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Avantor Performance Materials Poland Spétka Akcyjna
Sowiriskiego 11

44-101 Gliwice

Tel. 48 322392 000

Declaration of conformity

Avantor Performance Materials Poland S.A. who is an established manufacturer of reagents and
products for 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
Diagnostic Medical Devices Directive 98/79/EC and the requirements of ISO 13485 Standard.
This declaration 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 medical devices described above and which are placed
on the market by ourselves on or after the date hereof and which bear the CE marking

Gliwice, Poland
Digitally signed by Ceaicovschi Tudor
Date: 2023.12.23 12:42:12 EET
Reason: MoldSign Signature
Location: Moldova

January 25, 2019

)
Lgﬂb{fz@, 6}’/{@

Anna Szuba
Quality Director

NIP 631-010-13-07

Numer w KRS: 0000010108

Sqd rejestrowy: Sqd Rejonowy w Gliwicach
X Wydziat Gospodarczy KRS

Kapitat zaktadowy 2 360 793,00 zt

Regon: 271563380



J.T.Baker product list for CE marked products

Product Product number Pack size
Diluid™ 100 Plus 3961 20L
Diluid™ 22 2990.9010PC 10L
e 3969 20L
Diluid™ 610
: 3969-00 20L
3430,9020 20 L
Diluid™ Abacus 3430.9010 10L
3430-00 20L
Diluid™ AC 900 3996 201
Diluid™ APR 3476.9020PC 20 L
Diluid™ Azide free 3957 20 L
3963 20 L
Diluid™ [l Diff 3963.9010 10L
3963-00 20 L
- 3459,9020 20L
Diluid™ Erma 34509.00 0L
A TM M 3439.9020PC 20 L
Diluid™ Mindray 3439.00 0L
T 3483.9020PC 20 L
H . 3483-00 20L
Diluid™ Ruby 2987.9020PC 20 L
Diluid™/Sheath 3200-4000 3832,9020 20 L
Diluid™ ST1600/2000 3976 20L
Sheath D 3495.9010PC 10L
Sheath Fluid 3000/3500 3471.9020PC 20 L
CN-free Lyse Diff AC 900 3998 5L
CyMet™ 22 CN Free 2986.0500PE 500 ml
CyMet™ 3000 3469.9010PC 10 L
CyMet™ 3200 CN free 3823,1000 1L
CyMet™ 3500 3839.5000PC 9l
CyMet™ 3500 CN free 3825 Bil.
3970 10 L
CyMet™ 610 CN free 3970-00 10L
3977 Bl
™ 3431.1000 1L
CyMet™ Abacus CN free 3431.00 m
CyMet™ APR Baso |l 3479.1000PE L
CyMet™ APR CN free 3417.0500PE 500 ml
CyMet™ APR EO 3478.1000PE 1L
CyMet™ ASA 2950.2500PE 251
CyMet™ ASB 2951.0500PE 500 ml
CyMet™ AS CN free 2952.9010PC 10 L
CyMet™ BS3 CN free 2982.0500PE 500 ml
: 3968 1L
Met™ || Diff
Ryve : 3968-00 500 mi
g 3511.1000 Tal:
™ .
CyMet™ |[I| Diff CN free 351100 5L
3416-00 500 ml
CyMet™ E
il 3416,0500 500 ml
CyMet™ H20 3853.1000 1 [
3425-00 500 ml
NS Cllriey 3425.0500 500 mi
CyMet™ Micro 3852,1000 1L
™ M 3863,1000 1 L micros
CyMet™ Micro CN free 3863.00 11 miios
CyMet™ Mindray _ 3441-00 500 ml

[CyMet™ Mindray CN Free

3440.0500PE

500 ml




J.T.Baker product list for CE marked products

Product Product number Pack size
CyMet™ NR Il 3484.1000PE [ [
CyMet™ NR IIl CN Free 3486-00 1L
3486.1000PE [
CyMet™ NR V 3485.1000PE 1L
CyMet™ Ruby CN Free 2988.5000PC 5L
CyMet™ ST 1600/2000 CN free 3759.5000 5L
LeucoLyse 3475.5000PC 5L
LeucolLyse Ruby 2989.5000PC SL
Blanking Solution 1600/2000 3947 20 L
™ 3763 5l
DetectoTerge 3766 L
DetectoTerge™ BS 2970.0900PE 900 ml
3900 5
ProClean™ 3900-00 5L
3768.1000 1 L micros
2 3432,5000 5L
ProClean™ Abacus 3432 1000PE E
ProClean™ CD 3902.0100PE 100 ml
3862,5000 51
3862.9020PC 201
ProClean™ Extra 3862-00 2L
3867-00 1 L micros
3867.1000PE 1 L micros
ProClean™ Plus 3901 100 ml
Rinse Mindray 3442 .5000PE LHE
3427/3428/3429 2.5 ml
8-Parameter Control L/N/H 3463/3464/3465 55 mi
8-Parameter Control 4xN 3747 4x25ml
8-Parameter Control 1xL+4xN+1xH 3751 6 x2.5ml
8-Parameter Control extended L/N/H 3633/3634/3635 2.5 ml
; 3433/3434/3435 2.5 ml
A RE Sntal LN 3502/3503/3504 4.5 ml
3-Diff Control extented L/N/H 3421/3422/3423 2.5 ml
CD-Diff Control L/N/H 3452/3453/3454 3.0 mi
CD-Diff Control 2xL+2xN+2xH 3838 6 x 3.0 ml
K-Diff Control L/N/H 3455/3456/3457 2.5 ml
Platelet Control- Extended value 3424 5x3.0ml
WBC Reduced RBC L/H 3698/3699 3.0 ml
XE-Diff Control L/N/H 3731/3732/3733 4.5 ml
Cervix Spray Fixative 3869,1200 12 x 125 ml
3933,1000 11
3933.5000PC 5L
3933,9010 10 L
o H 3933,9020 20 L
10% v/v Buffered Formaldehyde (4% wiv 3933 1000MB 7000 L
3933.9020PE 20L
3933.9010JL 10L
3933.9020JL 20 L
3905.2500PE 25L
UltraClear™ 3905.5000PE 5L
3905.9010PE 10 L




J.T.Baker product list for CE marked products

Product Product number Pack size
' : 3800.1000PE 1L
Eosin-Y Alcoholic 3800.2500PE 251
3856,1000 1L
Giemsa 3856,2500 25L
3856.9180ST 180L
; 3870,1000 1L
Hematoxylin er (Mayer) 3870,2500 2ol
_ £ S 3873,1000 1L
Hematoxylin Modified (Harris, Gill 11) 3873,2500 25L
= 3855,1000 1L
May-Grinwald 3855,2500 25L
; 3554.1000PE 1L
P
apanicolaou 2A 3554.2500PE 251
: 3555.1000PE 1L
Papanicolaou 2B 3555,2500PE 25L
; 3556,1000PE 1L
Papanicolaou 3B 3556.2500PE 25L
3921,0500 500 ml
UltraKitt™ 3921,0600 6x 100 mi
3921,9025S8T 25L
Mounting medium High 3882,0500 500 ml
Mounting medium Low 3883,0500 500 ml
3059 20L
PBS 3059.9010PC 0L

33




AJIANTOR

PERFORMAMNCE MATERIALS

Declaration of CE conformity

Avantor Performance Materials 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 lll.

