To whom this may concern

|
Date: March' 18, 2019 Letter of Authorization

Avantor Performance Materials Polaind S. {\ reg. 'No. 0000010108 wh‘o is an established
manufacturer of Hematology- Reagents, Stains, Controls and Callbrators and products for
Histology located at:

Sowinskiego 11
44-101 GI|che\
Poland :

herewith confirrns‘that:

I.M Global Biomarketing Group Moldova S.R.L

Republic of Moldova

MD-2001, Chisinau

Tighina str. 65, 607 office

Tel (373 22 ) 548 120, 549 121 l
Fax (373 22 ) 547 373 | i

is authorized to act as our distributor for our hemfaiolbgjy/histology reagents and controls
(Products) in Moldova

We declare that we will supply the Products for the needs of tenders.
We declare that we will supply the Products for tenders with warranty as per the Avantor
GeneralvvCondifiohs of Sale.

Furthermore . M Global Biomarketing Group is duly entitled to: \
» Register, plomote offer, negotiate prlces and sell our Products in Moldova;

e carry out the required product training of the medlcal and technical| personnel who will use

these products v i

The product specialists of I.M Global Blomarketlng Group have been duly trained and are
gualified for providing all services in regards to consultlng, sales, maintenance and training.
\
In all the above activities .M Global B|omarketmg Group is acting in lt< own name and on its
own account. | oy
This author|7at|on letter is valid until about .-ﬁ’%ﬂ,}}ﬂﬁiﬁs‘ﬂa‘f&'\
VGt :{ gt

Avantor Perforrnance Materials S. A
Poland b

\»\ug\ﬁﬁs
e

H van den Berg,
Marketing Product Manager Diagnostics
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Avantor Performance Matérials. Poland Spalko Akeying

Kiego 11

Declaration of conformity

Avantor-Performance Materials Poland S.Al who Is an established manufacturer of reagents and
productsifior diagnostic in vitro located at:

Sowinskiego 11 Street
44-101, Gliwice
Poland

Herewith declares the following:

Reagents mentioned in attached list are labeled with J.T.Baker label, comply with the In Vitro
Diagnostie Medical Devices Directive 98/79/EC and the reguirements of SO 13485 Standard.
This decleration is the basic for CE marking of the'in Vitro Diagnostic Medical Devices.

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. - - - -

This declaration is valid for all the IVD médical devices described above and which are placed
on the market by ourselves on or after the date hereof and which bear the CE marking

Gliwice, Poland

January 25, 2019
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Anna Szuba
Quality Director
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J.T.Baker product list for CE marked products

1 micius

3863.1000 CyMet Micro CN freg,
3440.0500PE CyMet Mindray CN e 500 m)
3441.0500PE CyMet Mindray I 500 ml
3480.5000PC CyMet SIF Baso v S1L
3481.5000PC CyMet SF Diff 1 51.

" [3482.0500PE . CyMet SI* Diff 2 500 ml

"[3775.1000 CyMct ST 1600/2000 1 liter
3759.1000 CyMet ST 1600/2000 CN free 1 liter

- 13759:5000 CyMect ST 1600/2000 CN free 5 liter
3788 CyMet STX/STL I liter
3919 CyMer STX/STT. S it
3484,1000PE CyMet NR 111 1 liter
3486.1000P1% CyMect NR [11, CN Free 1 e
3485.1000PE CyMet NR V 1 liter
3497.0500P1E CyMet MH CN Free 500 ml
3489,1000PF | CyMet MBA | liter

' |3487.1000P CyMet MD(I) | liter
3488,0500PKE CyMet MD(IT) 500 ml
3077 LyzcerGlobin™ 5001 i
3769 LyzerGlobin 6% 15 ml
3771 LyzerGlobin PCIEE O 15 ml |]
3770 LyzerGlobin It 0k 10w |
3850 IyzerGlobin CN free 6w 15 ml
Cleaners )
3766.0500 DetectoTerye 500 ml |
3763 DetectoTerge 5 liter
3766 DetectoTerge  licer
3900 ProClean™ 5 liter
3768.1000 ProClean 1L micros
3867.1000PE ProClean Extra 1L micros
3862,1000 ProClean FExtra 1 licer
3862.5000 ProClean Tixtra 5 it
3901 ProClean Plus 100 ml
3902.0100PL PraClean CD 100 ml
3432,5000 ProClean Abacus 5 liter

. 13946 Blanking Soluton Heb 20 lices J'
3947 Blanking Solution 1600/2000 20 liter |
3017 Hypochlorite 0.5% 1licer
3917.5000 Hypochlarite 0.5% Al |
3936,1000 Hypochlorite 5% Hier |
3442.5000PF Rinse Mindray 5 hrer |
3915 Rinsing Solution Serano 9000 20 lirer ]
3941, 1000PE HypoChlorite NR Ther |
3941.5000PC HypaChlorite NR 5 e |
3498, 1000PE ProClean MX5 Tliter |

Reagents for 5-part WBC diff, on STKS and MaxM,

3938 RBCLyse™ | 1l
3938G.1000PE RBCLyse G 1 liter
3939 WBCStabiliset™ 500 ml

113492.0090 RetiCount MH 6x15ml

3493.0500PE, RetiClear MHG 500 m!
3493.1000PE RetiClear MHG 1 liter
3494.0200PE ResCRusPON L, 200 ml
3774 R e s, 30 ml
377 ?’(‘ tount CD 15x3.5ml |

Prod.no. [Producti ll’:\cl( size
Reagents for dilutingand lysing. ;
3961 Diluid ™ 100 Plus 20 liter
3954 Diluid 590 20 liter
3969 Diluid 610 20 licer
3430.9010 | Diluid ‘Abacus - 10 liter -
3430.9020 ' |Diluid Abacus 20 liter
3996 .| Diluid AC 900 20 litey
3996.9010PC ¢ | Diluid AC 900 - 10 liter
3476.9020PC Diluid APR 20 liter
3957 Diluid Azide free 20 licer
3958 Diluid ‘Azide free 10 liter
3963.9010 . |Diluid IIT Diff 10 liter
3963 Diluid 111 Diff 20 liter
3974 Diluid [1] Diff Seaccontainér 20 liter ™
3459,9020 Diluid Eema m 20 liter
3483,9020PC Diluid NR -20 liter !
3439.9020PC Dituid N[indmy 20 liter
3832.9020 Diluid Sheath 3200-4000 20 liter
3976 Diluid ST 1600/2000 20 liter
3496.9020FC Diluid M5 20 liter
3495.9010PC Sheath Dt 10 liter
3826 - [Sheath Flaid 3000/3500 20 liter
3826.5000 Sheath Flaid 3000/3500 5 liter
3827.50001PC LeucoLyse 5 liter
3998 CN-free Lyse Diff AC 900 5liter -
3744 CyMet™ 1000 CN free 5 liter
3773.5000PC CyMet 4500 CN fice -5 liter
3824 : | CyMet 3000 10 liter
38231000 CylMet 3200 CN free 1 liter
3825 CyMer 3500 CN free 5 liter
3839.5000PC CyMer 3500 S liter
3975 CyMet 530+ CN free 10 liter
3971 CyMet 590 CN [ree 5 liter
3970 CyMet 610 CN free 10 liter
3977 CyMet 610 CN free S liter
3918.5000 CyMet 9000 CN free 5 liter
3431,1000 CyMet Abacus CN free 1 liter
3444, 1000PE _|CyMet Abacus EQ 1 liter
3445, 1000PE | CyMet Abacus Baso 1 liter
3477,0500P1= CyMet ABR CN free 500 ml
3478, 1000PR CyMet APR EO 1 liter
3479.1000PE CyMet APR Baso 11 1 liter
3755 CyMet Auntomated 5 liter
3757 | CyMet Automated 500 ml!
3780 | CyMet Automated CN Free 1 liter
3460.0500 CyMet Erraa 500 ml
3841, 1000PE CyMet H12 CN Free 1 liter
3842.1000 EO Reageat Autocounter 1 liter
3853.1000 CyMet H20) 1 liter
3968 CyNet IIT Diff 1 liter
3964 CyMet IIT Diff 5 liter
3972.1000 CyMet ITE Diff CN free | liter
3972.5000 CyMet I Diff CN free 5 liter
37400500 CyMet KX/ CN TFree 500 ml
3852.1000 CyMet Micro 1 liter
3852,0500 CyMet Micro 500 ml
3857.1000 CyMet Micro CN free ) 1 liter
3857.0500 CyMet Micko CN free . 1o | 500 ml
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Hematology Controls . ‘ 4 . 13684/3685/3686 = ADV-Diff Control L/N/H. | 3.5 ml
3721/3722/3723 |8 PMC Low/Normal/High "8 ml 113690/3691/3692 "|ADV Reti_c 1/2/3 * 4.0 ml
3724/3725/3726 |8 PMC Low/Normal/High: 2.5 ml 3828/3829/3830 |CD-Diff Control 3.0 ml
3633/3634/3635 |8 PMC Low/Normal/High'ext| - 2.5 mi 3838 CD-Diff Control 2x TN, 6x 3.0 ml
3701/3702/3703 |8 PMC Low/Noimal/High 4.5 ml 3687/3688 CD 4K Retic1/2 ' 3.0ml
3922/3923/3924 |8 PMC L/N/H Sweclab 4.5 m) 3892/3893/3894  |AC-Diff Control ' 2.5 ml
3746 8 PMC 1 xL,1xN,1xH 3x25ml 3896/3897/3898 |K-Diff Control N\ 2.5 ml
3747 8 PMC 4 x Normal 4x25ml 3696/3697 WBC reduced Ple Control L/H 3.0 m!
3748 8 PMC 4 £ Normal 4 x 8l 3698/3699 WRC reduced RBC Control 30 ml
3749 8 PMC 4 & Low 4x25ml L/H
3751 8PMC I, 4x N, 1x H Gx2.5ml Laser controls far Coulter MaxM, GenS and STKS
3734/3735/3736. . |3-Diff Conrrol L./N/H 2.5 mi +13681/3682/3683  [5D CQntml Low /N /H [T 50ml
3630/3631/3632 - |3-Diff Control L/N/H ext 2.5 ml Calibration Set for Cell Analysers,
3820/3821/3822 _[3-Diff Coptrol L/N/H 4.5 ml 3940 Cal Set 1 25 2.5 ml
3752 3-Diff Control 4 x Low 4x25ml . 3720 Platclet Control Ext. valuc Sx3ml
3753 3-Diff Control 4 x Norm 4x25ml Phosphate Buffered Saline.
3754 3-Diff Control 4 x High 4 x2.5ml 3059 PIS, diluting Muid for 20 lites
3782/3783/3784 | CA-DIff Gontrol L/N/H 45 ml’ bloodgrouping
3607/3608/3609 CA-Diff Gontrol L/N/H 2.5 ml 3059.9010PC PRS, (Iilnling fluic for 10 Tier
3610/3611/3612_|DIA Diff § Control IL/N/H 4.5 ml bloodgtouping '
3731/3732/3733 | XE-Diff Control L/N/H 4.5 ml
3693/3694/3695  |SFE-Diff Control I./N/H 4.5 ml
3613/3614/3615 |BC Diff 5iControl L/N/H 4.5 ml |
: R
Number Product’ Content ‘ 3864.1000 Papanicolacu 2A OG6 1 liter
Stains and Dyes : 3864.2500 Papanicolaou 24 OG6 2.5 liter
3554,1000PE Papanicolaou Solution 2A 1 liter 3865.1000 Papanicolaou 2B Orange 11 1 liter
3554.2500PLE Papanicolaou Solution 24 2.5 liter 3865.2500 Papanicolaou 2B Orange 11 2.5 liter
3554.9200P1 Papanicolaou Solution 2A 200 liter 3866.1000 Papanicolaou 3B [EA 50 1 liter
3555, 1000PE Papanicolaou Solution 2B 1 liter 3866.2500 Papanicolaou 3B A 50 2,5 liter
3555.2500PE Papanicolaou Soluton 213 2.5 liter 3876.1000 Shorr I liter
3556.1000PE Papanicolaou'Solution 3B Uliter 3878.1000 Wright 1 liten
3556.2500PE Papanicolaou Solution 3B 2.5 liter . Clearing agent
3556.9200PE PapanicolaotSolution 3B 200 liter 3905.2500PE UluraClear 2.5 liter
3800.1000PE Eosine-YiAlcoholic I Tlited); 3905.5000P2 UltraClear 5 liter
3800.2500P12 Fosine-Y|Alcoholic 2.5liter 3905.9010PE UltraClear 10 licer
3801.1000PE Eosin Y 0.5% Aqueous 1 liter 3905.9200 UlreaClear 200 lire
3801.2500PE Eosin Y 0.5% Aqueous 2.5liter Mounting media
3871.1000 Losine Solution 0,2% ready to | 1 liter 3921.0500 Ultral<ite 500 il
Lt ‘ 3921.0600 UltralKict 6x 100
3871.2500 Eosine Solution 0.2% ready to | 2.5 liter ml
use { Fixatives
38360100 Sl 0.1 liter 3933.1000 T0% v/v Buffarcd T
3856.0500 Giemsa 0.5 liter TFormaldehyde
3856.1000 Giemsa- 1 liter 3933,5000PC 10% v/v Buffered 5 liter
3856.2500 Giemsa 2.5 liter Formaldehyde
3870.1000 Hematoxylineler (Mayer) T it 3933.9010 (PE) 10" v/v Buffered 10 liter
3870.2500 Hematoxylinejer (Mayer) 2.5 liter TR Fon”“"]d“f"df — (LE)
38751000 Hernatoxyline!(Harris, Gill 1) | 1 Titer St k) ;O("_V,/d",f}f’?“"d e
3873.2500 Hematoxylinei(Hacris, Gill 1) 2.5 liter 5 <C,)m-”.‘ an c' (PD
; 3869.1200 Cervix Fixative 125125
3879.1000 Leishman 1 liter ml
3855.0500 May Grinwald 0.5 licer 3880,1000 Bouin's Fixative e
3855.1000 May Griinvald 1 liter 3058.9010 i 10 liver
[ 3855.2500 May Griinjvald 2.5 liter
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Diluid* Erma

