AVANTOR

TRAARCE MMATRRIALS

Declaration of CE conformity

Avantor Performance Materiais B.V. reg. no. 38013066 who is an established manufacturer of
Hematology- Reagents, Stains, Controls and Calibrators and products for Histopathology located at:

Teugseweg 20
7418 AM Deventer
The Netherlands

herewith declares the following:

The reagents (see attached list) are labeled with the J.T.Baker® label and have the CE mark on the
label where applicable. The devices comply with the In Vitro Diagnostic Medical Devices Directive
98/79/EC and the conformity assessment procedure according to Annex IIl. The BeneSphera™ 3 Part
Diff Analyzer H32 is in compliance with IEC 61010, Safety Requirements for Electrical Equipment for
Measurement, Control and Laboratory Use.

The products are not part of List A and List B of Annex Il of the [VD Directive 98/79/EC but are subject
to self-registration.

This declaration is valid for all the 1D medical devices described above and which are placed on the

market by ourselves on or after the date hereof and which bear the CE marking.

Deventer, the Netherlands.

January 6, 2015

Dr. J. Mittendorf
QA & RA Manager
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AYUANTOR

FENPOASMARCE SATEALLE

J.T.Baker® product list for CE marked products

Product fo. |1“mduL‘l !F‘uuk dixs 134160300 CyMer Erma 50.[] m|
3841.10007E CyMet H12 CN Frec 1 liter
Hermuology Analyzer 3853.1000 CyMet H2C 1 liter
298F Beniliphera™ 3-puaee DifF 1 unit 3425.0500 CyMct KX CN Free 500 ml
Hematobogy Anilyrer H32 2085 1000PE _ |CvMet LH 53 1 liter
Clinieal Chemistry Analyzer 3489.1000PE__ |CyMet MBA 1 liter
ECET) BeneSphera™ Clinleal Chemistry 1wt 3418.1000PE  |CyMet MD(D) 1 liter
Analyzer C73 2984.1000PE | CyMet MD(T) 53 1 liter
Driluenis 3488.0500PE CyMet MID({IT) 500 ml
391 luid 100 Plas 211l 3497.0500PE CyMer MH CN Free 500 ml
206090 BPL D luled T 22 10 Liter 3852.1000 CyMet Micra 1 liter
J954 Dhilue 5540 20 Hecr 38631000 CyMer Micro CN free 11. micros
AT THard G140 203 lrer 3441 0500PF ZyMer Mindray 500 ml
L H1L9020 Dilyi) Abagus 2l Titer 3440.0500PE CyMer Mindray CN Trec 500 ml
FFHLO00 0 DHliele Adsdeus 11} Eiter 3484,10007F, CyMeo NR 1T 1 liter
05K, Dine] AL 0 240 lirc 3486.1000PE {yMer NR 111 CN Free 1 liter
4TS Thibwd APR 21 Hyer 3485 1000PE CyMct NR 'V 1 liter
3057 Dhlgle] Agride free 241 fiter 2988 5000PC (yMer Ruby CN Free 5 liter
TG0 AN AP Dliuid BS33 141 firer 3480 5000PC (“yMer SI¥ Baso 5L
3003 Criluial 7] Toedi 240 Tine 3481.5000PC CyMet SF Diff 1 sL
Dt TIT DiE 16 ler 3482 0500PE CyMer SF Dhff 2 500 ml
) [hiudel Frma 201 ligey 3775.1000 CyMet ST 160072000 | lirer
419 a2 Phluld M5 200 ey 3759.5000 CyMet ST 1660/2000 CN frec 5 lrer
3000201 Dhilude MEndeay 20 liter 3759.1000 CyMer ST 1600/2000 CN free 1 Yirer
TR SIRAL D] WK 200 tirer 3788 CyMet STX/STL 1 lirer
AOHT AIRUPC Chifinel By 2} lirer 3475.5000PC Leucolyse 5 liter
| FRAZHI] Flifiled / Stk 3200-20010) 201 ligey 25989.5000PC LeucoLyse Ruby 3 lirer
e Pl ST 1600206010 200 leer 3077 LyzerGlobin™ 500 ml
3493 9010PC Sheath D 100 liger 3769 LyzerGlobia 6x 15 ml
W 7T HE P Shench Flaad 300 35000 200 biner 3771 LyzerGlobin PCE Gx15ml
Lyses 3513,1000PE RBCLyse™ 1 lirer
n0g e Loyvve DifE AC WD S litee 3518G 1000PE |RBCLyse G 1 Lrer
744 Cydder 1000 TN free 5 fires 3514.0500PE  |WBCSrabilise™ 500 rnl
2URGOSOUPE  |CyMe™ 27 300 ml Reticulocyte Reagents
Foa S P CyMer Hill 18 lizer 3493 1000PE RetiClear™ MHG 1 liter
B2 1D Cyer 32000 CN frec | iter 3774 RernCounc™ 30 mt
AR 9 A00NPL CyMet 3500) 5 litcr 2953.0210PFE RenCount AS 210 ml
3825 Cydet 3500 N free 5 Lter 3777 RetiCount CD 15x35mi
773500002 CooMer 4500 UM frec 5 hirer 3494 0200PE RedCount G 200 m]
TS Cydder 330+ 038 free 163 Hpey Cleaners
! Lyt 590 CN frew 3l 3507.9020 Blanking Solurion Heb 20 liter
3070 Lyhle 610 CN frec 100 Hncr 3947 Blanking Solution 1600/2000 20 lieer
i CyMet 610 CN free 5 liter 3763 DetectoTerge™ 5 liter
Aa 5 PR CyMer Abacus Baso 1 licer 3766 DetectoTerge 1 VKrer
3431.1000 Eydder Abueis CN free 1 lirex 2570.0900PE  |DetectoTerge BS 500 ml
A4 100U JCyMer Abneus FHOY 1 liter 3917 HypoChlorite 5 liter
WIS TOO R 1':5,.'|\||.'| APR Bzao 11 I liter 3900 ProClean™ S liter
|ZAT.OSMITE  [CyMer ATR CM free S0 ml 3768.1000 ProClean 1L micros
TR URIPE Mot APR ED | liter 3432 1000PE ProClean Abacus 1 liter
[ZUSUIBNIPE:  [Ciier ASA 25 liree 3432.5000 ProClean Abacus 5 litcer
[Z9S10STNPE, |CyMot ASH 500 enl 3902 0100PE_ |ProClean CD 100 ml
[ZEeagnant.  Cyte NS TN Free 10 lieer 3862 9020PC_ |ProClean Extra 20 liter
S CyMer Atitnmared 5 liner 3862 5000 ProClean Exira 5 Titer
| 29H QAPE CyMet BEA N fres 5000 end 3862 1000 PraClean Extra 1 liter
SHIZ WP [CyMet BS34 CN Free | lirer 3867 1000PF._ |ProClean Exra 1T ricros
BP0 0R00 Cyes T D 500 il 3498 {000PE__ |ProClean MX5 1 litcr
At Cyhec TI1 Dt 1 licr 3901 ProClean Plus 00 ml
i Cyhlee UL i 15 Licer 3442 5000PE  |Rinse Mindray 5 lirer
35111000 CyMet 111 Didfi CN free |1 Liter
3511.5000 CoyMer 1T IITF O free |5||:,;|
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AUANTOR

FEMFDRSARCE AATENLALS

BC-DNFES Contral L/N/H

Product ne, ll‘mducr. IFnd.L size
Reagent Packs

2011 |Rt';lgl.'r|= Pack BS3 'I pack
Hemarology Controls and Calibrators

142 3428 73429 A-Parmmeter Conel L/SYH 2.5 ml
3403 /3404 / 3463 B:Paramerer Concml LAMNYH 2.5 ml
0 e e 4-Parumerer Coneeed LANGH 4.5 ml
3744 B-Pammmetr Contl LAN+TH 3% 25ml
1rav B Parmmicter Concrod dxld 4% 2.5 ml
3781 B Parumerer Conernl Txl4+axN+1xH fx% L5 ml
3633/ 36343635 B Parmmcrer Conteal gar 1N /H 25 ml
4333404 /3235 - Canmrol LN H [ 25ml|
5002 350 3504 3D EL Comtral L/MN/H 4.4 ml
VGG 3D Comaral 4xl. 4% 25ml
3HT 3N Coprrral 4™ 4x-25ml
FiGE 3-DNAT Copnnteal 434 45 25 ml
FAZLS 302073423 3-E0I Control ext LINFH 25 ml
Ja81 /36823683 5D Conmnl TL/N/H 5.0 ml
35R4 ./ 368573658 ADVANT Comrral TAN/H 35 ml
M A 351473015 45 ml

390

Cal Ser |

2% 25 m]

J432,3453/3451  |CIADA Conted LiN/H 300 ml
AR -0 Contnl 2xl +25M+2xH Bx30ml
JAG5/ 3456/ 457 eI Contend LINTH 25ml

34 24 Pluieler Control Exe, valiid 5xFml
303604 3695 SE-Dhff Coneral LyN/H 4.5 ml
FAUE 3600 WEC reduced RBC Coooml 1L/H 34 ml
3731/ 57803735 KE-DN Cuaneral 18 H 45 mil
V52 S AGEY M5 WE-RET Cantral 1N H Jdhml
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AVANTOR

PERFORMANCE MATERIALS

Product no. |Pmduct Pack size
Stains and Dyes

3800.1000PE Eosin-Y Alcoholic 1 bter
3B00.2500PE Eosin-¥ Alcoholic 2.5 liter
38009200 Eosin-Y Alcoholic 200 liter
3446.1000PE Eosin Y 0.5% Aqueous 1 liter
3446.9200 Eosin Y (.5% Aqueous 200 liter
3856.0100 Giemsa 0.1 liter
3856.0500 Giemsa 0.5 liter
3856.1000 Giemsa 1 licer
3856.2500 Giemsa 2.5 liter
3856 91805T Gicmsa 180 liter
3870.1000 Hematoxyline (Mayer) 1 Licer
3870.2500 Hematoxyline (Mayer) 2.5 lier
3873.1000 Hematoxyline (Harris, Gill 11} 1 licer
3573.2500 Hematoxyline (Harris, Gill 1T) 2.5 liter
38739200 Hematoxyling (Harris, Gill IT) 200 liter
3879 1000 Leishman 1 Lrer
3855.0500 May Grinwald 500 ml
3855.1000 May Grinwald 1 Liter
3855.2500 May Griinwald 2.5 licer
3554.1000PE Papanicolaou Solution 2A 1 liter
3554,2500PE Papanicolaou Solution 2A 2.5 liter
3554.9200PE Papanicolaou Solution 2A 200 liter
3555 1000PE Papanicolapu Salution 2B 1 licer
3555.2500PE Papanicolacu Solution 2B 2.5 liter
3556.1000PE Papanicolaou Solution 3B 1 liter
3556.2500PE Papanicolacu Soludon 3B 2.5 liter
3556.9200PE Papanicolaou Solution 3B 200 liter
3876.1000 Shorr 1 liter
3878.1000 Wright 1 liter
Clearing agent

3905.2500PE UleraClear™ 2.5 liter
39055000PE UltraClear 5 liter
3905.9010PE UltraClear 10 liter
39059200 UltraClear 200 liter
Mounting media

3921.0500 Ulera ™ 500 ml
3921 0600 UleralCee 6% 100 ml
3921.90258T UlraXit 25 liter
3882.0500 Mounbng Medium High 500 ml
3883.0500 Muunting Medium Low 500 ml
Fixatives

3933.1000 10% v /v Buffered Formaldehyde 1 liter
3933.5000PC 10% v /v Buffered Formaldefiyde 5 liter
3933.9010PE 10% v/v Buffered Formaldehyde 10 Liter
3933.9020 10% v /v Buffered Formaldetnde 20 liter
3933.9200 10% v/v Buffered Formaldehyde 200 liter
3880.1000 Bouin’s Fixadve 1 lirer
3869.1200 Cervix Fixatve 12x 125 ml
3884.9010PC Zytology Fixative LBCM 10 liter
3409.9010 [mmuno PBS 20x concencrajed 10 liter
3059 PBS, diluting fluid for bloodgrouping |20 licer |
3059.9010PC PBS, diluting fluid for bloadgrouping |10 licer
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Declaration of Conformity

HL-7- 0511 DC DOI 2013/08 (3]

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 lil (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 gvent this is required.

Product Description GMDN
Code Classification Code
5376 Clauss Fibrinogen 100 55997
3376H Clauss Fibrinogen 100 55897

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

Full Name:  M.J. Stephenson Title: Managing Director
Signed Z{ ¢ /] Date: 05 Aug 2013

1gnea:; ale: u

g f?mf;«/( / 2
Tel +44(0)191 482 8440 Helena Biosciences Europs
Fax +44 (0)191 482 8442 Queensway Scuth, Team Valley Trading Estate,
infc@helena-biosciences.com Gateshead, Tyne and Wear, NE11 08D,

www.helena-blosciences.com United Kingdom



Declaration of Conformity

Product Manufactured By: Helena Biosciences Europe
Colima Avenue, Sunderland
Tyne & Wear, SRS 3XB, England

Authorized Representative For: Helena Laboratories, Inc
1530 Lindbergh Drive
Beaumont, TX 77704-0752
USA

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 I -
Essential Requirements and Annex IIl (EC Declaration of
Conformity) imposed by sections 2 to 5.