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 medical devices described above and which are placed on the

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

Deventer, the Netherlands.
22 November 2011

Dr. J. Mittendorf
QA & RA Manager
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AJANTOR

PERFORMAMNCE MATERIALS

J.T.Baker product list for CE marked products

3863.1000 CyMet Micro CN free 1L micros
3440.0500PE CyMet Mindray CN Free 500 ml
3441.0500PE CyMet Mindray 500 ml
3480.5000PC CyMet SF Baso 5L
3481.5000PC CyMet SF Diff 1 5L
3482.0500PE CyMet SF Diff 2 500 ml
3775.1000 CyMet ST 1600/2000 1 liter
3759.1000 CyMet ST 1600/2000 CN free 1 liter
3759.5000 CyMet ST 1600/2000 CN free 5 liter
3788 CyMet STX/STL 1 liter
3919 CyMet STX/STL 5 liter
3484.1000PE CyMet NR IIT 1 liter
3486.1000PE CyMet NR III, CN Free 1 liter
3485.1000PE CyMet NR V 1 liter
3497.0500PE CyMet MH CN Free 500 ml
3489.1000PE CyMet MBA 1 liter
3487.1000PE CyMet MD(T) 1 liter
3488.0500PE CyMet MD(II) 500 ml
3077 LyzerGlobin™ 500 ml
3769 LyzerGlobin 6x15ml
3771 LyzerGlobin PCE 6x15ml
3770 LyzerGlobin 11 10 x 10 ml
3850 LyzetrGlobin CN free 6x15ml
Cleaners

3766.0500 DetectoTerge 500 ml
3763 DetectoTerge 5 liter
3766 DetectoTerge 1 liter
3900 ProClean™ 5 liter
3768.1000 ProClean 1L micros
3867.1000PE ProClean Extra 1L micros
3862.1000 ProClean Extra 1 liter
3862.5000 ProClean Extra 5 liter
3901 ProClean Plus 100 ml
3902.0100PE ProClean CD 100 ml
3432.5000 ProClean Abacus 5 liter
3946 Blanking Solution Hgb 20 liter
3947 Blanking Solution 1600/2000 20 liter
3917 Hypochlorite 0.5% 1liter
3917.5000 Hypochlorite 0.5% 5 liter
3936.1000 Hypochlorite 5% 1liter
3442.5000PE Rinse Mindray 5 liter
3915 Rinsing Solution Serono 9000 20 liter
3941.1000PE HypoChlorite NR 1 liter
3941.5000PC HypoChlorite NR 5 liter
3498.1000PE ProClean MX5 1 liter
Reagents for 5-part WBC diff. on STKS and MaxM.

3938 RBCLyse™ 1 liter
3938G.1000PE RBCLyse G 1 liter
3939 WBCStabilise™ 500 ml
3492.0090 RetiCount MH 6x15ml
3493.0500PE RetiClear MHG 500 ml
3493.1000PE RetiClear MHG 1 liter
3494.0200PE RetiCount G 200 ml
3774 Reticount™ 30 ml
3777 Reticount CD 15x3.5ml

Prod.no. [Product [Pack size
Reagents for diluting and lysing

3961 Diluid™ 100 Plus 20 liter
3954 Diluid 590 20 liter
3969 Diluid 610 20 liter
3430.9010 Diluid Abacus 10 liter
3430.9020 Diluid Abacus 20 liter
3996 Diluid AC 900 20 liter
3996.9010PC Diluid AC 900 10 liter
3476.9020PC Diluid APR 20 liter
3957 Diluid Azide free 20 liter
3958 Diluid Azide free 10 liter
3963.9010 Diluid ITI Diff 10 liter
3963 Diluid ITI Diff 20 liter
3974 Diluid I1I Diff Seaccontainer 20 liter
3459.9020 Diluid Erma 20 liter
3483.9020PC Diluid NR 20 liter
3439.9020PC Diluid Mindray 20 liter
3832.9020 Diluid Sheath 3200-4000 20 liter
3976 Diluid ST 1600/2000 20 liter
3496.9020PC Diluid M5 20 liter
3495.9010PC Sheath D 10 liter
3826 Sheath Fluid 3000/3500 20 liter
3826.5000 Sheath Fluid 3000/3500 5 liter
3827.5000PC LeucoLyse 5 liter
3998 CN-free Lyse Diff AC 900 5 liter
3744 CyMet™ 1000 CN free 5 liter
3773.5000PC CyMet 4500 CN free 5 liter
3824 CyMet 3000 10 liter
3823.1000 CyMet 3200 CN free 1 liter
3825 CyMet 3500 CN free 5 liter
3839.5000PC CyMet 3500 5 liter
3975 CyMet 530+ CN free 10 liter
3971 CyMet 590 CN free 5 liter
3970 CyMet 610 CN free 10 liter
3977 CyMet 610 CN free 5 liter
3918.5000 CyMet 9000 CN free 5 liter
3431.1000 CyMet Abacus CN free 1 liter
3444.1000PE CyMet Abacus EO 1 liter
3445.1000PE CyMet Abacus Baso 1 liter
3477.0500PE CyMet APR CN free 500 ml
3478.1000PE CyMet APR EO 1 liter
3479.1000PE CyMet APR Baso II 1 liter
3755 CyMet Automated 5 liter
3757 CyMet Automated 500 ml
3780 CyMet Automated CN Free 1 liter
3460.0500 CyMet Erma 500 ml
3841.1000PE CyMet H12 CN Free 1 liter
3842.1000 EO Reagent Autocounter 1 liter
3853.1000 CyMet H20 1 liter
3968 CyMet 111 Diff 1 liter
3964 CyMet ITI Diff 5 liter
3972.1000 CyMet I Diff CN free 1 liter
3972.5000 CyMet I1I Diff CN free 5 liter
3740.0500 CyMet KX CN Free 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 Micro CN free 500 ml
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AJIANTOR

PERFORMAMNCE MATERIALS

Hematology Controls 3684/3685/3686 |ADV-Diff Control L./N/H 3.5 ml
3721/3722/3723 |8 PMC Low/Normal/High 8 ml 3690/3691/3692 |ADV Retic 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 ml 3838 CD-Diff Control 2x I, N,H 6x 3.0 ml
3701/3702/3703 |8 PMC Low/Normal/High 4.5 ml 3687/3688 CD 4K Retic 1/2 3.0 ml
3922/3923/3924 |8 PMC L./N/H Swelab 4.5 ml 3892/3893/3894 |AC-Diff Control 2.5 ml
3746 8PMC1xIL,1xN,1xH 3 x2.5ml 3896/3897/3898 |K-Diff Control 2.5 ml
3747 8 PMC 4 x Normal 4x25ml 3696/3697 WBC reduced Plt Control L./H 3.0 ml
3748 8 PMC 4 x Normal 4x8ml 3698/3699 WBC reduced RBC Control 3.0 ml
3749 8 PMC 4 x Low 4 x2.5ml L/H
3751 8PMC 1xL,4x N, 1x H 6x25ml Laser controls for Coulter MaxM, GenS and STKS
3734/3735/3736  |3-Diff Control L/N/H 2.5 ml 3681/3682/3683 |5D Control Low /N /H | 5.0 ml
3630/3631/3632 |3-Diff Control L./N/H ext 2.5 ml Calibration Set for Cell Analysers.
3820/3821/3822 |3-Diff Control L./N/H 4.5 ml 3940 Cal Set 1 2x 2.5 ml
3752 3-Diff Control 4 x Low 4x25ml 3720 Platelet Control Ext. value 5x3ml
3753 3-Diff Control 4 x Norm 4x25ml Phosphate Buffered Saline.
3754 3-Diff Control 4 x High 4x2.5ml 3059 PBS, diluting fluid for 20 liter
3782/3783/3784 |[CA-Diff Control L/N/H 4.5 ml bloodgrouping
3607/3608/3609  |CA-Diff Control I./N/H 2.5 ml 3059.9010PC PBS, diluting fluid for 10 liter
3610/3611/3612  |DIA Diff 5 Control L/N/H 4.5 ml bloodgrouping
3731/3732/3733 |XE-Diff Control I.,/N/H 4.5 ml
3693/3694/3695 |SF-Diff Control L./ N/H 4.5 ml
3613/3614/3615 |BC Diff 5 Control I./N/H 4.5 ml
Number Product Content 3864.1000 Papanicolaou 2A OG6 1 liter
Stains and Dyes 3864.2500 Papanicolaou 2A OG6 2.5 liter
3554.1000PE Papanicolaou Solution 2A 1 liter 3865.1000 Papanicolaou 2B Orange 11 1 liter
3554.2500PE Papanicolaou Solution 2A 2.5 liter 3865.2500 Papanicolaou 2B Orange 11 2,5 liter
3554.9200PE Papanicolaou Solution 2A 200 liter 3866.1000 Papanicolaou 3B EA 50 1 liter
3555.1000PE Papanicolaou Solution 2B 1 liter 3866.2500 Papanicolaou 3B EA 50 2,5 liter
3555.2500PE Papanicolaou Solution 2B 2.5 liter 3876.1000 Shorr 1 liter
3556.1000PE Papanicolaou Solution 3B 1 liter 3878.1000 Wright 1 liter
3556.2500PE Papanicolaou Solution 3B 2.5 liter Clearing agent
3556.9200PE Papanicolaou Solution 3B 200 liter 3905.2500PE UltraClear 2.5 liter
3800.1000PE Eosine-Y Alcoholic 1 liter 3905.5000PE UltraClear 5 liter
3800.2500PE Eosine-Y Alcoholic 2.5liter 3905.9010PE UltraClear 10 liter
3801.1000PE Eosin Y 0.5% Aqueous 1 liter 3905.9200 UltraClear 200 liter
3801.2500PE Eosin Y 0.5% Aqueous 2.5liter Mounting media
3871.1000 Eosine Solution 0.2% ready to | 1 liter 3921.0500 UltraKitt 500 ml
use 3921.0600 UltraKitt 6x 100
3871.2500 Eosine Solution 0.2% ready to | 2.5 liter ml
use Fixatives
3856.0100 Giemsa 0.1 liter 3933.1000 10% v/v Buffered 1 liter
3856.0500 Giemsa 0.5 liter Formaldehyde
3856.1000 Giemsa 1 liter 3933.5000PC 10% v/v Buffered 5 liter
3856.2500 Giemsa 2.5 liter Formaldehyde
3870.1000 Hematoxyline er (Mayer) 1 liter 3933.9010 (PE) | 10% v/v Buffered 10 liter
3870.2500 Hematoxyline er (Mayer) 2.5 liter — Formaldehyde <PE>
3873.1000 Hematoxyline (Harris, Gll 1) | 1 liter 39339020 (PE) | 10% v/v Buffered 20 liter
3873. ) s Formaldehyde (PE)
3873.2500 Hematoxy]jne (Harris, Gill H) 2.5 liter 3869.1200 Cervix Fixative 12 x 125
3879.1000 Leishman 1 liter ml
3855.0500 May Griinwald 0.5 liter 3880.1000 Bouin’s Fixative 1 liter
3855.1000 May Griinwald 1 liter 3058.9010 Immuno PBS 20x 10 liter
3855.2500 May Grinwald 2.5 liter concentrated
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To whom this may concern
Date: March 01, 2021 Letter of Authorization

