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Certificate No. 2046-11-2017 ‘
CERTIFICATE TO FOREIGN GOV!‘FHNMEN“I”

In otder to allow the importation of United States products into foreigq‘ countries | the U.G. Food and Drugy
Administration (FDA) certifies the following information concerning thf‘a product(s) to be exported listed below

I\ian%e of Product(s) Name of Mén_ufacturer/{)igtrihutor. Address
See |Attached List Mame of Manufactursr/Distributor

i MEDICA CORP,
(Twe Pages) 5 OAK PARK DERIVE

BEDFORD, MA USA M 730

The product(s) described above {(and the manufacturing/distrilbution géta(s) which produces/distributes it) 11 subject
to the jurisdiction of the FDA under the Federal Food, Drug, and Cosrpaetio Ast,

|
it is certified that the above produci{(s) may be marksted in, and legally exported from, the United States of
America at this time. The manufacturing plant(s) in which the product{s) is produced Is subject ta periodic
inspections. The last such inspeaction showed thal the plani(s), at thaﬂ[ime, appeared ¢ be in sudstantial
oomFlianT with current good manufacturing practice requirements for the product(s} listed above.
|

CAPT Sean M. Boyd, MPH, USPHS
Deputy Director for Regulatory Affairs
Office of Compliance

Center for Devices and Radiolagical Health
U.8. Food and Drug Adrministration, DHHS

i 0
This certificate is valid from November 13, 2017 to November 12, 2019,
|




Certificate No, 2046-11-2017 ‘

Cerlificate to Foreign Government - Name of Product(s) Attachment Page 1 of 2
Name of Manufacturer/Distributer

MEDICA CORP

5 OAK PARK DRIVE

BEGFORD, WA USA 01730

Cataiog #

2004 Easylyte Na/K Analyzer

2014 Easylyte Plus Nafk/Cl Analyzer

2015 EasyLyte Lithium Na/K/Li Analyzer

2018 Easylyte Caloum Na//CalpH Analyzer
2021 Easylyte NafK/Ci L Analyzer

2070 Easylyte EasySampler

2030 EgsyLys'e EXPAND Na/KiCICalll Analyzes

2004 EqsyLyte Na/k Analyzer

2014 Egsylvte Plus NalK/Cl Analyzer -
C2015  Egeylyte Lithium Na/KIL Analyzer
G206 EqsyLy’te Calcium Na/KiCalph Analyzer
L204a Ee?syLyte Plus Na/K/Cl Analyzer

L2015 Egsylyte Lithium Na/kiLi Analyzer
L2015 Easylyte Caloum NalK/CalpH Analyzer
L20m Egsyl.yte NalK/CILI Analyzer

2028 asylyte Nafl/CILI Solutions Pack. 400l
2026 E%syl.ym Na/K/CILT Solutions Pack $a0mi.
2104 Egsylyte NesK Solutions Pack. 400mi.
2120 EdsyLyte NafK Solutions Pack, 800mL.
2112 Egsylyte Na/IK/Gl Solutions Pack. 400msl
21 Easylyte Na/K/Cl Solutions Pack. 800ml.
2115 ﬁsﬁyte NafiJLi Solulions Pack] 400l

2122 Eq‘syLyEe Na/Kili Solutiens Packy 800mL
2814 Egsylyte Na/KiCa/pH Solutions Pack. 400mL

2123 EdsyLyle NalkiCalpH Solutions Pack. 880ml.
2124 Easylyle Nark/CICalli Solutions Pack Booml
L2028 Easylyle Na/K/CILI Selutions Pack. 400mL
12026 Easylyte Na/KICHL| Solutions Pack. 300mL
L2112 Egaylyle Na/RICI Solutions Pack, 400mi
L2121 Easylyte MallK/Cl Solutions Pack, 800mL
L2118 £ ;SyLyle Na/K/Li Solutions Pack; 400mt.
L2122 Easylyle Navk/Li Solutions Pack; 800m1,

L2114 Ea}syl. yte Na/K/Ca/pH Solulions Pack, 400mL
L2123 Easybyte NalkiCalpH Solutons Pack, 200mL

2074 Sarple Cup Relainer Ring

2075 Sample Tray

95 Eazylyte Maintenance Kit

2100 Easyl.yte Caleium Tubing Kit
2101 Eaiserym K+ Electrode

2102 Easybyla Na+ blaclrode :
2103 Ea%yluyte Reference Electrods |
2104 Easyl.yte Tubing Kit |
105 EakyLyle Quartesly Operating Kiy!
2106 EasylLyle Li+ Electrade

2407 Easylyte Sample Prabe

108 EasyLyie Solutions Valve

211 Urine Diluent {500mL)

2113 Easylyte Cl- Elecirode

2118 Daily Greaning Solution Kit

2150 Easyivie Ca++ Eleatrode

2151 Easylyle pH Electrods




Certificate No, 2046-11-2017
Certificate to Foreign Government - Name of Produci(s) Attachment Pgge 2 of 2

2152 Easylyte Disposable Reference Eleckroda
2257 EasylLyte Sample Detector

2258 EasylLyle Membrane Assembly -

2282 EasylLyta Capillary Adapler Cleaning Kit
2293 Capillary Tubes

2309 Wash Solluion (50mL.)

2323 Easylyte Probe Wipars (6 ot )

2492 EasyLyle Internal Filling Solution (125ml.)
2541 Easylyle Piinter Paper (3 rolls} |

2544 EasylLyte C Series Printer F’aperi (& rollg)
2571 Calcium Troubleshooting Kit |

2572 Tioublashooting Kit |

2577 Slandard Urine Solution (S0mL) |

2578 Red Test Dye Solution {50mL)

2590 Eosylyte Capilary Adapter Kit

2595 50041 Samople Cups (500 ot.)

2596 2ml. Sample Cups (500 ct)

19745 Anti-Evaporalion Caps (500 et}

2598 Easylyle Daily Cleaner Gup

2814 Bi-Level Quality Control Kit

2815 Tii-Level Qualily Control Kit |

2843 D:uahty Contral Sample Cups (Bd ct)
7118 Datly Rinse/Cleaning Solution Kij

~END OF PRODUCT LIST

\




/VEDICA

Medica Corporation

5 Oak Park Drive

Bedford, Massachusetts 01730
Tel 781 275 4892

| Fax 781 2756 2731

I
L wwmedacorgiomm

Prochucls For Health Care
|

\
Declaration of Conformity C€
Product Name: MobeIIType:

EasylLyte and accessories per attachment E%syLyte Na/K, Na/K/Cl, Na/K/Li, Na/K/CI/Li,
Na}/K/Ca/pH, Na/K/Cl/CalLi
EasyElectrolytes and accessories per attachment Ea}syEIeCtrolytes Na/K/Cl, Na/K/Li
‘ ‘ \
\
Manufacturer

wl Medica Corporation
5 Qak Park Drive, Bedford, Massachusetts, 01730, USA

Representative

Ec Rep| Emergo Europe, Prinsessegracht 20,
2514 AP The Hague, The Netherlands
Tel: +31 70 345 8570
Fax: +31 70 346 7299

