinical Systerns SAS
Zone industiiells
61500 Sées - France

Tél:+33 (0)2 33 81 21 00 Fax : +32 ©)222287751

www elitechgroup.com

PELTechGrou p

GROUPE 4 — LIPIDES
GROUP 4 — LIPIDS
GRUPO 4 - LIPIDOS

DESIGNATION DU

NOM DU DOSSIER.




ELITech Clinical Systems SAS
Zone industrielle P
51500 Sées - France _ * — ; i

Tél: +33 (0)2 33 81 21 00 Fax: +33 (0)2 22 28 77 51 ELTechGroup

www.elitechgroup.com

h DECLARATION DE CONFORMITE CE

Mous, ELTTech Clinical Systems SAS, zone Industrielle 61500 SEES France, déclarons sous natre ssule
responsabilité que les réactifs appartenant au groupe 5 «CONTROLES/ CALIBRANTS/ STANDARDS », référencés dans la
liste ci-jointe, sont conformes aux exigences essentielles des annexes I et III de la Directive Européenne 98/79/CE
relative aux dispesitifs médicaux de diagnostic i vitro et au code de la santé publique.

Cette déclaration est basée sur le contenu de chaque dossier technique DOS-CE-XXXX et sappuie sur la
certification de notre systéme qualité salon |2 norme NE EN ISO 13485 : 2015 (Certification valable jusqu'au 27 juillet
2020). E

(Vair liste ci-jointe).

DECLARATION OF EC CONFORMITY

We, ELITech Ciinical Systems SAS, Zone [ndustriclle 81500 SEES France, hereby certify, under our own
responsibility, that the reagents belonging to Group 5, "CONTROLS/ CALIBRATORS STANDARDS % such a5 fisted hereto,
confom o the essential requirements of appendices I and [ of Furopesn Dirsctive S8/FYEC, relating to in vitre
dizgnostic medical devices and to the Public heaith code.

This declaration is bassd on the contents af each DOSCEX000 technical file and fs supparted by the certification
of our quality system according to the standard NEEN 150 13985 : 2016 (Certification valid wntif July 270, 2020),
{Sa= attached list),

DECLARACION CE DE CONFORMIDAD

Nosolros, ELITech (linical Systems 45, Zone Industrielie 61500 SEES France, declaramos bajo MuEStra Lnica
responsabilidad  que los reaciivos pertensgientes al grupo 5 "CONTROLESS CALIBRADORESS ESTANDARES",
referenciados en I3 lista adfunts, son conformes con ios requisitos esenciales de los anexos | ¥ LT de |2 Directiva
Eurgpes 98/79/CF sobre dispasitivos médicos para diagndstico in vitro y ef codige de salud piitilica.

Esta dediaracidn se basa en =l contenido de cads DOS-CEX000 técnica y estd respaldado por s certificacion da
nuestro sistema de calidad segun i3 norma NEEN ISO 13485 : 2016 (Certificacidn valida hasta ol 27 de Jutie 2020).

(Ver listz adjuniz)

te 28 Juillet 2017 —

--Valérie GOURDON, Cécile GOUBAULT,
Responsable des Affaires Réglementaires Directeur Général Délégué
Regulatory Affairs Manager Managing Director

Responsable de los Asuntos Reglementarios

Y

o= »:. Société par actions simplifise au capital de 1219 592,14€ — SIREN : 318 365 226 — RCS ALENCON

DCCE-GS - 123 - puitter by Hulio 2017

ELITech Clinical Systems SAS
Zane indusirieiie
61500 Sées - France

TEl: +33 (0)2 33 8121 00 Fax : +33 (0)2 22 28 77 51

www._elitechgroup.com

GROUPE S5 — CONTROLES/CALIBRANTS/STANDARDS
GROUP 5 — CONTROLS/CALIBRA TORS/STANDARDS
GRUPO 5 — CONTROLES/CALIBRADORES/ESTANDARES

e ELITechGroup

NOM DU DOSSIER 14
DESIGNATION DU REACTIF/ REFERENCES/ CE/ Code GMDN/ |
REAGENT U‘Umzwz\rqﬂoz\ REFERENCIAS EC FILE NAME/ GMDN Code/ _
DESIGNACION DE REACTIVO NOMERE DEL Codigo GMDN |
ARCHIVO CE
CHOLESTEROL HDL 2G CALIBRATOR | HDLL-0011/0041 DOS-CE-HDLL-CAL 44696
CHOLESTEROL LDL 2G CALIBRATOR | LDLL-0011/0041 | DOS-CE-LDLL-CAL 41738
CHOLESTEROL Standard 200 mg/dL | CHOL-0055 DOS-CE-CHOL200 44698
CK-MB CONTROL CKMB-0900 DOS-CE-CKMB-CT 44693
CREATININE Standard 2 mg/dl, CREN-0055 | POS-CE-CREN2 44700
ELICAL 2 CALI-G550 | Dos-cE-caL2 47868
ELITROL 1 CONT-0060 DOS-CE-ELIT I
47869
ELITROL II CONT-0160 DOS-CE-ELIT 1I
GLUCOSE Standard 100 mg/dL GLUP-0055 DOS-CE-GLUP100 41818
ISE CONTROL [ ISCT-0046
DOS-CE-ISCT 47869
ISE CONTROL 1I ISCT-0047
MICROPROTEIN PLUS _
S tandard 100 o st PRTU-0022 DOS-CE-PRTU100 53482
TRIGLYCERIDES Standard 200 mg/dL | TRIG-0055 DOS-CE-TRIG200 44702
UREA Standard 50 mg/dL URUV-0055 DOS-CE-URUV50 53588
— | URICACID Standard 6 mg/aL ACUR-0055 DOS-CE-ACUR6 44704
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ELiTech Ciinical Systers SAS

Zone industrielle

61500 Sées - France

Tél: +33(0)2 33 81 21 00 Fax : +33 0222287751
www _elitechgroup.com

Lﬁw ELITechGroup

DECLARATION DE CONFORMITE CE

Nous, ELITech Clinical Systems SAS, zone industrielle 61500 SEES France, déclarons sous notre seule

responsabilite que les dispositifs appartenant au groupe 12 «SOLUTIONS DE LAVAGE pour équipements ELTTech Clinical
Systemns », référencés dans la liste cigointe, sont conformes aux exigences essentielles des annexes [ et 111 de la
Directive Européenne 98/79/CE relative aux dispositifs médicaux de diagnaostic 47 wiro et au code de Is santd publique.

Cette dédarstion est basée sur le contenu d de chaque dossier technique DOS-CE-X00( et appuie sur la

nm_._umﬂmo:nm:o..wmw{m"mammcmww.nmmm_a:_mzozﬁmz_umzqmo Eu.mm“ME.mﬁm&mﬂmc:,\m_mo_f.cmmc,m:m:.r____mw
2020). St :

= --(Voirfiste cidointe) - Tt somme e e e

DECLARATION OF EC CONFORMITY

We, EllTech Clinical Systems SAS, Zone Industriclle 51500 SEES France, hereby certify, under our own

responsibifity, that the devices belonging to Group 12, “CLEANING SOLUTIONS for EllTech Chnical Systerns
Equipments”, such as listed heret, conform to the essential requirerments of appendices I and (1T of European Directive
REFYEL, relsting to in vitre disgnostic medical devices and to n_u.wht_gnb@a&nuu_m. ; “

This declarstion fs based upon the content of esch DOS-CE-XCKT technical file and js sugported by the

certiffication of our quality system accerding to the standard NE £V IS0 13485 : 2016 (Cerification valid unti! July 27th ,
2028).

DECLARACION CE DE CONFORMIDAD

gm.mhqﬁ.%Qxﬁm_fm_ﬁmamh»mNoammam‘qn%ﬁ.mhmbmhmmm mﬂ:ﬂnﬁm&aﬁuaﬁnﬁﬂm%ﬁ
responsabifidad que los dispasitivas pertenecientss af grupo 12 - " SOLUCIONES OF LIMPIEZA para los equipos ELiTech
Clinical Systerns”, referenciados en 13 lista adjunta, son conformes con fos requisitas esenciales de los anexos | y I de s
Directive Europea 98/79/CF sobre disposttivos medicos para diagndstice in witro y ef cidigo de salud poblica.

E£sta declaracidn ests documentada por su contenido de cada DOS-CE-XOON tecniicd y esta respaidado por fa
certificacion de nuestro sistema de calidad segiin fx narma NE EN ISO 13485 - 2016 (Certificacion véfida hasta el 27 de
Julio 2020).

fline flote a0

ELITech Clinical Systems SAS
Zone industrielle _N
61500 Sées - France . |

Tél: +33(0)2 33 81 21 00 Fax : +33 (0)2 22 26 77 51 I'ELTechGroup
www.elitechgroup.com =

GROUPE 12 - SOLUTIONS DE LAVAGE pour les équipements ELITech Clinical Systems
GROUP 12 - CLEANING SOLUTIONS for ELITech Clinical Systems Equipments
GRUPO 12 —SOLUCIONES DE LIMPIEZA para los equipos ELITech Clinical Systems

NOM DU DOSSIER
DESIGNATION DU REACTIF/ REFERENCES/ CE/ Code GMDN/
REAGENT DESIGNATION/ REFERENCIAS EC FILE NAME/ GMDN Code/
DESIGNACION DE REACTIVO NOMBRE DEL Codigo GMDN
ARCHIVO CE - —- -
WQHU mOWC.JOZ mma ELITech Clinical SLHC-5900
ystems Analyzer 50058
SYSTEM CLEANING SOLUTION for 1 - — TR (T T
e = e e T e — T NAZ == CE-S (%4
ELITech Clinical Systems Analyzers [EENZEDHET PRSRES Ot
m,,\,m.._,mxs SOLUTION for ELITech | SLSY-5900 _ 58236
Clinical Systems Analyzers | |

Valérie GOURDON,

Responsable des Affaires Réglementaires
Regulatory Affairs Manager

Responsable de los Asuntos Reglementarios

DCCE-G12 -

peg)
Fverlists ifita;

Sées, le 28 Juillet 2017

Cécile GOUBAULT,
 SAS Directeyr Géndrat Délsgué

i e
> T
M.u et T
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Declaration of Conformity

HL-7-0673DC 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.