Intended. use. - - = !
Diluid* Erma is a specially filtered, nonrsterile blood diluting fluid for use in cell
counting and sizing.

The reagent is designed for automated instrumentation, capable to monitor a three-
part WBC differential, based on the aperture impedance principle and electronically
adjusted to operate at an osmolality of 330 £ 20 mOsm/kg. Diluid* Erma should be
used in combination with CyMet* ERMA III Diff and Lyzerglobin® PCE.

S Y GEieTR]
The reagent is used to dilute whole blood prior to counting and sizing of RBC, PLT
and WBC. Content of the reagent maintains stability of RBC, PLT and WEC during

counting,

Content: Diluid* Erma is water based and contains:
NaCl, Na,SOy, procaine HCI and preservatives in an inorganic buffer compound.

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

Storage and stability: Diluid* Erma is lstable for three years at 18-30°C.

Indications of deterioration i _ ‘

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

Instruction e

Diluid* Erma should be used undiluted according to instrument manufacturer’s
instructions for use and should be connected as listed in the Operators manual.
Reagent may be used with Hypochlorit%& 0.5% or Proclean™ as a cleaning agent.
Furthermore reagent may be used with|next lysing reagents: with CyMet* ERMA ||
Diff and Lyzerglobin* PCE. _ R

Pack size
REF 3459.9020 Diluid* Erma 20 litres cubitainer

* Trademark of Avantor™ Performance Materials - Deventer — The Netherlands

30°C

18“"6‘/#/ C€

Avantor™ [Performance katerials ‘
“ Teugseweg 20 - 7418 Al Deventer — The Nelth erlands
- Tel +21 (0570 887500 ) ‘
The devices as mentioned in this sheet c:ompIL.l with the
InVitro Dl%xgn{aslic Medical Device Directive 9‘{3}79;‘EG
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CyMet* Erma Il Diff

Intended use = | -, L

CyMet* Erma Il Diff i is a speCIaIIy filtered, non-sterile blood lysing reagent fluid for
use in cell counting and sizing.

The reagent is designed for automated instrumentation, capable to monitor a three-
part WBC differential, based on the aperture impedance principle. CyMet* Erma |lI
Diff is also used to analyse Hemoglobin by optical measurement. CyMet* Erma lll
Diff should be used in combination with Diluid® ERMA.

Summary and principle

The reagent is used prior to counting and sizing of WBC. The reagent stromatolysis
RBC to release Hemoglobin prior to analyse it by optical measurement and modifies
WRBC for counting and sizing.

Content: CyMet* Erma lil Diff is water‘based and contains:
Quaternary. ammonium compounds and KCN (<0.1%).

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

Storage and stability: CyMet* Erma IlI Diff is stable for two years at 18-30°C.

Indications of deterioration

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

Instructions for use

CyMet* Erma Il Diff should be used undiluted according to instrument
manufacturer's instructions for use and should be connected as listed in the
Operators manual.

Reagent may be used with Proclean* And Hypochlorite 0.5% as a cleaning agent.
Furthermore reagent may be used with Diluid* ERMA.

Pack size /< L
REF 3460.0500 CyMet* Erma Ill Diff 500 ml HDPE b@‘tﬁﬁ’

* Trademark of Avantor™ Performance Materials - Deventer'-{-ﬁThe Natheri"&éﬁds,

30°C

C€lvo

Avantor™ Perfarmance Materials
N Teugseweg 20 — 7418 AM Deventer — The Netherlands
Tel: +31 (0)570 687500

The devices as mentioned in this sheet comply with the
In Vitra Diagnestic Medical Device Directive 98/79/EG

VERSION: 2011-08-12
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' kel ok ProClean*
! ; 1
: it
Intended use _ _ _ '
ProClean* is a specially filtered, non-sterile cleaning fluid for use in cleaning of cell

counters.
The product is designed for semi-automated and automated instrumentation, capable

1o clean blood diluting parts of the instrument.

Summary and principle
The reagent is used to clean blood d:lutlng parts prior to remove Cell fragments from

the instrument.

Content . : ’ a2l
ProClean* is Water based and oontam‘
Proteolytic enzym poly-oxy-ethylene-alkyl- -alcohol, NaCI Na;SO,4 and preservatives

in an inorganic buffer compound. ProClean Contains a purple inert dye.

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

Storage and stability _
ProClean* is stable for two years at 18-30°C.

Indications of deterioration

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

Instructions for use

ProClean” should be used undiluted according to instrument manufacturer's
instructions for use and should be connected as listed in the Operators manual.
Reagent may be used with all kinds of D|lU|ds and CyMet's*,

Pack size
REF 3900 ProClean* 5 litres cubitainer

| Trademan{} of Avantor™ Perf_ormancﬁ Matetials - Deventes:

|
30°C

C€ ivo

Avantor™ Performance Materials

“ Teugsewey 20 — 7418 AM Deventer — The Netherlands
Tel +31 (0)570 687500
The devices as mentioned in this sheet comply with the
In Vitro Diagnostic Medical Device Directive 98/79/EG

VERSION: 2011-08-12
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ProClean® Extra

Intended use .

Proclean* Extra is a speCIaIIy filtered, non-stetile cleaning fluid for use in cleaning of cell
counters. Intended to be used in vitro for the examination of specimens derived frorn the
human body..

The product is designed for semi-automated and automated instrumentation, capable to
clean blood diluting parts of the instrument.

Summary and grlnuple . ‘

The‘reagent is used to clean blood dllutlng parts prlor to remove cell fragments from the
instrument.

Content
Proclean* Extra is water based and oontal s
Proteolytic enzym, poly-oxy-ethylene-alkyl-alcohol, NaCl, Na,SO, and preservatives in an

inorganic buffer compound. ProClean* Extra is colorless.

Warning and precautions _ g |
Harmful if swallowed. Avoid contact with eyes, skin and clothing.

Storage and stability
Proclean Extra* is stable for two years at 18-30°C.

Indications of deterioration !

There are no visible deteriorations; otherwise the reagent shouldnt give optlmlsed
performance. The reagent can be used through out shelf life, giving optimised performance.
No guarantees to reagent performance are given after the expiry date. :

Instructions \for use

Proclean* Extra should be used undiluted according to instrument manufacturer's
instructions for use and should be connected as listed in the Operators manual.
Reagent may be used with all kinds of Diluids® and CyMet's".

Pack size | |l :
REF 3862.1000 ProClean® Extra | 1 litre bottle
REF 3862.5000 ProClean* Extra i i

* Trademark of Avantor Performance Materials - Deven

30°C |

Al CERD

Avantor™ Performance Materials

Teugseweg 20 — 7418 Al Deventer — The Netherlands
Tel +31 (0)570 687500

The devices as mentioned in this sheet comply with the
In Vitro Diagnostic Medical Device Diredive 98/T9/EG

Version: 2013-03-25



AVANTOR

PEREORMANMOE 248 THERIALS

Hypochlorite 0.5%

Intended use

Hypochlorite 0.5% is a specnally filtered, non-sterile cleaning fluid for use m c Ieanlng
of cell counters.

The reagéent is designed for semi-automated and automated instrumentation, capable
to clean blood diluting parts of the instrument.

Summary and pringiple

The reagent.is used to cléan blood diluting parts prior to remove cell fragments from
the instrument.

Content
Hypochlorite 0.5% is water based and contains:
Sodium hypochlorite (0.5% active chlorine) and poly-oxy-ethylene-alkyl-alcohol.

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

Storage ant%l starbi‘litv
Hypochlorite 0.5 % is stable for one year at 18-30°C.

Indications of deterioration

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

Hypochlorite 0.5% should be used und luted accordlng to mstrument manufacturer’s
instructions for use and should be connected -as listed in the Operators manual.
Reagent may be used with all kinds of Diluids* and CyMet's*”

Instructions for use l

Pack size |

REF 3917.1000 Hypoohlorlte 0.5% 1 liter bottle

REF 3917.5000 Hypochlorite 0.5% 5 liter bottle
|

a0°C

weA CEND

Avantor T Performance Materials ‘

N Teugseweg 20 — 7418 Akl Deventer — The Nﬁtherlan ds
Tel: +31/{0}570 687500 :
The devices as mentioned in this sheet comph. with the
In Vitro Diagnostic Medical Device Giredive 98/79/EG

VERSION: 2011-08-12



Hematology controls

Intended use

Clinical hematology laboratories require material for quality control of automated,
seml-automated and manual procedures that measure whole blood parameaters.
J.T.Baker Parameter or Retic Conlrols are hematology controls for these
procedures. When handled like a patient sample and assayed on a properly
calibrated and functioning instrument the control will provide values within the
expected range indicated on the assay sheet,

Daily use of these controls provides quality control data to confirm the precision
and accuracy of instrument operation.