Group EDMA Classification Code:_1302500100

Product Code and Description: 5185, SARP (Speciality Assayed Reference Plasma,
10 x 1ml)

1 the undersigned declare that the devices registered against the above EDMA Classification

Code conforms to the said Directives.

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

Signed: %ﬂjj /% Date: 31/10/2003

Procedure Number DD [ssue No3. 37 of 37
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| BIOLABO |

To whom it may concern

L,

DECLARATION OF EUROPEAN CONFORMITY

LABORATORY REAGENTS & INSTRUMENTS

the undersigned, Mrs Oget Isabelle, Regulatory Affairs Director of BIOLABO S.A S, certify that our
Reagents and |nstruments (ACCORDING TO ATTACHED LIST, § PAGES)

are manufactured by BIOLABO |S.A.S in its Maizy facilities (Les Hautes Rives, F-02160, France) for a
world-wide distribution including European Union (EU).

1)

3

4)

5)

These products fulfil the essentfal requirements (Annexe 1) of European Directive IVDMD
98/72/CE.

Essential requirements arg reviewed by checking the technical files, including the following
information :

« File for checking Essential Requirements of above mentioned European Directive.

e File for device’s design

¢ File for performance (technical specifications).

e Process management (BIOLABO Standard Operating Procedures, SO 9001:2008 &
13485:2004 certified)

¢ Labelling instructiong and references.

» Package inserts instructions and references.

« File for batches Traceability including custorer’s information.
e Risk Analysis, based/on EN ISO 14871.

BIOLABO S.A.S Quality System Management is SO 9001:2008 certified under No 1999/12367.10
and 1SO 13485:2004 certified under n° 2008/31601.4, by AFAQ (French Association for Quality
Assurance).

| declare that the above Information is true and sincere, certifying the product mentioned above
fully comply with European Directive 98/79/CE.

| commit myself to provide to competent French Republic authorities any information which would
be requested related to thig product, whatever is the origin of such request which may come from
their foreign homologues.

This Declaration is issued at Maizy, France, on 20 October 2014.

| OGeT
REGULATORY AFFAIRS DIRECTOR

Adress * Les Mautes Rives F-02160 MAIZY (FRANCE) - Phone. - {33) 03 23 25 15 50 - Fax . (33) 0323 25 62 56
BIOLABO $.A S with a capital of 119700 € - SIRET 317 398 832 00038 - VAT : FR B2 317 398 832 - NAF 2058Z
WEB : http://www. biclabo.fr emalll : info@biclabo fr




BIOLABO - Designat

on des Dispositifs / Devices Designation

REF
80351
80001
87601
80002
99029
$9059
80027
80127
80227
80327
92027
99523
99123
99223
80023
80123
80223
99261
80025
80125
80225
80325
92025
92028
99832
99852
80403
80443
805563
97443
97553
90004
80004
80005
80106

LP8O106
87696
88656
99656
87356
90206
90406
90426
86536
86516
90416
20816
82526
7217
97117

DESIGMATION FR
ACIDE URIQUE Méthode Uricase
AIGE URIQUE Méthode Uricase
ACIDE URIQUE Méthode Uricase
ALBLININE Méthode BGC
ALCOOL Ethanal *
ALCOOL Ethanol
ALTTGP (IFCC.) Monoréactif
ALT/TGP (IFCC.) Monoréactii
ALTITGP (IFCC.) Monoréactif
ALTITGP {(IFCC.) Monoréactif
ALTITGP Méthode Colorimétrique
AMYLASE CNPG3
AMYLASE CNPG3
AMYLASE CNPG3
AMYLASE Méthode E-PNPGT
AMYLASE Méthode E-PNPG7
AMYLASE Méthade E-PNPGY
AMMONIAC Methods Enzymatique
ASTITGED (IFCC.) Monoréactif
ASTITED (IFCC.) Monoréactif
ASTITGO (IFCC.) Monaréactif
ABTITGO (IFCC.) Monoréactif
AST/TGO Méthode Colorimétrique
Solution Soude 0,4 N
BICARBONATE Méthode Enzymalique
BICARBONATE Méthodie Eﬁ??matiju‘a
BILIRUEINE TOTALE £T DIRECTE Méthode Acide Sulfaniligue
BILIRUBINE TOTALE Méthode Aw:{a Sulfanilgue
BILIRUBINE DIRECTE Méthode AT& Sufaniigue

C

BILIRUBINE TOTALE Mathada D

BILIRUBINE DIRECTE Méthode LCiA

CALCIUM Méthode Arsenazo Nl |

CALCIUM Méthode CPC

CHLORURES Méthode Cnlnrimﬁ'rrlniua
CHOLESTERDL Méthade CHOO-PAP
CHOLESTEROL CHOO-FAR Ligulde Préda 'empio
CHOLESTEROL Méthode CHOD-PAP
CHOLESTERDL Non estérilié Méthpds CHOD-PAP
CHOLESTEROL Non estérifié Méfhbda CHOD-PAP
CHOLESTEROL Méthode CHOD-F
CHOLESTEROL-HDL Méthooe Dirgote
CHOLESTEROL-HDL Methode Dirgeles
CHOLESTEROL-HDL Méthods Dirscta
CHOLESTEROL-HOL (PTA) Précipilani
CHOLESTEROL-HDL (PTA} Préciplant
CHOLESTERSI-L DL Méthode Directe
CHOLESTEROL-LOL Méthada Directs
CHOLINESTERASE Butyrylthiocholine

Isoeazyme CK - MB Méthede d'immunonhibitan

[spmnzyme CK - MB Méthode r!'lmrr.l\unmnhlbmun

DESIGNATION GB
URIC ACID Uricase hetnad
URIC ACID Uricase Melhoo
URIC ACID Uricase Method
ALBUMIN BGC Method
AL COHOL Ethanol
ALCOHOL Ethanol
ALTIGPT (IFCC ) Single Vial
ALT/GPT {IFCG.) Single Wizl
ALTIGPT (fFCC ) Single Wizl
ALT/GPT (IFCC.} Single Vizl|
ALT/GPT Calotimetrnc Mathod
AMYLASE CNPGI
AMYLASE ERPG3I
AMYLASE CNPGEZ
AMYLASE E-PNPGT Method
AMYLASE E-PNPGT Malnod
AMYLASE E-PNPGT Matnod
AMMONIA Enzymatic Mathiod
ASTIGOT (IFCC.) Single Visl
ASTIGOT (IFCC.) Single Yiai
AST/GOT (IFCC ) Single Via!
ASTIGOT (IFCC.) Single Wizl
ASTIGOT Colonmairiz Mainod
NaCH Solution 04 N
BICARBONATE Enzymatic Method
BICARBONATE Enzymatic Method
TOTAL & DIRECT BILIRUBIN Sulfanilic Acid Method
TOTAL BILIRUBIN Sulfanilic Acid Melhod
CIRECT BILIRUBIN Sulfanilic Acid Malnod
TOTAL BILIRUBIN DCA hathod
DIRECT BILIRUBIN DCA Mettod
CALCIUM Arsenazo Il Method
CALCIUM CPC Method
CHLORIDE Colorimetric Method
CHOLESTEROL CHQD-PAF Method
CHQLESTERQL CHOD-PAP liguid Ready lo use
CHOLESTERQOL CHOD-PAP hgthod
Non Esterified CHOLESTEROL CHOD-PAP Mathod
Non Esterified CHOLESTEROL CHODR-PAP Method
CHOLESTERQL CHOD-FAP Meihod
HDL-CHOLESTERGL Direct Method
HDL-CHOLESTEROL Direct Methed
HMDL-CHOLESTEROL Direct Method
CHOLESTEROQL-HDL (FTA) Précipitant
CHOLESTEROL-HDL {PTA) Précipitant
LOL-CHOLESTERQL Direct Method |
LDL-CHOLESTEROL Direct Method
CHOLINESTERASE Biutyryihiochobne
CK - MB lzeenzyme Immunoinhibition Method
CK — MB Isoenzyme immuynoinhibilon Method




BIOLABO - Désignatﬁon des Dispositifs / Devices Designation

DESIGNATION GB

REF DESIGNATION FR
§2207 CK - NAC IFCC Monoréactif CK - MAC IFCC Single Viz|
92307 K - NAC IFCC Monoréactif CK - NAC [FCC Single Vial
80107 CREATININE Méthoda cinétique CREATININE Kingtic meihod
80008 FER ( SFBC) Bathophénanthroline IRON (SFBC) Bathdohenanthmlin
92108 FER Méthode divecte (Féréne) IRON Direct Mathod (Ferens)
92308 C.T.F. Capacitd Totale de Fixation du Fer TIBC Tatal tran Binding Capacity
97408 C.L.F. Capacilé Latente de Fixation su Fer U1 B.C Unasturaied Iran Binding Capacity
97089 536-PDH Méthode cinétique UL V. GE-POH UV Hinatic Metnod
97099 56-PDH lyophilisée (méthode U.V.) Lyophilized GE&-FOH U.V. Kinetic Mainad
801149 CAMMA GT GPNA soluble GAMMA GT Solubile GFNA
B0210 GAMMA GT GPNA soluble GAMMA GT Soiuble GFNA
80310 GAMMA GT GPNA soluble GAMMA GT Soluble GPNA
81110 GAMMA GT GPNA carboxyle GAMMA GT carbony GPNA
81210 GAMMA GT GPNA carboxyle GAMMA OT carboey GPNA
81310 GAMMA GT GPNA carboxylé GAMMA GT carbory GPHA
80009 GLUCOSE GOD-PAP GLUCOSE GOO-PAF
87109 GLUCOSE GOD-PAP GLUCOSE GOO-PAFP
87409 GLUCOSE GOD-PAP GLUCDSE COO-RAP
16GLB BLUCOSE GOD-PAP GLUCOSE GOO-PAP
LPB0209 GLUCOSE GOD-PAP Liquide Prét i 'emploi GLUCOSE GOD-PAP Ligud ready far use
LPE7802 GBLUCOSE GOD-PAP Liquide Prat .1 'emploi GLUCOSE GOD-PAP Liguid rady fof u==
350220Q HEMOGLOBINE Méthode Coloriméjrique {Cyanméthamoglobine) HAEMOGLORIN Colorimeatrie Method {Cyanméthemogiohing
82250 HEMOGLOBINE Méthode Colorimé|rique (Cysnméhémoglobine: 1150} HAEMOGLOBIN Colonmetric Methad ([Cyanmethemoglotin, 1/50)
92011 L.D.H (LDH-P) Méthocde SFBC modll‘ﬂée LOH (LDH-P| SFBC Modified Melhod
92111 L.D.H, (LDH-P) Méthode SFBC moc:!iﬁee LDH (LDH-P} SFBC Modified Malrod
92511 LD H. {LDH-P} Méthode SFBC madifibe LD.H. (LDH-P) SFBC Modifiad Method
99881 Lipase Méthode cinéatique LIPASE Kinstm method
99891 Lipase Méihode cinétique LIPASE Kinahg method
87212 MAGNESIUM Calmagite MAGNESIUM Caimagys
98212 MAGNESIUM CALMAGITE Haute Stabilité - Haute Linéarité MAGNESIUM CALMAGITE High Stability — High Linearty
92214 PHOSPHATASE ALCALINE {DEA) ALKALINE PHOSPHATASE (DEA]|
92314 PHOSPHATASE ALCALINE (DEA) ALKALINE PHOSPHATASE (DEA)!
82560 PHOSPHATASES ACIDES Méthode Cinétique ACID PHOSPHATASE Kinetic Method|
3300060 PHOSPHATASES ACIDES Méthode Point Final (PNPP) ACID PHOSPHATASE End Puint Method {PNPP)
69105 PHOSPHOLIPIDES Méthode colorimétrigue enzymatique PHOSPHOLIPIDES Colorimetric enzymatic Method
98110 PHOSPHOLIPIDES Méthode colorimétrique enzymatique PHOSPHOLIPIDES Colorimetric enzymatic Method
80015 PHOSPHORE Inorganique Méthods U.V. inorganic PHOSPHORCUS U.V. Methed
BO016 PROTEINES TOTALES Méthode Eléuret TOTAL PROTEIN Biuret Method
LP87016 PROTEINES TOTALES Méthode El:iuret Prét a l'emploi TOTAL PROTELN Biuret Method Ready to use
97016 PROTEINES U.S. Méthode Rouge fe Pyrogaliol U 8. PROTEIN Pyrogaloll Red Method
80019 TRIGLYCERIDES Méthode GPO TRIGLYCERIDES GPQ Melhod
87319 TRIGLYCERIDES Méthode GPO TRIGLYCERIDES GPO Method
80221 UREE Méthode colorimétrique Lo UREA Colorimetric Method
80321 'UREE Méthode colorimétrigue UREA Colorimetric Method
52032 UREE U.V. Méthode Cinétique UREA UV Kinetic Method
52132 UREE L.V, Méthode Cingtique UREA UV Kinetic Method
99032 UREE L.V, Méthode Cinétique Hadte Linéarite UREA U.V. High Linaarity Kinetic Method
99132 UREE UV Maéthode Cinétique Haule Lindarité UREA UV, High Lingarity Kinetic Methad
92315 KIT CALCULS URINAIRES Méthode qualitative chimigque .. STONE ANALYSIS SET Chemical qualitative method
§2330 KIiT CALCULS URINAIRES Méthode qualitative chimigue .‘:-‘;TONE ANALYSIS SET Chemical qualitative method
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BIOLABO - Désignat.ion des Dispositifs / Devices Designation