Means o# Conformity
|

Medica Corporation declares that the products listed are covered by Annex lil of Directive 98/79/EC. These,pr_og@}a;;g‘r?rsgggi-certified

since they are for professional use only and are not listed on Annex If, List A or Annex II, List B of Directjvé:g8, J Aditgn they

are in conformity with the Annex |, “Essential Requirements” and provisions of council Directive 98179f§£€~‘f¢?ﬁ Vitro Diagh fﬁk

Medical Devices, Directive 2011/65/EU Restriction of Hazardous Substance in Electrical and Etectrosg;in;‘.‘-’&qﬁipmpm aq\cﬁ}ge! v\

corresponding national laws of the Member States. i . \'e

| |
Place anF Date: Bedford, Massachusetts, USA, March 30, 2017

\
Signature:

Vi

Name: Photios Makris, Ph.D.
Title:  Director of Regulatory Affairs




Easylyte Accessories
Catalog

No. Accessory EDMA Code
2004 Easylyte Na/K Analyzer 21071102
2014 Easylyte PlusNa/K/Cl Analyzer 21071102
2015 EasyLyte Lithium Na/K/Li Analyzer 21071102
2016 EasylLyte Calcium Na/K/Ca/pH Analyzer 21071102
2021 Easylyte Na/K/Cl/Li Analyzer 21071102
2030 FasylLyte EXPAND Analyzer, Na/K/Cl/Ca-Li 21071102
2070 Easylyte EasySampler 21071102
2101 Easylyte K+ Electrode 1104 0106
2102 Easylyte Na+ Electrode . 1104 01 07
2113 Easylyte Cl- Electrode 11040103
2106 EasylLyte Li+ Electrode 1104 0104
2150 Easylyte Ca++ Electrode 11040102
2151 EasylLyte pH Electrode 11703102
2152 Easylyte Disp{)sable Reference Electrode 11 04 04 01
2103 Easylyte Reference Flectrode 1104 04 01
2258 Easylyte Merﬂbrane Assembly 21071102
2120 EasyLyte Na/K 800 mi Solutions Pack 1104 04 02
2121 Easylyte Na/K/Cl 800mL Solutions Pack 11 04 04 02
2122 Easylyte Na/Kf/Li 800mL Solutions Pack 1104 04 Q2
2123 EasyLyte Na/K/Ca/pH 800mL Solutions Pack 1104 04 02
2028 EasylLyte Na/K/Cl/Li 400mL Solution Pack 140404 02
2109 EasylLyte Na/K 400mL Solutions Pack 1104 04 02
2112 Easylyte Na/K/Cl 400mL Solutions Pack 1104 04 02
2115 Easylyte Na/K/Li 400mL Solutions Pack 11040402
2114 EasyLyte Na/K/Ca/pH 400mL Sclutions Pack 1104 04 02
2026 Easylyte Na/K/Cl/Li 800mL Solution Pack 1104 04 02
2124 EasyLyte Na/K/Cl/Ca-Li 800! Solutions Pack 1104 04 02
2814 EasyQC Bi-Level Quality Control Kit 11500204
2815 EasyQC Tri-Level Quality Control Kit 115002 04
2843 Easylyte Quality Control Sample Cups (60) 21071102
2118 Daily Cleaning Solution Kit 11010127
2598 Easylyte Daily;Cleaner Cup 21,0?@1‘6’2’ ”‘«f, \
2108 Easylyte Solutions Valve /Z}\‘O}f[l 02 PR
2107 Easylyte Sample Probe / 121337 11,02 %
2257 Easylyte Sample Detector /i "-‘



Easylyte Accessories, contlnued

09
2111
2877

2323
25341
2595

2596
10745
2293
2590
2292
2578
2572
2571
2105
2095
2076
2074
7118
2544

2%34

C talog No. Accessory |
2

EasyLyte Tubing jKit

EasylLyte Calcium Tubing Kit

Easylyte lnterna:i Filling Solution (125mL}
EasylLyte Wash Sblution (50mL)

EasylLyte Urine D;iluent (500mL)

EasylLyte Standar;d Solution, Urine (50mL)
EasyLyte Probe Wipers (6)

EasyLyte Printer Paper (3 rolls)

Easylyte EasySampler Sample Cups, 500ul (500)
Easylyte Samplekups 2.0mL (500}
Anti-Evaporatior) Caps (500)

Easylyte Capillary Tubes

Easylyte Capillar;y Adaptor Kit

EasyLyte Capillary Adaptor Cleaning Kit
EasyLyte Red Dye Test Solution (50mL)
EasylLyte Troubleshooting Kit

EasyLyte Troubleshooting Kit (Na/K/Ca/pH and Na/K/CI/Li)
Easylyte Quarterly Operating Kit
Easylyte Maintenace Kit

Easylyte Samplei?ray

EasyLyte Sample|Cup Retainer Ring

Daily Rinse/Cleaning Solution Kit
EasyLyte C Serie§ Printer Paper (5 rolls)
Easylyte Barcod;la Reader Kit

EDMA Code

21071102
21071102
1104 04 90
11040490
1104 04 50
1104 04 90
21071102
21071102
21071102
21071102
21071102
21071102
21071102
21071102
11300111
21071102
21071102
21071102
21071102
21071102

?1,0?‘1‘3. 0.
/ \\l\. DERE 4

v
y"67 11 02

*i*

2N




EasyElectrolyte Accessories
Catalog No. Accessory

4002
4003
4102
4103
7205
7206
4203
4204
6204
4207
4301
2118
4402
4403
2814
2815
4405
4406
4404
4306
6504
6505
4506
4507
4508
7302
4522
4539
6518
6537
6520

EasyElectrolytes Na/K/Cl Analyzer

EasyElectrolytes Na/K/Li Analyzer

EasyElectrolyte Reagent Madule Na/K/Cl

EasyElectrolyte Reagent Madule Na/K/Li
EasyStat/EasyEléctrolyte Na Electrode
fasyStat/EasyElectrolyte K Electrode

EasyElectrolyte Cl Electrode

EasyElectrolyte i Electrode
EasyStat/EasyBloodGas/EasyElectrolyte Reference EI?ctrode
EasyElectrolyte Spacer Electrode
EasyElectrolyte Troubleshooting Kit

Daily Cleaning Solution Kit

Red Test Dye Solution

EasyElectrolyte Urine Diluent

EasyQC Bi-Level Quality Control Kit
EasyQC Tri-Level Quality Control Kit
EasyFlectrolyte Demonstration Kit, Na/K/Cl
EasyElectrolyte Demonstration Kit, Na/K/Li
EasyElectrolyte Capillary Tube Kit
EasyElectrolyte Sampler
EasyBloodGas/EasyElectrolyte Pump Tube
EasyStat/EasyBloodGas/EasyElectrolyte Printer Paper (5 rolls)
EasyElectrolyte Sensor Module

EasyElectrolyte Valve Module

Compression Plate |

Probe Wipers i
EasyElectrolyte Daily Cleaner Sample Cups ‘
EasyElectrolyte Sensor Module, Li

Serial Cable, 25-pin

Serial Cable, 9-pin

Barcode Reader Kit

EDMA Code
21071102
21071102
1104 0402
110404 02
1104 0107
11040106
11040103
1104 0104
1104 04 01
1104 01 90
21071102
11010127
11300111
1104 04 90
11500204
115002 04
2107 1102
21071102
21071102
21071102
21071102
21071102
21071102
21071102
21071102
21071102
21071102
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fA§<;A NTOR

PHERFORMANCE MATERIALS

Declaration of CE conformity

Avantor Performance Material‘s 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 lIl. 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 IVD Directive 98/79/EC but are subject

to self-registration.