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 |l Lists
A or B. Access to the appropriate technical files will be mgde available to the
appropriate body in the event this is required.

Product Description GMDN
Code Classification Code '

5562 APTT Si L Minus 55981

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

!

Full Name:  M.J. Stephenson Title: Managing Director
Signed: %{M /% Date: 11 Aug 2015

Tel +44 (0)191 482 8440 Helena Biosciences Europe

Fax +44 (0)191 482 8442 Queensway South, Team Valley Trading Estate,
info@helena-biosciences.com Gateshead, Tyne and Wear, NE11 0SD,

www.helena-biosciences.com United Kingdom




Decla_ratioh of Conformity

HL-7-05110C DOI 2015/08 (4)

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

: i |
Declaration of conformance to applicable sections of Annex [ - Essential-«
Requirements and Annefx 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 apbropriéte technical files will be made available to the

appropriate body in the event this is required.

3

Product Description GMDN : o
Code Classification Code”
5376 Clauss Fibrinogen 100 55997

l, the undersigned declare! that the devices registered agz}ainst the above GMDN
Classification Code conforms to the said Directives.

Full Name: M.J. Stephenson Title: Managing Director
Signed: %H M /% Date: 12 Aug 2015

Tel +44 (0)191 482 8440 Helena Biosciences Europe

Fax +44 (0)191 482 8442 Queensway South;’ Team Valley Trading Estats,
info@helena-bipsciences.com Gateshead, Tyne énd Wear, NE11 0SD,

www.helena-biosciences.com United Kingdom




helena

Clauss Fibrinogen 100

REF 5376
REF 5376H

Helena Biosclences Europe, Queansway Soulh, Team Valiey Trading
Eslala, Galeshead, Tyna and Wear, NE11 0SD, Unter Kingdom

Tel +44 (01191 482 8440
Fax: +44 (0191 482 8442

Email inlo@helena-biosciences com
Web www helana-biosciences com
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HL-7-0137DC DOI 2015/07! (7)

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

Declaration of conformance to applicable sections of Annex | - Essential
Requirements and |Annex lll (EC Declaration of Conformity) imposed by
sections 2 to 5. The below listed products are not classified under Annex |l 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

|, 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: Z’& M /% Date: 28 Jul 2015
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Coagulation Control Plasmas en
Instructions for use

INTENDED PURPOSE

The Coagulalion Conltrol Plasmas kil |s msrdad far s &5 @ quality control materal

Rautine Conlrol N, Rouline Cantrol A and Routine Control SA are for use as normal, moderately prolonged and markedly prolonged
canirels for PT and aPTT assays, They are alsa assayed for Fibrinogen, TCT and ATIII and are prepared rom nonmal himan
piasma.

WARNINGS AND PRECAUTIONS = .
The reagants confained in this kit 21 fér m wirn dagnestic Lse cnly — DO NOT INGEST, Wear appropriate personal proleclive
eaupment when handing all kit components. Rafer io the prodiet salsty declaration for the link 1o appropriate hazard and
precRUtanary statements where applicatie; Disgoge of In Wit local — ||

Biood products have been screened and found negative (unless ctherwise staled an the kit box ar witd) for The presence of
Hepatilis B Antigen (HbsAg)

HIV 1 antibody HIV 2 amibody

HCV antibody

However they shouid be handied with the same precautions a5 a heifian galisnt sasrale

COMPCSITION

REF
5186
5187

Routine Control - A
Rautine Control - SA

contains 1 bufiered, lyophilised human plasma,

Preparation: Fecanstiiute each vial of the appropniate control wiln 1 FIL o istiled or deionised water Swir genlly. Allow to stand
for 10 minutes for complete dissolution and mix well belore use

ITEMS REQUIRED RUT

0T PROVIDED

Coagulation Control Plasmas may be used when p
conjunction wilh ail suitable, commercial reagents.

g tests on af pholo-op! ulalion Instrument in

STORAGE, SHELF-LIFE AND STABILITY

Unopened vials are siable uniil lhe given expiry date when siored Lnder conditions
reconstituled conlrols are siable for 8 hours when Kepl at "2 —*8°C or 4 weeks at -20°C when

label. The

shirozen Keep covered

SAMPLE COLLECT!ON AND PREPARATION

2policable

PROCEDLIPE

control shoutd be treated In the same manfer as the unknown Spacmen i Eccorsance with he irstctions ol
ar test protocol

INTERPRET/
FRoutine Contral N should give values within ihe lsbaratory normal
Houtlre Cortref 54 nave been standardisad to givie pralonged and markedry probnges FT and aPTT fmes respectively Lot and
insirumient specific exXpecied vakes are prowided with each pack of corttak .. .

UMITATIONS

N OF AESULTS

The residts abteined with Coaguiation Coral Plasmas tlepend o sayeral tasiors strongry associaled win Instumentation, types ol
reagents, delicient substrates and boratory 10 |eserstory vanations’ >, Each laborsiory should estabiish an expectad rands for
Ine sEtoular instrimant-reagent sysiem
QUALITY CONTROL
» Each labarasory should estatilsh a qualiy conlrol program. Nommal and abnommal conirol plasmasshauld te tested prior 10-each
batch of patiom samples, To ensure and operator it cantrols do not perform as expected,
ient mEEULS Shauld be conaidered levalid g

FERENCE VALUES

Relerence values can vary between laboratories depending on the techniques and systems in use  For this reason each laboratory
should establish ils own réference ranges

PERFORMANCE CHARACTERISTICS

The tollowing oe have been by Heiena Europe or Iherr representatives using an
apto-mechanical coagulation instrument. Each laboralory should establish ifs awn performance data

Reproduciblitty

Intra-nssay precision

Sample it a aPTT eV (%) PTCV (%)
Routine Control N i = 101
Routine Control A [ 171

108

BIBLIOGRAPHY

1. Kirkwood TBL ef 2/, (1977) Identification ol Sources of Variation in Faetor Vill Assay, British Journal of Haematology,
37:559-568.

2. MD (1971) ility In Coagulalion Assays, AJCR, §5:561-564
3. Palkull HA and Longberry JR (1973) A Precision Sludy of Coagulation Faclor Assay Techriies, AJCE §5:254-235 .

Emm_:mwamooszo_mamoom@:_mzo: .q—‘
Fiche technique

S_F_w)H_OZ

ins normal, modérément prolonge et
onl é¢ dosés et ils sont préparés a

partrr de plasma humain normal.

AVERTISSEMENTS ET PRECAUTIONS
Les téaciifs du Kl sont & usage diagnostique In wiro umguement — NE PAS INGERER. Porter un équipement de protection
mdidualia spproord lars de la manipulation de fous jes cempossnts oo kit Corsulter la fiche de données de sécurilé du produl
[pour obser | fien vers les phrases de risque et i comssls de prudance |e cis échéan, ner les composants conformément
aux églementations locles.

Un dépistage des produils sanguins @ #1# réa#ss at 2 donné un résulial négal
flacon) quant & fa présence de -

Anligéne de 'népalite B (AgHBs)

Anticorps a
An

(sau indrcalton contraire sur Ja bofe du kil ou sur le

Cependant, ils daivent étre manipulés avec les mermes précautions que celles prises pour les échantilons patients humains
COMPOSITION

i __CONTROLEQUALITE .
tar-PF.wPTT-and fbrincgen shoas Pootne Conal Adsy — — —— ey

LIMITES

Las ramidtas oblenud aves le Coagulation Coniiol Flasmas cependant o8 phesiews facipurs fomemant coméles aves | nstmers
le types de rénchis, \es subeimats Satances ef les varatans it #4 L ot une plage prévvus
P chuige syslame inmrument-réacn

Chagque laborusors dolf etabie un prigramme d& contrdle quaite. Les plasmes e CONIGle, NOfmELe B ANcTaLs, soivent #1re
lesiés avant chague ot o'&chaniiiions patlets afn de s'assurer que [ et affrari des p

stiskalsarmes St as contrdies ne donner pas fes résulials prévus, ks et ou palier dovert Sre consideres ComEna ron
valabies

VALEURS DE REFERENCE i A

Leis valeurs de réfémnce peuvent yaner dia [bsralore & Faure suvant kes lechiniguas gt los sysiemes ulilises. Clest powr cobe
ot QU appantient & choque labaratone de délemminer ses propres plages de rélérence.