REF

DESIGNATION FR

DESIGNATION GB

95010
95011
95015
55020
95403
95406
95806
25506
95516
95528
95801
85013
95023
95088
95289
95012
95315

BIOLABD EXATROL-N Taux nomnaux

BIOLABO EXATROL-P Taux patholaglgues

BIOLABO MULTICALIBRATOR Caligrateur Multiparametrique
BIOLABO EEQ Evaluation externe dé la qualité

BIOLABO CONTROLE PEDIATRIQUIE |

CALIBRATEUR CHOLESTEROL-HIOL

CALIBRATEUR CHOLESTERQL-LLOIL

CALIBRATEUR HDL/LDL/CK-MB

Sérum de contrdle HDL/LDL/CK-MB/Lipides "Taux 1"
Sérum de contrdle HDULDLICK-MB/Lipides "Taux 2"
Calibrant LIPASE

Contrdle Normal AMMONIAC / ALCOCL 7 BICARBONATE
Contrale Patho, AMMONIAG / ALCCIOL / BICARBONATE
G6-PDH Contrdla Normal (hémalysal numaln lyophilisé)
GB-PDH Contrdie Déficient (hémolydat humain iyophilisé)
Contréle urinaire "Taux 1" et "Taux &

KIT CALCULS URINAIRES Contrflas Positifs et Négatifs

BIOLABO EXATROL-N Normal values

BIOLABO EXATROL-P Pathological values

BIOLABO MULTICALIBRATOR Multiparametric calibrator
BIOLABO EQA External Quality Assesment

BIOLABO PAEDIATRIC CONTROL

HDL-CHOLESTEROL CALIBRATOR

LDL-CHOLESTERQL CALIBRATCR

HOLALDL/CK-MB CALIBRATOR

Gontrol serum HDLALDUJCK-MB/Lipides "Level 1"

Control serum HDULDUCK-MB/Lipides “Level 2

LIPASE Calibrator

Narmal Control AMMONIA / ALCOHOL / BICARBONATE
Pathological Controt AMMONIA / ALCOHOL / BICARBONATE
G6-PDH Normal Gontrol (Lyophilised human hemolysed blood)
G6-PDH Deflcient Control (Lyophilised human hemolysed blood)
Urinary Control "Leve! 1" and "Lavel 2

STONE ANALYSIS SET Positive and Negative Controls

13880
138835
13881
13702
13704
13712
13883
13560
13570

13660

13670
13565

13450
13451
13456
13980

13965

13970

13961
13962
13963
13210
132119
13212
13302
13305
13307

BIO-TP Temps de Quick Taux de Pthrombine (TP}
BIO-TP Temps de Quick Taux de Prothrombine {TP)
BIO-TP Temps de Quick Taux de Prothrombine {TP}
BIO-TP LI (Low 151) Temps de Quick Taux da Prothrombine (TF)
8I10-TP Li (Low [S) Temps de Quick Tauy de Prothrombine (TF)
BIO-TP LI {Low iS1) Temps de Quick Tauy de Prothrombine (TP}
TAMPON OWREN KOLLER

BIO-CK Temps da Thromboplastine Partielle activée (TCA)
BIO-CK Temps de Thromboplastine Partielle activée (TCA)

BIO-SIL Ternps de Thromboplasting activée (TCA)
Méthode slfice

BIO-SIL Temps de Thramboplasting activée (TCA)
Méthode silice

CHLORURE DE CALCIUM 0.025M

BIiO-FIBRI Dosags Chionoméirque|du Fibrinogéne
BIO-FIBRI Dogage Chicnamédrigue|du Fibrinogéne
TAMPON FIBRINOGENE

BIQ-TT Temps die Thrombine

TPLALSET
SET de Plasmas de Reférence
Diétarmirasion du Taux de Prothrembing (Temps de Quick)

BIO-CAL

Plasma de référence

Pour la calibration lors de la détermiination du fibrinogéne
&l du Temps de Quick (Taux de Prathrombine %)
PLASMA CONTROLE TAUX NORMAUX

FLASMA CONTROLE TAUX PATHOLOGIQUES HAUTS
PLASMA CONTROLE TAUX PATHOLOGIQUES BAS
C-Dimer

DO-Gimer Control 1

D-Dimer Conirol 2 ?’-2;
Factar il - Plagma Défleient

Facior V = Plasma Déficient

Factor VIl — Plasma Déficient

BIO-TP Prathrambin Tima (FT)

BID-TP Pothrombin Tima (FT)

BIO-TP Prothrombin Tima (PT)

BIO-TP LI (Low 181} Prathrembin Time (FT)

BIC-TP LI (Low 151} Prathromiin Time PT)

BICLTP LI {Low IS1) Prothrambin Time (FT
OWREN-KOLLER BUFFER

BIO-CK Activaad Fartial Thromboplastin Time (AFTT)
BIO-CK Activated Parttal Thramboptaslin Time (ARTT}
BID-5iL Acllvated Partial Thrombaplastin Tune (APTT)
Siiice Method

BIE-5iL Activaied Partisl Thrambeoplastin Time (AFTT)
Silice Nuthbd

CALCIUM CHLORIDE 0.023M

RIC-FIBRI Chisnometric determination of Fibmmogen
B10-FIBRI Chronomairic determination of Fibrinoge!
FIBRINOGEN BUFFER|

BiQ-TT Thrombin Time

TP-CALSET

Standard Set

Far use duting the determination of Protfuombie Tame (i b0 bo

gxpressed os )|

BICLCAL

Belerance Plasma

For use as calibralion plasma during the determination of Flnnogen
and Protheombin Time {if o be expressad as %

CONTRUL PLASMA NORMALVALUES

CONTROL PLASMA PATHOLOGICAL HIGH VALUES

CONTROL PLASMA PATHOLOGICAL LOW VALUES

C-Dimar

D4DunE|C:an'”

D-Dumer Control 2

Factor (| - Defictent plasma

Factor V' - Defices plasms

Factar VI - Daficsan! plaama




BIOLABO - Désignation des Disposi

tifs / Devices Designation

REF DESIGNATICON FR DESIGMATION GB
13308 Factor VIl - Plasma Défcient Factor VIl - Deficient plasma
13309 Faclor IX -~ Plasma Déficlent Factor [X - Deficient plasma
13310 Factor X - Plasma Déficient Factor X - Deficient plasma
13971 Control N - Piasma de contr8le Nivasu:) pour 'hémostase Control N - Control plasma level 1 for coagulation
13972 Gontrol P - Plasma de controle Nivedu 2 pour (hémostase Gantrol P - Control plasma {evel 2 for coagulation

9905TH 5. Typhi H (d.H) S Typhi H (d H)
990570 5. Typhi O (9,12-0) 5 Typhi Q (9.12:0)
9905AH 3, Paratyphi AH (a-H) 5 Paratyphi AH {a-H)
9805A0 5. Paratyphi AO {1,2,12-0} S Paratyphi AQ(4,2,12-00
99058H 5. Paratyphi BH (b-H} 5. Paratybnl BH (b-H)
990580 3. Paratyphi BO (1,4,5-0) 5. Paratyphi BO (1.4.5-0]
5905CH 5. Paratyphi CH (¢-H) S, Paralyphi CH {e-H}
$905C0O 5. Paratyphi CO (6.7-Q) S Pardtyphi CO (G.7-0)
900584 Bruceita abortus Brucella Aborus
9905PK Proteus OXK Prafeus OXK
9905P19 Proteus OX19 Profeus QNS
9505P2 Proteus OX2 Proteus 032
9905BM Bruceila Melitensis Brucalla Meltsnsis
9905RE Rose Bengal (B. Abortus) Rose Bangal (B Abortus]
S901PC Contrdle Positif Polyvalent Pozilive Pelyrsient Control
S901NG Contrdle Négath Polyvalent Negstive Polyeaian Control
§9054 Antigénes Fébriles Pour Tests de V'n}'idlal Félix (4x5mi) Stained Febrils Antigens For Widal Felc Tests {(4x5ml)
98056 Antigénes Fébriles Pour Tests de Vi'idlal Félix (6x5mi) Stained Febrile Antigens For Widal Faiix Tests {8x5ml)
99058 Antlgénes Fébriles Pour Tests de Widal Félix (8x5m) Stained Febrile Antigens For Widal Felix Tests (8x5mi)
081050 ASLO-LATEX ASLO-LATEX
097100 CRP-LATEX CRP-LATEX
098100 FR-LATEX FR-LATEX
3800100 RFR-CHARBON RPFR-CHARBON
3800150 RPE-CHARBON RPR-CHARBON
4500100 TPHA TPHA
4500200 TPHA TEHA
085100 HOG-LATEX | HCG-LATEX
RFO50E Facteurs Rhurnatoldes (RF) - Tast Immunoturbidimétrique RHEUMATOID FACTOR (FR) = Turbidimetnc immunoassay
RFS520E Facteurs Rhumatoides (RF) — Tesl|Immunoturbidimétrique RHEUMATOID FACTOR (FR) - Turbidimatric Immunoassay
RF/CAL_SET51 (BIOLABO RF « Kit de Calibration » BIOLABO RF « Standard Set »
RF/CAL SH% |BIOLABO RF Calibrant Super Haul BIOLABO RF Standard Super High
RF/CONT1 BIOLABO RF Cantréle BIOLABO RF Control
RFICONTS  |BIQLABO RF Controle BIOLABO RF Control
CRPOS0E CRP — Test immunoturbidimétrique CRP Turbidimetric Immunoassay
CRP620E CRP - Test Immunocturbidimétrigue CRP Turbidimelric Immungassay

CRP/CAL_SET51
CRP/CAL_SH1
CRP/CONT_L1
CRPICONT_L5
CRP/CONT_H1
CRP/CONT_HS

ASLO0S0E

ASLOG20E
ASLO/CAL_H1

ASLO/CAL_SH1

BIOLABO CRP « Kit de Calibration) »
BIOLABO CRP Catibrant Sugsr Haul
BIOLABO CRP Contriia Bas
BIOLABD CRP Contrdle Bas
BIOILABD CRP Contrile Haul
BIOLABD DRP Contidle Hawl

ASLT - Tesl Immunolurbidimaingue

ASLO - Tasl Immunolurbidimatng e
BICLABD ASLO Catibrant Haut

BIOLARD ASLO Callbrant Super Haul

O

o

BIOLABO CRP « Standard Set »
BIOLABO CRP Standard Super High
BIOLABO GRP Control Low
BICLABO CRP Control Low
BIOLABO CRP Conirol High
BIOLABQ CRP Control High

ASLO Turbidimetne immunoassay
ASLO Turbidimetric Immunoassay
BIOLABO ASLO Standard High

" - BIOLABO ASLO Standard Super High|




BIOLABO - Désignation des Dispositifs / Devices Designation

REF DESIGNATION FR
ASLOICAL_SET41|BIOLABO ASLO « Kit de Calibration, »
ASLO/CONT1  |BIOLABO ASLO Contrdle
ASLO/CONTS |BIOLABO ASLO Contrble
APOA1B20E  |APOLIPOPROTEINE A1 - Test Immunoturbldimétrique
APORG20E  |APOLIPOPROTEINE B - Test Immunaturbidimétrique
APCGA0S0E  |APOLIPOPROTEINE A1 - Test Immuncturbidimétrique
| APOBOSOE  |APOLIPOPROTEINE B - Test immunoturbidimétrique
A1BICAL_SET51 |BIOLABO A1B « Kit de Calibration »
ATB/ICAL_H1 [BIOLABO A18 Calibrant Haut
A1B/CONTH BIOLABO A1B Contrdle
ATBICONTS  |BIOLABO A1B Contrdle

DESIGNATION GB

BIOLABD ASLD = Standard 581«

BICLABD ASLO Contral

BIOLABD ASLO Contra

APDLIPOPROTEINE A1 Turbidiméinc Immunoassay
APCLIPOPROTEINE B Turbidimélnic Immunoassay
APOLIFOPROTEINE AY Turbidimatric Immungassay
APQOLIPOPROTEINE B Turbidimelnic Immuncassay
BIOLABQ A1B « Standord J&t»

BIOLABOD A18 Slandard High

BIOLABD AYB Contro

BiOLABD A1B Contr!