Avantor Performance Materials Poland S.A., reg. No. 0000010108 who is an established
manufacturer of Hematology- Reagents, Stains, Controls and Calibrators and products for
Histology located at:

Sowinskiego 11
44-101 Gliwice
Poland

herewith confirms that:

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

MD-2001, Chisinau

Tighina str. 65, 607 office

Tel (373 22) 549 120, 549 121

Fax (373 22 ) 547 373

is authorized to act as our distributor for our hematology/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
General Conditions of Sale.

Furthermore .M Global Biomarketing Group is duly entitled to:
o Register, promote, offer, negotiate prices and sell our Products in Moldova;

e carry out the required product training of the medical and technical personnel who will
use these products.

The product specialists of I.M Global Biomarketing Group have been duly trained and are
qualified for providing all services in regards to consulting, sales, maintenance and training.

In all the above activities I.M Global Biomarketing Group is acting in its own name and on its
own account.
This authorization letter is valid until about 1 year after date.

Avantor Performance Materials S.A.
Poland

N\ oo
—

H van den Berg,
Marketing Product Manager Diagnostics



Certificate of Completion

This is to certify
Mr. Alexei Legun
Has successfully completed
The technical maintenance training course
On
Fully Automatic Blood Cell Counter

PCE-210

Particle(Blood Cell)Counter

PCE-170/PCE-170N
Hemoglobin 11'zeter

HO-20N

March 24, 2005

ERMA IWC e
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3 PART
D RENTIAL

Hematology Analyzer

€) BeneSphera: TRAINING

Sergiu Sorocovici
Mr /-Ms g

Global Biomarketing Group

str. Tighina 65, of. 607

2001 Chisinau, Moldau

has attended a 2-days training on goods manufactured or distributed by us.

April 12th — April 13th, 2012

Deventer, The Netherlands

Place, Date 13.04.2012

ATVANTOR

PERFORMAMCE MATERIALS

€ BeneSpherar

s




HTo (@D, ABPACH

«TMAXUM-HABOP PEAI'EHTOB /IUIS1 KIMHUYECKOI'O AHAJIN3A KAJIA»
MHCTPYKLMA 10 IPUMEHEHUIO HABOPA PEATEHTOB /I/11 KIMHUYECKOI' 0 AHAJIU3A KAJIA

Kart.Ne 443
1000 npo0 n1s1 00HApY:KeHHs1 CKPBITOI KPoBH, S0 Npod /18 Ka4eCTBEHHOI0 oIpe/ieJIeHUsI CTePKOOMIIMHA,
200 npo6 1Jisi KauecTBEHHOI0 onpesesienust ounpyouna, 2000 npod 1J1st NpoBeIeHHsI MUKPOCKONMUYECKOr0 aHAJIN3a KaJia

Toabko aaa

in vitro guarmocrukm!

HA3HAYEHHUE

HaGop peareHTOB J/I1 KJIMHHUYECKOTO aHAJIK3a KaJia, jajiee 1o
TEKCTY - Habop, MpeJHa3HAueH /il 0GHAPYKEHUS B KaJle
CKpBITOH KPOBH, 6UINPYOHHA, CTEPKOGUINHA U
MHKPOCKOIIHUYECKOTO UCCIe0BaHHUs Kajla B KIMHUKO-
JIUarHOCTHUYECKUX JIa60paTOPHUSIX.

XAPAKTEPUCTUKA HABOPA

Cocras:

1. bensugus - 1 dakox (1)

2. YkcycHas kucaota, 50% - 1 ¢pakon (100 ma)

3.TupponepuT B Tab/eTKax - 1 ynakoBka 6 IITYK

4. lIuHK yKCcycHOKUCABbIH, 2% - 1 ¢sakoH (100 mi)

5. PactBop Jlroross - 1 ¢uakoH (50 ma)

6. PeakTuB ®yuie - 1 ¢psakoH (100 m)

7. YkcycHas kucaoTa, 30% - 1 purakon (100 mu)

8. PactBop cyaaHna 11 (0,2%) - 1 ¢saxon (100 mu)

9. MeTuseHOBbIN cMHUH, 2% - 1 durakoH (20 mu)

10. T'nuuepuH - 1 dpsrakon (130 )

Yucao aHanusupyembix npo6: 1000 npob A/ o6HapyKeHUs
CKPBITOH KpoBH, 50 po6 4151 KaueCTBEHHOTO OlIpe/ie/IeHUs
CTEPKOGHUJINHA,

200 npo6 JJ1 Ka4eCTBEHHOTO onpeiesieHus 6uaupy6una, 2000
npo6 JJis IpoBeZieHHsI MUKPOCKONMYeCKOro aHa/In3a KaJa.
IIpuHDUn MeToAa: Mopdosioruyeckoe U XMUMHUYECKoe
HccleJOBaHMSA KaJla Aal0T CyMMapHoe NpeJcTaBaeHue 0 GyHKIUN
BO)KHEHIIMX NMUILeBapUTEIbHBIX JKeJle3, OHO OTPa)kaeT CTeNeHb
nepeBapUBaHUs NPHUHATOMN NMULIY U COCTOSIHHE CIU3UCTON
KHILIEYHOTO TPAKTa.

OnpejeneHne CKPpITOM KPOBU. B mpucyTcTBUM reMorio61Ha
KpOBHU GEH3U/IMH pearupyeT ¢ HePeKUChbI0 BOAOPOJaA C
ob6pa3oBaHHEeM B Te4eHHe NePBbIX 2 MUHYT COeJUHEHUH,
OKpallleHHBIX B 3eJIEHbIH, CHHe-3eJIeHbIH WM CUHUH 1]BeT.
VIHTeHCUBHOCTB OKPACKU NPONOPLHOHAIbHA KOJMYECTBY KDOBU B
KaJle.