Reagents

Parameter Controls contain stabilized human RBC's, platelet components and
fixed RBC's and or simulated WBC's for partial differential analysis to simulate
WIBC's, in a plasma like fluid with preservatives.

Product no., pack size and open vial stability

Sce page 4.

Instructions for use

a.  Remove the control from the refrigerator and allow vials to warm at
room temperature (18 to 30°C) for 20 minutes before mixing.

b. Place the control on a mechanical mixer for 20 minutes or follow next steps
to mix the control manually. Important: do not place the vial on a Vortex-
mixer. '

¢ Hold the vial horizontally between the palms of the hands. Roll the vial back
and forth for 30 seconds and gently invert the vial 10 times. Avoid vigorous
shaking. Continue to mix in this manner until the cells are completely and
uniformly suspended,

d. After mixing let the vial rest undisturbed about 15 seconds to allow smail air
bubbles to disperse. Gently invert the vial 10 times immediately before
sampling. Analyze the control using the same technique used for a patient
sample,

e. After sampling screw cap vials, carefully wipe the vial ring and cap with lint-
free gauze and replace the cap immediately after cleaning.

f.  Place vials back in the refrigerator within 30 minutes after measuring the
controls. Store in upright position.

Storage and stability
Parameter Controls are to be stored upright at 2-8°C when not in use. Stored at
this temperature, the Controls are guaranteed stable until the expiry date.

Procedures

Instrument procedure: make dilutions and assay according to manufacturer's
instructions for patient samples. Refer to assay values and range for the system
in use

Manual procedure: reference:methods can be applied to 8 parameter and 3-Diff
Controls. Refer to @ manual of clinical laboratory procedures,

Expected results

The mean assay values and standard deviation for each Parameter Control are
derived from replicate analyses on whole blood calibrated instrumentation as well
as by manual reference methods, The values obtained on Parameter Controls
prior to its expiry date should be within the expected range. The expected ranges
listed represent estimates of instrument or inter-laboratory variation for each
parameter. Inter-laboratory variation is usually accounted for by instrument
calibration, maintenance and operating technique or reagent brand. For this
reason, the assay values given are guide-numbers useful for contro! but are not
absolute assays for calibration,

Values and expected ranges for instruments not listed on the Assay Information
sheet must be established by the user. It is recommended that at least 5
consecutive analyses will be performed on a properly calibrated instrument for
each level to establish the assay mean and standard deviation.

Warning and precautions

Warning: Potential bio hazardous material,

PParameter Controls are intended solely for IN VITRO diagnostic use by trained,
qualified personnel. Human blood components used in the Parameter Controls
were found to be non-reactive for HBsAg and antibody to HIV when tested with
licensed reagents. No known test methods can provide complete assurance that
products derived from human blood will not transmit infectious diseases. Follow
the same precautions as with patient samples when handling or disposing of
vials. Do not inject or consume by mouth, Avoid direct mouth pipetting of
samples.

Avantor Performance Materials B.V.
Teugseweg 18 — 7418 AM Deventer — The Netherlands
Tel: +31 (0}570 687500
Avantor.emea@avantormaterials.com
The devices as mentioned in this insert comply with the In Vitro Diagnostic
Medical Devices Directive 98/79/EC
8°C
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Contrdle hématologique de référence D0000910
Version: 12.0

Usage indiqué

Les laboratoires d'némalologie clinique ont besoin de substances pour des
contrdles de qualité de procédures automaliques, semi-automatiques et
mantelles qui mesurent tous les parameétres du sang.

Les sangs de contréle de J.T.Baker sont des contrdles hématologiques de
référence pour ces procédures. S'il est maripulé comme un échantillon de
patient et analysé sur un appareil de mesure correctement étalonné et bon état
de fonctionnement, le sang de contréle fournit des valeurs dans la fourchetle
prévue telle que spécifiée par la fiche de test. L'utilisation journaliere de ces
sangs apporte des données de contréle qualité permettant de confirmer la
précision et |'exactitude des mesures faites sur l'appareil.

Réactifs

Les sangs de contréle contiennent des globules rouges humains stabilisés, des
plaquettes, des globules rouges modifiés pour simuler les globules blancs, des
globules blancs slabilisés combinés avec des cellules humaines modifiées de
taille bien déterminée, dans un fluide plasmatigue avec des conservateurs

Références produits, conditionnements ot stabilité des controles apres
ouverture.
Voir page 4.

Mode d'emploi

a. Retirer les contréles du réfrigérateur et laisser les échantillons se réchauffer
4 température ambiante (18 a 30°C) pendant 20 minutes avant de les
melanger.

b.  Placer les contréles dans un mixeur automatique pendant 20 minutes ou
suivre I'étape suivante pour mélanger le contréle manuellement. mportant
NE PAS PLACER CE:S ECHANTILLONS DANS UN MIXEUR DE TYPE
VORTEX.

c. Tenir 'échantillon horizontaiement entre [a paume des mains, Le mélanger
en le retournant doucement 10 fois pendant 30 secondes. Eviter de secouer
vigoureusement, Continuer @ mélanger de cette maniére jusqu'a ce que les
cellules soient complétement et uniformément en solution,

d. Laisser ensuite 'échantillon se reposer pendant 15 secondes afin de
permettre aux bulles d'air de se disperser, Avant d'échantillonner, mélanger
doucement en retourner 10 fois I'échantillon. Analyser le contréle avec la
méme technique utilisée pour les échauttillons du patient,

e. Aprés avoir prélevé I'dchantillon dans les flacons avec un bouchon a vis,
essuyer avec précaulion le tube et le bouchon avec une serviette en papier
absorbant et remettre le bouchon immédiatement aprés nettoyage.

f.  L'échantillon ne doit pas rester plus de 30 minutes a l'extérieur. Stocker
I'échantillon au réfrigérateur en position verticale.

Conditions de conservation et stabilité

Les controles sanguins doivent étre conservés en position verticale entre 2-
8°C.Conservés a cette ternpérature, les sangs de contrble sont stables jusqu'a
leur date d'expiration

Procedures

Procédure instrumentale: effectuer les dilutions et procéder selon les instructions
des fabricants pour les échantillons de patients. Se réferer aux valeurs et aux
écarts de l'appareil ulilise.

Procédure manuelle: les méthodes de référence peuvent s'appliquer aux sangs
de contréle de 8 paramétrer et 3-diff, Se référer a un manuel de procédures de
laborataire clinique.

Résultats attendus

Les valeurs moyennes et les déviations standards indiquées sont fondées sur
des analyses obtenues a partir de méthodes de référence utilisant des apparzils
calibrés ou a partir de méthodes de référence utilisant des procédures
manuelles, sur tous les paramétres du sang. Les valeurs obtenues sur les sangs
de contréle de paramétres antérieurement a la date d'expiration du produit
devraient étre a l'intérieur de l'intervalle attendu. |.es intervalles attendus listés
représentent des estimations de variation entre laboratoires ou entre appareils
pour chaque parametre, La variation entre leboratoires est en genéral attribuee a
la calibrage de l'instrument, ta maintenance et la technigue d'exploitation ou la
marque des réactifs, Pour ceite raison, les valeurs indiquées sont des valeurs
repéres nécessaires pour le controle et ne sont pas des données absolues pour
la calibration. Les valeurs et les intervalles attendus pour les appareils qui ne
sont pas listés sur la feuille d'information doivent étre déterminés par {'utilisateur.
Il est recommandé qu'au moins 5 analyses consécutives soient effectuees sur un
appareillage correctement calibré pour chaque catégorie de sang afin d'établir la
moyenne et I'écart type.

Danger et précautions d'emploi

Danger: substance biologique potentiellement dangereuse, Les sangs de
controle sont uniquement prévus pour une utilisation en diagnostic in vitro par
des personnes expérimenlgées et qualifiées, Les composants de sang humain de
contréle de parametres ont subi un dépistage négatif concernant les anticorps
anti - VIH - 1, - 2 et anti VHC et les anfigénes HBS, mais doivent cependant étre
manipulés comme des produits pptéiiigllément infectieux. Suivre les mémes
précautions qu'avec des préléy ‘@ﬁ)s dessang-humain lors de l'utilisation et du
rejet des échantillons. Ne pagﬁzch-tgr"hi ingérer. Eviter de pipelter les
échantillons directement avgl {-iﬂ buche,

e{"l -
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arlicoli per laboralorio analis
disposable labware

www.kima.it Messrs

| 'GBG-MLD" SRL

s STR. TIGHINA 65
WL 2001 CHISINAU
i o MOLDOVA

Piove di Sacco, 26/02/2019

DISTRIBUTOR AGREEMENT

To whom it may concern, we hereby declare that:

KIMA sas — Via Leonardo Da Vinci 22 — 35028 piove dii Sacco - (PD) - ITALY

appoints "GBG-MLD" SRL ~ STR. TIGHINA 65. - 2001 CHISINAU ~MOLDOVA

as authorized distribtitor of KIMA plastic labware products in the-territory of MOLDOVA
GBG MLD has the right to import and distribute KIMA plastic labware products,

This Agreemerit is valid one (2):years from the:present date.
The Distributor does not have any possibility to oblige the company KIMA sas with quantities or

delivery time as well as prices without prior written authorization from KIMA sas.

KIMA sas keeps the right to modify the prices accordirhg to the market of 'th:é raw materials.
L, | . , i _

KIMA S.r.l. - Via Leonardo da Vmct 22'- Z:|. Tognana - 35028 PIOVE DI SACCO (PD) ltaly - s-mail: m!u@k:-ma Il - Cap. Soc. € 50.000,00 v
Tel. +39 049 9719511 - Fax +39- 049 9718542 - 9719543 - Regislro: |mprese Padova, Codice Fiscale @ Partila IVA 01466290283 - REA PD 160069
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1QNlet, the association of the vworld's first closs
System Certification in the world,

over 140 subsidiaries all over the globe,

CERTIFICATO n.
CERTIFICATE No.

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

KIMA S.R.L.

UNITA OPERATIVE | OPERATIVE UNITS

| 4264/4/C

Viia Leonardo Da Vinci, 22 - Zona Industriale Tognana - 35028 Piove di Sacco (PD)
Italia

& CONRORME ALLA NORMA / 1S IN COMPLIANCE WITH THEE STANDARD
"UNI EN 1SO 9001:2015

Sistema di Gestione per a Qualita [ Quality Management System

PER LE SEGUENTI ATTIVITA / FOR THE FOLLOWING ACTIVITIES

EA: 29

Commerciglizzazione di prodotti del Gruppo: kit diagnostici,
terreni di coltura per microbiologia, articoli in plastica per laboratorio analisi,
provette con vuoto predeterminato e aghi sterili. -

Trading of the products|of the Group: diagnostic kits, culture media for microbiology,
plastic disposable labware, test tubes with predetermined vacuum and sterile needjes.