Deventer, the Netherlands.

January 6, 2015

Dr. J. Mittendorf
QA & RA Manager
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ASIANTOR

HERFORMAMCE MMATERIALS

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

Page 2 of 4

Product no. ‘Product |Pack size 3416.0500 CyMet Brma 500 ml
3841,1000PE  |CyMet H12 CN Free 1 liter
Hematology Analyzer 3853.1000 CyMet H20 [ licer
2983 BeneSphera™ 3-part Diff 1 unit 3425.0500 CyMet KX CN Free 500 ml
Hematology Analyzer H32 2985.1000PE__ |CyMet LH 53 lier
Clinical Chemistry Analyzer 3489.1000PE__ |CyMet MBA 1 Ticer
2946 BeneSphera™ Clinical Chemistry 1 unit 3418.1000PE CyMet MD(D) |3 dieer
Analyzer C72 2084.1000PE  |CyMet MD(T) 53 I licer
Diluents 3488.0500PE  |CyMet MDD 500 ml
3961 Diluid 100 Plus 20 liter 3497.0500PE CyMet MH CN Free 500 ml
2990.9010PC | |Diluid™ 22 10 liter 3852.1000 CyMet Micto 1 licer
3954 Diluid 590 20 liter 3863.1000 CyMet Micro CN free 1. micros
3069 Diluid 610 20 liter 3441.0500PE__|CyMet Mindray 500 ml
3430.9020 Diluid Abacus 20 liter 3440.0500PE CyMet Mindray CN Free 500 ml
3430.9010 Diluid Abacus 10 liter 3484.1000PE__ |CyMet NR I I liter
3996 Diluid AC 900 20 liter 3486.1000PE | CyMet NR 111 CN Free I lircr
3476.9020PC | |Diluid APR 20 liter 3485.1000)PE__ |CyMet NR 'V 1 licer
3957 Diluid Azide free 20 liter 2088.5000PC  |CyMet Ruby CN Free 5 liter
2901.9010PC | [Diluid BS34 10 liter 3480.5000PC  |CyMet SF Baso 5L
3963 Diluid 11T Diff 20 liter 3481.5000PC__ |CyMet SF Diff | 51,
3963.9010 Diluid III Diff 10 liter 3482.0500PE  |CyMet SF Diff 2 500 m!
34599020 Diluid Erma 20 liter 3775.1000 CyMet ST 1600/2000 I Liter
3419.9020PC | |Diluid M5 20 liter 3759.5000 CyMet ST 1600/2000 CN fice 5 liter
3439.9020PC | |Diluid Mindray 20 liter 3759.1000 CyMet ST 1600/2000 CN frec 1 liter
3483.9020PC | |Diluid NR 20 liter 3788 CyMet STX/STL 1 liter
2987.9020PC Diluid Ruby 20 liter 3475.5000PC T.eucoLvse 5 liter
3832.9020 Diluid/Sheath 3200-4000 20 liter 2989.5000PC  |Leucolyse Ruby 5 liter
3976 Diluid ST 1600/2000 20 liter 3077 LyzerGlobin™ 500 ml
3495.9010PC Sheath D 10 liter 3769 LyzerGlobin 6x15ml
3471.9020PC| |Sheath Fluid 3000/3500 20 licer 3771 LyzetGlobin PCE 6x15ml
Lyses| 3513.1000PE RBCT.yse™ 1 lirer
3998 CN-free Lyse Diff AC 900 5 liter 3518G.1000PE_|RBCLysc G 1 liter
3744 CyMet 1000 CN free 5 liter 3514.0500PE | WBCStabilise™ 500 m]
2986.0500PE | |CyMet™ 22 500 m! Reticulocyte Reagents
3469.9010PC | |CyMet 3000 10 liter 34931000PE.  |RetiClear™ MHG 1 litcy
3823.1000 CyMet 3200 CN free 1 liter 3774 RetiCount™ 30 ml
3839.5000PC|  |CyMet 3500 5 lier 2953.0210PE_ |RetiCount AS 210 ml
3825 CyMet 3500 CN free 5 liter 3777 RetiCount CD 15 x 3.5 ml
3773.5000PC|  |CyMet 4500 CN free 5 liter 3494.0200PE  |RetiCount G 200 m
3975 CyMet 530+ CN free 10 liter Cleaners
3971 CyMet 590 CN free 5 liter 3507.9020 Blanking Solution Hgb 20 liter
3970 CyMet 610 CN free 10 liter 3947 Blanking Solution 1600/2000 20 liter
3971 CyMet 610 CN free 5 liter 3763 DetectoTerge™ 5 liter
3445.1000PE CyMet Abacus Baso 1 liter 3766 DetectoTerge 1 liter
3431.1000 CyMet Abacus CN free 1 liter 2970.0900PE DetectoTerge BS 900 ml
3444 1000PE  |CyMet Abacus EO 1 liter 3917 HypoChlorite 5 liter
3479.1000PE CyMet APR Baso II 1 liter 3900 ProClean™ 5 liter
3417.0500PE CyMet APR CN free 500 ml 3768.1000 ProClean 1L micros
3478.1000PE__ |CyMet APR EO 1 liter 3432.1000PE__ |ProClean Abacus 1 liter
2950.2500PE _ |CyMet ASA 2.5 liter 3432.5000 ProClean Abacus 5 liter
2951.0500PE _ |CyMet ASB 500 ml 3902.0100PE  |ProClean CD 100 m
2952.9010PC CyMet AS CN Free 10 liter 3862.9020PC ProClean Extra 20 liter
3755 | CyMet Automated 5 liter 3862.5000 ProClean Extra 5 liter
2982.0500PE|_ [CyMet BS3 CN free 500 m] 3862.1000 ProClean Extra 1 lirer
2902.1000PE, _ |CyMet BS34 CN Free 1 liter 3867.1000PE__ |ProClean Txtra === | 1. micros
3968.0500 CyMet ITT Diff 500 sml 3498.1000PE  |ProClean MX5 7 5% s ant 4,1 liter
3968 CyMet 1T Diff 1 liter 3901 ProClean Plus /.9 2 S, U0 ml
3964 CyMet ITI Diff 5 liter 3442,5000PE  |Rinse Mindraff,¥ i
3511.1000 CyMet 111 Diff CN free 1 liter R
3511.5000 CyMet I1I Diff CN frec 5 liter ;




AVANTOR

PERFORMAMCE MATERIALS

Product no. Product |Pack size

Reagent Packs

2910 Reagent Pack BS34 Il pack

Hematology Controls and Calibrators

3427/3428/3429 8-Parameter Conttol L/N/H 2.5 ml
3463/3464/3465 8-Parameter Contfol L/N/H 2.5 ml
3701/3702/3703 8-Parameter Contfol L/N/H 4,5 ml