CARACTERISTIQUES DE PERFORMANCES ., - ;i e

Helena Europe ou ses

ont délerming les caraciéristiques de performance suivantes en uiilisam un
instrument de

3 e Chaque doft &lablir ses propres données de perfarmance.

Préciston intra-séric
. n TCACV (%) TP CV (%)
Routine Contral N 5 283 101
Foutine Conttral A N TR 171
Foutine Conrol SA 172 1.03

BIBLIOGRAFHIE

1577} identiiication oi Sources oi Variation in Factor VIl Assay, 8rtish Journal of Haematology,

37:559-568,
2. Goldentarb MD (1971) Reproductiliy in Caagulation Assays, AJCP S5:561-584
3. Palkuti HA and Longberry JR (1973) A Pracision Study of Coagulation Faclor Assay Techniques, AJCR, 59:231-235.

Kontroliplasma fiir die Gerinnung Qm
Anleitung

VERWENDUNGSZWECK

Das Coagulation Control Pt Kitist tur die Qx

Foutine Certral §, Aouine Cartrol A unt Fagtiee Gantral SA sind ais narmale, mABlg verzégens und stark verzégens Konralen
T SFTT Tests gemignat. Sle =ind auch aut Fibrinogen, TZ und AT-N1| geiestal und werden aus narmalem Humangslasma

WARNHINWEISE UND VORSICHTSMASSNAHMEN

D in diesem K Reng send Hbefich tar die g von in-vitro-Diagnosen vorgesenen. NIGHT
VEBSCHLUCKER. Tragen Sie beim Umgang mit s&milichan Komponenien des Kits geeignete Schutzausristung. Beachlen Sie
cegebonentalls die Verweise auf Gefahren- und Vorbel arungen in der Prod.

Entzcrgen Sl die Komponenlen gamas den Slichen Varscnrian

Dz Blulprodukte wirdsen untersucht und sind 100 lolgende Gene ohne Belund (soweit rcnt arderwestg aut der spackung odsr
den Ampuien ahgegeben):

Hepaliiz=-B-Anthinper (HbsAg)
HIV-prsikarcer 1
HIV-Anlikbrper 2
HCV-Antikérper ,
Sie sind jedoch mil den gleichen Vorkehrungen zu wie Proben i mas han Patianban,
ZUSAMMENSETZUNG
..... Komponentn L=
Wximk
.v.ﬂ ximL
FanL
AemL —
Ix1mi
Routine Conirol - SA aximL

REF Descriptlon
516 —Frépars & S b e AT RREERE P
5187 Préparés & parnir de plasma humain adsorbi,
5183 10x1mL Préparés & parr de pla
= :

Routine Conlrol - A
Routine Cantrol - SA
onlient une ficha technique

Chague i
Chague kit contient valeurs de référence spéciliques du lot

Cragun flaeon content 1 mL de plasma humain amponne Iyophilise
i “oes: Aseoneliver chaque (iacon du controle approprié
10 mifules usqu'a dissolution totale e bien mélanger avant d

MATERIEL NECESSAIRE NON FOURNI

c oy cesienisée. Agiter doucement. Allendre

Le Goagulation Goniral Plasmas peut ¢ire utlisé dans le= asalyses realistes sur des nstruments de coagulalion mécanque ou
photo-oplique avec les réactils appropriés vendus dans I commerce, - - e

CONSERVATION, DUREE DE VIE UTILE ET STABILITE

L= fiacons non cuvens sont slabies jusqu's la dim de perempiion moqués £'s som coNsenes dars s condiiions indiquies st
Fitiquette du it ou th facon, Une f08 reconsteies, les coréles SO0t SEabien § haues snire *2 STBC S0 s semalnes & .20 *C an
a8 de congMalion instantinée Couir e produit

PRELEVEMENT ET PREPARATION DES ECHANTILLONS

Non applicable

PROCEDURE

Chague conirdle doil eire Irsitd d= |2 mikme maniére que ['échaniiion & analyser en observant fes instrustions de chaque profocole
séclliaue

INYERPRETATION DES RESULTATS
Lie foutine Contral N doit denner de valeurs Se =t dant 16 (906 normale du Iabaratre pour s TR & TCA of e fion

Le Acutine Contral A Fentine Confrol 54 ant &t¢ standard=gs oo dosng des 1=mips TP o TC Apralongka of o
respeciivement Les rs es speclliques du K & nstiLenen Sonl ourees aust crague K

enthalt eine Gebrauchsanweisung.

Jedes enthall 1 mL . 1y

Humanplasma.
Jedes © 1 mL oder entioni ‘Wasser Leche
sehwenken. Zum volistandigen Auflosen 10 Minuten stehen lassen und vor Gebratch gut mischen

ERFORDERL!CHE, ABER NICHT MITGELIEFERTE ARTIKEL

Coagulation Conlrol Plasmas kann in Westinoung mil allen entsprechenden 1 Reagenzien bei der Durchithrung von
Tesis an mechanischen oder ) verwendet werden

LAGERUNG, HALTBARKEIT UND STAB

Ungediinete Flasohohen sing untar den aul cder Flisateran L b= 2um .
stab ’ K sind bei 2 —"E'C 4 Wochon stabil bow, 4 Wechen bel <20 G, wemn

PROBENENTNAHME UND VORBEREITUNG

Enniallt

VORGEHENSWEISE

dede Kontralle solite gemaf den Anleitungen der cinzelnen Tesiprotokll win unBexanme Probe behandell werden
INTERPRETATION DER ERGEBNISSE

Houtne Contral N tallie 10r PY, aPTT ung Fbanogan Tass Were im Normalberaich argeban. Asuims Central & und Routine
Cantml 54 wurden . um gert baw Ean igarte PT und afTT Zeiten 2u argeben Chargen und Gerste
spazifieche Nesmalwenie sind in jeder Packurg mit Keatrolan anthaltsn
EINSCHRANKUNGEN

Oie ms Coaguiabon Conrdl Mzsmas sriehen Sasullate hingen ver mebreren Sak
g

A 1w Zwiszhen den Labors jn

ginon aigensn Nermal erEeien

n, die-stark mit dem Germ, den
roindung stshen’ <~ Jades Labor

s0llle dater Hr jodes G A

QUALITATSKONYROLLE

des Laboe muss 10 sine sigens
£ i i
de Korfratun

she K sl
np und Bedening
OTWENSEN




REFERENZWERTE

Relerenzwerte konnen je nach Testmik und varwendelem System von Labor 2u Labor urllarsetvadich sen, Aus dasem Geurd
sollte jedes Labor seine eigenen Heteranzwertbareiche erstellen

LEISTUNGSMERKMALE

Die lolgenden Leistungssipenschate:

vurden yon Helena Sicsciences E
Gernnnungsgerat ermims

oscionees Europe oder

Jede Labor muss seine £ig=nen Wene ermittein

_ Intra-assay-P
BPTTCV (%)

276

LITERATURVERZEICHNIS
T Kirkwood TBL ef a. (1877) Idemtification of Saurces of Varialion in Factor VIll Assay, Brish Journal of Haematology,
37:559-568. -
2 Goldenlarb MD (1571) Reproducibility In Coagulation Assays, AJCR, S5:561-564.
3. Palkuti HA 2nd Longberry JR (1973) A Precision Study of Coagulalion Factor Assay Techniques, AJCP, 59:201-235
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Istruzioni per I'uso

SCOPO PREVISTO

Ilkn Coagulation Control Plasmas il par Fuso con fale di |

Rautine Corttrol N, Fmgine Corird & & Fautine Control SA sono destinali ad essere all come conwolli normal
proinziti & prokmgat per | dosaggi di PT ¢ aPTT. £sSi vengona dosali anche per fionnogeno, TCT
€ ATl & sono preparati con plasma umans nermas,

AVVERTENZE E PRECAUZIONI

| reagenu contenuti in questo kil sono destinati esclusivamente alla diagnostica in vitro - NON INGERIRE. Indassare un‘adequata
altrezzalura proteftiva personale durante la manipolazine di del kit. Per i
e di pericolo, laddove pertinertte, fare rlerimento alla dichiarazione di sicurezza del prodotia, Sm
alle normative locali vigenti

ire | componenti conlormemente

ivo diversa indicazione sulta confeniane del ki o sulta fiak)

Questi prodotti devona tunavia conle icure adotiate per un comeiene pazienie umane.

COMPOSIZIONE

Ogni ki contiene un Istruzioni
Ogni kit cantiene un inserto recante | vaton di nlenmento sper

lacone contiene 1 mL di plasma Umano tamponato
Preparazione: Ficostiuire ogni !lacone di controllo appropriato con 1 mL di acqua di
Allendere 10 minuti per consentire al pradotto di sai

MATERIALI NECESSAR, MA NON IN DOTAZIONE

la o deionizzata. Agitare delicatamente:
iersi complelamente e miscelare bene prima dellUso.

Coagulation Conirsd Plsmas pub essere wiiizzto durante I'esecuzione di lest su qualsiasi strumenio di coagulazione meccanico
© lole-ottico in sambirazione som tutl | resgenti donsi disponibill in commertio.