Rilerirsi alla documentaziong det Sistema di Geslione per la Qualita aziendale per lapplicablits daf requisiti dalfa norma dj rifarimento,
Reler lo lhe documentation of the Quality Management System for defaits of applization to tandaed regui ls.
i presente certificala & soggetia al rispetio del documento ICIM "Regolamento per la cerlilicacione dei sislami di gastione” e al relativn Schema speotico.
The use and the validily of this certificale shetl salisfy lhe requirements of the ICIM documen! *Rulos far the carificalion of company management § ysleis” and spagific Scheme
Per infarmazioni puntuali & agglornale circa evenluall variaziond intervenule nallo stalo della carfificaziona di cui al presanto certificatn,
si prega df contatlars I n” lelafonico +38 02 725341 o indirizza e-mail info@icim. i
For limely and updsled information aboul any changes in the cerificalion sfalus referrad fo i lhis cerliicale,
pilease contact the number +39 02 728341 or amall s‘tn‘dra_ss Trifai@izin il
| d

Data di scadenza
Expiring dale

17/01/2022

Emissione corrente
Current issue

18/01/2019

+ Jor

| ICIMS. p.A.
' Piazza Den Enrico Mapelli, 75 |- 20089 Sasto San Giovanni {M1)
wwdicim.il [

Data emissione
First issue

18/01/2007
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cartification badies; fs the largest provider of management

1QNet Is composed of more than 30 bodies and counts

SGQ N° G04 A

0449CM_03_IT

Memuoro degli Accordi di Mutuo Rlconosclinenta EA, TAF e ILAC
Signalary of EA, TAF and ILAC Mulual Retcgnitlun Agreements

CI5Q ¢ la Federazione ltaltana di Organismi di

Certlficazione del sistemi dl gestlane aziendale

CISQ) /s the Itallan Federation of management
system Certification Bodies,
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JQNet, the association of tha world’s first class
! carlification bodies, Is the largest provider of managemant
' System Certification Ip the worid.
TQNet is composed of more than 30 bodies and counts
over 150 subsidlaries all aver tho globe,

CERTIFICATO n. ol
CERTIFICATE No. '

Sl CtRTlFlCA CHE IL SISTEMA DI GEST]ONE PERLAQUALITA DI
WE HEREBY CERTIFY THAT THE QUALITY. MANAGE! FNT SYSTI:M OPERATED BY

KIMA S.R.L.

UNITA OPERATIVE / OPERATIVE UNITS

Via Leonardo Da Vinci, 22 - Zona Industriale Tognana - 35028 Piove di Sacco (PD)

0860CM_02 1T

Italia
E CONFOF:QME ALLA NORMA | 1S IN COMPLIANCE WITH THE STANDARD

UN\I CEI EN ISO 13485:2016

Scstema di Geshone per la Qualita / Quality Mapragement System

PER L$ SEGUENTI ATTIVITA | FOR THE FOLLOWING ACTIVITIES

EA: 29

Conimercializzazione di prodotti del Gruppo: kit diagnostici,
terreni di coltura per microbiologia, articoli in plastica per laboratorio analisi,
provette con vuoto predeterminato e aghi sterili.

Trading of the products oﬁ’ the Group: diagnostic kits, culture media for microbiology,
plastic disposable labware, test tubes with predetermined vacuum and sterile needles.
| !

Riterirsi alla docurnenlazmne del Sistema di Geslione per la Qualila aziendale per 'applivailit dei requisili della norma di riferimento,
Refér o the doct i o/ the Oua//(y [hs _' it System for detalls of applicafion lo refeiénce standard requirements,
Per informazioni puntuali & aggn)male clrca eventuali variazion! infervenute nello stalo della certiicazione di cui al presente certificalo,
si preqa di contaltare I n° telefonion +39 02 725341 o indirizza e-mail info@icim.iL
. For timely antf ugdated infortnalion.about any vhanges in the cerfification slalus refermed (o in this cerfificate,
plsase conlact the number +39 02 725341 oremail aditess info@icim. i,

Data emissione Emissione corrente Data di scadenza
First issue Current fssue Expiring dafe
18/01/2007 18/01/2019 17/01/2022

3
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ICIM S.p.A.
Piazza Don Enrico Mapelll75 — 20099 Seslo Gan Giovanni {Ml)
www.icimiil
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Signatory of EA, IAF and ILAC Mutual Recognition Agreements system Certifitation Bodies,
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www,vacutestkima.it p | ‘ -
DICHIARAZIONE DI CONFORMITA CE
EC DECLARATION OF CONFORMITY

conforme alllAllegato 111 della Direttiva 98/79/CE "D/Sﬂo.;/(/l// Medico-Diagnostici In Vitre™ e s.m.i.
according &o Annex LI of the Directive 98/79/6C on " In Vitro Diagnostic Medical Devices” as amendard

y

fabbricante
ISy Ay VACUTEST KIMA S.r.l. - articoli per laboratori analisi
disposable labware
indirizzo Via deil'Industr/a, 12
adaress
i 35020 Arzergrande (PD) - Italia
telefono | fax posta elettronica _-. o . ..
phone +39-049-9720624 oy T39-049- 9720182 N i info@vacutestkima.it

identificazione dei prodotti  Autoanalizzatore per provette KIMASED

product identification _
KIMASED Tubes AUTOANALYZER

nome cormmerciale

brand name “KIMASED AUTO 60" "KIMASED AUTO 20”

classificazione del prodotii dispositivi diversi da quelli elencati nell"Allegato 11 della Direttiva 98/79/CE ¢ sun.i.
product classification devices other then those mentioned in Annex IT of the Directive 98/78/EC 4s amtended

Si dichiara
sotto fa propria responsabilita che tutti i dispositivi sopraelencati rispettano le disposizioni applicabili deflz Direttiva
| 98/79/CE e s.1.i." Dispasitivi Medico-Diagnostici In Vitro”.
Tutfa la documentaziorie techica richiesta dallAllegato 1] della succitata Direttiva e cornprovante il rispetto dei Requisiti
Essenziali di cui allAllegato | della Direttiva, & conservata a cura del Fabbricante

Hereby we declare
under aur sole f‘esponsibllft]} that the above mentioned devices meet the applicable provisions of the Directive 98/79/EC
as amended on 'In Vitro Diagnostic Medical Devices”,
All the supporting documents, as required by Annex 11T of the 98/79/EC Directive, in order to prove
conformity to the Essential Requirements as listed in Annex 1, are retained under the premises of the
! Manufatturer

luogo & data
place and date

Arzergrande, 02/09/2013

Assicuratore Qualita / Quality Manager .
Giovanni Chlarm/;ﬂ 4 !

(N wareu

firma
sigrature

FACUTEST RIMA 818 - Vacuum tubes - Via deli'Industria, 12 - 35920 A%Z&RG?(AN‘Q: (D) ltaby - ¢-mall g
Tol 39 OFIEET { G7AD624 « Fax, +33 049 8719543 7 9720182 - Rey. tmp, Padova, Cod, Fise. ¢ P IVA Q3450130285 - REA PR 31187
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" DICHIARAZIONE DI CONFORMITA CE
EC DECLARATION OF CONFORMITY

conforme all’Allegato 111 della Direttiva 98/79/CE 'Dispositivi Medico-Diagnostict In Vitra” e s.m.i.
according to Annex III of the Directive 98/79/EC on *In Vitro Diagnostic Medical Devices” as arnended
' |

fabbricante ' VACUTEST KIMA S.r.l. - articoli per laboratori analisi
U e | disposable labware
indirizzo Via dell'Industria, 12
fliE 35020 Arzergrande (PD) - Italia
telefono = | o q . 8 ois s : fax posta elettronica o >
phone +39-049-9720624 Fax +39-t349-9720182 ISP lnfo@vagutestklma.lt

Sistema di prelievo di sangue e altri liquidi bioclogici
mediante provette con vuoto predeterminato in plastica

identificazione dei prodotti  w A
product identification | VACUTEST KIMA”,

“WACUTEST KIMA” vacuum blood and biological liquids
collection tubes in plastic.

nome commerciale

brand name “VACUTEST KI MA”

dispositivi diversi da quelli elencati nell’Allegato II della Direttiva 98/79/CE e s.m.i.

classificazione del prodotti
devices other then these mentioned in Annex II of the Directive 88/79/EC as amended

product classification

Si dichiara |

sotto la propria responsabilitd che tutti i dispositivi sopraelencati rispettano le disposizioni applicabili della Direttiva '

| 98/79/CE e s.m.i." Dispositivi Medico-Diagnostici In Vitro” |

Tuita la documentazione tecnica richiesta dall'Allegato |l della succitata Direttiva e comprovante il rispetto dei Requisiti
| Essenziali di cui allAllegdto | della Direttiva, & conservata a cura del Fabbricante

T
i
|
|

i ; Hereby we declare
under our sole responsibility that the above mentioned devices meet the applicable provisions of the Directive 98/79/EC
as amended on 'In Vitra Diagnostic Medical Devices”.

All the supporting documents, as required by Annex I11, in order to prove conformity to the Essential
Requirements as listed in Annex I, are retained under the premise%ﬁ@?grajmf’?g&umr
.'\.\L'l 2080, b

luogo € data
place and date ] Arzergrande, O f@

Assicuratore Qualita )\Quali o

firma ; ) NG
signature _ Giovanni Ch;q

/[ i' -1 J s L.»-

YACUTEST KIMA sr1 - Yacuum tubes - Via deliindustria, 12 - 35020 ARZERGHANDE (PD) italy - e-mail: info®@vaculestkima.it
Tel, +30 640 9719511 / §720624 - Fax +35 049 8719543 7 9720182 - Reg. lihp. Padova, Cod. Fist. e P. [VA 03450?30285 - REAPD Q11870 - Cap. S0c. £15.300.05 1v



CERTIFICATE OF REGISTRATION

Lorne Laboratorles Ltd

Unlt 1 Cutbush Park Industrlal Estate
Danehlll

Lower Earley ‘

Berkshlre RGE 4UT UNITED KINGDOM

UL LLC®(UL) is_'st‘,l'es this certificate to the ,Firminamed a_'bd\_/e', after assessing the Firm’s quality system
and finding it in compliance with: :

ISO: 13485 2016
EN ISO 13485 2016

The mahufactute of in vitro diagnostic blood grouping reagents. The purchase for resale of in vitro
diagnostic serology test kit.

Authorized by

I I——

W /‘,/ _"____'.'._"'5

L. / ; é: Nl .E

z, _ Tl

: Michael J. Windler, P.E. Ch::ktCe.r';:t|cate
= Manager of Global Regulatory Service s L

Distinguished Member of the Technical Staff
UL Life and Health Sciences

UL LLC
File Number A12241 Cycle Start Date June 26,2018
Cerrclflcate 1458.180626 Effdctive Date June 26,2018
Imtlal Issue June 26, 2018 Expiry Date May 22, 2020

This quality system fegistration is included in UL's Directory of Registered Firms and applies to the provision aof goods and/or
services as specn‘rd inthe scope of registration from the address(es) shawn above. By issuance of this certificate the firm

represents that lﬂ will rhaintain its registration in accordance with the applicable requn'ements This certificate is not transferable
and remalns the property of UL LLC.

vaNII,&Z’.‘é“\\_‘
v 4/_.,;

00-MB:50043 Issue15.0
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LABORATORIES

EC DECLARATION OF CONFORMITY

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

' Product Name Catalogue Number
Anti-D Duoclone Monoclonal 740010

has been classified as List A (Dlrectlve 98/79/EC, Annex IlI) and complies with
the essential reqdlrements and provisions of Directive 98/79/EC of the
European Parllament and. of the Council (also S| 2002 No.618 which
transposesi the reguwements of Directive 98/79/EC) and the Commission
Decision on Common Technlcal Specifications 2009/108/EC.

and is in conformlty W|th the national standards transposing harmonised
standards:

BS EN ISO 13485:2012
BS EN13612:2002

BS EN 13641:2002

BS EN ISO 14971:2012
BS EN ISO 15223-1:2016
e BSENISO 18113-2:2011
¢ BSENISO 23640:2015-

The conformity assessment procedure performed was in accordance with
Annex |V of Directive 98/79/EC and was carried out by UL International (UK)
Ltd, Wonersh House, The Guildway, Old Portsmouth Road, Guildford, Surrey
GU3 1LR, United Kingdom, Notified Body Number 0843.