3746 8-Parameter Control L+N+H 3 x2.5ml

3747 8-Parameter Conttol 4xN 4x2.5ml

3751 8-Parameter Conttol IxL+4xN+1xH _ [6 x 2.5 ml ‘
3633/13634/3635 8-Parameter Contiol ext L/N/H 2.5 ml
3433/3434/3435 3-Diff Control L/N/H 2.5 ml
3502/3503/3504 3-Diff Control L/N/H 4.5 ml

3466 3-Diff Control 4xL, 4x2.5ml

3467 3-Diff Control 4xN 4x2.5ml

3468 3-Diff Control 4xH 4x2.5ml
3421/3422/3423 3-Diff Control ext L/N/H 2.5 ml
3681,/3682/3683 5D Control L/N/H 5.0ml
3684/3685/3686 ADV-Diff Contral L/N/H 3.5 ml
3613/3614/3615 BC-Diff 5 Control L./N/H 4.5 ml

3940 Cal Set 1 2x25ml
3452/3453/3454 CD-Diff Control L/N/H 3.0 ml

3838 CD-Diff Control 2xI.+2xN+2xH 6Hx3.0ml
3455/3456/3457 K-Diff Control L./N/H 2.5 ml

3424 Platelet Control Ext, value 5x3ml
3693/3694/3695 _|SE-Diff Control L/N/H _HRGIERE (N
3698/3699 WBC reduced RBC Control L/H “&&m‘%k
3731/3732/3733 XE-Diff Control L/N/H £ s ml R %
3652/3653/3654  |XE-RET ControllL/N/H ' "

Pag}e 3 cif 4




000 «MEJHIAKOPl C.-TLs

194100,r.C-NeTepdypr, yi. A.Matpotosa, 4.4, Kopn, 2, Jinr.0)
Ten.jdbac (812) 295-87-55, 646-72-23

AHAJII/I’I‘I/I?{ECKMM [TACIHIOPT
!

Ha6op KOHTPOIbHbIX PACTBOPOB 6eIKOB MOUH * TJIFOKO3bI I pH
«BM-koutpons-CCK + ruokoesa u pH ¢ kanudpaTopord

Koa OKI1 93 9816

Pecucmpaunonnoe yoocnouwepenue Xe GCP 2010/08987
TY 9398-269-52208224-2010

Kar Ne 04.01.05 |

Homep cepun K 16 - 18

Cpox ropsoevd no; 03.2019 r.
jHAT%HA‘iEHHE : |
| HaBop «BM-kouTpone-CCK + rioxosa i pH ¢ KAMMGPATOPOM» IPEIHAHAUCH AT KOHTPOTI

h‘[panmmﬂocx‘ﬂ U BOCTPOH3BOAMMOCTH I)€3'YJII>TEITOB OIIPCACNICHMS B MO e

Geawon - 110 HX PEaVH € cyn:h(l)ocanﬂunnmaoﬁ KUCIOTOH
; - ¢ ITOMOIIBE THATHOCTHICCKAX IOJIOCOK
IOKO35T ~  (PEPMEHTATHBHLIM METO0M (ITIOKO30OKCH/IA3H LIM )

‘ - KAYECTBEHHBIM 110 PeaKlluy BeHe uKTA
! |

! - C IIOGMOMIBE JIMAIHOCTHYECKHN ITOJOCOK
pH - ¢ MOMOIIBIO AMATHOCTHYUCCKUX IIOJIOCOK

COCTAB HABEOPA } ‘
| Habop «BM-kouTpons-CCK + riirokosa 1 pH clxama6paropom» conepKuT 8 GraKonror
KOHTPOIBHBIX PACTBOPOB: i ‘
| durakon kamGparopa ¢ xoHuenTpauue Genka 0,1 r/n - 10 Mn
| Quiaxon KajuGparopa ¢ KonucHrpaaed Gesia 0,2 1/ - 10 M
1 dhnaxon xauGparopa ¢ kouuerTparmedi 6enka 0,4 v/ - 10 mn
1 drrakont kamuGpatopa ¢ KoHLeHTpaimet Gelka 0,8 o/m - 10 Mn
2 ¢naxona yposenb Nel 10 10 v
- 2 ¢naxona yposenp No2 w0 10 vt ‘
B mracmopTe Habopa YKAZHIBACTCH CPEIHES 3HAYEHHE KOHLRHTPAIAH GCIKa MOYH U TIIOKO3LI
C KOHTPOTBHBIME [1pefieiamu (X+285).
Texuuueckue xapakrepHeTHRA Habopa:

1

H

1- KO3 UUMERT BapHALUH PE3yIbTATOR H3MCPCHHA KOHIISHTPAIHK
| Benkos, %, He Holee 10 CooTBeTeTRYCT
- <0dDHATHERT BAPHALME Pe3yILTATOB U3MEPCHHA KOHTIEHTPAIINH
| rmokoswt, %, He Gonee ‘ 5 COOTBETCTRYCT
- MexduIaKoHHAS BapUALMa, %6, e oree 5 CootreTcryes
- HOIYCTHMBIN pa3fpoc pe3yiblaTos Onpeeicuia KORICHTPAIN
fekos B pazHpIX Habopax o4HoH cepau, Yo, He HoJiee LU Coornerciuyert
FIIOKO3bI B pasHbiX Habopax oHoi cepun, %, e Gonee S5 CooTheTCTBYET
- CROK Xpanenus Habopa, Mec 9 s

0 A DERE St
2 - §;ﬂﬂ?\‘_""f.‘ ERE 47

=
-,
A -

- TeMrepaTypa xpaseuns, "C 2

HOCITE BCKPBITHS (IIAKOHA PACTBOP MOIKHO XPaHUThH, HEH, He Goree
: i

| '
Hauansuuk oraena
 TexHUUCCKOTO KOHTPOIS

I e,
DR |

« 17»  masa




000 «MEHITAKOP C.-Thy
194100,r.C- Merepdypr, vn. A.MaTpocona, A. 4, wopn. 2, Jiut.M
Ten. /ihakc (812) 295-87- %b 646-72-23

AHAJTMTAYECKUMN TTACTIOPT

HaGop KOHTPONBHEIX PACTBOPOR GEIKOB MOUH
«BM-koutpoas-CCK + rioxosa a pHy

Kon OKIT 93 9816
H”ezuc‘mpat{aonnoe Yyoocmoeepenue N DCP 2010/08997
TY 5398-269-522(8224-2010

Kar Nb 04.01.04

EIouep cepun 1IB 06 - 18§
mec rejmocrn ao: 03.2019 r,
MA?:HA‘IEH]AE

. HaBop «bM- KOHTPOTE- -CCK + rmokosa @ pH» npeAHasHaen jUis KORTPOss IPABHILHOCTH &