Onpenenenue crepkobuanna. CTepKoO6GHUINH B3aUMOIEHCTBYET C
YKCYCHOKHCJIBIM LIMHKOM B IPUCYTCTBUU pacTBopa Jlroross ¢
06pa3oBaHNUEM COeJMHEHHUH, JAIOIMX 3€JIEHYI0 QJII00PECLEHLHUIO.
OnpeseneHue 6UnMpy6buHa.

Buiupy6uH, NOCTYNAOLMHI B KUIIEYHHUK C XKeTYblo, 0/
BJIMSIHMEM KULIEYHOU GpJIopbl BOCCTAHABIMBAETCS, B pE3y/IbTATE
yero o6pasyeTcsl ypoOUIUH (CTEPKOOUJIMH) - HOpMaJIbHbIN
HNUIMEHT KaJla U YPOOUJIMHOTEH - IPOAYKT O0Jiee OJTHOI0
BOCCTAHOBJIEHUS.

Bunupy6uH nog feiictBueM peaktuBa Pyiie npeBpaiaercs B
3eJIeHblH 6UJIMBEPAVH; UHTEHCUBHOCTb OKPACKU
HNPONOPIMOHANbHA KOJIMYECTBY GUINPY6GUHA B KaJle.

MEPBI IPEAOCTOPOXKHOCTHU:

[ToTeHIMANbHBIA PUCK IPUMEHEHUS Habopa — KJacc 2a.

Bce KOMIIOHEHTBI B UCNOJIb3YEeMbIX KOHIIEHTPALUSX SBJSIOTCA
HETOKCHUYHBIMU.

[Ipu pabore ¢ HAGOpoM HeobxoxuMo cobusrogaTh “llpaBuia
YCTPOMCTBa, TEXHUKH  OE30MacHOCTH, MPOU3BOJICTBEHHOU
CaHUTAPWH, TPOTHBO-3MUAEMHUYECKOTO peXHUMa U JAYHOU
TUTHEHBI NIPU paboTe B JlabopaTopHsax (OTAesNeHHUSX, OTAesax)
CaHUTAPHO-3MUAEMHOJIOTTUECKUX yupexaeHun CHUCTEMBI
MunucrepcTBa 3apaBooxpaHenust CCCP (Mocksa, 1981 r.).

[Tpu pa6oTe ¢ 6MOIOTUYECKUMH KUIKOCTAMHU CIeiyeT HaZleBaTh
0ZITHOPa30Bble PE3UHOBBIE WJIH MJIACTUKOBbIE IEPYATKH, TAK KaK
HCC/lelyeMblil MaTepyaJ SIBJISIeTCS MOTeHIUAIbHO
WHOUIMPOBAHHBIM, CIIOCOGHBIM JIJIUTEJIbHOE BpeMS COXPAHATh HJIH
nepenaBaTtb BUY, Bupyc renatrTa niu 11060# Jpyroi Bo36yAUTEDb
BUpPYCHOU MHeKIMHU. Bce ncnosb30BaHHbBIE MaTepHaJIb
Je3MHOUIIMPOBATh B COOTBETCTBUU C TpeboBaHUsAMU MY-287-113.

OBOPYJOBAHHUE U MATEPUAJIBI:
e  ¢apdopoBbIe CTYNIKH

e yawku [leTpu

e  npeJMeTHbIE CTEKJIA

e  NPOGUPKHU

e  ropeJska

e  MHKpPOCKOI

e  [epYaTKH pe3UHOBbIE

®  CTeKJ/ISIHHbIE AJI0YKU

e  BOPOHKH

e  [OKpOBHbIE CTEKJA

e  LITAaTUBHI

e  Bechl

e 6ymara ¢uUJIbTPOBaIbHASA

AHAJIM3UPYEMBIE I[TPOBbI
Ucciiepayemslit MaTepuast: GeKaanu.

NOATrOTOBKA K AHAJIN3Y:

[IpyuroroBjieHMe MasKOB: /[ [pPUTrOTOBJIEHUS HATUBHOTO
npenapaTa KOMOYeK Kajia BeJIMYUHOU C JIECHOM opex NOMellalT B
CTYIIKY, 06aBJISIIOT HEMHOT'O BOJIOIIPOBOJHOM BOJABI U PacCTHUPAIOT
Jl0 KOHCHUCTEHLIMM >XUAKOW Kawuibl. Kamaum nOpuroToBsieHHOHN
3MYJIbCUU CTEKJITHHOM MaJIOYKON HaHOCAT Ha NpeJMeTHbIe CTeK/1a
W TOTOBAT He MeHee 6 IpenapaToB: HAaTHUBHBIA, C pPacTBOPOM
JlroroJis, ¢ METUJIEHOBBIM cHHUM, ¢ cyaaHoM I, ¢ 30% ykcycHoit
KHCJIOTOM U IJIMLEPUHOM.

[IpUroTroBjeHne KaJ0BONl 3MYJIbCUM: He6OJIbIIOE KOJUYECTBO
Kaja (pa3MepoM C JIeCHOM opex) NOMECTUTb B CTEKJ/ISHHYIO
NpPOOGUPKY U, NMOCTENEeHHO J00aBJjssi JUCTU/IJIMPOBAHHYI BOJY,
pacTepeTb CTEK/JISIHHON NaJOYKONH [0 KOHCUCTEHLUHU «TYCTOro
cupona» (pa3BezeHue 1:6 - 1:10).

IIpurotoBaenue 3% pacTBOpa NepeKHCH BOAOPOJA: B KoJOY
KOHHYecKylo BMecTUMOcTbio 100 mMu1 BHecTH 4,5r (3 TabJieTKH)
rujijponepura, A06aBuTb 50 MJ JAUCTHUIJIUPOBAHHOM BOZABI U
TIIAaTeJbHO MepeMellaTbh [0 MOJHOr0 pacTBopeHus. PacTtBop
cTabujseH MNpU XpaHEHUM B IMOCyJe U3 TEMHOro CcTekJIa U
TeMnepaTtype 2-8°C B TeueHUH 3 MeCsAILEB.

IIpuroTroBseHue pacrBopa O6eH3uauHa: 500 Mr 6GeH3uJMHA
BHECTU BO (JIAaKOH K3 TEMHOrO CTeKJla BMECTUMOCTbi0 10 M,
[106aBUTb 5 M1 50% yKCyCHOM KUCJIOTHI U TIATeJbHO llepeMellaTh
JI0 TOJIHOTO pacTBopeHMs. PacTBop 6eH3uJWHA TOTOBAT
HeNnocpe/ICTBEHHO Nlepe/i IpMMeHeHHeM. XpaHeHHUIO He TIO/JIEXHUT.
IIlpuroTtoBieHue paGoyero pacrBopa Jlorosnsa: pas6GaBUTh
pacTtBop JlroroJsg AUCTUIJIMPOBAHHON BOJON B cOOTHOLIEeHHH 1:1.
IIpurotoBienue 0,5% pacTBopa MeTU/IE€HOBOTO CHHErO: Iepes
HCI0JIb30BaHNEM 2% pacTBOp METHJIEHOBOTO CHHEro pa3baBUThb
JAUCTUJIJIMPOBAaHHOM BOJOM B COOTHOLIEHUHU 1:3.




HTo (@D, ABPACH

INPOBEJAEHUE AHAJ/IU3A:

1. UcciepoBaHue HATUBHOTO Npenapara.

[Ipy MUKpPOCKONIMYECKOM HCC/IefloBaHWe HATUBHOTO IIpenapaTa
pas/MyaloT cAeAyIolire 3J1eMeHTbl: JeTPUT, OCTATKU MUILY,
3JIeMeHThI CIM3UCTON 060JI04KH KULIIEYHUKA, KPUCTA/IMUeCK1e
06pa3oBaHus, GpJiopy, MbllIEYHbIE BOJIOKHA, HEUTPaAJbHBIN XXUP B
BH/le 6eCLiBETHBIX KalleJlb, ’KUPHble KUCJIOThI U MblJa.
PacTuTesnbHYy10 KJIeTUYaTKy U KpaxMaJl, MUKpOOpPraHU3MBI, sila
reJJbMUHTOB, KPUCTAJLIBL.