The certificates issued by UL-UK Ltd to show compliance are numbers
354.170425 and 355.130523.

This declaration of conformity is issued under the sole responsibility of Lorne
Laboratories Ltd and is valid from 23 May 2017.

f

Eddy Velthuis
Technical Director

Danehill, Lower Ealle"";\ lEm all; hfo@lérnelabs.com

UKAS v _—
g | Betkshire RG6 4UT United Kingdom wwwiornelabs,.com
4426
o i
1S0 13485:2003; (SO 8001:2008 Registered office as above, Registered in England Nu, DASADTYT VAT No. BB 3655 66




000 “Meammom”
MEﬂHKﬂOH

127276 MOCKBG BoTaHMYecKas YA, 35 T\d (495) 231-2272, (499] 502-12-14
e-mail : Medu.lmmﬁf(?rrmdlclone ru

MHH 771‘?191607 P/C 40702810038640106975 B MAO CbepbaHk r.Mockea, K/C
30101810400000060225 KM 771501001 BUK 044525225 OKMNO 51203590 OlPH
1027700153766

Nex 74-19
24.12.2019

CBUAETEABCTBO
HA SKCKAIOSIBHOE MIPABO MPOAAXK!A

- OBLLEeCTBO ¢ orpaHUYeHHOM OTBETCTBEHHOCTLIO «MEAVKAOH> 127276
Poceuns Mocksa yA.Boranndeckas, 35, OFPH 1027700153766 -
NPOU3BOAUTEAL PEAreHTOB AAR TRPAHCY3Knororn (LLloAMKAOHOB) B AviLie
reHepaALHOro AvpekTopa Brkroposa H.A! odULMTABHO YAOCTOBEPSIET, YTO
dupma IM «GBG-MLD» SRL, pacnoaoeHHas no aapecy : MD-2001 r
Kuwmnés, ya.TuruHa , 65 , och. 607 , Pecnybavka MoaaoBa , aBAgeTCS
OhULMCABHBIM gwcrpm&mopom (ABTOPU3OBAHHBLIM AMASPOM) BCEN
npoaykuny nponssoacTsa QOO «MEAUKAOH» Ha Bcelt Tepputopini
Pecnybankim MoAAOBQ.

IM «GBG-MLD» SRL nmeet npaBo HA pacnpocTpaHeHe (peaansaumio),
npoABmKeHme‘(peKAcMy) a TAKKE MOAASPIKKY MPOAYKUMN, BbIMYCKAESMOWN
hupmom OOO «MEAMKAOH» B Pecnybanke Monsosa.

IM «GBG- MLD» SRL 1MeeT NMPaBO YHICTBOBATL OT UMeHU thnpMbl OO0
«MeaUKAOH» l? HACTHBIX U [OCYAQPCTBEHHBIX TEHASPAX U TEM CAMBIM
AeCTBOBATH KCII( ohrUmMdAbHBIN NpeacTaBUTeAs hrpMbl OO0 «MeankaoH» Ha
BCemn Teppmopmm Pecnybavikv Moaaosa

000 «MeA1KACH PACMNPOCTPAHSET CBOW MOAHBIE FAPAHTUM HA
NPOAYKLMIO, MPOACHHYIO PrpmoNt IM «GBG-MLD» SRL .

ft"?Lﬂl‘l tF..J s

[eHepaAbHbI
ApekTop OO0 «MeANKAOH>
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OKOITTEAS

1. BHELLUHUE BUA

1.1 LLOAMKAOH GHTW-A NPO3paNHAas KMAKOCTL KPGCHOTO LBETA. CoorsercTsyst
1.2 UGAHKAGH QFTH-B TPO3PAHAR SKMAKOCTE-CHHETO-HBETC: : =
1.3 Hoaukaos QnM-AR BPeAD0YHER BECUIBTHOR HMAKOCTE:

2. Cepoaorieckme LIOAMKAOH GHTU-A HE AOAKEH AGBATL o.:>,o§:oﬁx:m

CBOWCTBQ C apuTpoumMTamu rpynn B n Ofl) = - = . CnoTeercTeyEr
2.1 CneumncpuiHocTs LLCAMKAOH QHTM-B  He AOAKEH AQBGTb QITAIOTUHALLWM C
spurpoLimtamurpynn A(lil) n Ofl) CooTaeTeTeyed
LLOAMKAOCH QHTM-AB HE AOAKEH AQBQTH QITAIOTUHALMM
¢ apurpomtamm rpynnel Ofl) CooTaeTCTEYET
S e T RO MDY OO T AT THHOLE HO .jygﬁﬂﬁﬁﬁ..uﬁﬁwﬂﬁgom.ym:x.m. SR il e
CROCODHOCTY [of oooﬁmqo,qmﬁo:._.six LLoAMKAOHAaMM.  AOAKHO COoQmReTrayeT
MOSBUTLCE HE NoaaHee 10 cex. NOCAE CMELUMBGHUS g HERISINTEEY
Tt LLOAUKAOHQ QHTU-A B PECKLIM QTAIOTMHALIMK HA
ton MAOCKGCTH, C-BPUTPOLIATAMA BRI A(ll): 1232 - 1:64 CooTsetcrayeT
Z3Tmp !
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Tutp :.ops?oxa or:x.}m 8 PECKLAW QITATMHA-LIMN 384
HQ NAOCKOCTH © wtsdu rpyan Afll) 1:32-1: 64
v Bl 1:64 » i

3aseayiowas  OTK OO0 nnﬁwgﬂmo_%ﬂ
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MEINKACH

NTAT L

127376

ABO, Pe3yc u Keiln no TY-9398- ._3 51203590- mcce
( LOAWKAOHDI
PEruCTPOUMCHHOS YACCToBEDEHIE  Me PCP 2009/06043 o1 05 Hoa5pa 2009

MocKEC, BoTaMLM

000 “‘Meguxaon”

*7£95 2312072

EXTEYAL 35,

AnTu-A, AHTH-B 1 AHTH-AB) |

7499 502-12) 4,

Hanmenopaune: 1onminon Auria-B so ¢raxoHax no 10 Mil ¢ CHHAMM KpEIIITKaM#

Cepnsi: 095810

Eananna: 100 mu
HMzrovopnen: 21.10.2019 Konudectro eappun 40
Foren o 21162621 — - —— —-OFsemcepum: 1000031
Tacmopt: B095810 0121.10.2019
Haumerosatue Hopmano TY PE3yALTaTH!
NOKQITTEAR HCOBITCHMA
F. BHEtHWA A . _
1.1  UoamkaoH aHma-A TIpO3PCUHAR KMAKOCTE KPACHOrD LaeTd. COOTBETCTRYET
1.2 Lomnmksor arm-B TpO3paUHOR KMAKOCTS CHHEFO LIBETA. 7
1.3 UoamkacH oHt-AB [IpO3POHHOS GECLBETHOR KUAKOCTS. |
2. Cepoacrmieckue HOAVKACH aHTA-/ > HE AOAKEH AQBATH QMTAIOTUHAUMK
CBONCTBA C 3PUTPOLMTAMMU TPYNIA B} nOll) Cootsercisyer
2.1 Cneumndm4HOCTL LLOAMKAOH QHTM-B  HE AOAKEH AQBATL QITAKTUHALMMN C
aputpoumamu rpyni Alll) n Ofl) CoorteercTayet
LLOAMKAOH GHTW-AB HE AOAKEH AQBATL QITAIOTMHALMN
c wUs«vo.F:qon rpynns Off) CooTsercrayet
23 FEMOI D TRUDYIOUMAS -~ AFFASIMBEOUNR HG anxon.swnzfomvaom;»,_ Bl .
CnocobHOCTs < COOTBETCTRYIOWIMMM  LIOAMKACHOMM  AOAKHA Oooqmm:um\ma
‘nosBUTECH HE nolanee 10 cek. NOCAS CMBLLIMEaHYA 10 cexyHa
| Uoaukaora arma-A 8 peakuin GITAQTURALMK Ha
MAOCKOCTU C ZPUTDOLITAMY TPYFTE Alll) 1:32 - 1:64- | ‘CoomsercTeyer
2.3 Twip Turp _._.o>§9o_._n_ AHM-B B peaxkum ammAIoTMHALMM Io 1:32-1: 44
MAOCKOCT C SPUTPOLMTAMIA TDYTINE! E_E
T, o s e e I
TUTP LIOAMKAOHG OHTU-AR & ﬁm@E\_: u.?ﬁ O 1:64
Ha _._>onxon§ c unvﬂwommawh: T ﬂn._f_f vm.. 5.
nBy 1 CooTseTCiayeT
1:32-1:64

3aBeAyoLLOs

OTK OO0 KMEAMKAOHN




.. » "
xgxéo: 000 ‘Megnxron _.