\BOCHPOHSBOLIH’VIOCTH PE3YILTATOR ONPEHENCHI B \'[O‘IC

fedkoB - 0 WX PEAKIUH C cynb(bm.afmumiomﬁ KHCIIOTOM
| « ¢ MOMOTIBK} NHATHOCTHYECKHK HOJIOCOK
CIIOKA3IRE — cbepMCH'ramBHbm METONOM (ITIOKO3QOKCATAIHBIM )

‘ - KAueCTBEHHBIM 110 peaxuuu beHedKTA
| - ¢ IOMOILBE NUATHOCTHYECKUX [IOM0COK
}pH - ¢ TIOMOMIBEO IMArHOCTUHECKHX ITON0COK
\
COCTAB HABOPA |
: Habop «bM- §<011Tp0m~(,( K + rmokosa u pH» conepiiT 8 GpuaxoHoB KOHTPOILHBIX
[paCTBOpOB
- 4 Qrakona yponenb Nel mo 10 mn
- 4 dnaxona yposenb No2 o 10 M
B macniopre nabopa yKassigaeTcs cpelnee 3Hal{e}rﬂe KOHLIEHTpalHy fejiia MOYH | NIKOKO3bI
C KOHTPOJTBHRIMH TTpeniesamyt (X+25).

TexHuvecKHE XAPAKTEPUCTHKA Habopa:
- x0o(hGUIMENT BAPUALIME PEIYITBTATOR H3MCPCHUS KOHLICHTPALNN

Benxon, Y%, He Ooires 10 CooTRETCTBYET
- koM pUIMEHT BAPYALMH PE3YILTATOB H3MCPEHMS! KOHIICHTPALAH

rokosel, %, ve Sosee 5 CooTreTcTBYST
- MQ)K@},MK(}HH&H dellaﬂﬁﬁ %, He OoJiee ‘ 5 COOTBETCTBYET
- JIOIYCTHMBIN pazbpoc peayIBTATOR ONPEAENEHIS Koaueu"rparmu S

6esoB B pasHLIX HABOPax 0jHOH cepuH, Yo, He Goree 10, \‘Uﬁ‘fﬁa‘ zsé-m;. N

TTIOKOSEL B PASHBIX HaO0pax 0iHOH cepuH, %o, He 6onee _#P 0UTBE K1

1 CpOK XpanCHus I!d()()po{ MGC

- Temmeparypa xpanenus, °C

- moce BCKPBITHA (IaKoHa PacTBOP MOWHO XpanuTh, AHEH, He
‘ i i

\

‘Haqanmmx oTHENnA |
‘I EXHHIECKOIG KOH rpom;

I{pacnono nsckas 1B,

« 17»  wmag 2018
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y LORNE

LABORATORIES

EC DECLARATION OF CONFORMITY

iLorne Laboratorie13 Ltd declares that the following in vitro diagnostic reagent:

Product name Catalogue humber
RF Latex kit 830100A

has been classified as non List A, non List B (Directive 98/79/EC, Annex II)
and complies with the essential requirements and provisions of Directive
98/79/EC of the European Parliament and of the Council (also Sl 2002
No.618 which transposes the requirements of Directive 98/79/EC).

and is in conformifcy with the national standards transposing harmonised
standards: |

BS EN 980:2008

BS EN ISO 13485:2012

BS EN 13612:2002

BS EN 13640:2002

BS EN 13641:2002

BS EN ISO 14971:2012

BS EN ISO 18113, parts 1&2

The conformity assessment procedure performed was in accordance with
Annex lll of Directive 98/79/EC.

This declaration of conformity is issued under the sole responsibility of Lorne
Laboratories Ltd and is valid from 13 April 2016.

f

Eddy Velthuis
Technical Director
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Lorne Laboratarfés Mmiad” | Tel:+44 (0) 118921 2264

Fax:+44 {0) 118 986 4518

Unit 1 Cutbush Park Industrial Estate
Email: info@lornelabs.com
www.lornelabs.com

Danehill, Lower Earley
Berkshire RG6 4UT United Kingdom

File Ko Al2341; . "
150 13480:0003; 150 30042008 Registered office a5 above. Registered in England Mo, DASADTIT VAT e, SRG 60% 0l




@ LORNE

LABORATORILES

EC DECLARATION OF CONFORMITY

Lorne Laboratories Ltd declares that the following in vitro diagnostic reagent:

Product nhame

Catalogue number

CRP Latex kit

850100A

has been classified as non List A, non List B (Directive 98/79/EC, Annex I)
and complies with the essential requirements and provisions of Directive
98/79/EC of the European Parliament and of the Council (also Sl 2002
No.618 which transposes the requirements of Directive 98/79/EC).

and is in conformity with the national standards transposing harmonised

Istandards:

BS EN 980:2008

BS EN ISO 13485:2012
BS EN 13612:2002

BS EN 13640:2002

BS EN 13641:2002

BS EN I1SO 14971:2012

BS EN 1SO 18113, parts 182

The conformity assessment procedure performed was in accordance with
Annex Il of Dlrectlve 98/79/EC.

This declaration df conformity is issued under the sole responsibility of Lorne
Laboratories Ltd gnd is valid from 13 April 2016

f

Eddy Velthuis
Technical D|rector

T
Filp Ho Atzzdn:
1501 13485-0003; K50 8O0 S0

Unit 1 Cu

Berkshire

bush Park Industrial Estate™s .w' 4‘3{({%\1 486 4518
Danehill, Lower Earley EmaH=faG Lornelabs.com

RGS 4UT United Kingdom | www.lornelabs.com

Registered affice as above, Registered in England No. 04510797 VAT Wo. B 3655 66




Declaration of Conformity

Biosclances(Europe

HL-7- 0511 DC DOl 2013/28 (3)

In Application of the Council Directive 98/79/EC on the approximation of
the laws of the | Member States relating t0\ In Vitro Diagnostic Medical
\Dewces & CE mqulng

\

;Declaration of cénformance 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 made available to the

appropriate body in the event this is required. |

Product Déscription GMDN
Fode ‘ Classification Code
15376 CITauss Fibrinogen 100 55997
5376H Clauss Fibrinogen 100 55997

|
|
|
\
|
I, the undersigned, declare that the devices reglstered against the above GMDN
PIassﬁmann Code ‘conforms to the said Directives.

| . . .
L:ull Name: M.J. Stephenson Title: Managing Director
. >
ﬁlgned: fM /C Date: 05 Aug 2013
|
;/.;-:;i'?‘ e L
A ¢‘ # %
iTeI +44 (0)191 482 84‘40 Helena Biosciences Europe /
Fax +44 (0)191 482 8442 Queensway South, Team Vé'l!'ﬁygn a;iim
‘info@helena—bioscience}s.com Gateshead Tyne and Wear \Nﬂ

iwww.helena-biosoience‘f.c:om Un|ted Kingdom
i



Declaration of Conformity

Biosciences|Europe

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

i \
In Application of the Council Directive 98/79/EC on the approximation of
the laws of the Member States relating to /n Vitro Diagnostic Medical
evices & CE markmg

beclaratlon of conformance to applicable sectlons of Annex | - Essential
Requirements and Annex |l (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.