2. OnpepesieHUe CKPBITOM KPOBH.

Kas cTek/1AHHOM Na/I0UKOM HAaHECTH B BH/le Ma3Ka Ha
npegMeTHOe CTeKJIO (MK B3ATh 2-3 KalJIk 3MYJIbCUH KaJa). K
npenapary 406aBUTh 2-3 KaIlJIM pacTBopa 6eH3H/JHHA B YKCYCHOM
KHCJIOTE U CTOJIbKO ke 3% pacTBopa lepekucHu BogopoJa 1
nepeMelaTb CTEKJAHHON nano4ykoil. [loyoxuTenbHas peakyus
Ha KPOBb JIaeT 3eJIeHO€e WM CHHe-3eJIeHOe OKpalllBaHue B
TedyeHHe MepBbIX 2 MUH. OKpallMBaHNe, HACTYTHUBLIEE [103XKe, YeM
yepe3 2 MUH, He YYUTHIBAIOT.

3. OnpepeseHne 6UIMPYyGHHA.

IMyJIbCHIO Kasa 1-2 MJI TOMeCTUTBh B 2 TPOOGUPKHU (OMBIT U
KOHTPOJIb). B oIIbITHYI0 NPOGHPKY 06aBUTD M0 KAIJISIM peakTHUB
®yuie (06beM peakTHBA He JJODKEH ObITh 60JIbIE 3MYIbCUU
Kasa). B mpucyTcTBUM 6UIMPYOHHA NOSBIISETCS 3€JIeHOe UIU
3e/IeHOBATOE OKpalluBaHHe (I0JIOKUTEIbHAsA peaKIus).
CpaBHUTB ONBITHYIO U KOHTPOJIbHYIO OKPACKy B IPOXOAAIIEM
CBeTe.

4. OnpejeeHne CTePKOGUIMHA.

IMyJIbCHIO KaJla BHECTH B NPOGUPKY B KoJi4yecTBe 1-2 mil,
J106aBUTb paBHOE KOJIMYECTBO PACTBOPA YKCYCHOKHUCJIOTO IIMHKA
(mpeaBapuTesbHO B300JATATh) U 1 KaIUII0 pabovyero pactsopa
Jlroroas. [losrydeHHy10 cMech NPOGHIBTPOBATD B CTEKJISHHYIO
npo6upkKy. [Ipy HaIM4YMK CTEepKOOUIHHA (TTOJIOKUTEIbHASA
peaknus) pacTBoOp JaeT 3eJieHylo $JII00peCcLeHIINI0, BUIHYIO Ha
TeMHOM ¢OHe.

5. Onpepe/ieHHe OKPACKM XKUPA U )KUPHBIX KUCJIOT C CyJaHOM
IIL.

Kanuiu HelTpa/ibHOTO XHpa U KalJH >KUPHbBIX KHCJOT
OKpaLIMBAIOTCSA B OpaH>KeBbIH 11BeT. HarpeBaHue Takoro
npenapara BeJleT K paclielJIeHUI0 MbLI (eC/Id OHU eCThb) U
06pa30BaHUIO KalleJlb XKUPHBIX KUCJIOT, KOTOpbIe TaKXe
OKpaLIMBAIOTCSA B OPaH>KeBbIH IBeT.

Ha npesiMeTHOe CTeKJIO CTEKJISIHHON NaJl04YKOM HaHecTH 1-2
KaIlJIM 3MYJIbCUU KaJla WK XKUJKOW KaJIoOBOM MacChl, BHECTH B
npenapat 1-2 kansu pactBopa cyzaHa lll. dMyabcuio u peakTuB
CMelllaTb KpaeM NOKPOBHOI'0 CTeKJIa U pacCMaTpUBaTh CHavasla
noj MasbiM (8x10), a 3aTeM oA 6osbuM (40x10) yBesnueHUEM.
6. OnpeaesieHUe OKPacCKU KUpa C METUJIEHOBbIM CHHUM.

[Ipy o6HapyKeHUH XK1pa B BUJe KalleJlb MUKPOCKONIUPYIOT
npenaparT C METHJIEHOBBIM CUHUM. Ha npefiMeTHOe CcTeK/10
CTeK/ITHHOM NMaJ04KOoH HaHeCTH 1-2 KamJju 3MyJIbCUH KaJla WU
KUJKOHM KaJIOBOW Macchl, BHECTH B npenapar 1-2 kanu pactTBopa
MeTuseHoBOro cuHero (0,5%). IMyJIbCHIO ¥ peaKTHB CMellaTh
KpaeM IMOKPOBHOTI'O CTEKJIA U pacCMaTpUBaTh CHavaJsla Mo/ MaJIblM
(8x10), a 3aTem nog 6osbunM (40x10) yBennyenneM. Kanu
HeUTPaJIbHOTO KUPa GeClBETHBI, KAIlJIU >KUPHBIX KUCJIOT
OKpalleHbI B TOJIy60H UM CHHUHN IIBET.

7. BoisiBJIeHMe AU, reJIbBMUHTOB.

['unepuH ouuIlaeT OT 6aKTEPUH U KaJIOBOTO JleTpUTa siila
reJIbMUHTOB, IIPOCBETJISIET» MPENnapaT U IOMOTaeT YCTAHOBUTD
NPUHA/JIEXKHOCTb 06HAPYKEeHHBIX siull. [Ipy 06HApYKEeHUH UL
reJIbMUHTOB HEOOXOAUMO [IPOBECTH ClleljMaJbHOE UCCIel0BaHUe
no Kato. Ha npeiMeTHOe CTeKJIO CTEK/ISIHHOM MaJouKoi HaHecTH 1-
2 KaIJiu 3MyJIbCUU KaJla WK }KUJAKOW KaJI0BOM Macchl, BHECTU B
npenapat 1-2 Kanu rjavuepyuHa. IMyJabCUI0 U pEaKTUB CMellaThb
KpaeM NOKPOBHOTO CTEKJIA U pacCMaTPUBATh CHavyaJia o/ MaJjblM
(8x10), a 3aTem noj 6osbmnM (40x10) yBesndeHHEM.

8. UcciiegoBaHMe Kajia c HAarpeBaHUEM.

HpI/I 06Hapy)KeHl/Il/I [JIbIGOK M UTJI B HATUBHOM npemnapare.
JAuddepennupyet :KUpHBIE KUCJIOTHI OT MBLI.

Xoj onpesiesieHUs: HATUBHBIM IpenaparT MoJorpeBaioT (He J0BOJs
Jl0 KUIIEHHUS) ¥ TOTYaC MUKPOCKOUPYIOT. 06pa3oBaHue Kamesib
IocJie HarpeBaHUA YKa3blBaeT HAa HAJINYHUE X KUPHBIX KUCJIOT, TPHU
OCTBbIBAHUHU IIpernapaTa Kanjvi BHOBb ITPEeBPAIAIOTCA B IJIBIOKH
(mpemapaT MOXXHO NMOAOTPeTh NOBTOPHO). Ec/in mpu HarpeBaHUU
KaneJsb He 06pa30BaJioCh, @ UTJIbI U TJIBIOKHU OCTAIOTCS, HATPeBaloT
npenapar € yKCyCHOM KHUCJI0TOM.

9. UccnepoBanue ¢ 30% pacTBOPOM YKCYCHOM KUC/IOTHI.
[pIOKY U KPpHUCTAJIJIbI MbLJI CIVIABJIAKOTCA B KallJIU ITOCJIe HArpeBa
(o KuMeHUs1) Mpenapara ¢ YKCyCHOU KUCJIOTOH . YKCyCHast KUCJIOTa
pacllenisieT MblJIa U 0CBO60XKJAET XKUPHbIE KUCJIOThI, KOTOpbIE
MJIaBATCSA, 06pa3ys KarJiu.