.OOZMMI<>N._Ozm. VITA UTILE E STABILITA

Precisione intra-dosaggio

" 2PTT CV (%) PTCV(%)
5 282 101
s 278

—5- w17
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Piasmas de control de la coagulacion i es
Instrucciones de uso /

UsO PR

ISTO

Bl use previsto del kit Coagulation Conltrol Plasmas e corin malerial de conirol da satdad

Routine Control N, Routine Control A ¥ Routine Cantrol $A se usan como controles normal, moderadameme priiengada y
naiablemente prolongado para las valoraciones de TP y TTPa, También se valoran para fibrinbgeno, TCT y ATI y se clabaran a
partir de plasma humano nomal

ADVERTENCIAS Y PRECAUCIONES
Las mactives que eortlene este kit son solo para uso de diagnostico in vitro. NO INGERIR. Leve el equipo de prateccién personal

adectado cuanda uilics 1odos 0% componenles def kil. Consulte la declaracién de sequridad del producto para saber mas sobre
i s y riesgo. Desechar los compenentes de conformidad con las nomativas locales.

La sangre se ha sometido a pruebas que han resultado negalivas (a menos que se indique la contrasis &n la caka el kit o en o vis)
de la presencia de:

Artigeno de la hepaiitis B (HbsAg)

Artlicuerpas del VIH 1

Amicuerpos del VIH 2

Astlicuerpos del VHC

Sin embargo, deben maripularse con s mmmas precauniones. GUE URa Muesisa de Un pacients

Descripeion

Slabora a partir de pl

Elaboran a partir de plasma humano adsorbido
Etaboran a partr de plasma humano adsorbida

Cada vial contiene 1 mL de plasma humana ramponado,

Preparacin: Reconstituya cada vial del contral adecuado con 1 ml. de agua d
repose durante 10 minulos para que la

atfa © Seronizada. Agile suavemente, Deje que
olucion sea completa y mezole bien arfes de =i uma

ARTICULOS NECESARIOS NO SUMINISTRADOS

£ Coagulation Canlrol Plasmas puede usarse cuarn 3= realizan pruebas con cualquier insirumenio de coagulacién mecanica o
folo-6plica junto con 1odos los reaclivos adecuados. samerciales.
ALMACENAMIENTO, CADUCIDAD Y ESTABILIDAD

Lo visles no ablestos son estables hasta li feena de caducdad indicada cuando se conssrvan en s condisones indicadas en el
el 0 #n I8 eligueta ded kit Los eordrofes reconsiiuxos son sstables durante B horas cusndn se conasrian a ‘8 = 300 durarce 4
SEMINgs & 20°C cuande i 5 aubsierin

RECOGIDA Y PREPARACION DE LAS MUESTRAS
No aplicable
PROCEDIMIENTO

“Ognilerments a nomi e dan utilizzan negi

€Mmpi & casuale, se non speailicale diversamente. { controlli ricostituiti sono stabill per
8 ore se conservali a “2 —“8°C oppure 4 s

ane & -20°C se congelato mollo velocemerte, Martienere | prodolit capert,

AACCOLTA E PREPARAZIONE DEI CAMPION|
Non applicabile.
PRCCEDURA

Ogni controfio deve essere Iranato seguendo la stesss FrocedUre OoiiEte per il ampene non nota, sentormemente Sie Srzioni
npontate In ciascun prolocalio di test specifico

INTERPRETAZIONE DEIRISULTAT!

Fiowtime: Conzrol N o2ve formiee velon comprest nel FArgR: POMmaEie 9 labomono per | desangl & BT, aPTT o fernogans, Aouse

Contral A= Fiouine Contral par e, L templ di PT & aPTT proungat & macstamantn
prolungati | vaion ists | par il oms & lo strumares veng R GON IR Fana o controdl

LUIMITAZION

| risultati onenti con il Codguation Contrd Plasmas as i tattort leg: . al
Up! i reagenn, a sutsirati careril] @ alle wasiazioni doulte al singail laboratori' =2, Ogri laboratori dovra definire un range di
previsione per il sisterna Eage it utilrzan

CONTROLLO QUALITA

Cgrd taticentorn deve calinkts un srogramma & controits qualita | plasmi & & ararmal Temat prima
A .oan ke di campion di parient], per garantine un kello quanio rgads per
Foparstafe. Oualora 1 contralli nen funsionassera come previsn, | roullat reati i FRTIEN SovEnns Stere consdanal nen valid

VALORI DI RIFERIMENTO

Per la sicurezza del paziente. ¢ necessario che il sistema sia monilorate contnuamente da un operalore qualificale. Per tale mofivo
@ascun laboralorio dovra elaborare | propr range di rilerimenta,

CARATTERISTICHE PRESTAZIONAL!

rn#.u_._»...n_nu.n_..ﬂ_ujmn._...ﬁh.n..b_.mo&u&mani...:.an;w:«.u.._.rwnﬂ_?omw Eurtpe o dai propr mporessdiash con
l'utittzzo di ung st T Cipscun i e ety ipropri datl prestazional]

PrOMOCOAs 02 prueda concredo.
INTERPRETACION DE LOS RESULTADOS
RAoutire: Control N cebe car yalores dentro as| mtenaio nomal de o paa TR, TTRa ¥ vabraciones de ibrnogena E

Caaa ol debe Wralirsa de B mista lorma Que Ia muesira desconaeida, de acuerdo con las nsirucciones mdicadis en cada

1. Kirkwoog TBL ¢ #f. (1577) 1denliication of Sources of Var

37:559-568
2 Goldenfarb MD (1971) Reproduaibillly in Coagutalion Assays, 4JCP, 55:561-564
3 Palkuli HAand Longberry JR (1973) A Precision Study of Coaguiation Factor As

n 10 Faclor VIN Assay, Brlish Journal of Haematology,

Techniques, 41C0F 59:231-235

KOHTPOJIbHBIE MIA3MbI ' ru
VHCTPY KUMA i

HAIHAYEHUE

Kt Congeilation Gontral Plasmas s R

KOHTPONLMBIO Nnadmbl. < KOWTROie sicTiss, WafiNas, =KOsTONE WAMBCTAA, BHCOKAR NATONOMA-. ~KONTPONb Ka“eCTBa, yMOpeHNMO
BOIPANOAHIA MATONOMA~ = WIINTTHEMA MAWCTIR C HORAGTEHSA, YROBIHHD YBOSINHOMHBM W AHAUMTHNBHO YEONMNBHHBIM AKTUBUPODAHHEIM
NAPUMANILHEIM TROMOONNACTUkGEA minkmeitan (ATTTEVSTH] W nMDOTOOREMHOBEIM ppamarom (TTB). Vix Takwe MOKHO WCMOMBAOBATL ANA
Epawes (TB] w avmurpoMouna Ul (AT-IlI). KoWTponh npuroToenens: us

HONOBOMDCKOW NNAIME! (1P i THDENM IFFIRCRIAE ORI,
DPEQYNIPEXEHWA ¥ MEPhi TPEJOCTOPOXHOCTU

COAADAAMICA D AAHHOM HIBCER AT ST FEHEIH SR TR SR04 VA0 avarmoTo- HE MEVHVBAA TE BHYTPE! Mo pabora oo
ncomm Hatopa tpigiTan ST B C5a eR0daanmoc oY,

o TN e & : oreD " ]
%opax Vs # orenyy u

Mpanapater kPOG! Gnint NOGKEEFHYTH CXDAMANTY M MOKAIANM OTPMUSTONLHLI PEAYISTET (GCAA HE KOPOGKS, B KOTOPYIO YNAKOBAH
KOMNDKT 12 0 FRCBUAPKE 1O yHHaie 5h05) ria"
Arucen K ronaTuty 8 (HbsAg)

AntuTona k BAM 1

Arrutana x B 2

AHTUTNA K BUPYCy renaTwra C (HCV)

ToM HA MANOE € MU CRBDYET COPRLITTHER, COBRORAR 76 XE WMOPEI HFG i o & ofipERgN, ooy
o7 wononoka,

COCTAB

Onncanme
NPUTGTODNGN 13 Nyna HOPMANSHOR NNASME

NPMroTORNBY 13 AACOPGMROBANHOR NNAIML

RonTpons Kavocrea, mopwa
KorTpons

L MapeHO: Fe;
KOHTPONG KINGCTBA. BRICOKAA NATONOMUA 3x1mn
Kamnsit a0 COROPAUT UHCTDYKUUIO NG NPHMOHOHHMO

0 (gonycTum: npoRenan)

Kawapil (hnaon conepuT 1.0 mn PMOGMAMIKPOBIHHOR NTASMbN YEM0BEKE

Fannligre Ry o 50 Qnaon 10 mMn QUCTANIMORANNOA MM
LUEOSMECOnrnan pofme  DCTORCMS  EDMMLARTS W CCTABLTA. N KOMMBTMOR TONMOPRTYP b Taworme 10 wumyT Mapeg
L € A A e s I

HEOBXO0AMMBIE KOMINOHEHTbI, HE BKSMIOHEHHBIE B KOMILIEKT NOCTABKY

KOHTDONHSO Nnadms MoryT ks ¢ . i1 T ST i

i © PEETEHTAMM PANIMSHEIX TROMIDCANTBNGA,

XPAHEHME, CPOK MOAHOCTM U YCTOAYMBOCT b

H TR € A AL KHIMATER 10 WCTESHN CROKS TOOFOSTM B YEN0GMRE, YuaIasmil ra JTsTi
PERINORGAILH KIHTRITEHIN T § SKETON CNIIHD WIRDT KPEHATEE 0 "2 — B Wi 2 HARA i -D0°T ff ENYUan Mrcnameai
BAMEEIINM, B TRABH B acom,

OTEOP W MOArOTOBKA DEPA3LIOR

He otnocuTen

NPOLENYPA

Kanmsid 06padou KOMTPOMbHOA MNJOMEl FOMKOW AHAPMIMDOBATLCH Ti M, KAK CARSAON NAZTMM Aamwied, § COGTROTCTER &
MHCTDYKUMEMSA K MENOb3YOMONY POTTONTY W NPUGORY.