23040 Microaiburmine-Test Immunoturbidirsétrique Microaibumin-Turbidimetne Immunaassay
23011 Microalbumine-Test Immunoturb'rdiré.éllrique Microzlbumin-Turbidimetic mmunoasssy
23012 ticrcaiouming Callbrant Supar Haul Microalbumin Standad Supdr High
23013 Mictomibuiming "Bl de calipration” Microalbumin "Standard St
230%e Microalbuming Contrile Micraalbumin Conirol
22040 HbA1e-Test Immmunolurbldimétrigua HiaA 1 e—Turbldimelric lmmuncsassny
22011 Hbate-Test Immunaturbidimétngus, HbA e~ Turblidkmetric immunogssay
22012 HbAY e "Kit de calibraon” Hbate "Standard Sat

22013 HbA1Z "Kil da eonrdla” HoAle "Contral Set’

KENZA MAX [PHOTOMETRE KENZA MAX BioChemisTry
KEMZA 120TX |KENZA 120TX - ANALYSEUR AU'IJPMATIQUE DE BIQCHIMIE
WKENZA 240 TX |[KENZA 240TX - ANALYSEUR AUTDMATIQUE DE BIOCHIMIE
KENZA 240ISE - ANALYSEUR AU TOMATIQUE DE BIOCHIMIE
KENZA 240 ISE |avec moedule ISE

720 ISE Madute ISE

BIOSOLEA 2  |BIO SOLEA 2 - COAGULOMETRE| 2 CANAUX

BIOSOLEA 4 |BIO SOLEA 4 - COAGULOMETRE | 4 CANAUX

SOLEA 100 |SOLEA 100 - ANALYSEUR AUTOMATIGUE D'HEMOSTASE

KENZA MAX BioChemisTry PHOTOMETER
KENZA 120TX - AUTOMATIC BIOCHEMISTRY ANALYSER
KENZA 240TX - AUTOMATIC BIOCHEMISTRY ANALYSER

KENZA 2401SE - AUTOMATIC BIOCHEMISTRY ANALYSER
withi [SE Module

ISE Module

BIO SOLEA 2 - COAGULOMETER 2 CHANNELS

BIO SOLEA 4 - COAGULOMETER 4 CHANNELS

SOLEA 100 - FULL AUTOMATED COAGULATION ANALYSER




00 “Megarron”

_muw ogonxmc SCToRaMeCen ya J5. TN (495) 231-2272 (495, 502-12°4

NMACNOPT-CEPTUPUKAT NPOUIBOAMTEAR
Ha «Habop peareHToB Ans ONIpEeASASHHSA FPYNN KPOBH HEADBEKG
cuctem ABO, Pesyc n Kell» no TV-9398-101-51203590-2009

( LOAMKAOHBI  AuTu-A, AHTH-B M AHTU-AB)

Haumenonanne: Loaukion Auru-B no Graxonax mo 10 M1 ¢ CHEMMY KpalllKaMi
Cepus: 282211 OKII: 939816

Foaem: | 106ps 2020 r. O6nem cepuu: 10000 vn.

Eamnana: 100 a1 Iaepopr: T-=18-] 1-92 07 27:1 12018 -

Koanuecy B0 34} o
HousmeHosaHKWe XOPAKTEPLCTUKG HOD AL PaayasTOThl
_ NORO3ATEAS AL it

I BHewHuY Bua
11 LOAWKADH QHTI-A {MPO3ROYHOR KMAKOCTE KDACHOTD UBSTO
|2 LloAuKAOH QHTK-B | MPO3IPOYHOS KMAKQCTL CHHEFD LIBETC |

_ Cooreetcrayer
|
‘! Ligweat gHTe- B | Mpoatore e ey peTH0s Muakosls

Cepoaarmieckue | UOAMKADK ORTM-A  HE AGAMEH AQBOTH
CEGACTRO TITADTIHALIM € 3puTpounrasi TpyNn Alil) | CooTsetcrayer
_u; CriewdimHoCTe O
(UDANKAOH GHIW-B  HE nOAKER SCEQTE
,0?.,.04\10 I & IPTROUATaMW royna Al
R0 Oooam.ﬁQS\mq
Loreaok UT.-KA}W @ ATAMEY AGICTL
[QITRGTAROUMU © 2010 M Toynne O | Cootsetcieyer

Coorpercrayer

4 B AL A LD S
CrHOCODRECTs

| APT ARG TAMOOMR b nAGCASCIk [ 1D CekyHa
| BRHTEOLIGe Al u B 2 COOTREICTRYIOWIMaY
PR Rt LOAMKRADHCHME  AQAKHO  NORIMTES  RE ! Cporpercraver
T _..._Gm.plaa U TR, NOCAE CMELUVBOHAR | 1321 &4
TwTp  UOAMKAGHO OKTW-A B PEaKLMW
QrrAKYHOL M HO MASCKOCT! CooTtsercrsyes
| ApUTpOUMTGMU TPyl A 1:32 - 1:64 1.6&
TuTp UOAMKADHO OHTW-B B pEaRuMN
§ AITAKDTUHGUL b HO TIAOCKCT M ¢ | Cocteercraysr
S 2MTODUMTO MM HE.._._?. 81y | 1:32-1 64
.64 e ;
PR

§ TUTD LLoamMLAORD GHTE
OTAOTHHD- LM Ele] |_>0n1.fn # =

UD.\:UQE:DB\ roynn AL TEE 84 3015

1164 S i

LI On 20TAETCTEYET ,Unsowixsmi TY -~ Q308
mcmub<5§nu

chonatoped SO0 MEAAOn. .,\\.\,
... r( .U.. w>,\uu~u . |

14

L

ool \\\\\m\ wkron”
1 VK NOH

.mumu_ MOCYED BoroRavervds ve 35 TV D (499) 23] 3272 (4093 502.12)

MACNOPT-CEPTHPUKAT NMPOHUIBOAUTEAR
Ha «HoGop peareHToB AAfl ONPEABABHUS TDYNA KDOBK YEeAQBEKE
T TCHCTEM ABO, Pesyc v Kellr no TY=9398-10T-5T203590-200%
( LOAMKAOHB  AHTu-A | AHTH-B W AHTH-AB)

Haumenosauune: Uomrkion ANTH-A 8o drakonax no 10 umuc KPACHBLIMHU

KpsILIKaMy
Cepun: 282111 OKII: 939816

[Conen: 1 HOAGpPx 2020 ¢ Ofnex cepu: 10000 acr.

Sampuus: WD wi Macnopr: T-18-11-91 0122.11 2013

Koaui@uBHaER%: S50 XOpPOKTEPMCTKG HOPAA PeayasTaisl
DS AR B - MCNBITAHKN

1 BHELWWHWA By

1.1 UOAMKACH QHTM-A T1pO3IPO4HOA HMAKOCTh KDOCHOrG UBETa Coomsercieyer

12 UoAMKACH QHTM-B
1.3 Linaksos OHTH-AR
m -Cepoapmyecrme- HOAMKAOH QHTMA  HEAGAKEHZCUBOTS - —° |
CBOMCTES TITAKITMHO UMM C 2pUTDOUMTOME (Ryitin SN | CoomsetcTsyss
2.1 CneumcomsHoCTh nw O |
LUOAMKACH GHTA-3  HE ACAKEH ACBOTH [
OITAKTHMHOLLA A © IDMTROLMTAMK TRy AL 1
o CocteeTcTavar
UOAMKAOH QHTUM-AB e nOAKEH ACBQIL

| NPOIPOHHAR KraKOCTYS CHHErD LBSTO
NOoAoONOs BOCLSsTHEN M oiTy

Coorserciayer

22 [ &rmar A TAHMGYIOWan

CNOCOBHECT, QrrAC™HAUMY C 3DUTPOUMTOMI roynne: Q) | CooTsercrayes

| ATAIOTAHS LWA Ha NAGCKGET 10 cexyra
1 3pUIPOUMTOR Al 1 B C COOTRETCTRYIOLIMA: [

== AT AT TIORENTEC W T COoRSTCaye |
| nasasee 10 cek NOCAE CMEWIMBANMA | 132-1:64
_.?:D UOMKACHT  OHTM-A B peaKLmM | _
| SIrAKTMHOLAN HQ NAOCKOCTH ¢ | Cooraercteyer |
_uusﬁociogs rpynas A{ H32 - 16l _ 1:64 [
Tatp Uoamkacna  awm-B 3 DEeCKLL | _
SITADTUIHGLUL Ha MAGCROCT A ¢ | Cooraercrsyei

LTz be (ol BT 1.32-1: 64
T =g

Tl Liemaieild B4 0 S ......._“..._....?_. |

e

LoankaoH ooTeercTayeT TpeBoscHMAMm T3 1 237. 131 57 MRS002050
8 A VIO LT
roboipoionsh D0 abAg sl

M Doacan




T
MELHK IO

‘, 000 “Megatron”

127274 MoCks, BoTaHwseckan ya 25 Thdy (495) 2312272 (499502 1214

NMACNOPT-CEPTUPUKAT MPOWUIBOAMTEAN

Ha «HQGOP peareHToBs AAR ONpeAcAEHUA IPYNMN KPOBK HEeACBEKO

encTem ABO, Peayc nKells -mo TY-9398-TOT-51203590- 2009

(ULOAMKACH  AuTu-D Cynep )

Eussu:owm::n. E.o.E.Sor >m,§ D Cynep 2o ¢iaxorax no 10 vu ¢ 3e1emsvu

KPBIIKAM K

Cepua; 281411 OKII: 959316
TVomen: 11 nexabps 2020 r. __ O6sewm cepuy: 10000 ma._
Exununa: 100 Ma

KonnaecTro eanany 30

[Macriopr: T-18-11-9007 19.11.2018

HadusHosaHHY MApaKTEpHETHES HOpMu o 1Y Pevasramu
NOHAZATETR WCTIBITANNi
_ I. Buewnni s |TIpaspaunan caersa oxpauienhan winlxocTs |

2 Ceponoruuecrie
CBOHRCTBA
e PJm.ﬂ:E:&:Qﬂ i A - mep R TR
m 2rrTHAMpoBaTs D(-) IpuTpoumTLL
: i HeTkas peakltis ArtIKTHHIUHM 10.1KHE
CNoCOOROCTE | HBCTYNaTL 8 Tevenne 30 cex. nocle
| EMELLMBaKUA pearenTa ¢ Di+) JpuTporuTasm

2 2 Temarrmotunupyomas

23 Tutp : Turp Qoausaoua Anrtu
_W- TR HALUMK HA r
CfpouETaws 133
- ThTp Loavrkiode Awre 0 Cyanep s
| ApRMOH FT IS ¢ Bl R

_u_ﬁ"r.mr

| CooTretcTayer

v —

I NS

Cooreelcreyer

30 cex

R ICTEEY

MEGHRNOR

00 “Megarron”

127276 MOCKE0 DOTOHMNECKDR Yo 35, T\ GG {495) 231-2277 (499 502-1214

MACNOPT-CEFTHPHUKAT NPOUIBOAMTEAT
HO “HaBop peareHToB AAR CNIPEASASHHWSA TPYNN KPOBK YeAQBEKd

cuctem ABQ,

Pesyc u Kell» no TY-9398-101-512035%0-2009

{ LOAMKACOHbI  AuTtn-A, Autn-B M AHTH-ABR)

Hammenosasue: [lonwxios Ants-AB

Cepusi: 08121

Ioaen: 1 noabps 2020 1.
T Eanawna: 100 mn

HoauseceTan oy a

1

OKII: 939816

Obwnem cepuu: 10000 v
Macriopr: T-18-11-92 0727.11.2018

HOMAs B R TR E

ESAEGITTe AR

KOOOKIE Hes Tk siophek PEgyRnTos
AC O TR

. BHewHWA Bha

i

11 LoAvksoH QHIM-A

1.2 UOnAMKADH QHTW-B

14 Liznii Ao .._1_1.}*

7, CepoaansecEne

CROWCTRD

2. | Cnowsdsmnocis

23 [ ST T A T e L

Choic oS T

_ PCIPOYHan KAKOCTE KDACHOID LEETE C OOTRETCTAYET
:UOu_UQ_._IDa HKWAKOCTh ChAgro NR2TO
MoOIDE-HEE GECLABTo MIADITE

UOAMKADH OHTM-A  HE ACANEH ACBOTH
CITATVHA WM ¢ IPMTROUMTGrMm tpyNn BUI | Cooteetcreyer

Re()]

LLOAMKADH QHTI-B  HE ADAKEH ACBOTH | Cootserciesyer
OMAIOTUHO UMK © IPHUTROWT M rRynn AJD «