27276 %Qq§i§APTM§m|+tﬂ§mmf@&+

NMACNOPT-CEPTUPUKAT _._VOSwwOb._.._.qmbu %_

Ha «HaGop peareHToB AAS ONPEAEASHUS IPYNN KPOBM YEACBE
ABO, Pesyc u Kelln no TY-9398-101-51203590-2009
a_._.O>S_n>O_.=u_ AHTH-A, AHTH-B U AHTH- >wu

HaumenoBanue: Ionmxnon Anmu-AB:

Cepnsi: 098611 "Eamanna: 100 mn
WsroTosnen:  05.11.2019 - Konuyecrso enunan 10
Topen mo: 05.11.2021 . Obbem cepun: 10000 M-
IMacmopr: ABO098611 ot 05.11:2019.
Hammencsarne . Hopma ne 7Y Peayaerarsl
NOKC30TEAR MCTILTaHKA
1. BHeuwIHWA BMA o
1.1 LOAMKAOH QHTH-A | [TPo3IpasHOs MMAKDCTE KROCHOTO LBeTa. _ Coorgercieyet
112 UBAMKADH QHTH-B- | MPO3PaHHOR SKMAKOCTS CHMHEFO UBeTa. i
1.3 LoanKaOH aHTM-AB Npo3DoYHOs BECLBETHOS KAAKOCTE.
2. Cepoaorueckme LOAMKACH QHTH-A  HE AOANEH ATBUTE OITAIOTHHOLLMM
CROMCTEO € apurpowaTasy rpynn B{Ill) 1 Ofl) CooteeTcisyer
2.1 D:m:.sau.xxzoﬁw UoamkaoH aHv-B  HE AOAKEH AOBOTE OITAIOTHHOLMK C
‘ spuTpouMTamu tpynn Aflll} u Ofl) CooTeetcIsyeT
LIOAMKAOH GHTM-AR HE ADAKEH ATEQTE QITAKTHHOLYAM
C IpUTPOLMTaMKM rpynns Off) Coorsercieyer
2 TemaommomHeDySusa| AT TA T O HO AR e DpMTR OLTOR-AT-1- B
cnocoBroct. C.. COOTBSTCTBYIOLUMMA  LIOAVKAOHTMYM ACAXHO | COOTBETCTBYET |
3 nOsBMTLCA He Mo3anee 10 cex. NocAe CMELLMBCHIR 10 cekyHA

qxﬁ Uoamracha THTH- > 8 PSOKXLMH CITARTHHAUMM HO

NAOCKOCTM C BpUTROLMTaMA rRyAns Afll] 132 - 1384 | Cooreercieyet

23Twp TuTe LLOAMKAOHG QHTU-B B DEOKLUM QITAITMACLIM HG | 1:32-1: 44
TIAQCKOCTH C 3DMTDOLMTOMM foynnst Bl
1Io4 CooTseiCmyet |
Tutp UoamkacHa SHf 1:64
HQ NAOCKOCTU € 3
n Bl 1:64 COoTEETCTBYET
1:32-1:64
LLOAUKACH COOTBETCTBYET TREBORUHMAM 9398°101-51203590-20C9

3aseayiownas  OTK OCO ¢MEAMKAOHY M.C. Opaced
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127275 Mockeq, Botanmueckas ya., 35, T\cb (495) 231-2272  [499) 502-12

N .

MACNOPT-CEPTU®UKAT MPOUIBOAUTEAS ;m

Ha tHa6op peareHTOB AAR ONpeAeAeHMs PYNN KPOBW YEeAOBEKa T
ABO, Pesyc 1 Kelly no TY-9398-101-51203590-2009  \,

{ LOAMKAOH  AHTHU-D Cymep )

PemcTpaumoHHoe yaocTtosepetne Ne PCP 2009/06043 ot 05 HosOps 2009 ¢

Hanvenopanne: 1lomixnon Aurr-D Cynep Bo ¢akoHax o 10 Mx ¢ 3eTeHbIME

:  KpbIOKaMH
 Cepus: 292711 - . Equnnna: 100 wn,
~Marotosnen: 05:11:2019- : H»oh:.uwﬁwc @E::E 40
Tomen po: 05112021 Obnem cepuu: 10000 wr.

Tacnopr: Mc292711 or 05.11.2019

Hamverosaname XapaKTepACTHKa HOpMEL 0 TY PesynbTarnt
OKA3aTeNd HCTILITAHKA
1. Brenmmii B . |TIpospaynas aHIKOCTS cBETNO-GexeBoro npera
! ) CoorBeTcTBYET
2. Ceponormieckne
......................... e et s e
2.1 Ounn.ﬁe. OCTE mogqm?ﬂ& UQE% HE, houuﬁmm,l‘ i - _|CooTBeTCTBYET
R arrmoTstnposars D) sparpomumer, . L
22 H.m!uuaoé%monnmm erxas peakiEd arCIOTHEANMH HOIDKEA | Cootsercnyer
cocobHOCTh HacTymaTh B Tewcnre 30 cex. mocme cMemmramus | 30 cex.
pearerrr e D TR
2.3 Tutp Terp Epﬁﬂuo@,u.gub Oﬁmﬁ wg COOTBETCTBYET
ATTITEHIEE. mu.%ﬁa?g
; 1:32
1:256
Honusnon b1

d4 T

3asexyioman OTK Q00 «Memuxiom» M.C.Opnosa
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Ha «Ha6op pedreHToB AAs ONpeAEAEHHA FPYNIf KPOBH ;m>o_w.w.@ an
>wO 1mw<n uKelly no TY-9398-101-51203590-2009 °

_um_.xoﬁo_&xo:xom yaocTosepeHme Ne PCP 2009/06043 ot 05 HO86pa 2009 ¢

{ WOAUKAGH  AHTH-D (IgG) )

H

Cepusi: 292110

Hsroronnen: Nm.uobcaww
chm_— ao: 28.10. NON_

Hanmenosaune: Iommxnon Axre-D(IgG)

Enanpna: 100 mn

H—»n:cvd NHNQ@NH 10 oT Mm 102019

mho‘::..oﬂdc eIBHAN 10
O6bem cepui: 10000 ML

Haumenosanue XapaxkTepHCTHKa BOPMBL PesyneTars!
TIOKA3aTeNs HCITBITAHHH
1. Buemswii gan Hpospagnas #HIKOCT CBETIO-DEKEBOTO HBETA
] j CoorpercriyeT
2. Ceponormeckue
CBOHCTR2
> Tonuxnon Arrx-D HE A0IKeH aITHOTARAPO- | CooTBeTcTBYeT
2.1 CretpuaHOCTs — — | pare D{)ysprtgolag " S
2.2 FeMaFImOTHHUPYION | ArToTREAImA spatpormTos D¢ Lonakno- | Covrsercrayer
21 cnocoSHoCT: HOM B MPOOHPOYECM TECTE C KENaTHAOM
JFOMDHA NOFRNATLECY He noanses 15 mpm.
2.3 Turp Tutp Homixnona agr-D B SEOOHPOMEOM Coorsetcrayer
TECTE € XenaTHEoM 1: H..mxv\«. i
| Tetrp Conmxaonz s mouﬁmwﬁ!ﬁ ffm(h
mﬁmﬁnvmﬁxmomﬂﬁumﬂw 512
£

Uommicion coorsercTryeT Tpeboranmm TY — M.T

3aseayroman OTK OO0 «Memuiotony
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nmva_m. 196410 - ~ Enwnama: 100 mn
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Hacnopr: K196410 o1 21.10.2019 _

Hawvenoparne XapakTepHCTHKa HOpMEITIO TY PesymeTatat
) TIOKA3ATCHA - “ ACHBITARHIA
m wwﬁgmxx B [Ipo3pasiHas KeToBATAd Ml POSOBATARLMUIKOCTD | | COOTBITLTRYCT
2, Ceponoregcckne
CBOHCTRA
o 50 I a0l T “. e ul«. . .. Lo g | ] ..:L.. ..N- 23 FUGFH: fal .\

%ﬁog wﬁﬁﬂvoE\qE E. ;
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cnocobHocTE HacTynaTh B Tederue 30 nﬂﬂkﬂﬁﬂhﬁﬂ%ﬂﬁm | CooTseTCTRYET

22 AXTHRHOCTH
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Declaration of Conformity helena

Bmsuunces Eurepu

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

In Appllcatlon of the Council D ectlve 98/79/EC on the approxnmatlon of
the laws of the Member States! relating - ‘to In Vitro Diagnostic Medical
Devices & ‘CE marklng

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

Product Description GMDN
Code Classification Code
5267L Thromboplastin L 55983

/\hl'u,

: ‘ .,,u»‘b‘«:\g% If/
|, the undersigned declare that the(de es regnste&d agalnst the above GMDN
Classification Code conforms to the s d irectwéfs \
¢ e <" =l

c'r
‘-\
“'\- I)II

Full Name:  M.J. Stephenson }{/[tle Managing Director

Signed: %’&M /g\ _ Date: 06 Aug 2015

Tel +44 (0)191 482 8440 | Helena Biosciences Europe
Fax +44 (0)1‘?1 482 8442 Queensway South, Team Valley Trading Estate,
info@helena-biosciences.com Gateshead, Tyne and Wear, NE11 0SD,

www.helena-bjosciences.com United Kingdom



Declaration of Conformity | helena

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

In 'A’pplicaiion Of the Council Di‘r%ectiv‘e 88/79/EC on the approximation of
the laws of the Member States relating to In Vitro Diagnostic Medical
Devices & CE marking.

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

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

_ S reg e %é{lnst the above GMDN

Classification Code conforms to the sald Direet

I, the undersigned declare that the-’-.dcé|

\ .\' ,,,'./
Full Name:  M.J. Stephenson f Title: Managing Director
Signed: % M /% Date: 05 Aug 2013
(
Tel +44 (O)_1S§1 482 8440 Helena Biosciences Europe
Fax +44 (0)191 482 8442 Queensway South, Team Valley Trading Estate,
info@héleha—b‘iosciences.com Gateshead, Tyne and Wear, NE11 0SD,

www.helena-biosciences.com | United Kingdom



Declaration of Cohformity helena

Biosclences Europe

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

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.

| : ‘

= I | 3

Declaration of conformance. to a(%plicable sections of Annex | - Essential
Requirements and “Annex Il (EG Declaration of Conformity) impogsed 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.

5

Product Description GMDN
Code Classification Code
5186 Routine Control N 30590

I, the unqueksigned’deCIare that the devibes registered against the above GMDN
Classification Code conforms to the said Directives.

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

Signed: %{M /% Date: 31° October 2013
IR
$ e - Ir’;
/

Tel +44(0)191 482 8440
Fax +44 (0?191 482 8442
info@helenq-biosci'ences.com
www.helen‘arbiosclences.com




Declaration of Conformity helena

HL-7- 0138 DG DOI 2013/10 (6)

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

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

appropriéte bady in the event this |‘s required.

Product Description GMDN
Code Classification Code
5187 | Routine Control A 30590

T

avA f" P
e, above GMDN
b

I, the undersigned declare that the devices registe.idsa‘{_g’__al_ps_r. h

Classification Code conforms to the said Directives.

Full Name: - M.J. Stephenson

oot S

A

fober 2013

Tel +44 (Q)191 482 8440 Helena Biosciences Europe
Fax +44 (Q)1_91 482 8442 Queensway South, Team Valley Trading Estate,
info@helena-biosciences.com Gateshead, Tyne and Wear, NE11 08D,

www.helenzja—b‘losciences.com United Kingdom



Declaration of Conformity helena

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

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

Product Description GMDN
Code Classification Code
5183 Routine Control SA 30590

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

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

! .
Signed: ! %I"CM/% Date: 31% October 2013

s

N
N\
3

‘ / A
Tel 144 (10)191 482 8440 : Helena Biosciences Eu{fqp ¥ A gg\\g
Fax +44 (0)191 482 8442 Queensway South, Te!:lilm: .'_\_fj-l—alley TF@dgj@é& at <]
info@helerja-biosciences.com Gateshead, Tyne and '{ga'ﬁ; [\1E:1\1€1§[3“ ) p|
www.helen?—biosciences.com United Kingdom "-\_\i;'r. ‘ ]

} \



CERTIFICATE
"Mr. Sergey Sorokovitsch

adﬂvely and successfully participated
in
. SERVICE AND APPLICATION

TRAINING

for

Thrombolyzer Systems

frdﬁ:26mrdovemberto.SO“rﬂovember'2012
location

Kommanditgesellschaft
Behnk Elektronik GmbH
: Hans-Boé6ckler-Ring 2
22851 Norderstedt
‘Germany

a

f
& Co.
7

Holger Behnk, Director




Abbott Praducts Romania S.R.L. C.U.I. RO 15910608 Tel: +40-21-524 30 00
Green Court Bucharest R.C. J40/15462/18.11,2003 Fax. +40-21-520 30 01