MHTEPMPETALMA PE3Y/ILTATOB T— "

“KOHTDOM RGUECTES, HOpAte [0NWHM NOKBIEIATE Sl & NPOSAra:
NE ANTE 7 K HEWOCTRA, YuNDEG B pEsa o SOTDmI TS i
ECOWIN (IETHRGN =, Dl CTRAGIITIMMPONIN, Takima O0IEM, oS D
yreniakne ATTTE i M5, HOMGP FESiTvm 1 2150507 7 0G0 TEGIAN IR0 fOTmer i HEATem o8 IOCTRIRETER & sl
Haopom korTHBL

OFPAHUMEHUA

POQOPOHCHHA  TIHGUAHMA  MOTYT RADOBATL sy " ot pearenTos, MeTOLOB,
KOArYNOMBTROR 1 NPyrux qaxTopos' ©% Mo ITOR Mpiwii wAwANH MUBAEATONAS 0747 YCTAHOBUTE CHOM COBCTORHHEM: HODMOTIGHEIS
NAPAMETO MGTORE

KOHTPO/b KAHECTBA

L ¢ f Kepeman o P KOHTPONA KawocTen Mapen MIMAPOHMEM KaAO0? N2PTuM OGPATLOB NAUUCHTOR
Ratine Coniral A y el Aautia Contrdl $A han sids estandanzeces para dar tismpos de TP y TTPa gados y . e et el o AL AL O a pasors
prolongades, respeclivamenta. Se apotan Ins valkres # de loe ¥ &= instnmento con cada paguets da Etnm HO c . To DaAHHGID
controles.

UMITACIONES

Los resulados obtenides con Coaguiabon Comtrol Plasmas dopenden de varcs o
instrumentacin. jos tooe da rencts muntrates deflcertes y varacionss re laby
LA ianAlo SEpEmOD Gars o sislEme (R AMO-ERc VD COncrEen.

o5 leramenis asooiados &
Cacs aboritoro debe

athecer

CONTROL DE CALIDAD

Cada laboratorio debe sstabiecer un programe de control de calided, Log plasmas de comrol nomales § arormaies deben
eAudarse antes Dz cada ble da muestras del pacients, Pare BsegUAar U i {enlo adscuads dal ¥ &l operador
Silos controls no s2 realizan como S5 e2parati, ks maullaoos o2! pacients deben considerarss invalidos

VALORES DE REFERENCIA

Los valores 02 relrencia pundan Lanar entre los mhoralonos Seserdisnds de s Micnieas ¢ Siotemes weados. Por esta rasan,
et laboratorio ebe sstebincer us Dropics itenalos de ratarencia.

CARACTERISTICAS FUNCIONALES

Las siguientes o

han sido por Helena EUrope o sus rep: usando
4nico, Cada debe  5US Propios datos de rendimiento

Procisién Intra-cnsayo

5 TTPa CV (% TP OV (2)

H 28 N 101

5 278 <7
Routine Control $A 5 172 103

e et
TG CaATaTY

HOPMARBHBIE MOKAIATENM

. S ———— Mg gt

BKCTITY ATAUMOHHBIE XAPAKTEPUCTUKM

Komnzran Xunura w6 e
NABOPUTONMA AONMHA ONPOABANTE COOM COBCTHOHNED AHINUTUHATKIAG X3S CTHPMAT M. s

1101 MCTIONLIANTHMN OTTUKO-MEXIHANGKOFG KOG YROMATRA W FAFae( Saiia A
cv ;

BocnponasoaumocTs

0 IPCACSAX HINMTHYECKOR CEpUA

KowTponesan nnay Kom-go oSpaiuon  CY(%)AMTE  CY.(%)MB__
TOP— s 3 . 2 = —
CT63, yMOPUHHO BbIPINGHHAR NETONOTHA s 276 171
KOHTPORS KANGCTDD, UsICOKAN METORO A 5 172 103

TATEPATYPA

1 Kirkwood TBL el al. (1977) Ideniification el Sources ol Van
2. Goldenlarb MD {1971) Auproducibildy in Coagu
3. Palkuli HA and Longberry JR {1873) A Precs

n in Faclor Vilt Assay, Bnitish Journal of Haematology, 37 559-568
n Astays, AJCP, §5:561-564,
iy of Coagulalion Factar Atsay Techniques. AJCR 59:201-235




Rigsciences Europe.

Declaration of Conformity helena

HL-7-0138D)C DOI 2015/07 (7)

In Application of the Council Directive 98/79/EC on the approximationiof. "
the laws of the Member States relating to /n Vitro Diagnostic Medlcal' 4
Devices & CE marking.

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

Product Description GMDN '
Code Classification Code,
5187 Routine Control A 30590

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

Full Name: ~ M.J. Stephenson Title:IManaging Director
Signed: % M/% Date: 28 Jul 2015

/ ; !
Tel +44 (0)191 482 8440 Helena Biosciences Europe
Fax +44 (0)191 482 8442 Queensway South, Team Valley Trading Estate
info@helena-hiosciences.com Gateshead, Tyne and Wear, NE11 0SD,

www.ﬁelena—biosoiences.com United Kingdom
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FORMAMEE | MATERIALS

Diluid* 1ll Diff

Intended use

Diluid* Erma is a spedially filtered, non-sterile blood diluting fluid for use in cell

counting and sizing. !

The reagent is designed for automated instrumentation, capable to monitor a three-
part WBC differential, based on the aperture impedance prlnC|pIe and electronically
adjusted to operate at an osmolality of 330 £ 20 mOsm/kg.

Summary and principle
The reagent is used to dllute whole blood prior to countmg and sizing of RBC, PLT
and WBC. Content of| the reagent maintains stability of RBC PLT and WBC during

counting.

Content; Diluid* Ill Diff is water based and contains:
NaCl, Na,SO,, procaine HC| and preservatives in an morganlc buffer compound.

Warni ! |

Harmful if swallowed. Avoid contact with eyes, skin and clothing.

Mﬂﬂlﬂgﬁiﬂmmluid* Il Diff is stable for three yearsjat 18-30°C.

|

There: are no visible deteriorations; otherwise the reagent shouldn'’t give optimised
performance. The reagent can be used through out shelf life,|giving optlmlsed ,
performance. No guarantees to reagent performance are given after the expiry date.

Instructions for g§g

Diluid* Erma should be used undiluted according to instrument manufacturer’s
instructions for use and should be connected as listed in the Operators manual.
Reagent may be used with Hypochlorite 0.5% or Proclean* as a cleaning agent.
Furthermore reagent may be used with next lysing reagents: WIth Cymet BS and
Detectoterge BS.

* Trademark of Avantor™ Performance Materials -

=R
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DetectoTerge* BS

Intended use |

DetectoTerge* BS i |s al specially filtered, non-sterile cleaning fluid for use in cleaning of cell
counters. The produot is designed for automated instrumentation, capable to clean blood
diluting parts of the ‘lns’rrument Intended to be used in vitro for the examrnanon of specimens

derived from the human body. |
In daily routine DetectoTerge* BS is connected to the instrument as[an on-line cleaner.

Between every sampie the blood aspiration path is cleaned with DetectoTerge BS.
DetectoTerge* BS should be used on the BeneSphera 3 part dlfferentlal hematology
analyzer.

\

|

Summary and principle

The reagent is used to|clean blood diluting parts prior to remove ceIl fragments from the
instrument. i

The solution is isotonic and contains surface active components to remove remaining biood
cells in the fluid path. It also contains a harmless green dye wsuahsrpg the reagent in the
tubing of the instrument. !
Content |

DetectoTerge* BS is water based and contains:

Poly-oxy-ethylene-alkyl- aIcohol NaCl, Na,SQ, and preservatives in an inorganic buffer
compound.

Warning and precautions

Harmful if swallowed. Avoid contact with eyes, skin and clothing.

Storage and stability
DetectoTerge* BS is stable for'three years at 18-30°C.

Indications of deterioration |
There are no visible de}enoratlons otherwise the reagent shouldn't give optimised

performance. The reagent canbe used throughout shelf life, giving optimised performance.
No guarantees to reagant performance are given after the expiry date.

|
Instructions for use | \
DetectoTerge* BS should be used undiluted according to instrument manufacturer S
instructions for use and should be connected as listed in the Operators manual,
Reagent may be used with Diluid* |1l Diff and CyMet* BS3 CN Free. r

(

Pack size
REF 2970.0900PE DetectoTerge* BS 900 mlllllltres HDPE bottle
!