Eroduct Description GMDN

ode ‘ Classification Code
\ 1

52671 Thromboplastin L 55983

, the undersigned |declare that the devices registered: against the above GMDN
(Flassification Code ¢onforms to the said Directives.

|
ITuII Name: M.J. Stephenson Title: Managing Director

N ili‘.lic_;
\\'I ;!

. “ \
%gned: %{ M /%\‘ Date: ngggafﬁﬁf | \\ ;\
1 (8 %&\fb
f b%' X ’ 5

43
ot

Tel +44 (0)191 482 8440 Helena Biosciences E rg \\@3‘ o

Fax +44 (0)191 482 8442 Queensway South, Ted o Hey Trading 5

info@helena-biosciences.com Gateshead, Tyne and Weﬁﬁﬁ’im

www.helena-biosciences.com United Kingdom



Declaration of Conformity helena

HL-7- 0137 DC DOI 2013/10 (6)

In Application of the Council Directive 98/791EC oh 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 lll (EC Declaration of Conformity) imposed by
sections 2 to 5. The below listed products are not classified under Annex Il Lists
A or B. Access: to the appropriate technical file$ will be made available to the
appropriate body in the event this is required.

Product Description GMDN
Code Classification Code
5186 Routine Control N 30590

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

Full Name:  M.J. Stephenson Title: Managing Director
Signed: Z(/h M b Date: 31 October 2033,
VS O

‘ 4 a ;‘\é“,. i - < I|'.
Tel +44 (0)191 482 8440 Helena Biosciences Euro L / /
Fax +44 (0)191 482 8442 Queensway South, Team "fﬂf‘}ﬂgﬁadmg E‘é‘iate
info@helena-biosciences.com Gateshead, Tyne and Wear, ‘\ ? AR/,

www.helena-biosciences.com United Kingdom



Declaration of Conformity helena

Biosciences Elrope

HL-7- 0138 DC DOI 2013/10 ()

In Application of the Council Directive 98/79/EC oh 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 Il Lists
A or B. Access to the appropriate technical fileg 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

|, 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: ILM /( Date: 31% October 2013
/‘ ..L \.il‘rfg\ Lo
25 e SO
& 7\
7 R A
Tel +44 (0)191 482 8440 Helena Biosciences Eurgis: ? r,\*"* W -2
Fax +44 (0)191 482 8442 Queensway South, Toanﬂ'@ﬂ@kﬁm&ﬁq \E;g.tale )
info@helena-biosciences.com Gateshead, Tyne and Wéar /

‘.Nl-,ﬂ OSD

www.helena-biosciences.com United Kingdom



Declaration of Conformity helena

Biosclences Europa

HL-7- 0135 DC DOI 2013/10 (6)

| |
In Application 1of 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. 1

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

Product Description GMDN
Code ‘ Classification Code
5183 Routine Control SA 30590

1

I, the undersignei:l declare that the devices registered against the above GMDN

Classification Cod? conforms to the said Directives.

FullName:  M.J. Stephenson Title: Managing Director
sweci 11y 4 / % Date: 31* October 2013
‘ g UNDERE =5
A S T Ly, .
Vs, 7
Tel +44 (0)191 482 8440 Helena Biosciences Europe || =3
Fax +44 (0)191 482 8‘442 Queensway South, Team Va

info@helena-biosciences.com Gateshead, Tyne and Wear,
|
www.helena—bioscienoTs.com United Kingdom.



Dia.Pro

Diagnostic

EC DECLARATION OF CONFORMITY

MANUFACTURER

DIA.PRO DIAGNOSTIC BIOPROBES S.R.L,
VIA G. CARDUCCIN® 27 — 20099 SESTO 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)

CLASSIFICATION

ANNEX I1 - LIST A

CONFORMITY ASSESSMENT ROUTE

ANNEX IV

WL 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 — 1n°/0318

(EC) CERTIFICATE(S)

o FULL QUALITY ASSURANCE SYSTEM N°
2003 12 Q388 CT (in accordance with Annex 1V —
except Section I'V) of the Directive 98/79/EC),
RELEASED BY EC NOTIFIED BODY N° 0318

e DESIGN CERTIFICATE N° 2008 12 0588 ED
RELEAS];ED BY EC NOTIFIED BODY N° 0318

o UNE EN ISO 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 (MI) - DECEMBER 2013

SIGNATURE
Legal Representative
Dr.ssa Fiorenza Scozzesi
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EC Declaration of Conformity

3 _
Products

The|procedure for EC declaration of conformity was established on the basis of a full quality assurance
8 and EN 1SO 13485:2012+AC:2012 according to the 1VD directive 98/79/EC
|

according to EN (SO 8007:200

Annpx [V, except chapters 4 and 8. :
|
| C
|

We |

Name of manufacturer

Address:

co'nf{rm that the following test s:trips for professional use
‘ Name of product

Medi-Test Glucose PN
Medi-Test Glucose
Medi-Test Glucose 3
Medi-Test Glucose/Keton
Medi-Test Protgin 2
Medi-Test Keton
Medi-Test Nitrit
Medi-Test Combi 2
Medi-Test Urbi
‘Medi-Test Combi 3
Medi-Test Combi 3A
Medi-Test Gombi 5
Med|-Test Combi 5N
Medi-Test Combi 58
Medi-Test Combi 6
Medi-Test Combi 6A
Medi-Test Combi 7
Medi-Test Combi 7L
Medi-Test Combi 8L
Medi-Test Combi 8
Medi-Test Combi 10
Medi-Test Combi 10L
Medi-Test Combi 10 SGL
Medi-Test URYXXON Stick 10
Medi-Test Combl 11
Medi-Test Mikroalbumin

Declaration of Conformity

for In-vitro Diagnostic

system

MACHEREY-NAGEL GmbH & Co. KG

MACHEREY-NAGEL GmbH & Co, KG
Neumann-Neander-Strasse 6-8
D - 52355 Dueren

Germany

Reference humbers

93017:930365
93001: 93024
93003; 93026
93020; 93026
93004; 93027
93005; 93028
93006; 93029
93015;930%7
93012 |
93050
§3007; 93030
93009; 93032
93035; 83036
93055

93018: 93078
93013; 93034
93010; 93022
93031

3021

93011; 93023
93056

93058; 93079
93087; 93077
93068; 930872
93060; 930871
930874

FCRONDERE s
v Q-k:\:ﬁ",‘.ﬂ" o

DE/International: ©CH:
= Tal: +4924 21 Q69-0 Tel. 47 62388 55 00
Fex:  +49 24 21 969-169 CoFax: +4162 388 §5 05

E-mall: inlo@mn-net.com E-malk sales-ch@mn-net,com
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Tel:  +33 388 68 22 68! Tel:  +1 484 821 0984
Fax: +33.388651 76 88| Fax:  +1 484 B21 1272
E-mail:. sales-fri@mn-net.com E-mail: seles-ys@mn-net.com e
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I A Dehydrated culture medium
:f Rev. 0 - 31 Ed. 2004

o {11 By

TIOHILCHEN Page 1 of 1

GLUCOSE
Glucose for bacteriological use.