YC/10BUA XPAHEHHUA, TPAHCIIOPTUPOBAHHUA U
IKCIUVIYATALIUN

TpaHcnopTHpOBaHue.

TpaHcopTHpoBaHHe Habopa IPOMU3BOAMTCA BCEMH BHUJAMHU
KPBITBIX TPAaHCIIOPTHBIX CPEJICTB B COOTBETCTBUU C TPeGOBAaHUAMU
Y NpaBUJIaMH NepeBO3KH IPy30B, JeHCTBYIOIINMH Ha JAHHOM BH/Je
TpaHCIOPTa, Npu Temneparype ot +18°C go +25°C.

XpaHeHue.

HaGop fomkeH XpaHUTbCA B  YNAKOBKe  NpeANpUATHA-
U3TOTOBUTEJNS B KpBITBIX BEHTWIMDYEMBIX I[OMEIleHHUAX, He
JIONyCKass BO3AEHCTBUA MNpPSAMBIX COJIHEUHBIX JIydyeH, TIIpH
TeMiepaType oT +18°C o0 +25°C B TeyeHHe BCEr'0 CPOKA I'OJHOCTH.
JKcrLyaTanus.

KomMnoHeHTBI Ha6opa CTaGUJIbHBI MOCTe BCKPBITHs (GJIaKOHOB MpHU
TemnepaType oT +18°C g0 +25°C B TeueHUe BCEro CpoKa roJHOCTH
IPU YCJIOBUHU AOCTATOYHON repMeTH3an U GpJIaKOHOB.

JUtsl moJiydeHUs] HAJEXHbIX pPe3yJbTaTOB HE06XOAMMO CTPOroe
Co6JI10/IeHHEe UHCTPYKIMH [0 MPUMEHEHHI0 pacTBopa.

3% pacTBOp NepeKHUCcH BOAOPO/a CTabU/IeH IPU XpaHEHUH B IIocyie
Y3 TeMHOTO0 CTeKJa U TeMnepaTtype 2-8°C B TeueHUH 3 MecsLeB.
PacTBop GeH3WAWHA TOTOBAT HENOCPEJCTBEHHO Mepef,
npuMeHeHueM. XpaHEeHUI0 He MO JJIeKHT.

Pa6ouue pactBopbl JII0roJisi ¥ METUJIEHOBOT'O CHHETO CTaOU/IbHBI B
TeuyeHHe BCEro Cpoka roJHOCTH HaGopa NpH YCIOBHUH JOCTATOUHOU
repMeTH3anuu GJIAKOHOB.

Cpoxk roanHocru: 1 rog co aHa npuemkud OTK npepnpusTus-
WU3rOTOBUTEJIS.

Appec npeanpusaTusa: 196084, Poccuiickas ®egepanus, CaHKT-
IleTepGypr, y1. liBeTo4Has, A. 16, 1uT. M, 2-i aTax.

Tes./pakc: 8-800-1000-422 (6ecniaTHbIi o Poccun),

Te.: 8(812) 458-44-07, 458-44-35;

e-mail: abris@abrisplus.ru;

http://www. abrisplus.ru
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OEOEPAJIBIIOE ATEHTCTBO

110 TEXHUYECKOMY PET'YJIMPOBAHWIO U METPOJIOI'MH

CUCTEMA JIOGPOBOJILHOW CEPTHO®UKALIMA I'OCT P

«EAC AUDIT»

PEFUCTPAIIMOHHBII HOMEP POCC RU.32028.04EAC1

OPI'AH 110 CEPTUOHKAIIMH 000 «I'OPTECT»

PEMCTPAITMOHHDBI HOMEP POCC RU.32028

WHH 7717616798 OI'PH 1087746489060

I0pummaecknii anpec: 109028, Pocens, . Mockea, CepedpsHuteckas nabepexras, 1. 27,

sraxk 4, moM. 1, koM. 17
Tenedon: 8 (800) 1000-730, c-mail: info@eacaudit.ru

wosi2  GEPTUPUKAT COOTBETCTBUA

Perncrpanuonnpiii Homep Ne 04EAC1.CM.03842

O01ecTBo ¢ OTPAHMYEHHOI 0TBETCTBEHHOCTEIO «AraT-Men»

(nauMEHORAHKE TTHTA)

105173, Poccust, r. Mockga, yir. Imasuas, 1. 6, k. 12

(ropuame ekt wapec M)

143906, Poccus, MockoBckas 00aacTs, . Bamanmixa, ksapraia Illutauxoso, a. 88A
{fparTHICCKMI apec TTHIL)

HUHH: 7719187311 OI'PH: 1037739078970

HACTOSAIIUI CEPTUOUKAT YIOCTOBEPSIET COOTBETCTBHE

CHCTEMBI MEIEKMEHTA KauecTBa uiemii Meauunnckux OfiecTsa ¢ orpanuyennioil 0TBETCTBEHNOCTHIO «AraT~
Megy» Tpedosaunsm FTOCT 18O 13485-2017 (ISO 13485:2016) «M3menns MeaRIHACKHE. CucreMbl MeHEIKMEHTA
KavdecTBa. CHeTeMbbie TpefoBanus JMaH ueell peryinpoBanus» MPHMEHHTEILHO K pa3paborke, NPOH3BOICTBY H
npogake MEXHIMHCKIX H3ACAHI A8 in vitro IHArHOCTHKH: PEArcHTOB M Ha(OpPOB pearcHTOB JUIA KIHHHYeCKOoi
ﬁilﬂxlil\iﬂll, a4 TAKMKC lcamlﬁparopun H KOHTPOJILHBIX MaTEPH aloB

Jara perucrpaumu: 08-09-2021

Cpox aesicreus go: 07-09-2024

Pykosoauresnb opramna
1O CePTRRHHKALNM:

B. H. IMorogun

(ITOATICE)
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HACTOSLLMIA CEPTUOMKAT OBA3LIBAET OPTAHM3ALLMIO NOJ AEPKUBATL COCTOSAHME BLINOJIHAEMbIX PAEOT B COOTBETCTBHM C
BBIWEYKASAHHEIMW CTAHAAPTAMM, HTO BYJIET HAXOQUTLCA NOJ KOHTPONEM OPTAHA M0 CEPTHOUKALIWA CUCTEMBI
HAOGPOBOJIGHOM CEPTHOUKALIMK "EAC AUDIT" W NOATBEPHAATLCA NPU NPOXOXMAEHWMA EXXErOAHOT 0 MHCNEKLIMOHHOT 0 KOHTPONA




DEJEPAJIEHOE ATEHTCTBO

1O TEXHUYECKOMY PETYJIMPOBAHHWIO H METPOJIOT WA

CHUCTEMA JOBPOBOJILHOW CEPTUOUKALIMM TOCT P

«EAC AUDIT»

PETHUCTPAITMOHHBII HOMEP POCC RU.32028.04EAC1

OPI'AH 110 CEPTHO®HKAILIHHM OO0 «'OPTECT»

PETCUCTPALIMOHHBIN HOMEP POCC RU.32028

WHH 7717616798 OI'PH 1087746489060

I0punugeckuit agpec: 109028, Poceus, . Mockea, CepeGpanudcckan nabepexnas, 1. 27,

oraxk 4, noM. 1, ko, 17
Tenedon: 8 (800) 1000-730, e-mail: info@eacaudit,ru

PAZPEHIEHHUE
Ha NpUMMeHeHHe 3HaKa COOTBEeTCTBMS

cucremMsl JoOposossnoi ceprudpuxanuu 'OCT P

«EAC AUDIT»
Perucrpauuonnbiii Homep Ne 04EAC1.CM.03842

BEIJTAHO HA OCHOBAHHWH PEIUEHMS O BBIJAYE CEPTU®HKATA COOTBETCTBHA
CUCTEMBI MEHE/[KMEHTA KAYECTBA U3JIEJUNA MEAMUMHCKHAX

O611ecTBO C OTPAHMYEHHON OTBETCTBCHHOCTBIO «Arar-Mem»