Q) Cootsercrayet
LoarEadH QHT-AB HE ADAKEH AQBCTh

AITACTUHAUWY C 3DUTPOLMTOMI IGyNNel OY - CooTasTcrayeTt
AT ADTAHALAA HQ NAGCRSCTH 10 cexyHa
P IUIDOWATOR Al 1 B ¢ COOTRETCTINIOLIM

|LOAMKAOHOMIA  AOAKHQ  NOSBMTSCH  HE | CooTaeTcTayer

razshos [0 000 NOCAS CMELLMEHR 1:32-1: 64
'Turp  UDAMKAOHG QHM-A B DEQKUMM

L arrAKTVHAUM HO NAQCKOCTA c| CootsercTeyeTt
| IpuTROUWMTOMK FoyNne Al 1:32 - 1:44 | 1:64
{Twip  Loakaona  armnB 8 peakaa|

| CIFF AT I3 =0 AOCROCTH c | Cocmercrsyer

| IR TR MA .:l._._ ..._._u...._nn.. AUk _ 1:32-1 64
" oad g s, |
) B =i oy,
i Ture LossmhoRD DATEARS e ammm
e s SRR

TEOgT e T S b 6d B0

| dhdr =




Dia.Pro
Diagnostic
Bio Probes

DIA.,
PRO

BB

EC DECLARATION OF CONFORMITY

MANUFACTURER

DIA.PRO DIAGNOSTIC BIOPROBES S.IR.L.
VIA G. CARDUCCI N® 27 - 20099 SESTOC SAN
GIOVANNI (MILANO) - ITALY

'PRODUCT

HBs Ag one Version ULTRA

CODES: SAGIULTRA.CE (192 tests)
SAGIULTRA.CE.96 (96 tests)
SAGIULTRA.CE.480 (480 tests)
SAGIULTRA.CE.960 (960 tests)
SAGIULTRA.CE.DB (192 tests)

L CLASSIFICATION

ANNEX 11 = LIST A

CONFORMITY ASSESSMENT ROUTE

ANNEX IV

WE HEREBY DECLARE THAT THE ABOYE MENTIONED
PRODUCT MEETS THE PROVISIONS OF THE COUNCIL

. DIRECTIVE 98/79/EC
FOR IN VITRO DIAGNOSTIC DEVICES.

NOTIFIED BODY

AEMPS — n° 0318

(EC) CERTIFICATE(S)

L L -

e FULL QUALITY ASSURANCE SYSTEM N°

2003 12 0388 CT (in accordance with Annex IV —

except Section IV) of the Directive 98/79/EC),
RELEASED BY EC NOTIFIED BODY N° 0318
e DESIGN CERTITICATE N° 2008 12 0588 ED
RELEASED BY EC NOTIFIED BODY N° 0318
o UNE ENISO 13485 N°2013 11 0039 EN,
RELEASED BY EC NOTIFIED BODY N° 0318

| PLACE & DATE OF FIRST ISSUE

MILANO - DECEMBER 2008

PLACE & DATE OF CURRENT
EMISSION

SESTO SAN GIOVANNI (M)~ DECEMBER 2013

SIGNATURE
Legal Representative
Dr.ssa Fiorenza Scozzesi

122013

| DIA.PRQ Diagnostic Bioprobes S.r.l.
Sede legale e lab.; Via G.Carduccl, 27 - 20098 Sesfo 5.Giovanni (Mi) — Ifalia
Tel +39 02 2700716 1/8450 » Fax +30 02 26007726 « hilpiveww.diapro il « E-mail: info@diapro.if
Capltale soclale €50.000.001.V. — P IVA: 11924660159 — Reg. Imp. 119246601569 ~ REA 1609959



DialPro
Diagnostic
BioProbes

DIA.
IPRO

EC DECLARATION OF CONFORMITY

'MANUFACTURER

| DIA.PRO DIAGNOSTIC BIOPROBES SRL.
VIA G, CARDUCCI N° 27 — 20099 SESTO SAN
GIOVANNI (MILANO) — ITALY

CONFORMITY ASSESSMENT ROUTE

WE HEREBY DECLARE THAT THE ABOVE MENTIONED
PRODUCT MEETS THE PROVISIONS OF THE COUNCIL
DIRECTIVE 98/79/EC
FOR IN VITRO DIAGNOSTIC DEVICES.

PRODUCT HBs Ab
CODE: SAB.CE (96 lests)

CLASSIFICATION ANNEX II - LIST A i
ANNEX 1V

NOTIFIED BODY

AEMPS —n® 0318

(EC) CERTIFICATE(S)

o FULL QUALITY ASSURANCE SYSTEM N°

2003 12 0388 CT (in accordance with Annex [V —

except Section 1V) of the Directive 98/79/EC),

RELEASED BY EC NOTIFIED BODY N° 0318
« DESIGN CERTIFICATIE N° 2003 12 0390 ED

RELEASED BY EC NOTIFIED BODY N° 0318
e UNE EN ISO 13485 N° 2013 11 06039 EN,

RELEASED BY EC NOTIFIED BODY N° 0318

PLACE & DATE OF FIRST ISSUE

MILANO - JANUARY 2004

PLACE & DATE OF CURRENT
EMISSION

SESTO SAN GIOVANNI (MI) - DECEMBER 2013

SIGNATURE
Legal Representative
Dvr.ssa Fiorenza Scozzesi

= B
;i",iE;*;n g F

1212011

| DIA.PRO Diagnostic Bioprobes S.r.1.
Sede legale e lab.: Via G.Carduccei, 27 — 20099 Sesto S.Giovanni (Mi) — ltalia
Tel +39 02 27007161/6450 + Fax +38 02 26007726 - hilp./ivww. diapro.it « E-mail; info@diapro.it
Capilalte sogiale €50.000.00 1V. - P.IVA: 11924680159 — Reg. Imp. 11924660159 - REA 1509959




DiA. | Dia.Pro
PRO | Diagnostic

Iﬂ Bio Probes

EC DECLARATION OF CONFORMITY

|MANUFACTURER DIA.PRO DIAGNOSTIC BIOPROBES S.R.L,
VIA G. CARDUCCI N° 27 — 20099 SESTO SAN
' GIOVANNI (MILANO) - ITALY

PRODUCT Hbe Ab :
CODE: BCAB.CE (96 tests)
CLASSIFICATION ANNEX 11 - LISTA ]

| CONFORMITY ASSESSMENT ROUTE |ANNEX 1V

WE HEREBY DECLARE THAT THE ABOVE MENTIONED
PRODUCT MEETS THE PROVISIONS OF THE COUNCIL
DIRECTIVE 98/79/EC
FOR IN VITRO DIAGNOSTIC DEVICES.

NOTIFIED BODY | AEMPS —n° 0318 B _

(EC) CERTIFICATE(S) o FULL QUALITY ASSURANCE SYSTEM N°
2003 12 0388 CT (in accordance with Annex IV -
except Section [V) of the Directive 98/79/EC),
RELEASED BY EC NOTIFIED BODY N° 0318

e DESIGN CERTIFICATE N° 2003 12 0391 ED

|  RELEASED BY EC NOTIFIED BODY N° 0318

o UNEENISO 13485 N°2013 11 0039 EN,

L RELEASED BY EC NOTIFIED BODY N° 0318
PLACE & DATE OF FIRSTISSUE _ [MILANO — JANUARY 2004

PLACE & DATE OF CURRENT SESTO SAN GIOVANNI (MI) - DECEMBER 2013
EMISSION g |

SIGNATURE

Legal Representative
Dr.ssa Fiorenza Scozzesi

Rev. | 12/2013 |

DIA.PRG Diagnositic Bioprahes S.rl.
Sede legale e laly.: Via G.Carducel, 27 — 20098 Sesio S.Giovanni (M) — italia
Tel +39 02 27007 161/8450 « Fax +39 02 26007726 » hitpwww.diapro.it « E-mall: info@cdiapro.il
Capitale sociale €50.000[00 1.V, - P.IVA: 11924660159 — Reg. Imp. 11924660159 — REA 1509959




DIA. | Dia.Pro
PRO | Diagnostic

IH BioProbes

EC DECLARATION OF CONFORMITY

MANUFACTURER I DIA.PRO DIAGNOSTIC BIOPROBES S.R.IL.
ViA G. CARDUCCI N° 27 - 20099 SESTO SAN
GIOVANNI (MILANO) — ITALY
PRODUCT HCV Ab
CODES: CVAB,CI (192 tests)

CVAB.CE96 {56 tests)
CVAB.CE.480 (480 tests)
CVAB.CE.960 (960 tests)
CVAB.CE.DB (192 tests)

CLASSIFICATION | ANNEX 11 - LIST A
CONFORMITY ASSESSMENT ROUTE | ANNEX 1V

WE HEREBY DECLARE THAT THE ABOVE MENTIONED
PRODUCT MEETS THE PROVISIONS OF THE COUNCIL
- DIRECTIVE 98/79/EC
FOR IN VITRO DIAGNOSTIC DEVICES.

NOTITIED BODY |AEMPS —n® 0318
(FCY CERTIFICATE(S) e FULL QUALITY ASSURANCE SYSTEM N°
2003 12 0388 CT (in accordance with Annex IV —
except Section [V} of the Directive 98/79/EC),
RELEASED BY LEC NOTIFIED BODY N° 0318
¢ DESIGN CERTIFICATE N° 2003 12 0392 ED
RELEASED BY EC NOTIFIED BODY N° 0318
¢ UNEENISO 13485 N° 2013 11 0039 EN,
RELEASED BY EC NOTIFIED BODY N° 0318 |

PLACE & DATE OF FIRST ISSUE MILANO - JANUARY 2004

PLACE & DATE OF CURRENT SESTO SAN GIOVANNI (M) - DECEMBER 2013
EMISSION
SIGNATURE

Legal Representative
Dr.ssa Fiorenza Scozzesi

12/2013

DIA.PRO Diagnostic Bioprobes S.r.i.
Sede fegale e [gh.: Via G.Carducel, 27 — 20099 Sesto S.Giovanni (Ml) - ilalia
Tel, +39 02 27007 161/G450 « Fax +39 D2 26007726 « hitp:Awww.diapro.il » E-mall; info@diapro.if
Capitale sociale £51.000,00 1.V. — P.IVA: 11924660159 — Reg Imp 11924660159 - REA 1509859



DIA, | Pia,Pro
PRO | Diagnostic

IH BioProbes

EC DECLARATION OF CONFORMITY

MANUFACTURER

DIA.PRO DIAGNOSTIC BIOPROBES S.R.L.
VIA G. CARDUCCI N° 27 - 20099 SESTO SAN
GIOVANNI (MILANO) -~ ITALY

PRODUCT HP 1gG
CODE: HPG.CE (96 tests)
CLASSIFICATION GENERAL IVD

CONFORMITY ASSESSMENT ROUTE

SELF CERTIFICATION

WE HEREBY DECLARE THAT THE ABOVE MENTIONED PRODUCT MEETS
THE PROVISIONS OF THE COUNCIL DIRECTIVE 98/79/EC
FOR IN VITRO DIAGNOSTIC DEVICES.

1SO CERTIFICATE(S)

UNI CEI EN ISO 9001-Nr 50 100 5931/A

UNI CEI EN ISC 13485-Nr 50 100 5931/B )
RELEASED BY CERTIFICATION BODY TUV
Iialia S.r.L

PLACE & DATE OF FIRST ISSUE

MILANO - MARCH 2004

PLACE & DATE OF CURRENT
ISSUE

SIGNATURE
Legal Representative
Dr.ssa Fiorenza Scozzesi

TS By WA
Aa e f B i i 3
DIRGH W wiBPRe Ty i
P E
7
[
(L i
e s

12/2013

DIA.PRO Diagnostic Bioprobes S.r.l.
Sede legale e Inh.: Via G.Carducci, 27 — 20099 Sesto S.Giovanmi (Mi) — Halia
Tel. +39 02 2700716175450 « Fax +39 02 26007726 + hilp./iwww.diapro il « E-mail: info@diapro.if
Capitale sociale €50.000,001.V. - P IVA: 11924660159 — Reg Imp 11924660159 - REA 1509839



DIA. | DialPro
PRO | Diagnostic

IH Bio Probes

EC DECLARATION OF CONFORMITY

'MANUFACTURER DIA PRO DIAGNOSTIC BIOPROBES S.R.L.
VIA G. CARDUCCIN® 27 — 20099 SESTO SAN
GIOVANNI (MILANO) - ITALY

PRODUCT HDV Ab

CODE: DAB.CE (96 tésts)

CLASSIFICATION _ ANNEX I1-LIST A
CONFORMITY ASSESSMENT ROUTE | ANNEX [V

WE HEREBY DECLARE THAT THE ABOVE MENTIONED
PRODUCT MEETS THE PROVISIONS OF THE COUNCIL
DIRECTIVE 98/79/LC
FOR IN VITRO DIAGNOSTIC DEVICES.
'NOTIFIED BODY _— AEMPS —n° 0318 |
(EC) CERTIFICATE(S) ¢ FULL QUALITY ASSURANCE SYSTEM N°
2003 12 0388 CT (in accordance with Annex 1V —
except Section 1V} of the Directive 98/79/1C),
RELEASED BY EC NOTIFIED BODY N° 0318 |
» DESIGN CERTIFICATE N® 2003 12 0393 ED
RELEASED BY EC NOTIFIED BODY N° 0318
¢ UNE ENISO 13485 N° 2013 11 0039 EN,
RELEASED BY EC NOTIFIED BODY N° 0318

PLACE & DATE OF FIRST ISSUL MILANO - JANUARY 2004

PLACE & DATE OF CURRENT SESTO SAN GIOVANNI (MI) - DECEMBER 2013
EMISSION | |
SIGNATURE T

Legal Representative

Dir.ssa Fiorenza Scozzesi iy
I/ el

12/2013

DIA.PRO Diagnaostic Bioprobes S.r..
Sede legale o fah.: Via G.Carducci, 27 — 20099 Seslo S.Giovanni (M) - italia
Tef +39 02 2700716 1/6450 « Fax +39 02 26007726 » hitp:Awww.diapro.il » E-mail: info@diapro.it
Capitale sociale E53.000,00 1 V. — P IVA: 11924860159 - Reg. Imp 11924660159 — REA 1509959
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B2 | Declaration of Con B
‘ rg Monobind Inc. | Page: 1 of &

DECLARATION OF CONFORMITY

1) Manufacturer (vame, departmens): Monobind Inc.