USE 5 ; -

GLUCOSE is used as a source of energy readily available for bacteria in fermentation tests (i.e. Salmonella
typhimurium and Escherichia coli ferment glucose). It is free from other sugars and from starch, proteins and
metals. In liquid media is used generally at 0.6% concentration: high concentrations are used for the preparation of
solid media. \

PHYSICO-CHEMICAL CHARACTERISTICS |

Standard
DCI Njame] Dextrose
Ph. Eur. Name Dextrosum / Glucosum
IUPAC Name Glucose
Solubility in water at 5% Complete
Humidity < 0.50 %
Specific Optical Rotation +52.5/+53.5
Molar weight 180
Specific weight 750 g/lt
pH 5.1
Acidity <0.15ml
Ash <0.10%
Reducing sligar Conform
Granul}omeh}ry 98% lower to 70 Mesh
| ‘ 45% lower to 1400 Mesh

TECHNIQUE ; il

Glucose can be used as an ingredient of dehydrated culture media and need dissolution in distilled or deionized
water and st}erilization preferably by filtration.

QUALITY CONTROL - _ '

Dehydr;a'ted powder

Appearance| free-flowing, homogeneous.

Colour:|white.

STORAGE :

The poWder fs very hygroscopic: store the powder at 10-30 °C, in a dry environment, in its original container tightly
closed ;and use it before the expiry date on the label or until signs of deterioration or contamination are evident.
PRESENTATION

Product REF N g

GLUCOSE 611601 SQP’@E:;?;’}’M%"’-:@% \
GLUCOSE 621601 1066 535 W 'l\
GLUCOSE 6116015 sRbua ™ E);

| LA ™ ’
TABLE OF SYMBOLS . ' :“** o
' . ¥ | Caution, consuit et | N2/ Contains sufficient i %ﬂ‘gﬁg pil7
Begeds DZI:] aceompanying documents “ hanulacturer \/ for < lests ‘_IVD_ M ijcg -
| ] Catalogue Fragile T Temperature Y Yo Keep away from
old 2 SN ~ 284 e T & {it
REF numbar handle with care Use:fay \ﬂ\ limitation .-5.\].\ heat solrce

LIOFILCHEM s.r.l. IVlD
Via Scozia, Zona Ind.le - 64026, Roseto D.A. (TE) - ITALY
Phone +390858930745 Fax +390858930330 —

Website: www.liofilchem.net  E-mail: liofilchem @liofilchem.net
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Certificate ES10!§316?1 ;

The management system of

DELTALAB, S.L.

Poligono Industrial La Llana; Plaza De La Verneda 1,
08191 Rubi, Ba’r@elona; Spain -

has begn assessed and certfied as meeting the requirements of

10O 13485:2003
ENISO 13485:2012

f-'ur lhe foilowing activiies

Design, manufacture and sale of sterile and non sterile medical
devices for the collection, transport and conservation of biological
'samples for clinical and VD analysis.

Catalan Translation

Disseny, fabricacié i comercialitzacio de productes sanitaris estérils
i no estérils pera la presa, transport i conservacio de mostres
brologiques per a analisis chnlques i de IVD.

ThiS certificate is valld from 11 October. 2{}16 until 31 March 2019
and remains valid subject to satisfactory surveillance audits.

Re certification audit due before 31 March 2019

Issue 8. Certified since 12 Qctober 2010

Authorised by @

MANAGEMENT
SYS
0005
SGS United Kingdom Ltd
Rossmore Business Park Ellesmere Port. Cheshire CHE5 3EN UK “,,f,_:'-'-f '''''

+44 (0)151 3506666 - f +44 (0)151 350-6600 www.sgs.com
SGS 13485:2 1114

Pagetofi

*,.-g-

Thic documont i iswod by lhe Company gubjoal [0 itc Gonoral Conditions of
Cartiication Sarvies oecocsiblo al v, L comiinime and_conditicrie bim,

Allentan is drawn’ Mmurmllwm olilahlllnr mmen and

dkguss mbamd arein. The aulhenllally of hfs
ip rn- Ci *“nmﬁ.u i oni-Di P -ﬂ.m Cilant-
Urmh:mn.am Myunwlhurand nllwm farguiry ot laleiiigation of tho
conlenlon appoaranca of 1he documentis unlawha and offundate may bo
prosaciled o the fullasl axtont of tha law.




ICIM

www.icim.it

CERTIFICATO n.

4265/3IC |
CERTIFICATE No. |

|
| 51 CERTIFICA CHE IL SISTEMA DI GESTIONE PER LA QUALITA' DI |
I
|
|
|

WE HEREBY CERTIFY THAT THE QUALIYY MANAGEMENT SYSTEM OPERATED BT
|

KIMA S.a.s.

UNITA OPERATIVE
OPERATIVE UNITS

35028 Piove di Sacco (PD)

Via Leonardo da Vinei, 22 ~ Zona Industriale Tognana{
Italia ;
|

E' CONFORME ALLA NORMA
| 18 IN COMPLIANCE WITH THE STANDARD

UNI EN ISO 13485:2012

PER LE SEGUENTI ATTIVITA'
FOR THE FOLLOWING ACTIVITIES

EA: 14

i Commercializzazione di prodetti del gruppo: ‘
kit diaghostici, terreni di coltura per microbiologia, articoli in: plastica per’
laboratorio analis!, provette con vuoto predeterminato e aghi st;rili.

Trading of the products of the group: !
dﬁgnosttc kits, culture media for microbiology, plastic disposable
labware, test tubes with predeiermined vacuum and sterile needes.

Rierirsl al Manusds defta Qualita per Fapplicabllith dei requisiti della Norma ISO 13486:2012
Refor to Quatity Manugl for delalls of application fo (80 13485:2012 raquiremenls.

I presents ceriificalo & soggetio & rispetto del ragolemento per ta cerlificazlone dei sislemi di gsstiona pen la quafita delle azienip=
The use and the validily of this cetificate shall safisfy the regquirements of the rulas for ihe eerification of company qualily manugement Gy

Data emissione Emissione corrente Data di scadenza
First issue Gurrenl issue Expiring dale
| 18/01/2007 18/01/2018 17/01/2019

\Lz ‘Qﬂﬁﬁ&i

>IMSp.AS
., Enrico Mapiil, 75 - 20089 [o.Su




| CUCTEMA CBPIM(DMh LlMI/I rocT p
OEJEPATIBHOE ATEHTCTBO TIO TEXHUMECKOMY PECYIHPOBARMIO M METPOIOTHI

s, CEPTUOUKAT COOTBETCTBUS
T

Ca @
€p Tugu wau

\
Ne POCC RU.MIM02.H17793
. ] \ :
Cpox AelCTBHS C 31062016 oo 21.06.2019r.

o Ne 1758739

|
‘ |
OPTAH TIO CEPTUOUKALIMK  p, pA. RU.11MM02
: ME,I[I/IL[I/IHCKI/IX I/I3IIE.HI/II/I AHO «BHUUWUMT»
129301, r. Mockpa, yn. Kacatkuna, 1.3 Ten! (495) 683-97-92, dakc (499)187-89-54,
’ : 0 T B ! e-mail: im02@bk.ru

| |
HP‘OAYKHM;{ Wnavxaropst 6yMaxkHbie Naposoii cTepmmaaupm e
MHord)napameTquecxne XRAMHYECKUE OHOPA3OBLIE «Mqu/IC -«BUHAP» ' koa OK 005 (OKIT):