(HAMMENODAITIE THLA)

105173, Poceus, r. Mockea, yiu. I'nasHas, 1. 6, kB. 12

(HOPHITHYECRIT aTipec THIT)

143906, Poccus, Mocxosekas obaacts, r. Banammxa, kaprai Ilurauncoso, 1. 88A

(thawrHuccKmit aipec ima)

ViHH: 7719187311 OCPH: 1037739078970
PASPEINAET

TIpHMCHATE 3HAK COOTBETCTBHs cucTeMbl moGporonbuoit ceprudmkaunn «EAC AUDIT» na nepron acicrsus ceprudurara
cooreercTBua No 04EACL.CM.03842 B mro6oit dopme, HCKIIOIAIOMIEH BOIMOMHOCTE TOIKOBAHHA €0 KAK 3HAKA COOTBETCTBHA
KaviecTha Mpogykumy. JonyckaeTca WCHIONB30BATE 3HAK COOTBETCTBMS B pexmaMHBIX Oyknerax, npocnektax, Gpomnopax,
IaKarax, G1aHkax opraHr3aHORHO-PACTIOPAIUTCABHON TOKYMECHTALMH OPraHi3allHi — ASPIKATENI cepTrduKaTa.

PyKoBOIBTC/IL Oprana > //’ .

no ceprHdmranim: B. U. Iloroaun

) #’_‘;“—‘fﬂa‘“’*‘m (nonIc)
£ 47028, ;r‘\\\f‘

A AN L, P ‘RK\*
/ /\*’}
Mpenceparens ¥

IKCNEPTHOH lq&m(

.
ﬁm“ff’ CL Q. ‘9 E. JI. Kyp6atosa

(moumnes)

,\
\} ’J}m 23
N % ’f!ii(*"‘"\\ o 7/
,mkhhmldlw"

HACTOALMIA CEPTUPUKAT OBA3BIBAET OPTAHH3ALIMIO MOAAEPUBATD COCTOSHUE BbINOIHAEMBIX PAGOT B COOTBETCTBHU C
BBILIEYKA3AHHBIMW CTAHQAPTAMM, 4TO BYAAET HAXOAWTLCA NOA KOHTPONTEM OPTAHA NO CEPTHONKALIMM CHCTEMbB!
AOBPOBONIbHON CEPTUOUKALLIWM "EAC AUDIT" W NOATREPXAATHLCA NPH NPOX0H AEHUK EXET04HOM0 MHCNEKLMOHHOMO KOHTPONA




GOENEPAJILIOE ATEHTCTBO

I1O TEXHUHECKOMY PEI'YJIMPOBAHHWIO U METPOJIOTMHA

CUCTEMA TOBPOBOILHOU CEPTHOUKAIIMA I'OCT P

«EAC AUDIT»

PEIHCTPALIMOITHEIN ITOMEP POCC RU.32028.04EACI

OPT'AH ITO CEPTU®PHKAIIMH 000 «I'OPTECT»

PETUCTPATIMOHHLIN HOMEP POCC RU.32028

HHH 7717616798 OTPH 1087746489060

IOpuaHueckuii agpec: 109028, Poceus, ©. Mockea, Cepelpanudeckas Habepexnas, u. 27,

arak 4, noM. 1, ko, 17
Teaedou: 8 (800) 1000-730, e-mail: info@cacaudit.ru

CEPTUPUKAT COOTBETCTBUA AYAUTOPA
Perncrpanuonnsiii nomep Ne 04EAC1.CM.03842-02

HACTOSIIUN CEPTUDPUKAT YVIOCTOBEPSET, UTO

Inagyn Buranaii Buxroposuy

cooTBeTCTBYeT  TpeGoBaHMsM  cucreMmbl  JjoOpoBonpHON  ceprudukanmmu  «EAC  AUDIT»,
NpeassSBASEMBEIM K ayIUTOpaM BHYTPEHHUX MPOBEPOK CUCTEMBI MEHE/KMEHTA KauecTBa H3JIEeNui
Menunurckux Ha coorBercrsue craHmapty I'OCT ISO 13485-2017 (ISO 13485:2016) «Usnemms
MeguupHckue.  CHcTeMBl  MeHemKMeHTa  kadecTsa, CucremHele TpeGoBaHMs  Jna  Lenei
PETYTHPOBAHUA»

Jara perucrpanun: 08-09-2021

Cpox peiicreus go: 07-09-2024

PyxoBogure/n opraua ; r.//?l__x#
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8 ITALCERT

CERTIFICATO N° 505SGQ06

CERTIFICATE N° 5055GQ06

Si certifica che il
this is to certify that

Sistema di Gestione per la Qualita

Quality Management System -

messo in atto da
implemented by

APTACA SpA. .

Via Monte Bianco, 4 — 1T 20900 MONZA (MB)

. nella Sede Operativa di-
Operative Unit

Regione Monforte, 30 — IT 14053 CANELLI (AT)

é conforme allanorma
is-in-compliance with-the-standard——

_UNIEN ISO 9001-2015 (ISO 9001-2015)

per i seguenti Processi
concerning the following_kinds-of Processes —— ———

Gestione della fabbricazione e immissione in commercio di tampom sterlll per |I prelievo di campioni biologici
in orifizi naturali e in ambito chirurgico. Progettazione e fabbricazione di dispositivi medico diagnostici per
laboratori di analisi e dispositivi medici di classe | non sterile. Commercializzazione di dispositivi medici invasivi

e non di classe lla, Is, | e diagnostici in vitro. Commercializzazione di articoli da laboratorio.
Management of the manufacturing and placing on the market of sterile tampons for’samplina of biological specimens in-natural orifice and in surgical field.
Design and manufacturing of diagnostic medical devices for laboratories of analysis and.non-sterile class I medical devices.

Marketmg of invasive and non-invasive medical devices-of class fia, Is, | and in vitro diagnostics. Marketing of laboratory items.

Il presente Certificato e soggetto al rispetto delle condizioni stabilite dai Regolamenti per la certificazione in vigore applicabili.
This Certificate shall satisfy the requirements established-in the Rules for the certification in force applicable,
In caso di discordanza tra le lingue utilizzate nella traduzione del contenuto del presente certificato, fare riferimento alla lingua italiana
In cases of discrepancy between the languages used in the translation of the content of this certificate, please refer to the ltalian language

L'AMMINISTRATORE DELEGATO
MANAGING DIRECTOR

LS

Dr. Ing. Roberto Cusolito

Data di Prima Emissione Data di Prima Emiss\Ione ITALCERT Data di Rinnovo Data di Scadenza
First Issue Date First Issue Date ITALCERT Renewal Date Expiration Date
1998-07-23 2011-10-30 2023-10-24 2026-10-29

Settore IAF 14 - 29

ACCREDIA X

L'ENTE ITAUANO DI ACCREDITAMENTO ~

SGQ N° 023A

Membro degli Accorci ¢l Mutua Riconoscimento EA, IAF e ILAC
Signatory of EA, IAF and ILAC Mutual Recognition Agreements

ITALCERT S.r.l, | Viale Sarca, 336 — 20126 Milano (MI) | tel. +39 0266104876 | fax. +39 0266101479 | www.italcert.it | italcertsrl@legalmail.it
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8 ITALCERT

CERTIFICATO N° 505DM09

CERTIFICATE N° 505DM09

Si certifica che il
this is to certify that

Sistema di Gestione per la Qualita

Quality Management System

) _ messo in atto da
= implemented by

APTACASDA. ' ——

Via Monte Bianco, 4 — IT 20900 MONZA (MB)

) nella Sede Operativa di——
B Operative Unif

Regione Monforte, 30 — IT 14053 CANELLI (AT)

e conforme alla norma
is in_compliance with the-standard i

— | UNI CELEN ISO 13485-2021 (ISO 13485- 2016)

per i seguenti Processi
concerning the following kinds of Processes

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

Commercializzazione di dispositivi medici invasivi e non di classe Ila, Is, | e diagnostici in vitro.
Management of the manufacturing and placing on the market of sterile tampons for sampling of biological spec[mens in natural orifice and in surgical field.
Design and manufacturing of diagnostic-medical devices for laboratories of analysis and non-sterile class | medical devices.