Trademcark of Avantor Performance Materials B.V. — Deventer — HoIIand
arC

oA C€wD

Avantor™ Performance Materials

“ Teugseweag 20 — 7418 AM Deventer — The Netherlands
Tel +31 (0)570 6878500 |
The devices as mentioned |n this sheel comply with the
InVitro Diagnostic Medical Device Directive 98/79/EG

Version: 2013-08-21



CyMet BS3 CN Free

Utilizarea previazuta ‘ ‘

CyMet BS3 CN Freeleste un fluid de reactie pentru lizarea sdngelui, care este filtrat special, pentru
utilizare in numararea si dimensionarea celulelor. Destinate pentru a fi utilizate in vitro pentru
examinarea specimenelor derivate din corpul uman.

Reactivul este proiect:at pentrulinstrumente automate, capabile sd@ monitorizeze un diferential WBC
cu trei pdrti, bazat pe principiul impedantei diafragmei. CyMet BS3 CN Free este, de asemenea,
folosit pentru analiza!he;moglobinei prin masurarea opticd. CyMet BS3 CN Free trebuie utilizat in
asociere cu Diluid 1L D{ff pe au;nalizorul de hematologie diferentiald BeneSphera 3 part.

Rezumat si principiu |
Reactivul este utilizat inainte de numararea si dimensionarea WBC. Stratul de reactiv reactioneazi
cu RBC pentru a elibera hemoglobina Inainte de a-1 analiza prin masuratori optice si modificda WBC

pentru numdrare si dimensionare.

Continutul ‘
CyMet BS3 CN Free este pe bazd de apa si contine:
Compusi cuaternari de amoniu si un poli-oxi-etilen-alchil-alcool.
| '
Atentie si masuri de%pljecautie |
Daunator daca e inghitit, Evitati contactul cu ochii, pieleaisi imbricimintea.

Depozitare si stabilitate ‘
CyMet BS3 CN Free ¢st;c—: stabil pentru doi ani la 18-30 ° C.
|
Indicatii de deteriorare
Nu exista deteriorari vizibile; in caz contrar, reactivul nu trebuie si ofere performante optimizate.
Reactivul poate fi utilizat pe toatd durata de valabilitate, oferind performante optimizate.
Nu existd garantii priYi nd perfdrman;a reactivului dupd data de expirare.

Instructiuni de folosire

CyMet BS3 CN Free trebuie folosit fard diluare in conformitate cu instructiunile producétorului si
trebuie conectat conform instructiunilor din manualul de utilizare, | |
Reactivul poate fi folosit de DetecteTerge ca agent de curitare. Inl plus, se poate folosi reactiv

cu Diluid 111 Diff, | | |

Dimensiunea pachetului | !
REF 2982.0500PE CyMet BS3 CN Flacon de 500 ml lz‘ber{
| i ‘
* Marca comerciald a materialelor de performantd Avantor B.V. - Deventer - Olanda
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Certiffcété._EE :

*The management systam of BS

DELTALAB-," '

08191 Rubi Barcelana Sp ir

has been asssssed and eaa'lrfred as meeting the re % ulre_mgnt_a_ a_:_f:
|
|

- 1S0 13485:2016
EN ISO 13485:2016

Far the following activilies

Design, manufacture and sale of sterile and nonsterile medica'J devices
for the collection, transport and conservation of biological salhpies for
' clinical and IVD analysis.
Distribution of non-active medlcal devices and in vitro diagnostic

medlcal|devlces.

£
Diserio, fabricacion y comercializacion de productos sanitarios
estenlas y no estériles para la toma, transporte y conserve cion de
~ muestras biolégicas para andlisis clinicos y de IVD.
Dlstribucion de productos sanitarios no activos y productos sanitarios
L - para diagnostlcol in vitro.

This certificate s valid from 11 October 2019 until 11 Octo’kluer 2022
and remains valid subject to satisfactory surveillance audits.

Re certification audit due before 10 September 2022 m
Issue 9. Certified since 12 October 2010

1
Ai.[thorised by

UKAS

MANAGEMENT
SYSTEMS

0005

§GS United IQrbgdﬂm Lid
Rossmore Business Park EllsmnarePan Cheshire: CHE6 3EN UK |
t-+44 (0)151 350-{5366 f44/(0)151 350-6600 am?ugm |

HE SGS 13485 2016 0118

age1of 1

3 mﬁnﬁllmh@amalcandnﬂonaa[
omite .+
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& I TALCERT

ITIFICATO N° 5055GQ04

CERTIFICATE N° 5055GQ04

Si certifica che il
this is to certify that

ma di Gestione per la Quahta

Quality Menagement .Syﬁrem

messo in atto da
implemented by

APTACA S.p.A.

la Monte Bianco, 4 = IT 20900 MONZA (MB)

nella Sede Operativa di

Operative Unit

| ione Monforte, 30 - IT 14053 CANELLI (AT)

g
e conforme alla norma

is in compliance with the stondard

U|NI EN ISO 9001-2015 (ISO 9001 -2015)

per i seguenti Processi
concerning the following kinds of Proéesses

Gestione della fabpbricazmne ed immissione in commercm di tamponl sterili

per il prelievo di ¢
Progettazione e fabbri
Commercia

Co

Management of the manufacturing
natural orifice and in surgical

of analysis. Marketing

Fampmm biologici in orifizi naturali e in ambito chirurgico.
cazione di dispositivi medico diagnostici per laboratori di analisi.
lizzazione di dispositivi medici e diagnostici in vitro.

mmercializzazione di articoli da laboratorio

and placing on the market of sterile tampons for sampling of biological specimens in
field. Design and manufacturing of diagnostic medical devices for laboratories

[ medical and diagnostic devices in vityo. Mnrketfng of laboratory artictes.

d

(%)

I presente Certificato é. soggetto al rispetto delle condizioni stabilite dai Regelamentl per la certificazione in vigore applicabili.

This Certifical

In-caso di discordanza tra le lin

It coses of discrapancy ety

Data di Prima Emissione
First fssue Date

1998-07-23
Settore IAF 14 - 29

ITALCERT S.rl. | Viale Sarca, 336 - 20

Data di Prim
First r‘sstire Date ITALCERT

lre shall satisfy the requirenients established in the Rules for the e mpnahm in faree applicable
e utilizzate nella traduzione del contenuto del presente certificato, fare riferimento alla lingua faliana
ges used fn) the: of the.content of, :hn centificate; please refer ta the ltolion longuage

L'AMMINISTRATORE DELI:-GA;TO :

MANAGING DIRECTOR
I

CJu

er the l

Dr. Ing. Raberto Cusoljto
3 Emissione TALCERT

Data di Scadenza
Expiration Date

2020-10-29

Data di Modifica
Modified Date

2011-10-30 2019-11-06
|
|

ACCREDIA X,

LUNYE IFALIANC DLACCRT D TAMIB T ~
SG Y 0234

Membeo deglt Accord] gl Mulue Rlcanoscimento EA, TAF & 1LAC
Signatery of EA, TAF apd [AC Nulua) Recegnition Agre. emgnu

126 Mitano (MI) | tel. +39 0266104876 | fax. --39 0266101479 | wwwiitalcert.it | italcertsri@legalmail it
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& ITALCERT

CERTIFICATO N° 505DM06

CERTIFICATE N° 505DM06

Si certifica che il
| this is to certify that

o Al | . , | R
Sistema di Gestione per la Qualita
| Quality Management System:
' messo in atto da
implemented by

- APTACASp.A. |
Via Monte Biancs, 4 = IT 20900 MONZA (M8)

nella Sede Operativa di |
i Operative Unit .
Regione Monforte, 30 — IT 14053 CANELLI (AT)
- e conforme alla norma
=1 ! is in compliance with the standard

UNI ¢El EN ISO 13485-2016 (IS0 13485-2016)

per i seguenti Processi
concerning the following kinds of Processes

Gestione della fabbricaz‘i'one 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.

3 . | i ! g ' o | ¥ 4 i [ [ /
Management of manufacturing and p acing op the market of sterile tampons for sampling of biological specimens in hatural

orifice and. in surgical field. De ign ~ar)c§/ manufacturing of diagnostic medical devices for analysis laboratories.
‘ Marketing of medical and diagnostic devices. in vitro.
Il presente Certificato ¢ s0gg ttoél‘fispeftto delle coridizionj sjtabllile dai Regolament| pet la certificazione in vigore applicabli,
- This Certificate shall satisfy the requirements established in the Rules for the cedification in force applicabie,

In cdso di discordanza tra le lingug utilizzate fnella"traduzione del contenutd del presente certificalo, fare riferimento alla lingua italiana
n cases of discreponcy betwenn the langiages bsed in the transfation-of the content of this certificate, Please refer o the ftalion fongiiage
i = : !