Address: 100 North Pointe, LAKE FOREST, CA 92630. UNITED STATES
and

2) European authorized representative: CEpartnerdU BV,

Address: ESDOORNLAAN 13, 3351DB MAARN, THE NETHERLANDS;

(on product labels printed as:
CEpartnerdl) , ESDOORNLAAN 13, 3851DB MAARN, THE NETHERLANDS. www.cepartnerdu.eu)

3) Product(s) (rame, type or modaibateh numbar, sie. ).

i Immunoass?y products;
ELISA,
CLIA, |
Control,

| Instruments (see appendix)

4) The product(s) described above is in conformity with:

Title Document No. |

In vitro Diagnostic Medical Devices Directive _BBHQIEC |

5) Additional information contermity procedure, Notified Body, CE certificate, Registration or., elc.}.

Conformity assessment procedure for CE marking: fn vitro Diagnostic Medical Device Directive,
Annex llI
Registration nr. : NL- CA002-22758 and NL- CA002-22762

AsShakla

Tony Shatola; QA Director, Monobind Inc.

Lake Forest, USA; 2013-09-16

{Place & date of issue (yyyy-mm-dd}) (rams; function sod signature of n}aui'.-.’a:rurzr.'

Olga Teéirlinck; Consultant, CEpartner4U BV

(Place & date of issue (yyyy-rm-dd)) (name; function and signature of authorized representative}

Maarn, NL; 2013-09-16

Declaration form: Standard ISO/AEC 17050-1:2010
vs, 2011-X
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Appendix

N S ures

Control

Date: 2013-08-16

ECMS code

First dafe of
CE-rriarking

Thyrold
. .T_otal Triidolhyronine (tT3) Test System ‘.?5436;} 12.04.01 0500 | Low | 2005-1 11_
. Free Triidothyranine (fT3) Test Stystem 1375-300 12,04,01.01.00 | Lew | 2005-11-11
| Thyrcxine (T4) Test System 205-300 275-300 12.04.01.07.00 | Low | 2005-11-11
[ Free Thyroxine (fT4) Tesl System 1325-300 1215300 12.04.01.02.00 | Lew | 2005-11-11
: Thyrolropin (TSH) Test System 3P6-300 A75-300 12.04.01.11.00 | Low 2005-11-11
Rapid TSH Test System BA25-300 BOTS-300 12.04.01.11.00 Lo 2010-06-29 |
| Ta-Uptake {T3U) Test System 525-300 575900 12.04.01.06.00 | Lew | 2005-11-1!
Thyroxine-Binding Globulin (TBG) Test Syslem 3525-300 35?&1-3@] 12,04,01.08.00 | Low 2005-11-11
[ Thyroglobulin {Tg) Tes! System . 2275300 | 2275300 12.04.01.08.00 | Low | 2005-11-11
. Total Thyroxine {{T4}, Tolat Triidothyronine {{T3)
& Thyroid Stimulating Hormone (TSH) Thyroid BO25-300 B0 5-300 12.04.01.01.00 | Lew | 20056-11-11
Panal (VAST) Tesl System
I Tatal Tridothyronine (T3 SBS) Test System B125-300 1 B175-300 12.04.01 61.00 i Low | 2010-06-29 |
. Total Thyroxine (IT4 SBS) Test System B225-300 B275-300 12.04.01.01.00 | Lo 2010-06-29
Free Thyroxine (fT4), Free Triiodolhyronine o
¢ (fT3) & Thyroid Stimulating Hormone Free T025-300 075300 12.04.01.01.00 | Low | 2010-06-29
. Thyroid Panel (VAST) Test Syslem
Keonatal Thyrald & Gonetics | THE
Neonatal TSH (N-TSH) Tesl System 3425300 | 3475300 12.04.01.80.00 | Law | 2005-11-1)
‘ Neonalal (N-T4) Thyroxine Test System 2825-300 IGTE-:’I-I:]I."J 12.04.01.12.00 Lerw 2005-11-11
MNeonatal 170QHP (N-170HP) Test System Eé?ﬁ-?.\"lf]_ BE75-300 12.05.01.07 Low 2008-02-01
| Necnatal TEG (N-TBG) Test System BY28-300 BE7E-300 12,04.01.09.00 | Law | 20130818 |
Autolmmiuna Thyrold |
Anti-Thyroglobulin (Anti-Tg) Test System 1I',|2-5--33'-II 107E-300 I _| 12,10.03.04.00 | Lenw 2005-11-11 |
I Anti-Thyroperoxidase (Anti-TPO) Test Systemn 1125-304 1175:300 1 12,10.03.01.00 Lﬂ'r'- 2005-11-11 I
Fertility & Prenstal
Luteinizing Hormone (L.—ETesi Systemn T EE;:’,EE G75-300 12.05.01.05.00 Lo 2005-11-1 i_i
Folicle Stimulaling Horrmone (FSH) Test System 425300 4TE-300 12.05.01.04.00 | Low | 2005-11-11 |
[ Prolactin Hormone (PRL) Test System || 725300 175300 | 12.05.01.08.00 | Law | 20051111 !
':}I_I:I:rr::” PRGN SeRnI R T B25-330 BOTE-300 12.05.01.08.00 Law | 2005-11-11
g;;tuen%an Chorienic Gonadotropin (hCG) Test 825-300 B75-300 12.05.02.05.00 | Law | 005111 1
e e Rl e Bgzs-300 | BE7S-300 12.05.02.05.00 | Low | 20130815
Rapid 8-Human Chorionic Gonadotropin (Rapid | 3325-300 ] 12.05.02.0500 | Low | 2005-11-11




% | Monobind Inc.

Dectlaration of Conformity
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Page: 3of 5

et

-HCG) Test Systam i
Human Charionic Gonadotropin (RCG) , Human N i
hrsoln (PR Huon Leniarg fomons | gasn | sarsao 120501900 | Law | 20080824

| Fertility Panel (VAST) Test System |
Alpha-Feloprolein {AFF), Human Chorionic |
Gonadotropin { hCG ), Unconjugated Estio! (u- BEI5-300 8575300 12.05.01.80.00 | Low L010-06-29
E3) Triple Screen {(VAST) Test System
;fi%”;_g%ﬁif%?g:gg}p'asma Protein - A 7925300 | 7975300 1205021040 | L | SNB001A: |

| | |

Staraid ! { |
Cortizol Test System 3&:{5-3% 3675300 12.06.02.04.00 | Low 20091111

| DHEA-S Test System 51 25-300 5175300 | 12.05:01.02.00 | Low | 2010-06-29 :

| Dehydroepiandrosterone (DHEA} Test System __'hi?.'i-jnu T4TH300 12.06.01.02.00 | Low | 201 1-08-21

| Estradicl (E2) Tesl System 4525-300 4875-300 | 12.05.01.03.00 | Low | 2010-06-28

| Unconjugated Eslial {u-E3) Test System T 5025300 | 5075300 | 12.06.02.02.00 | Low | 2010082

[ Progesterone Test Sysiem 2825300 | 4875300 | 12.05.01.06.00 | Low | 2010-08-20
:-:_:::?:-,::,rmm!n Birdmg Glotulin (SHEG) Test H1 25500 5175-300 12.05.01.00.00 | Low 26130815

| Testosterore Test Systam - (| :ﬁ'.’éi&l](l ATTE-300 12,05.01.10.00 | Low 2007-11-0 I_

I Fre; Testosterone Test System 5325-300 5375300 12,05.01.10.00 | Law ) Ef_'lh'CI_-.Iﬁi
17a-0H Progesterone Test System 5325-300 B2TE-300 12.,05.01.07.00 Law 2010-08-20

I 17a-OH Progesterone - S| Test System G925-300 BETE-300 12,05.01.07.00 | Law | 2010-10-18
Growth & Bone Metabolism

| Growth Hormone (hGH) Test System T 1125300 | 1775300 12.06,0402.00 | Low | 2005-11-11 |
Farathyroid Hormone (PTH) Test Systemn §225-200 8275300 i 12,06.03.13.00 | Low 201 1-3!".'-2"5__.
R R e L 7125300 | 77500 1206031000 | Low | 2011-08-25
Diabetos:
Insulin Test System 3425000 | 2475-300 12.06.01.03.00 | Low | 2005-11-11 |
Rapid Insulin Test System 5325300 12.06.01.03.00 | Lew | 2010-06-29
C-Pepiide Test System | zizsano | z77s-aon | 12.06.01.01.00 | Low | 2005-11-11

| Insubin - C-Paptide (VAST) | 735300 | 7a7ss00 12.06.01.03.00 | Low | 20051111
Cardiac Markers

[ CK-MB Test System 2425300 | 2075300 © [1213.01.02.00 | Low | 2005-11-11

I Tropaﬂn L {cTnl) Test System 3825-300 3BTE-3H i2.13.01.07.00 | Low | 2005-11-11 |

: Digoxin (DI} Test System ap5-a00 g75-300 12.08.01.01.00 | Low | 2005-11-11 |

| High Sensilivity CRP (hs-CRP) Test System 1125-300 3176-300 12.13.01.90.00 | Low [ 2005-11-11

| Myoglabin Test System 3925300 | 2275300 [ 12.13.01.05.00 | Low | 2005-11-11 |
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'Monobind Inc.

frarmn
ftemmd QSure® :. r,..
ASHLM | EDIS cods

Cartrod ant

Infectious Diseases

Anti-H, Pylori 1QGE System 1426-300 147R-300 15.01.04.03.00 I:;_m-r 2005-11-11
Anti-H. Pylori IgM Tesl Syslem 1525-300 1575300 15.01,04.03.00 | Low | 20051 1;1 1_.
Anti-H. Pylori 1gA Tesl System 1825-300 1675-300 ) 15.01.04.03.00 | Low | 2005-11-11
Cancar Markars i

| Alpha-Fetoprotein (AFP) Test System 1925-300 | 1975-300 | 12.03.80.01.00 | Low [ 2005-11-11

| CA-125 Test System 3026800 | 3075300 | 12,03.01.06.00 | Low | 2005-11-11
CA 15-3 Test Syslem BH2B-340 5:‘;?5-30[:' . 12.03,01.02.00 Lew 2['1['-05—?":'! ]

. CA -19-9 Tesl System 3925-300 gy 5—555 | 12.03.01.03.00 ] Low 2005-11-11
Carcincembryonic Antigen (CEA} Test System 1825-300 1875300 12.03.01.31.00 | Low 20053-11-11 |
Nex! Generation Carcinoembryonic Antigen | ag25-300 AGTE-300 12.03.01.31.00 | Low | 20io-cesn

{CEA] Test Syslem

| (fBhCG) Test Syslem
Allergy & Anemia

Free B-Subunit Human Chaorionic Gonadolropin BaE aAD J07E-300 12.03.04.90.00 | Lew | 2005-11-11