‘GaraHerastrau 4C. -~ Capilal Social: 59500218f,
Corp B, etaj 2. sector2 =~ - Banca: Citibank SR
BucUresEa Romania IBAN: RO22CITI000000724585043

NOTIFICARE

Cat:re:'% S:C. GLOBAL Biomarketing Group — Moldova SRL

1

Noi, ABBOTT PRODUCTS ROMANIA SRL, reprezentant autorizat in Romania (Strada Gara
Herastrau, numarul ‘4C; sector 2, Bucuresti, inreg. la MEC sub nr. 1069/22) al companiei
Abbott Laboratories, producator de instrumente de biochimie si imuriologie ARCHITECT,
hematologie Cell-Dyn Emerald si Cell-Dyn Ruby, precum si de reactivi, controale, calibratori

si consumabile pentru acestea, avand capacitatile de productie in SUA, Abbott Park 60064,
Tllinois,Santa Clara California, Germania ~Wiesbaden, Marea Britanie- Dartford, declaram ca
analizoarele mai sus mentionate functioneaza in sistem inchis, numai cu reactivi dedicati si
produsi de firma Abbott. '

Datd completarii: -
10.09.2019 + Producator:

ABBOTT PRODUCTS ROMANIA SRL

e Bxperivnge Manager,
: {néﬁa ‘irvulescu

AAUCES |
ANiatTA )

J A Promise for Life




Abbott Diagnostics Division
Abbott Laboratories 2016




—

il hers cambleted the

_Abbott Diagnpstics Division
Abbott Laboratories 2016




) v

Declaration of Conformity

Certificate 1dentification:
t.egal Man ufac turer's Name:

Legal Manufacturer’s Addréss:

SC-H1HT3
Abbott Laboratories
Diagnastics Division

Abbott Park, 1L 60064 USA

List Numbcrs
and Size Code GMDN Code
of Devices

Namies and Description of Devices Classification

01H73-0t 58237

CELL-DYN Sapphire and CELL-DYN Ruby Systems Self-declared
DILUENT/SHEATH

Authorized European
Reprtsentatwc
(Name and Addréss)

ABBOTT
Max-Planck-Ring-2
63205 Wigsbaden, Germany

bt()‘rggc site of tedhnical
documentation
(Name and Addzoss):

"Abbott Laboratories

4551 Greal America Parkway
Santa Clara, CA 95054

Harmonized Standards

: | L] H ) I
Listed in the Technical Documeniation

We, the underqngncd hereby dectare that the in vitro diagnostic medical devices-described above and bearing the
CE marking, (,ontm m with the applicable provisions of the EC Divective 98/79/£C of the European Parliament and
of the Gouncil 0f27 October 1998 on In Vilro Diagnostic Medical Devices as [hL)’ are fransposed into the laws of

(he member states.|

This declaration is made in accordance with Angex FHE of the IVD Directive and is issued under the sole

responsibility of the manufacturer,

- r._|

Signature: \Q Krevy ‘h-f?r-:,ﬂ_* Signature: y (e /%4,_._.,
-5 A A ’
Full Naine: Barry Simpson Full Name: Marcy Jaqua
Pasition: Site Quality Manager Position: Director, Regulatory Alfairs
Date of Approval: l“i 3 W - PR Date of Approval: (774 %LM v 2
5 :
Date Issued: j JUN 30 2015 Place lssued; Abbott Santa Clara
: RIS V2 Ef‘fe‘cvﬁve (Date or
Supersedes: January 10, 2014 Lot Number): JUL 06 2015

CELL-DYN: \dpphll‘&. dnd CELL-DYN Ruby Systems

DILUE T\I“/SHLAIH
June 2015

i f”{{"\ v \)
Page | of |




aAbbott

Declaration of Conformity

f |
Certificate.1dentification: SC-08HS2
Fok | ’ Abbotf; Laboratories
Legal Manufacturer’s Name: " Diagnostics Division
. o CE| N | Il

“Abbott Park, IL 60064 USA

iegal Manufac.vt'xlirer_"s Address:

List Numbers

and Size Code GMDN Code Ngmés and Desceription of Devices Classification
of Devices ;
081152-01 61165 CELL-DYN Ruby, CELL-DYN 3200 Systems Self-declared

WBC [,\’ﬂ[l

Authorized EumPean

Representative

(Name and Address)

ABBOTT
Max-Plane

k-Ring-2

65205 Wigsbaden, Germany

Storage site of technical

documentation

(Name and Add rf;ss)

Abbolt Laboratories

4551 GI"ca*

| .
Amcrica Parkway

Santa Clara, CA 95034

Harmonized Standards

Listed in the Technical Documentation

We, the undersigned, hereby declare that the in vitro diagnostic medical devices described above and hearing the
CE marking, confarm with thie applicable provisions of the EC Directive 98/79/EC of the European Parliament and
of the Council of 27 October 1998 on In Vitro Diagnostic Medical Devices as they are transposed into the laws of

the member staies‘;

This declaration is made in accordance with Aunmex 11 of the 1VD Dircctive and is issued under the sole

responsibility of the manufacturer.

Signature:

Full Name:
Posilion:
1 |
Date of Approval:!
|

Date Tssued:

Supersedes:

£ \3\ =
Q i_».-\\:_"\;f“\r*‘:\'\.i.yﬁ ___ Signature:

I

Barry Simpson

Full Name;

Marcy Jagua

Site Quality Manager

-3‘0\ SS90 E | Date of Approval:

Position:

Director, Regulatory Alfairs

JUN 36 2015

| Place [ssued: Abbott Santa Clara

o e, S2/8

IRIS V2,

Effective (Date or

January 10, 2014 Lot Number):

CELL-DYN Ruby dand CELL-DYN 3200 System Reugent

WBC LYSEE
June 2015

JUL 06 2015

e_f.'_(i'.énfn rinity

A5 (RIS V3)

P Page 1 of |



ol Abbott

Cerlificate Fdentification:
!
Legal Manulacturer’s Name:

Legal Manufacturer’s Address:

W ) Deé_lzirﬂﬁon of Conformity

|
] sc-mhso

Abbott |Laboratories
astics Pivision

'Diagn‘

Abbott Park, [1. 60064 USA

List Numbers

CN-FREE HGB/NOC LYSE

and Size Code GMDN Code Names and Pescription of Devices Classification
of Devices _
03H80-02 61165 CELL-DYN Ruby, CELL-DYN 3200 Systems Self-declared

Authorized European
Representative
(Name and Address).

ABBOTT
Max-Planck-Ring-2
65205 Wiesbaden, Germary

Storage site of technical
documentation :
(Narme and Address)

Abbott Laboralories
4551 Greal America Parkway
Santa Clara, CA 95054

Harmonized Standards

Listed in the Technical Documentation

We, the undersigned, hereby declare that the in vitro diagnostic medical devices described above and bearing the
CE marking, conform with the applicable provisions of the EC Directive 98/79/EC of the European Parliament and
of the Council 6f 27 October 1998 onlIn Vitro Diagnostic Medical Devices as they are transposed into the laws of

the member states.|

This declaration lp made in accordamc with Annex 111 of the IVD Directive and is issned under the sole

responsibility of thc manufacturer,

Signature:

Full Natme:

“3 S ‘,o‘\‘&( = : ; Qignaiure:

Barry Sim paon ‘

Py S
Core

[Full Name:

Marcy J']([le

Director, Rewulalmy Alfairs

Position: | Sllo Quality Manaﬂu Position:
., | =+ : el
Date of Approval: { 2 \L )\ML 2034 5 Date of Approval: Q&D}M oy e
Date Issued: JUN 8 0 2015 | Place Issued: Abbott Santa Clara
IRIS V2 Eifective (Date or

Supersedes:

January 10, 2014

Lot Number):

JUL 66 2015

CELL-DYN Ruby/3200 Systems
CN-FREE HGB/NOC LLYSE
June 2015 1




a Abbott

Declaration of Conformity

Certificate Ifdcntiiﬁcal’ion:
Legal Manufacturer's Name:

Legal Manufacturer's Address:

SC-08H59

Abbott Laboratories
Diagnostics Division

Abboti Park, IL 60064 USA

List Numbers

and Size Code GMDN Code Nawies and Description of Devices Classification
of Devices |
08HS59-01 55866 CELL-DYN 26 Plus Control; Full Pack Self-declared
08H59-02 55866 CELL-DYN 26 Plus Control, Haif Pack Self-declared

Authorized Luropean
Representative |
(Name and Addyress)

ABBOT r\ |

‘Max- Planc}\ Ring-2

65205 Wiesbaden, Germany

Storage sife of technical
documentation
(Name and Address)

Abbott I,d oratories
4551 Cm.at America Parkway
Santa Clata CA 95054

Harmonized Standards

Listed in the Technical Documentation

We, the undersigned, hereby declare that the in vitfo diagnostic medical devices described ahove and bearing the
CE marking, conform with the applicable provisions of the EC Directive 98/79/EC of the European Parliamenl and
of the Council of 27 October 1998 on In Vitro Dugnusuc Medical Devices as they are transposed into the laws of
the member states,| i

This declaration is made in accordance with Annex HI of the IVD Direetive and is issued under the sole
responsibility of the manufacturer.

J ; el - _
Signature; &E&E‘lf*‘%"i N2 Signhature: (/Zﬁméc%w,____
Y ) L
Full Name: Barry Simpson Full Name: Marcy Jaqua
Position: Site Quality Manager Position: Director, Regulatory AfTairs
A st i \ .. i
Date of Approval: i 1R “Swa. . 2215 | Date of Approval: FO e i

JUN 3 0 2015

IRIS V5
FFebruary 26, 2015

Date lssued: Place lssued: Abbott Santa Clara

JUL 0 6 2015

Eflective (Date or

Supersedes: Lot Number):

CELL=DYN 26 Plus Control

June 2015 |




a Abbott

Declaratiﬁn of Conformity
11

Certificate Identilficdtion:
Legal Manufacturer’s Name:

Lepal Manufacturer’s Address:

|
SC-99644

Abbott Laboratorics
Diagnostics Division

Abbotl Park, IL. 60064 USA

CONCENTRATL

List Numbers | GMDN Code NRHIL’S and Description of Devices Classification
and Size Code |
ol Devices
99644-01 50058 CELL-DYN ENZYMATIC CLEANER Self-declared
CONCENTRATE
9364 1-01 59058 CELL-DYN ENZYMATIC CLEANER Self-declared

address)

Authorized European
Representative (name and

ABBOTII
Max-Planck-Ring 2
65205 Wiesbaden, Germany

address) ]

Storage site ofitechnicai
documentation (name and

Abbott Laboratories
4551 Greal America Parkway
Santa Clara, CA 95054 USA

Harmonized Standards

v I e - 13
Listed in the Technical Documentation

We, the unders'r%r’iéd, hereby declare that the in vitro diagnostic inedical devices described dbove and bearing

the CLE marking,

Pacliament and of the Council of 27 October 1998 on In Vitro Diagnostic Medical Devices as they are
transposed into the laws of the member states,

Jconform with the applicable provisions of the EC Directive 98/79/EC of the European

This declaration is made in accordance mth Annex 11 of the IVD Directive and is issued under 1he sole
:esponsxbnhty of the magufacturer,

Stgnature:
Full Name:

Position:

Date of /»\‘ppmva}l:

Date 1ssued:

Supersedes:

CELL-DYN liN].‘P’I\’l/\'l'l(,,' CLEANER CONCENTRATI

September 2015

\‘ N
o (O |
$5

‘Barry Simpson

Signature:

Fall Name:

Qualily Manager

v L ( o5
S depl . L

SEP 04201

Position:

Date of Approval:
01

Place Issued:

IRIS VA,

January 10,2014

Effective (Date or Lol
Number):

Marcy .

aqua

chuhtory Alfans , [Jmcim

Abbott Santa Clara

SEP 1 1 2015




a Abbott

Declaration of Conformity

|
Certificate Identification:
Lepal Manufactiarer’s Name:

; |
Legal Manutactprer’s Address:

SC-09H46

Abbott Laboratories
Diagnostics Division

- Abbott Park. 1L 60064 USA
B il T .