L'AMMINISTRATORE DELEGATO
MANAGING DIRECTOR

Ld.s. g
Dr. Ing. Roberto Cusolito

Data di Prima Emissione Data di Prima Emissione ITALCERT Data di Modifica Data di Scadenza

First ssue Date First Issbie %a[@ /TAL.?ERT Muodified Date Expiration Date

2007-10-30 - - 21011‘-10;30 2019-11-06 2020-10-29
L]

ACCREDIA &

CENTTALANO T ACCRETRIAMINTG - w "

8GQ N* 023A
Hembro degll Accardi dl Muluo Riconoselmenta EA, TAF & ILAT

Stpantory of EA, IAF and ILAC Mutual Recognition Agresmiels
|

[TALCERT S.r.l. | Viale Sarca, 336 = 20126 Milano (MI) [ tel. +39 0266104876 | fax, +39 0266101479 | www.italcert it | italcertsri@legalmail it




CISQ is a member of

; THE INTERNATIONAL CERTHCATION NETWOREK
www.ignet-certification.com

IQNet, the association of the world's Nirst class

cartification bodles, js the fargest provider of management

System Cartification n the world,
1QNet is composed of mare than 30 bodies and counts
over 150 subsldiarios all over the globs,

CERTIFICATO n.
CERTIFICATE No.

51 CERTIFICA CHE IL SISTEMA DI GESTIONE PER LA Q'UAL_IT»@L (B]]
WE HEREBY CERTIFY THAT|THE QUALITY MANAGEMENT SYSTEM OPERATED BY

GRUPPO VACUTEST KIMA

i ‘ Sede / Head Office
Via dell'Industria, 12 — 35020 Arzergrande (PDj - Italia
Unijta Operative / Operative Units
MEUS 8.r.l. - Via Leonardo da Vinci, 24B —126 - 28 — Zana Industriale Tognana — 35028 Piove di Sdcco (PD) - ltalia
MEUS S.r.l. -Via del]‘ln(?ustria, 2|- 16 — 35020 Arzergrande (PD) - Italia !

ROLL S.R.L. - Via Leonarda Da Vinci, 24A ~ Zona Industriale Tognana — 35028 Piove di Sacco (PD) - ltalia
KIMA S§.R.L. - Via Leonardo da Vinci, 22? Zona Industriale Tognana — 35028 Piove di Sacco (PD) - ltalia
VACUTEST KIMA S.r.l. -i\/Ea dell'lndystria, 12 — 36020 Arzergrahde (PD) - [talia
VACUTEST KIMA S.r.l. via L. Da vinej, 2 Zona Industriale Tognana — 35028 Piove di Sacco (PD) - Italia

4265/4

E CONFORME ALLA NORMA / IS IN COMPLIANGE WITH THE STANDARD

UNI CEI EN ISO 13485:2016

Sistema di Gestione per la Qualita / Quality Management System
PER LE SEGUENT! ATTIVITA /éFOR THE FOLLOWING ACTIVITIES
EA: 14 -29

Progettazione e produzione di provette- con vioto predeterminato ad uso prelieve ematico) liquidi biologici e urine.
Produzione di provette per microprelievi di sanghe.éProgettazione e produzione di Holders (canjicie) per prelievo sottovuoto,
Progettazione e produzione di kit diagnostici per ['analisi del sangue e dei liquidi biologici. Progettazione e produzione di
terreni di coltura per microbiolegia. Progettazione e produzione di aghi e dispositivi sterili per il prellevo ematico.
Commercializzazione di prodotti del Gruppo:} kit|diagnostici, terreni di coltura per microbiologia, anico’i in plastica per

labaratorio analisi, provette con vuoto predeterminato e aghi sterili. Progettazione e produzione di stampi per articoli in
plastica per laboratorio analisi. Stampaggio di materie termoplastiche ad iniezione per articoli medicali.

Design and production of test lubes with predetermiined vacuum for collection of haematological samples, biological liquids
and urine samples. Production of test tubes for icro-collection of haematological samples. Design and production of
Holders for vacuum sampling. Design and production of diagnostic kits for blood and biological liquids analysis. Design and
production of culture media for micrabiology. Design and production of sterile needles and devices for collection of
haematological samples. Trading of the products of the Group: diagnostic kits, culture medig for microbiology, plastic
disposable labware, (est tiibes with pradetermined vacuum and sterile needles. Design and. production of moulds for plastic
labware. Injection moulding of them?op/asric malerials for medical devices.

Riferirsi alla documentazione del Sislema di Gesione per la Qbalita aziendale per I'applicabilita dej requisili della norma di [iferimgnlo.
Refer lo the documentation of the Quality Management System for delails of application to reference standard requirements.
Per informazioni puntuali e aggiornale circa pveniuali variazioni intervenule nello slalo della certificaziona i cul al presenta cerﬁﬁ&alo.
] si prega di conlattare il n° telefonico #39 02 725341 o indirizzo e-mail info@icinm.it
For limély and updated informafion aboul any changes in the certilication stalus referred o in this certificate,
1 please contac! he humber +39 02 725341 of email address info@icimi

Data emissione Emissione corrente Data di scadenza
First issue Cuirrent issue Expiring date
18/01/2007 18/01/2019 17/01/2022

¥ :'_“.

r?‘(u} 4

ICIM S.p.A.
Piazza Don Entico Mapelli, 79 20099 Seslo San Giovanni (M))
W ol

ACCREDIA %

UENTE TALANG D ACCREDITAMENTO -

www.clsg.cam

G&G0CM_CZ_IT

SGQ N° 004 A CI5Q & |a Federazione ltallana di (ﬁrganismi di

Certificazlone del sistemi di gestione aziendale.
Membra degli Accordl di Mutuo Riconoscimento EA, [AF e ILAC CISQ is the [tallan Fe.dleralllon of management
Signatory of EA, TAF and JLAC Mutual Recognitian Agreements system Certification ﬂodi&sv



CISQ is a member of

s — e = L
THE INTERNATIONAL FICATION NETVW/ORK
- www.lgnet-certification.com
¥ & o 7 oy
IQNet, the association of the wor{d’s first class
certification bodles, (s the Jargest provider of management

£
System Certification in the world.
IQNat Is composed of moare than 30 bodies and counts
over 150 subskiiaries all over the glode,

CERTIFICATO n.
CERTIFICATE No.

5| 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'lndustria,12 — 35020 Arzergrande (PD) - ltalia
Unita Operative / Operative Units
MEUS 8.r.l. - Via Leonardo da Vinci, 24B - 26 - 28 — Zona Industriale Tognana — 35028 Piove di Sacco (PD) - (talia
MEUS S.r.l. - Via dellIndustria, 2 - 16 - 35020 Arzergrande (PD) - Italia
ROLL 8.R.L. - Via Leonardo Da Vinci, 24Ai—Zona Industriale Tognana — 35028 Piove di Sacco (PD) - ltalia
KIMA 8.R.L. - Via Leonardo da Vinci, 22 + Zona Industriale Tognana — 35028 Piove di Sacco (PD) - ltalia
VACUTEST KIMA S.r.l. - Via dellIndustria, 12 — 35020 Arzergrande (PD) - ltalia
VACUTEST KIMA S.r.l. via L. Da vinci, 22 Zona Industriale Tognana — 35028 Piove di Sacco (PD) - Ifalia

E CONFORME ALLA NO:RMM 18 [N COMPLIANCE WITH THE STANDARD

UNI EN ISO 9001:2015

* Sislema di Geslione per la Qualita / Quality Management Systerm
PER LE SEGUENTI ATTIVITA { FOR THE FOLLOWING ACTIVITIES
EA: 14 -29

Progettazione e produzione di provette con vuoto predeterminato ad uso prelievo ematico, liquidi biologici e urine.
Froduzione di provette per microprelievi di sangue. |Progettazione e produzione di Holders (camicie) per prelievo sottovuoto.
Progettazione e produzione di kit diagnostici per [analisi del sangue e dei liquidi biologici. Progattazione e produzione di
terreni di coltura per microbiclogia. Progettazjone e produzione di aghi e dispositivi sterili per il prelievo ematico.
Commercializzazione di prodotti del Gruppo: kit diagnostici, terreni di coltura per microbiologla, articoli in plastica per
laboratorio analisi, provette con vuoto predeterminato e aghi sterili. Progettazione e produzione di starmpi per articoli in
plastica per laboratorio analisi, Stampaggio di materie termoplastiche ad iniezione per articoli medicali.

Design and production of test tubes with predetermined vacuum for colfection of hasmatological samples, biological liquids
and urine samples, Production of test tubes for ticro-collection of haematclogical samples. Design and production of
Holders far vacuum sampling. Design and production of diagnostic kits for blood and biological liquids analysis. Design ancd
production of culture meda for microbiclogy. Design and production of sterile needles and davices for collsction of
haematological samples. Trading of the products of the Group: diagnostic kits, culture media for microbiology, plastic
disposable labware, test tubes with predetermined \‘/acuum and sterile needles. Design and production of moulds for plastic
labware. Injection moulding of thermoplastic materials for medical devices.