TY 9398-027-11764404-2003 } : | 93 9854

CepuitHEIi BBITYCK, i

COOTBETCTBYET TPEBOBAHUAM HOPMAT‘I/IBHLI?J‘L AOKYMEHTOB
| KO\THFH\ PaccHm:
I'OCT ISO 11140-1-2011 (kiacc 4), ‘

|
quT P 50444-92 (paszenst 3,5,8) 3822000000

M3IOTOBUTEAB  OB6wmecTBO ¢ OrpaH#yeHHON OTBETCTBEHHOCTRIO «HaydHo-n1pon3BoACTBEHEAS
dbupma «BHUHAP» (OOO «HITD «BI/IHAP») Poccus, 105094, r. Mockaa,
locnuranbebIi Ban, 4.5, ctp.7A, nom. VIIL : VIHH 5023001024
Mecto ITpOHSBO)Z[f‘TBa-141009 MOCKOBCKEDI 001., r.Merruny, yi.Konouniosa, g, 17

CEPTH@MKAT BBIAAH | OGHIECTRO C OrPAHHYEHHOM' orBe reTBEHHOCTHIO «HaydHO-IIPpON3BOACTBEHHY
dupma «<BUHAP» (OO0 «HHCD «BUHAP»)
‘ Poccns, 105094, r. Mocksa, ['ocninranbHeii Bam, 4.5, ctp.7A, mom, VII]
|  Ten/dakc (495) 988-76-67

HA OC#{OBAHHH npoTtokona ucsltaauit  Ne 16-852 ot 20.06. 20] 6(9‘[
:{BPI@MHMT)) (Ne RA.RU.21MM04). i~

Pemc’ppauHOHHoe YAOCTOBEpeHHe Ne P3H 2013/38 ot 08 derpans 20 Ol 110

Ha/30pY B chepe 3paBOOXpaHEeHMS (POC3IIPABHALZOP)

MapxupoBasue IPOLyKIHN npom}ao;mTcs[ 3HAKOM
cootBercTBUA Cuetems! ceptuduraunn I'OCT P npn
NOOPOBOJIBHOM cepTH(GUKAUNY IPOLYKIIHH

Lot sk “w% :

wrompart) C = . BT
ROBOAF ) RSN £ N AR - _ e

/‘X (“’H ;

WEMLA N, cl.? TR

B.B. Pycosa

WRULMAAR], darunmes

CepTH(UKAT He HPHMeHIeTCS IPH 00A3aTeALHON CepTH(HUKALIHNA

:.g.

i
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i CACTEMA CEPTUONRALUN TOCT P
®EJIEPATIBHOE ATEHTCTBO 110 TEXHUYECKOMY PEFYITHPOBAHUIO W METPOIIOTHH

.. CEPTUOUKAT COOTBETCTBUS

) P
Ne  POCCRUMMO2HI779%

) >
PTudura

Cpox peficTeus ¢ 21062016r. 1o 21,06.2019r,

po Ne 1758740

OPI'AH IIO CEPTUPHUKAILINU  No RA, RU.11MMO02 |
MEJULIMHCKUX U3JIEJIVI AHO « BHUMHUMT»
129301, r. Mockga, yi. Kacarkuha, n.3 Ter. (495) 683-97-92, daxc (499)187-89-54,
- e-mail: im02@bk.ru
\

OPOAVKLMA  Yppurarops! BO3AyLIHON CTEPHITH3ALNA -
XHMHUYECKUE HHTErPHPYIONIHE 0HOPa3oBbie (Kiace 5) kop OK 005 (OKTT):
«Crepurect-B-« BUHAP» u «Crepurect-Bn-« BHUHAP» 93 9854

Cepuiinblit BEITYCK. |
I TV 9398-019-11764404-2003 ‘

| i
C()iOTBiETCTBYET TPEBOBAHUAM HOPMATUBHEIX AOKYMEHTOB -
: : i L kop TH BBA Poccru:
TOCT ISO 11140-1-2011 (xnace 5), o | | on A Pocenn
3822 00 000 0

FOCT P 50444-92 (pazzestsr 3,5,8)

N3TOTOBUTEAL O6iiecTBo ¢ orpanHueHHOH 0TBETCTBEHHOCTHIO « HaydHO-IIPOH3BOACTBEHHAS
dupma «BUHAP» (000 «HIT® «BUHAP»), Poccusa, 105094, r. Mockaa,
IocnuTanbublii Ban, 1.5, ctp.7A, nom. VIII MHH 5023001024 ;
Mecto npousBoacTpa-141009, Mockosekas 0611., r.Mertaiy, yi.Komonnosa,n.17/2| |

CEPTUMUKAT BBIAAH OO1ecTBo ¢ OTpaHHUeHHOH OTséTCTBeHHOCTmo «HayuHo-pOU3BOACTBEHHAA | |
¢pupma «BUHAP» (OO0 «HITD « BUHAP»)

Poccus, 105094, r. Mockga, [ocnutaysnelil Bat, 1.5, ctp.7A, mom. VIII i

Ten/bakc (495) 988-76-67 | |

[

HA OCf‘-IOBAHI/II/I OpPOTOKO/1a UCHEITaHuHl  Ne 16-855 ot 20j06.2016r. WL MU AHO— ..
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:’/{3 '? .e Mf.}:i'_'-;.

«BHI/I.I/{‘I/IMT» (Ne RA.RU.211MO04). ey >
/o w
| i V s (SF . o\
Perucrpanmorsoe yaocroseperne Ne P3H 2013742 ot 08 despans 2013r. @euep{w“;l HOPL{M@I "5-“-."'
Haﬂ30p)‘5 B chepe 3apapooxpanenus (POC3JIPABHAZI3OP) : 5[5 ,§f H
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TUVRheinland

| Certificate

The Certification Body of
TUV Rheinland LGA Products GmbH

hereby certifies that the organiéation

KABE LABORTECHNIK GmbH
Jagerhofstr. 17
51588 Niimbrecht
Deutschland

has established and applies a guality manageme}nt system for medical devices
‘ for the following scope:

|
, Design and development, production and distribution of
I in vitro diagnostic devices and consumption materials
| for sample withdrawal, preparation and storage
as well as single-use medical devices

Proof has been furnished that the requfrements specified in
: |

EN 1SO 13485:2016

|
are fulfilled. The quality management system is shbject to yearly surveillance.

Effective Date: 2018-10-16
Certificate Registration No.: SX 60133221 0001
An audit was performed. Report No.: 21234760 009

This Certificate is valid until: 2021-10-15

(pals

=" Akkreditierungsstelle
D-ZM-14169-01-02

Date 2018-10-12

Dipl-Ing. I. Munkler -

TUV Rheinland LGA Products GmbH - TilIyst}a&e 2 - 90431 Niirnberg

Tel.: +49 221 806-1371 Fax: +49 221 806:3985 e-mail:cert-validity@de.tuv.corm htip:/iwww tuv.com/safety