Ferritin Test System 2625-300 2875-300 | 12.07.01.02.00 Lo 2005-11-11
Folate Test System TH25-300 TSTE-300 12.07.01.03.00 | Low | Z010-0B-29 |
; Immunoglobulin E (IgE) Tesl Syslem | 2525-300 | 2575-300 12,02.01.02.00 | Low 2005-11-11
é!:;_r;:x:”in Soluble Receptor [sTR) Test BRZ5-300 BET5-300 12.07.01.06.00 | Low | 2010-06-29
I Vitamin B-12 (B12) Test System THB25-300 : ?6?5-3}?.“ 12.07.02.04.00 | Low .'EI_HH.’-.EI 26 |
! Folate, Vitamin B-12 (VAST) Test System TA25-300 [ TETE-300 12.07 01.00.00 Lo 2013-00-16
j Misceflaneous Controls | i | |
. Anti-Thyroglobulin (Anti-Tg), Anti-
Thyroperoxidase (Anli-TPC} Control — Posilive AT 12.50.01.16.00 | Low 2010-06-29
&Ncgative_ - B | ! |
High Level Fertilily Conlrol — Single Level —
Progesterone, Estradicl, Human Chorionic FC-300 12.50.01.16.00 | Low Z010-08-29
Ganadatropin
I Magrna\ antrol — Tri Level - Human Qho_rionic
Estriol | L. |
I Thyroglobulin (Tg) Control — Tr Level TiE-300 125;[01 16,00 | Lew | 2010-06-23
. H Pyleri IgG Control — Positive & Negative I HPy-A4G 3 [ 12.60.01.16.00 = Low EE'-L-EB-E_.
'H Pylori tgi Control — Positive & Negative '.'il_."}'-lg'-*.—E[f‘U 12.50.01.16.00 | Lew | 2013-09-16
| H. Pylori IgA Conirol - Fositive & Negative | HPy-1gA-300 1250.01.16.00 | Low | 2013-09-16 |
' [Qag?id Binding Globulin (TBG) Conlrol — Tri- TBGa00 12.50.01 18.00 | Low | 20830918
i Miscellaneous Instruments |
Autoplex ELISA & CLIA Analyzer ) ._INEII'J-E 21.02.10.01 Lo 2010-06-29
Autoplex G;neranon 2 ELISA & CLIA Analyzer IMO0E-2 | 21.02.10.01 L
dimad SLA Aralizag o ‘ M0G0 21.02.10.01 B _Lﬂ'.l'.: 2008-08-24 |
eo-Lumax OLIA Analyzer = | | moto [ 21021001 | Low | 201105z
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Tisk of dlate of
EOMS coda | ek iret date o

Clags  CE-manking

Impuise 2 CLIA Analyrer INDOS 21.02.10.01 Lo 2006-08-24
.I--nuw: FCLIA Analyzer INOOT 21 .’l;‘f..ﬁ].m Lo 2010-06-29

| Lutnax08 CLIA Analyzar | 004 | 21021001 | Low | Z007-00-071
"LuMatic CLIA Analyzer - INUOE | 21,02.10.01 | Low | 2011-08-26
Eldiex 3.8 ELISA Analyzar MO0 21,02.10.01 Liwi 20:07-08-10
| Weo-Eldex ELISA, Anslzyer - NDOD | 21.0210.01 | Low | 2011-08-28

Prishate ELISA Analyzer i _INEI"lf:I 21021001 Lo 2013-08-1 i"'.h_ .
IN-I]DE 2102001 Low 201 0-0F-24

Plaln Washer Mieroplats Washer
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Monobind, Inc.

: MEDICAL
S QUALITY DEVICES
;IS0 96013008 ¢ 158 13485 7002
* NSALCeslified - NSAI Certified

DECLARATION OF CONFORMITY

Product Family TOTAL AND FREE PROSTATE SPECIFIC ANTIGEN (PSA and FPSA)

| Specific Product Details

Product Description Item # tem # 'EDMS Code GMDN | GMDN | Risk Class 1
ELISA CLIA ELISA | CLIA |

. | _&:de Code i

Total PSA Immunoassay '2125-300 | 2175-300  12.03.01.32.00 | 54664 | 54665 | High/List8 |
Free PSA Immunoassay 2325-300 | 2375-300  12.03.01.33.00 | 54668 | 54669 | High/ListB |
Cancer VAST Immunoassay | 8425-300 | 8475-300 | 12.03.01.32.00 | 54664 | 54665 | High/ListB |
Multi Ligand Control ML-300 | ML-300 | 12.03.01.32.00 | 38207 | 38207 | High/ListB |

Manufacturer

Name
Address
Country

Representative

Name
Address
Country
Telephone

Notified Body
Name

Body ID Number
CE Cert #
Registration #

Moncbind Inc.
100 North Pointe, Lake Forest, CA 92630
United States

CEpartner4U BV,

Esdoornlaan 13, 3951DB Maarn
The Netherlands

+31 (0)6 — 516.536.26

NSAI

0050

304.1006
NL-CAD02-2011-23306

Means of Conformity

Monobind Inc. declares that the product listed is in conformity with the Annex IV, IVD Type List B essential

requirements and provisions of Council Directive:
And Is in conformance with the fallowing standards:

EN 13612—2002 EN 9§0-2008
IS0 18113:2009 EN 13641:2002

Under the principlas of ISO 13485:2003

Signature

Monobind Inc.

FShabla

Tony Shatola

Place and date
Signature

Name

o 1% North Pointe Drive
Lake Forest, California 92630 USA

98/79/EC

ISO 14971:2009
EN 13640:2002

Cctober 28, 2011

Title

QA Director

Phone: +1.949.951.2665
Fax: +1.949.951.3539

www.monobind.com
info@monohind.com



VET FOR _ | AQO Vector-Best B Rev. 01

vBE/S/TA

[:C Declaration of conformity

EIA-1-17 Page 1 of 3

EC DECLARATION OF CONFORMITY

AO Vector-Best hereby ensures under own responsibility and declares that the products listed
on pages 2-3 are in conformity with applicable provisions and fulfill the essential requirements
of Annex | Directive 98/T9/EC of 27 October 1998 regarding in vitro diagnostic medical devices.

Classification of products:
Other devices (all devices except Annex Il and self-testing devices)

Harmonized standards applied:

EN 1SO 18113-1:2011; EN 150 18113-2:2011 (In vitro diagnostic medical devices. information
supplied by the manufacturer (labelling). Terms, definitions and general requirements. In vitro
diagnostic reagents for professional use); EN I1SO 15223-1:2012 (Symbols to be used with medical
device labels, labelling and information to be supplied); EN 1SO 13485:2012+AC:2012 (Medical
devices. Quality management systems. Requirements for regulatory purposes); EN 13612:2002
(Performance evaluation of in vitro diagnostic medical devices); EN 23640:2013 (In vitro diagnostic
medical devices. Evaluation of stabliity of in vitro diagnostic reagents); EN 13641:2002 (Elimination or
reduction of risk of infection related to in vitro diagnostic reagents), EN SO 14971:2012 (Medical
devices. Application of risk management to medical devices).

Conformity assessment procedure:
Annex 11l (not including section &)

Manufacturer:

AQ Vector-Best
Address: 630559, Koltsovo, Novasibirsk Region, Research and Production area, building 36, office
211, Russian Federation, tel. +7 (383) 336-73-46, tel./fax +7 (383) 332-67-49

European authorized representative:
Bioron GmbH
Address: Rheinhorststr. 18, D-87071 Ludwigshafen, Germany, tel.: +49 (0) 621 5720 915, fax: +49 (0}

621 5720 916

Date: 2017/10/16 YA Murat Khusainov
EICIFA o] 7 X L d General Director AO Vector-Best

Valid until: 2022/07/03



AO Vector-Best Rev. 01

‘Pepsinogen 2-EIA-BEST

| pepsinogen 2 concentration in blood serum

VECTOR
) larati y 1
ﬁ E/E _7—")‘ EC Declaration of conformity Page 2 of 3
EIA-1-17
'No Product name Identification data REF
' Enzyme immunoassay kit for the qualitative and
1 Vectohep A-1gG A S - -
. PAg quantitative determination of 1gG to hepatitis A virus D-0362
Enzyme immunoassay kit for the quantitative and
2 |VectoMeastes-1gG qualitative determination of IgG to measles virus in| D-1356
blood serum (plasma) .
| Enzyme immunoassay Kit for the detection of IgM to |
3. M - L
VectoMeasles-lgM measles virus in blood serum (plasmaj) e | D-1358
4. |Rotavirus-antigen-EIA-BEST Enzyme immuncassay kit for the detection of| o a5
human rotavirus antigen
. . Enzyme immunoassay kit for the detection of
5. - -EIA-BE -
_..Adenowrus antigen EIA-BEST human adenovirus antigen _D 1654 |
Enzyme immunoassay kit for the detection of IgG to
6. |VectoEBV-NA-IgG nuclear antigen of Epstein-Barr virus in blood serum | D-2170
(plasma)
Enzyme immunocassay kit for the detection of IgG to
7. |VectoEBV-EA-IgG early antigens of Epstein-Barr virus in blood serum | D-2172
. {plasma)
Enzyme immunoassay kit for the detection of IgM to
8 | VectoEBV-VCA-IgM viral capsid antigen of Epstein-Barr virus in blood| D-2178
= serum (plasma)
9 |VectoMumps-igG Enzyme immunoassay kit for the detection of igG to D-2602
mumps virus in blood serum (plasma)
Enzyme immunoassay kit for the detection of IgM to |
._10'_ ie_CtOML'mps'lgM mumps virus in blood serum (plasma) o
ElAL Enzyme immunoassay kit for the detection of IgG to i
, 1, _Toxocara—lgG EIA-BEST Toxocara antigens in blood serum (plasma) DaZiise
o ) Enzyme immunoassay kit for the detection of IgG to )
; o) WU ey oo Trichinella antigens in blood serum (plasma) D-3152
13 Yersinia-lgG-EIA-BEST Enzyme immunoassay k_it lforlthe detection of IgG to | D-3202
' causative agents of yersiniosis B
' 14 Yersinia-lgA-EIA-BEST Enzyme immunoassay kit for the detection of IgA to D-3204
L causative agents of yersiniosis |
15 Yersinia-IgM-EIA-BEST | Enzyme immunoassay kit for the detection of IgM to | D-3208
1l causative agents of yersiniosis |
Enzyme immunoassay kit for the detection of IgG to |
16. | Echinococcus-lgG-EIA-BEST | Echinococcus granulosus antigens in blood serum  D-3358
| {plasma)
' | Enzyme immunoassay kit for the detection of I1gG to
17. | Ascaris-lgG-EIA-BEST Ascaris lumbricoides antigens in blood serum — D-3452
!  (plasma) |
' : Enzyme immunoassay kit for the quantitative
18. IBgéé'l_}ransgIutammase-EIA— determination of IgA to tissue transglutaminase in| D-3758
blood serum (plasma)
. Enzyme immunoassay kit for the quantitatwel
‘19 EEGS-'_I'rransgIutammase-EI.A- determination of 1gG to tissue transglutaminase in|  D-3760
bicod serum (plasma) |
. Enzyme immunoassay kit for the determination of ]
20. | Pepsinagen 1-EIA-BEST pepsinogen 1 concentration in blood serum B-7eR
r21 Enzyme immunoassay kit for the determination of | 5 450,
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| Enzyme immunoassay kit for the detection of IgG to

22, VeCtOHanta_'IEE Hantavirus in blood serum (plasma) _ D-4902
) Enzyme immunoassay kit for the detection of IgM to

23. | VectoHanta-ight Hantavir_;.:s in blood serum (plasma) D-4804
. | Enzyme immunoassay kit for the detection of IgM to

24. | VectoNile-Ig! West Nile Virus in blood serum (plasma) D-5150

e Enzyme immunocassay kit for the detection of IgG to )

_25 Y‘f’to_N'_le lgi West Nile Vjrus in blood serum (plasmay) BESH52
' Enzyme immunoassay kit for the determination of

26. VectoNile-lgG-avidity avidity index of 1gG to West Nile Virus in blood| D-5154

serum gplasma)




LORNE LABORATORIES LTD.
GREAT BRITAIN

SYPHILIS SEROLOGY KIT
DIRECTIONS FOR USE

———

RPR CARBON KIT: For Detection Of Syphilis.

SUMMARY

At one lime, syphilis was a major medical disease with a host of
different manifestations transmitted primarily thraugh sexual contact.
The advent of penicillin in 1943 changed this. The eticlogic agent of
syphilis is Treponema paliidum, a spiral hacterium (spirochete). The
spirochete causes some damage o the heart and) the liver, releasing
some tissue fragments. The patient's immune | system produces
antibodies, called reagins, against these fragmenls. There are two
differenl techniques for the detection of syphilis. TPHA tests, which
detect antibodies to Treponemal pallidum, amd non-treponemal
serologic tests, which detect Reagin in infected paapla.

PRINCIPLE

When used by the recommended lechnigues| the reagent will
agglutinate {clump) in the presence of r=agin, No agglutination
usually indicates the absence of reagin (see Limitations).

KIT DESCRIPTION

Lorne RPR Carbon Kit is a non-treponemal =swiolaglc test for lhe
detection of syphilis. The RPR Carbon Anfigén contains micro
particulate carban, which aids in the micrazcopic reading of results.
All the reagents are supplied at optimum dilutign for use with all
recommended techniques without the need for further dilution or
addition. For lot reference number and expiry dais see Vial Labels.

STORAGE

Dao not freeze. Reagent vials should be stored at :2 - 8°C on receipt.
Prolonged storage at temperatures outside this risnge may result in
accelerated less of reagent reactivity.