List Numbers
and Size Code
of Deviees

GMDN Code

! ‘Plame_s and I)eseripfiun'of Devices
S ! : 3

Classification

N91H46-02 58236 CELL-DYN Emerald CLEANER Sell-declared
09H47-02 61165 CELL-DYN Emerald CN-FREE LYSE Self-declared
091H48-02 58237 CELL-DYN Emerald DILUENT Self-declared |

Authorized European
Representative |
{Name and Address)

ABBOTT
Max-Plantck-Ring-2
65205 Wiesbaden, Gerinany

Storage site of technical
|

documentation !
{Name and Address)

Abbott Laboratories
4551 Great America Parkway
Santa Clara, CA 95054

Harmonized Standards

Listed in ﬂie Technical Documentation

We, the undcr‘:[gmd hereby declare that the in vnt 0 diagnostic medical devices described above and bearing the
CE marking, mm‘orm with the applicable provmohq of the EC Directive 98/79/EC of the European Parliament and
of the Counul of T>7 October 1998 on In Vifro D;a nastic Medical Devices as they are transposed into the faws of

the member Sld[ES

This deci&:atmn is made in accar(ﬂdncc with Aanx HT of the IVD Directive and is issued under the sole

responsibility uf}rl}e manufacturer,

Signature:

Full Name:

Barry Simpson

Position:

Sile Quality Manager

P —

L e

tall Name:

Malcy ldqua

Pasition: Dncctm, Regulatory Affairs

Date of Approval] Q2. Doe. )05

d/ AL 20/8"

Date of Approval:

Date Issued:

DEC 03 2015

Place Issued: Abbotl Santa Llard

IRIS V6

Supersedes: July 6, 2015

Effective {Date or
Lot Number);

DEC 0 3 2015

CELL-DYN Emerald Reagents
December 2015 |

(IR]Q V”/‘)
Page | ol |



Fiitration - Rapid Tests - Watér Analysis - Chromatography. - Bioanalysis
Filtration + ochnelltese Wasseranalytik - Chromatographie - Bioanalytik

\
TO WHOM IT MAY CONCERN

This declaratron has been establlshed for GBG- MLD Moldova

We, MACHEREY#NAGEL GMBH & CO KG Neumann-Neander-Str. 6- 8, 52355Duren, GERMANY
are Orlgmal Manufacturers of

\

|

Fﬁtrarfon products
Rapid Test products

MEDI-TEST products
Ohromatography products

3 e 3«

Our Authorized /gNon )Exc issive Distributor in Moldoyva
forthe above me tloned products under MACHERFY-NAGEL brand, is the company

"GBG MLD" S R. L.
Tlghlna str.65, ofﬂce 607
MD 2001 Chismau
Repubnc of Moidova

Exphmtiy, GBG MLD is allowed to take part and submit bids in official tenders for the goods .
manufactured by|us in GBG-MLD's own name, risk and on thelr own account. MACHEREY- NAGEL
gives no warranty regardmg the. fulfilment of any sighed contracts or conditions granted by i
GBG- MLD
This. deolaratlon wHI remain valld up to 31 12 2020 and will automatically end this date without any
iermmatlon or exptranon notloe gnven In no event shall this declaration be extended aufomatically.

//-_m 4 '-“‘.:..b‘
Diiren, 20.01.2020 AR BRE Y

MACHEREY-NAGEL GMBH & c‘,‘o K6

SN N

Dr. Christes Evangelakakis |
International Sales Manager

i

Nepky ¥

MACHEREY NAGEL GmbH & Co, Ké Neumann- Neandarstr 68 - 62355 Duren - . Germany « Tel.: +49 24 21 968-0 « Fax: +48 24 21 B85-199 » E:mail: info@mn-net.com » www.mn-net.com

Amtsgericht Dilren, HRA1164" . - < Ust-ldNr: DE 122277751

GibH eingalragen beim Amisgericht-Dirgn, HRB 526 Banken:  Deulsche Bank AG, i | (BLZ 395 700 61) Ba07eE  (IBAN DEBG395700610802076600) (SWAFT-Code DELTDEDKIS) -
Perssalich haftende Gasellsclisferin: |- Posibank Kl (BLZ 370100 50) 22756-502  (IBAN DE04370100800022798602) (SWIFT-Cods RENKDEFF)
MAGHEREY-NAGEL GmbH, Diiren : . 2 Commerzbank Diiren (BLZ 305 400 £2) 4370300 (IBAN DE65395400520437030000) (SWIFT-Code COBADEFFXXX)

Gesehéﬂsfur\rann C. Wagner ! 9 ’ Sparkasse-DoOren * (BLZ 395,601 10) 42300608 {IBAN DES6395501 100042300808) (SWIFT-Code SDUEDEIINKK)
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TUVRheinland

Certificate G

The Certification Body of
TUV RBheinland LGA Products GmbH

hereby certifies that the organization
Macherey-Nagel GmbH & Co. KG
Neumann-Neander-Str. 6-8
52355 Diren
Deutschland

' hag establishéd-and applies-a-quality management system 'foi! medical devices
N S (FIR ~ for the following scope:- ] '

Discription _s,ée éﬁéchment
Proof has been furnished that the requirements spetified in

EN 1SO 13485:2016

are fulfilled. The quality management system is subject to yearly surveillance.

Effective Date: -~ 2018-08-21
Certifigate Rfagastration No. SX 60129407 0001
An audit was performed. Report No.: 21265422 003

This Certificate Is valid untit 2020-05-28
8 I VI e B . Certification Body

(( DAKKS
W~ Dautsche

| Akkreditierungsstelie
D-ZM-14169-01-02

=

e AT
. - ‘.:f:;fS\’ig,_pg}-’loffmann

L1 __'_:_:‘,l : /
TUV Rheinland LGA Products GmbH - TillystraBe 2 - 90431 Niirnberg

Tel, +49 2218081371 Fax: +48 221 808-2935 e-mallicerl-valdity@de luv.com htip:ihwanw. Uy comisalely

Date 2018-08-21

P e » J/




- MACHEREY-NAGEL

EC @eaﬂaranon of Canfammty

EC Declara’dlon of Confor
ucts

I
mity for In vrtro Dlagnostuc Prod-

The procedure for EC declaration of conformity was established on the basis of a full quality assurance system
according to EN ISO 13485 2016 according to the I\/‘D directive 98/79/EC Annex |V, except chapters 4 and-6:

C

Name of manufacturer

Address:
i

confirm that the following product for professional use

. Name c%:f product

NucleoSpin Dx Virus

Type: !
|
Régistr}-éﬁon nurnber:
Notifieri body:
%
|

g

MACHEREY-NAGEL GmbH & Co. KG

 MACHEREY-NAGEL GmbH & Co. KG

Neumann-Neander-Strasse 6-8
D - 52355 Dueren
Germany

Reference numbers

740895

A generic system for isolation and purification of viral
nucleic acids from human serum or plasma samples for

subsequent in-vitro diagnostic purposes.
No EDMS nomenclature.

DE/CA21/MACHEREY/2002/11/IVD/0011

TUV Rheinland LGA Products GmbH
Tillystr. 2. 90431 Nirnberg

is manufactured in complrance W|th the European D|rectrve 98/79/EC The manufacturer is exclusively responsi-

bility for the declaration| of conformity.

Duren, 10.09.2018

oy
& ibww.mn-net.com
=

DE{intermational: CH:
Tel: - 4% 24 21 969-0 Tel.: - +41 62 3885500
Fax: -+4924 21 969-1689 Fax: +£1 B2 388 55 00

E-mall: infof@mn-net.com E-mail: sales-ch@mn-neticom

MACHEREY-NAGEI. GmbH & Co. KG - Neumann-Neander{Str. 6-8 + 52355 Dren - Germany

B 1

FR: ) LS =
Tel, +333880C82268 Tel: +1484 8210984
Fax: +33:3885) 7688 Fax:  +1484 8211272

E-mall: sales-friémn-net.com E-mail; salgs-us@mn-net.com



EC Declaration of Con

Products |

The procedure for EC declaration of contarmity w
according to EN ld.O 9001:2008 and EN ISO 134

Annex IV, except ghapters 4 and 8.

Name of manufacfurer
Acddress:

i ! ! Ty ol
confirm that the following test strips for profession

Name of product

|
Medi-Test Glucose PN
Medi-Test Glugese
Medi-Test Glucass 3
Medi-Test GlugoserKeton
Medi-Test Protein 2.
Meédi-Test Keton
Medi-Test Nitrit
Medi-Test Combi 2
Medi-Test Urbl
'Medi-Test Combi 3
Medi-Test Combi 3A
Medi-Test Combi &
Medi-Test Combi SN
Mk%di-Test Combi 58
Medi-Test Combl 6°
Medi-Test Combi 6A
Medi-Test Combi 7
Medi-Test Combi 7L
Medi-Test Combl 8L
Medi-Test Combi 8
Mﬁ:di—]‘est Combi 10
Medi-Test Combi 104
Meadi~Test Combi 10 SGL
Medi- -Test URYXXON Stick 10
Medi-Test Combl 11
Mef_dl Test Mikroalbumin

formity for In-vitro Diagnostic

as established on the basis of e full quality assurance system

as '2012+AC;2012 according to the VD directive 98/79/EC

ce

MACHEREY-NAGEL GmbH-& Cp. KG

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

D - 52355 Dueren

Germany

4l use
T Reference numbers

83017; 930965
© g3001: 93024
93003; 93026°
93020; 93025
93004; 93027
93005; 93028
93006; 93029
93015; 93037
93012 -~
93050
93007; 93030
93009; 93032
93035; 93036
93055
93018; 93078
93013; 93034
93010; 83022
83031
93021
93011; 93023
93056
93058; 93079
93067; 93077
93068; 930872
93060; 930871
930874

DE/ International; CH:
Tali  +4¢ 24 21 B6S-0 : el
Fox: +49.24 21 869-169 | Fax:
E-mali: Info@mn-nat.com

ey
"

:“j N!MJH{.EF‘_‘&'.‘F-'W;‘\(&'L GinbH & ooy, KO Hopamain Hlisannas Gte Bl &‘3&5 Ut - G3eeenany 3 2

+47 B2 388 56 00 Tels
+4.| B2 38855 05
Eemall: sales-ch@rn-nel.com

P=]
- -
")

FR:

+33 388 65 2268 ‘\
Fex: +3330BB61 7683
E-mail: sales-friEma-net.com
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