4264/4

Riferitsi alla documenlazione del Sislema di Gestlong per la Qualita aziendale per lapplicabilila dei requisiti della natma di riferimento.
Refer to the documentalion of the Quality Management System for details of application (o reference standard requiramants,

Il presente certiicalo & snggello al rispstio del documento [CIM “Regolamento per la cerlificazione dei sistemi di geslione” ¢ al relativo Schema specifico.
The use and the validity of ihis cerlificate shall salisly the requirements of the ICIM document *Rules for the cerlification of company manageament systems” end specific Scheme.
Per informazioni puntuali e aggionale circa eventall variazioni intervenule nello stalo della cerlificazione di cui al presente cerlificato,
si prega di conlattare il |* lelefonico +39 02 725341 o indirizzo e-rmail info@icim. it
For timely and updaled information aboul any changes in the cerlification sfafus referrad to in this cariificale,
please contact the number +39 02 725341 or email address info@icim. i,

Data emissione Emissione corrente Data di scadenza
First issue Current issuq Expiring dale
18/01/2007 18/01/2019 17/01/2022
4%
L !
o U A 1
- Ic/MS.p.A.
Piazza Don Enfico Mapallif 75 -~ 20099 Seslo San Giovanni (M)
| www.iciim.it

ACCREDIA 7§
LENTE ITALANG D ACCREDITAMENTO ~

www.cisq.com

SGQ N° 004 A

Membro degll Accord! di Mutuo Riconosclmento EA, 1AF e 1LAC
Sionatory of EA, 1AF and 1LAC Mutual Recoanition Aareemerits

CI5Q 2 |a Federazione Italiana d O‘rganisml di
Certlficazlone del sistemi dl gestlan}e aziendale.
CISQ is the Italfan Federation of management

system Certification Bodids.,



9L-0lL-GLOZ :=eQ

ISUDTITPUCS BTTILLS Sururtejurew pue by LIMLes sy
n]..q PIUISOUOD IARIOLINLRM BYJ IO mguwpnm =43
s Eipnon sdone Gtis SRDTATR SUIAST

UCTIOSTIO0 POCTE 1037 SRTOULIRY -

IPIENTOUT S30MPOI]

vcm_r—uwwﬁwﬂ
WIGUINN 8]GLG
L1 "usjourebep
~HAWDH NINHOILYOFVY 3GV - - - usimopnuepy

LOO o9sbeETie CON Moday

——— - - — = 1000 C6E58I09 g op usaensiBey —T& =1

s1e0uRlan
0} JUBWIYDENY

BisquinN Leb06 ‘'z syrusAfL
; HQus) s10npoid vy
A R e PUBUIBYY ANL

SRMSUBANL

g@.
y &

JIF/TY/E6 aanzQ o1 m:::auou >uom vo_Eoz e s InEw muu:noi <0,_ pue, nm:x >D,_,

BisquinN LEP06 - 7 ogeasAl) - HAWo' s1onpold ¥O7 Pueulayy AL

&E _..FQ
2Ii-07-6102 8leq

vleg BARIDY]

ﬁwimm.m._ SI ¥ UORIAS ‘Y xsuuy o3 Bupleose aesynssn voneuviwexe-ubisep 03 ue 23BOUNSS SIY3
A pEISAos samsep. jjj ssepn joasieu s ve Buoerd tog 'esanosnp pIUCHUBUSIOE Bt O § uondes

Hi ¥BuLYy Ag pauysp ‘eousieains ompopsd o) 12afgns &1 yowim “wisisAs ssueinsse Aienb e sefdde pue
PRUS|IOEISS Sey JLimoeyrurws peuwey anoge Yy sjanposd P8I8)| PUl i0) B uedq SARY DIA/TH/LE
SAROBMD 3y JO H uDROSS BUlpnRXe )] Xauuy jo siusweanbal aus e selewep Agesay Apog paunon ayi

5T-01-0%202 1812 Andxg

TCCO TTZPECOS TH : "GN uoT3ex3sSTERY ‘Twaoaddy ssoeidsy

(ET1TRISE T0IT ZUHUYORINE IVE)
sRTIETTTdRD NEN -
GCTIDATTOO pootd Ioy sE[TWiIe] - 1830npPoId

___puByosINag
WosquinN 88515
ZL dsjoyssber
HGWH JNINHOFLHOFVY 399X nhwwsuan:cmﬁ

LOO 09L¥ECLe TON uoday

LO0O £6ES0L09 aH :"oN uonensibay

saveq [e2Ipainl
__wesAg soueinssy Amenp pndg

I - ‘uonosg Buipngxa ‘) Xauuy H3VZE/CE 9An2dNA
: ajgoyniay D3




Oﬁmecmo ¢ UrpaHuMenHoii UTueTc'rBenHochid
«Hayqmo-npoussoacraenmas $upma «BHHAP»
10p.anpec: 105094, 1. Mockan, ya. Focruranbisif san. 1.5. up’?A‘ nom. VI

HAYSHO PR TRENHAR
44

Pifh Mz mucem: 105094, r. Mockna, a/s 26
Ten/fake: (495) 938-7‘6-67, 360-61-46, 360-72-] ‘)I
heip:\\www. vinar.ru e-mail: maing@vinar.ru
I
INACIIOPT KAYECTBA

HnjkaToper xun XHMHYeCKHE OAHODA30BRIE BO3AYIIHON CTepUIH3A ui
MeaMC-B-Bunap no TY 9398-032-11764404-2004

FPeaucmpayponnoe ya ocmoesepenue | Cepmugbuxam coomeememeus
Ne @CP 2009/05017 : Ne POCC RU HMD2. H18()87 *"é@;‘”
om-27.08.2019 2, _ om 18 09.2019 2. e
MoQ;«[mmx s ; «MedHC-B-180/60»
Hapmun 9177109 Hama uszomoenenua  Oxmabps 2019 2,

Tapanmuiinwiii Cp’OK 3 200a g ‘
Yenoeus IKENTYAMAR UL U XDAHEHUA 6 COOMBEMCMEUU C uncmgzkgue npousaa()umeml

Kox OKIIJ]2 32.50.50.190 |

Haumenosanne noxasarens Hopma 3navenne
| Texuuyeckre xapakrepuctain TV 9398-032-11764404-2004 CoorsereTByet
Coorsercrsje T ‘O(%T”T Kiace 4 CootBeT¢TBYET
110 [OCT ISO 1114012011

7 R |
f/.{ ij.'--" i TVBAHOBA A, A.




EPAJ'I bHOE ATEHTCTBO
E'XJH/I‘-{ECKOMY PLF WIHPOBAHHIO §46 MI:',,IPOJIOI'HH

DET
o1
CUCTE
«BAC
PETH

e

L AUDIT»
ECTPAIH&OIIIIbIP[ HOMEP POCC RU,32028. 04EACI

g A T

OPTAH TIO CEPTH®HKALIMI 000 «TOPTECTS | aliod ]
PEICTPALIHOHHBII HOMEP POCC RU. 32028 7 AI JDIT B
L =

MIHH|77) 7616798 OTPH 1087746489060
lOp}L?.m'-IeCKHM anped: 109028 Pocena, . Mockna, Cepeﬁpmchwaﬂ naGepemras, 1. 27,
' 4, nom, 1, kou. 17

hoi; 8 (800) 1000-730, c-maxﬂ info(@ca

ATAX

Terrey caudit. m

PerucTpaumonusrit Homep Ne 04EACT.CM.00813

OBUIECTBO ¢ OrPaHMYEHHOI OTBETCTBERNOCTLI0 «MunuMei»

{HAHMCHOBSIHIC H1it(a)

.....

241520, Pocens, Bpsurck
(n.1|m_3LW{3L'3<JiPI anpec Jl;l.ll.ik) i
241520, Poccusi, Bpsinckasn -o6aacrs, Bpsnckuit paiion, ¢. Cynoneso, y. IMoccelinas;, 1.17A
(daxTusecknit aipec pung) I

‘HHH: 3234007127 OTPH: 1023202138332

HACTOSIH.{HI/I CEPTH®OUKAT VIOCTOBEPAET COOTBETCTB HE

CHCTEMBL MEHELKMENTE K
«MunnMen» TpeGopannay

MeHeqKMenTa Kadecrsa,
nafopaTOPHOH TOCYABL, M

a\wcma ML METHIHHCKHX OﬁmecTna € OUPAHHYENHOH OTBETCTBEHHOCTHIO.
1 T‘OCT ISO 13485-2017 (SO 13485:2016) «ﬂ:mcmm scenuuHHcKue, CucTemsl’
HCTeMHbIE rpeﬁonmum R ueaeit perymtpoxaunﬂ» NPUMEHHTENbHE K ]‘Ipomnuncmo :
BIMIMAHCKNX  H3AE i, npuBopoR M MPHHAUIEKHOCTEH, KpacHTENE, ]pearcuTos u

HAGOPOR peareATOR 11 In-yitro IHarHocTHRK

Aara pernerpamny: 19-03-2019

| Cpox neiicTeus no: 18-03-2022
|

PyKOBONHTE/Ib Oprana

1o ceprudurannu: . s SN el B. H. Tloropwx
i | {nojiHen)
/C{me»éj/ E. JI. KypGartora
(muamyck)

HACTOALLMA CEPTUDKKAT
BLILEYKASAHHLIMU C
NOBPOBO/IbHOM CEPTUGHKA

OEH3HBA£T OPFAHM3ALIMIO NOAREPXKHBATE COCTOAHME BbINONHAEMbIX PABOT B COOTBETCTHMU C
TAHILAPTAMMW, YTO BYRET HAXOAWTLCA NOA KOHTPONEM OPTAHA N0 CEPTUDUKALMU CUCTEMB!
L\MH EACAUDIT" WNOATBEPMIATLCA NIPU I'IPU)(O)KHEHUIH EMEr0AHOr0 UHCMEKLUOHHOTO KOHTPONA
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