SPECIMEN COLLECTION

Specimens should be drawn with or without Enticosguian| using an
aseptic phlebatomy technique. If tesling is dslayed specimens can
be stored at 2-8°C for 7 days or for up to 3 manthi at or below
—20°C, Specimens must be free from bacterial cartamination, fibrin,
haemolysis and lipaemia.

PRECAUTIONS

1. The kit is for in vitro diagnostic use only.

2. Do not use kit past expiration date (see Vial ane Box Labels).

3. Protective clothing should be worn when handiing the reagents,
such as disposable gloves and a laboratory goat

4. No known tesis can guarantee products derivad from human or

animal sources are free from infectious agants. Care must be

taken in the use and disposal of each vial and its conlentls.

RPR Positive Control: H319 - Causes senous eye imitation.

Follow the precautionary staternent given in tha SDS.

(=1}

DISPOSAL OF KIT REAGENT AND DEALING WITH SPILLAGES

For information on disposal of kit reagent and dacontamination of a
spillage site see Material Safety Data Sheets, availabls on request.

CONTROLS AND ADVICE

1, Itis recommended the RPR Positive and MNagative Controls be
tested in parallel with each batch of lests. Tests must be
considered invalid if controls do not show expedtad results.
Shake all the reagents welt before use to ungura homogeneity.
Do not inferchange components between differant kits.

The circles on the agglutination cards. should never be touched

with fingers, as this may invalidate \he lest results.

5  Use of kit and interpretation of results miust be carried out by
properly trained and qualified personnel in gecordance with the
requirements of country where reagents are I use.

@ The user must the determine suitability of the kit for use in
other techniques

B

Document reference number: PI044A

Document issue number: 4/01/2017

KIT COMPONENTS PROVIDED

1) RPR Carbon Antigen (Red Label): Carbon parlicles coated with
a lipid complex (cardiclipin, lecithin and choleslerol) in
phosphate buffer 20 mmol/L, pH 7.0 containing a preservative

2} RPR Positive Control (Red cap): Artificial serum with reagin
titer = 1/4.

3) RPR Negative Confrol {Blue cap): Animal serum containing a
preservative

4) Dispensing bottle {1 x 2 ml).

5) Dispensing Needle (x1).

6) Disposable agglutination slides.

7) Plastic stirrers.

MATERIALS AND EQUIPMENT NOT SUPPLIED

a) Pipette capable of accurately delivering 50 i
b) Mechanical rotating table capable of rotating at 80-100 rpm.
¢) 9 g/L saline sclution.

QUALITATIVE TECHNIQUE

1. Allow the reagentis and samples to reach room temperature. The
sensitivity of the test may be reduced at low temperatures.

2. Place 50 pL of the sample and one drop of each Positive and
Negative controls into separate circles on the slide test.

3. Swirl the RPR-carbon reagent gently before using. Invert the
dropper assembly and press gently to remove air bubbles from
the micropipetie.

4. Place the micropipette in a vertical position and perpendicular to
the slide, and add one drop (20 pL) of this reagent next to the
samples to be lested.

5. Mix the drops with a stirrer, spreading them over lhe entire
surface of the circle. Use different stirrers for each sample

6. Place the slide on a mechanical rotating table at 80-100 rp.m.
far 8 min. False positive results could appear if the test is read
after more than 8 minutes.

INTERPRETATION OF QUALITATIVE RESULTS

1. Reactive: Visible agglutination (medium to large clumps)
constitutes a positive result and within the accepted limitations
of the test procedure, indicates the presence of reagin

2.  Weak-Reactive: Weak agglutination (small clumps) around the
periphery of the test area constitules a weak positive result and
within the accepted limitations of the test procedure, indicates
the presence of reagin.

3. Negative: No agglutination constitutes a negative result anc
within the accepted limitations of the test procedure, indicates
the absence of reagin.

SEM! QUANTITATIVE TECHNIQUE

1. The semi-guantitative test can be performed in the same way
as the quanlitative lechnigue using dilutions of the serum in 9
g/L saline solution.

2. Make doubling dilutions of specimen as follows:

Dilution Serum Saline
1/2 100 ul undiluted serum 100 pl
1/4 100 pl 112 diluted serum 100 pl

1B 100 pl 1/4 diluted serum | 100 yl
116 100 1l 1/8 diluted serum 100 pl

3. Test the specimen dilutions in the same way as for lhe
quantitative technique above,
4. Read the test and note the last positive dilution series.

STABILITY OF THE REACTIONS

Slide tests shauld be interpreted straight after the B-minute rotating
period to avoid the possibility that a negative resuit may be
incorrectly interpreted as positive due to drying of the reagent

Page 1 of 2



LIMITATIONS

1

RPR carbon test is non-specific for syphilis. All Reactive

samples should be retested with trepanemic methods such as

TPHA and FTA-Abs to confirm the resulis.

A Non Reactive result by itself does not exolude a diagnosis of

syphilis. Clinical diagnosis should not be mate on findings of a

single test resuli, but should integrate Dath clinical and

iaboratary data.

False positive resulis have been reported in diseases such as

infectious mononucleosis, viral prieumonia, toxoplasmosis,

pregnancy and autoimmune diseases. |

Bilirubin (s 20 mg/dL), hemoglobin (< 10 g/L) and lipids (s 10

g/L), do not interfere. Rheumatoid factors (= 300 [U/mL),

interfere. Other substances may interfere®,

False positive or hegative results may also oocur due {o:

a) Not expelling air from end of needle

b) Not maintaining dispensing botile and neadle in a vertical
pesition when dispensing the antigen.

¢) When transferring the specimen from the collecting tube
some of the specimen being drawn up In to the teat

d) Contamination of test materials

e) Improper storage of test materials or pmission of reagents

fy  Deviation from the recommended technigueas

SPECIFIC PERFORMANCE CHARACTERISTICS

1.

The kit has been characterised by @il the procedures
mentioned in the Recommended Technigues.

2. Prior to release, each lot of Lome RPR Syphilis Kit is tested by
the Recommended Technlques to ensure guitabis reactivity.

3. The reagent sensitivity is calibrated agdinst the "Human
Reactive Serum” from the CDC (Centres for Disease Control)
and comparable to the RPR reagent from Becton Dickinson.

4. Prozone effect: No prozcne effect was datsctsd up to titers
=1/128.

5 Diagnostic sensitivity: 100%

6. Diagnostic specificity: 100 %.

DISCLAIMER

1. The user is responsible for the perfarmance of the kit by any
method other than those mentioned in the Recommended
Techniques.

2 Any deviations should be validated prior to use using
established laboratory procedures.
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Public Health Association 1990: 1-192.

4 Joseph Earle Moore et al. Gastrointestinal Haemarrhaga 1952,
150(5): 467-473.

5  Young DS. Effects of drugs on clinical labariatory test, 4th ed.

AACC Press, 1985,

AVAILAELE KIT SIZES

Kit Size Catalogue Number
150 Tesls Per Kit 044150A
500 Tesls Per Kit 044500A

For the availability of other sizes, please contact:

Lorne Laboratories Limited

Unit 1 Cutbush Park Industrial Estate
Danehill

Lower Earley

Berkshire, RG6 4UT

England

Tel; +44 {0) 118 921 2264

Fax +44 (0) 118 986 4518

E-mail: info@lomelabs.com

Document reference number: P1044A
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DECLARATION OF CONFORMITY

PRODUCT IDENTIFICATION

Product name 'Catalogue number
RPR Carbon kit 044150A
044500A
MANUFACTURER
Name Lorne Laboratories
Address Unit 1 Cutbush Park Industrial Estate
Danehill

Lower Earley
Berks, RG6 4UT

Country United Kingdom

MEANS OF CONFORMITY
| hereby declare that the products listed above comply with the essential
requirements and provisions of Directive 98/79/EC of the European
Parliament and of the Council (also SI 2002 No.618 which transposes the
requirements of Direclive 98/79/EC).

This declaration is valid from 17 May 2015.

T

Eddy Velthuis
Technical Director

Lerne Laboratories Limited Tel: +44 (0) 118 921 2264
[ %) Unit 1 Cutbush Park Industrial Estate | Fax:+44 (0) 118986 4518
@s V Danehill, Lower Earley | Email: info@lornelabs com
s E Berkshire RGG 4UT United Kingdom | wwuw.lernelabs.com

File Kip xig241

150 13485:4003: 150 9001:200H Registered office as above Registered in England No, 04540757 VAT No. 80 3655 66
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Comrmercializzazione di prodotti del Gruppe: kit diagnostici,
terreni di coltura per micrabiologia, articoli in plastica per laboratorio analisi,
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® KABEL

LABORTECHNIK

EG-KONFORMITATSERKLARUNG - EC DECLARATION OF CONFORMITY

KABE LABORTECHNIK GmbH

Name und Adresse des Herstellers: Jagerhofstrafie 17

Name and address of the manufaciurer: 51588 NUmbrecht-Elsenroth
Deutschland | Germany

Wir erkldren in alleiniger Verantworiung, dass die In-VitrorDiagnostika der Produktgruppe /
We declare under our sole respansibility that the in-vitro-diagnostica of product group

kapillare Blutentnahmesysteme capiliary blood collection systems
« Kapillarblutentnahmesystem (GK) .« capillary blood collection system (GK)
« kapiilare Probenbehilinisse . » capillary sample containers
« Blutgaskapillaren (BK) « blood gas capiliaries (BK)
» Hamatokritkapillaren (HK) « haematocrit capillaries (HK)
« end-to-end Kapillaren (EK) » end-to-end capillaries (EK)

1 der Kiasse / of class Andere IVD-Produkte
\ Other IVD-devices

den einschldgigen Baestimmungen der IVD-Richflinie 88/79/EG und deren Umsetzungen in nationale Geselze
enlspricht. Die Konformitatsarklrung gilt for die durch dig KABE LABORTECHNIK GmbH freigegebenen Chargen.

meets the provisions of the directivié 98/79/EEC and its transpositions in national laws which apply to it. This declaration
is valid for the batches released by KABE LABORTECHNIK GmbH.

KonformilBlsbewarlungsverdanren) :Richtlinie 88/79/EWG Anhang lil
Confarmity assessment procedura; - Directive 98/79/EEC Annex 11l

KABE LABORTECHNIK Gmbh
Jagerhofstralte 17

—= n- ht-Efsenroth
Numbrechi-Elsenroth, 21.03.2013 ,/ﬁ% 5 %?}8_ ’:I-P m?fﬁia / 59R

Arndré Kolpe, Geschafsfthrer / Managing director

Konformitaetsarklaerung_IVD_PG2B.doc
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CERTIFICATO N° 505SGQ03

CERTIFICATE N° 50556003

Si certifica che il
this is to certify that

Sistema di Gestione per la Qualita

Quaiity Management System

messo in atto da
implemented by

NUOVA APTACAS.r.l.
Via Monte Bianco, 4 — T 20900 MONZA (MB)

nella Sede Qperativa di
Operative Unit

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

& conforme alla norma
Is.in compliance with the standard

UNI EN ISO 9001-2015 (ISO 9001=2015})

per i seguenti Processi
concering the following kinds of Processes

Gestione della fabbricazione ed 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.
Commercializzazione di articoli da laboratorio
Manag _}ement of the manufacturing andl placing on the market of sterife tampons for sampling of biclogical specimens

in natural orifice and in surgical field, Design and manufacturing of diagnostic medical devices for laboratories
of analysis. Marketing of medical and diagriostic devices in vitro, Marketing of laboratory articles,

Il presente Certificato & soggetto 4! rispetto delle condiziani stabilite dai Regotamenti per la certiflcazione in vigore applicabili
This Certificate shalliisfy the requirements establched in the Rules far the cetf catan in farce applicalite.
In caso di discordanza tra le lingue wilzzate nalla traduriane del cantsnutn del presente certificato, fase riferimento alla lingua italiana
In cases of discrepancy between i languaiser urectin the. raneditien of e contmid af bive cevpficane, plere nfer 5 i e bnpame

L'AMMINISTRATORE DELEGATQ
MANACGING DR TOR

W . on

br. Ina..Roberto Cusalito

Data di Prima Emissione | - Data di Prima Enjissione [TALCERT Data di Rinnovo Data di Scadenza
First Jssue Date First Issye Dape JVALCERT Renewal Date Expiration Date
1998-07-23 20viH10-30 2017-10-3C 2020-10-29

Settore IAF 14 - 29

ACCREDIA N

LAIYE S840 ) ACEBEENTAR LS [T

SGGN®023A  PAD NT 132D

S H* 0200 ISP W+ 075E

PRS N 0O7C
Membro dagl) Accordl 41 Mulug Ricoroschnanla B, TAF s [LAC
Signatory of BA, IAF apd HAL Mulual Recognition Agreemens

ITALCERT S,r.1, | Viale Sarca, 336 - 20126 hiltana (MY) | tel. +39 0266104876 | fax. +39 0266101479 | www.italcert.it | ltalcertsri@legalmail it



		2019-03-13T09:15:44+0200
	avizat