Marketing of invasive and non-invasive medical devices of class lla, Is, | and. in vitro diagnostics.

Il presente Certificato € soggetto al rispetto delle condizioni stabilite dai Regolamenti per la certificazione in vigore applicabili.

This Certificate shall satisfy the requirements established in-the-Rules for the certification in force-applicable.

In caso di discordanza tra le lingue utilizzate nella traduzione del contenuto del presente certificato, fare riferimento alla lingua italiana
In cases of discrepancy between the languages used in the translation of the content of this certificate; please refer to the ltalian-language

L'AMMINISTRATORE DELEGATO
MANAGING DIRECTOR

(LL.9v=

Dr. Ing. Roberto Cusolito

Data di Prima Emissione Data di Prima Emissione ITALCERT Data di Rinnovo Data di Scadenza
First Issue Date First Issue Date ITALCERT Renewal Date Expiration Date
2007-10-30 2011-10-30 2023-10-24 2026-10-29
ACCREDIA %
LENTE ITAUANO Df ACCREDITAMENTO
SGQ N° 023A

Membro degll Accordl di Mutuo Riconoscimento EA, IAF e ILAC
Signatory of EA, IAF and ILAC Mutual Recognition Agreements

ITALCERT S.r.l. | Viale Sarca, 336 — 20126 Milano (MI) | tel. +39 0266104876 | fax. +39 0266101479 | www.italcert.it | italcertsri@legalmail it
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global assurance

This is to certify that the Quality Management System of:

Avantor Fluid Handling B.V.

Maidstone 50
5026 SK Tilburg
The Netherlands

applicable to:

The design, engineering, manufacturing and distribution of Single Use Systems and
supporting hardware, including installation-, service- and maintenance activities for the
pharmaceutical and biotech industry.

has been assessed and approved by
National Quality Assurance, U.S.A., against the provisions of:

ISO 9001:2015

Certificate Number: 16880
EAC Code: 34
§ Certified Since: March 22, 2012
Valid Until: March 19, 2024
Reissued: March 20, 2021

Cycle Issued: March 20, 2021

For and on behalf of NQA, USA

ACCREDITETD

e ISOIIEC 7021

MAMNAGEMEMT SYSTEMS
CERTIFICATION BODY



MEDICA

Medica Corporation
5 Oak Park Drive
Bedford, Massachusetts 01730

Tel 781 275 4892
Fax 781 275 2731

www.medicacorp.com

Declaration of Conformity C€

Product Name: Model/Type:

EasyLyte and accessories per attachment EasyLyte Na/K, Na/K/Cl, Na/K/Li, Na/K/CI/Li,
Na/K/CalpH, Na/K/Cl/CalLi

EasyElectrolytes and accessories per attachment EasyElectrolytes Na/K/Cl, Na/K/Li

Manufacturer

s Medica Corporation
5 Oak Park Drive, Bedford, Massachusetts, 01730, USA

Representative

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

Means of Conformity

Medica Corporation declares that the products listed are covered by Annex Il of Directive 98/79/EC. These products are
self-certified since they are for professional use only and are not listed on Annex II, List A or Annex Il List B of Directive
98/79/EC. In addition, they are in conformity with the Annex |, “Essential Requirements” and provisions of council Directive
98/79/EC for In Vitro Diagnostic Medical Devices, Directive 2011/65/EU Restriction of Hazardous Substance in Electrical and
Electronic Equipment, and the corresponding national laws of the Member States.

Place and Date: Bedford, Massachusetts, USA, September 27, 2018

Signature:

Name: Photios Makris, Ph.D.
Title: VP, Regulatory Affairs




EasyLyte Accessories

Catalog
No.

2004
2014
2015
2016
2021
2030
2070
2101
2102
2113
2106
2150
2151
2152
2103
2258
2120
2121
2122
2123
2028
2109
2112
2115
2114
2026
2124
2814
2815
2843
2118
2598
2108
2107
2257

Accessory

EasyLyte Na/K Analyzer

EasyLyte Plus Na/K/Cl Analyzer

EasyLyte Lithium Na/K/Li Analyzer
EasyLyte Calcium Na/K/Ca/pH Analyzer
EasyLyte Na/K/Cl/Li Analyzer

EasyLyte EXPAND Analyzer, Na/K/Cl/Ca-Li
EasyLyte EasySampler

EasylLyte K+ Electrode

EasyLyte Na+ Electrode

EasyLyte Cl- Electrode

EasyLyte Li+ Electrode

EasylLyte Ca++ Electrode

EasyLyte pH Electrode

EasyLyte Disposable Reference Electrode
EasyLyte Reference Electrode

EasyLyte Membrane Assembly

EasyLyte Na/K 800 ml Solutions Pack
EasyLyte Na/K/Cl 800mL Solutions Pack
EasyLyte Na/K/Li 800mL Solutions Pack
EasyLyte Na/K/Ca/pH 800mL Solutions Pack
EasyLyte Na/K/Cl/Li 400mL Solution Pack
EasyLyte Na/K 400mL Solutions Pack
EasyLyte Na/K/Cl 400mL Solutions Pack
EasyLyte Na/K/Li 400mL Solutions Pack
EasyLyte Na/K/Ca/pH 400mL Solutions Pack
EasyLyte Na/K/Cl/Li 800mL Solution Pack
EasyLyte Na/K/Cl/Ca-Li 800ml Solutions Pack
EasyQC Bi-Level Quality Control Kit
EasyQC Tri-Level Quality Control Kit
EasyLyte Quality Control Sample Cups (60)
Daily Cleaning Solution Kit

EasyLyte Daily Cleaner Cup

EasyLyte Solutions Valve

EasylLyte Sample Probe

EasyLyte Sample Detector

EDMA Code
21071102
21071102
21071102
21071102
21071102
21071102
21071102
1104 01 06
1104 01 07
1104 0103
1104 01 04
11040102
11703102
11040401
11040401
21071102
1104 04 02
1104 0402
1104 04 02
1104 0402
1104 04 02
1104 0402
1104 04 02
1104 0402
1104 04 02
1104 0402
1104 04 02
115002 04
11500204
21071102
110101 27
21071102
21071102
21071102
21071102



EasyLyte Accessories, continued
Catalog No. Accessory

2104
2100
2492
2309
2111
2577
2323
2541
2595
2596
10745
2293
2590
2292
2578
2572
2571
2105
2095
2076
2074
7118
2544
2934

EasyLyte Tubing Kit

EasyLyte Calcium Tubing Kit

EasyLyte Internal Filling Solution (125mL)
EasyLyte Wash Solution (50mL)

EasyLyte Urine Diluent (500mL)

EasylLyte Standard Solution, Urine (50mL)
EasyLyte Probe Wipers (6)

EasyLyte Printer Paper (3 rolls)

EasyLyte EasySampler Sample Cups, 500uL (500)
EasyLyte Sample Cups 2.0mL (500)
Anti-Evaporation Caps (500)

EasyLyte Capillary Tubes

EasyLyte Capillary Adaptor Kit

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

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

EasyLyte Sample Tray

EasyLyte Sample Cup Retainer Ring

Daily Rinse/Cleaning Solution Kit
EasyLyte C Series Printer Paper (5 rolls)
EasyLyte Barcode Reader Kit

EDMA Code
21071102
21071102
11 04 04 90
11 04 04 90
11 04 04 90
11 04 04 90
21071102
21071102
21071102
21071102
21071102
21071102
21071102
21071102
11300111
21071102
21071102
21071102
21071102
21071102
21071102
11010127
21071102
21071102



EasyElectrolytes Accessories

Catalog No.
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
6537
6520

Accessory

EasyElectrolyte Na/K/Cl Analyzer

EasyElectrolyte Na/K/Li Analyzer

Reagent Module, Na/K/Cl

Reagent Module, Na/K/Li

EasyElectrolyte/EasyStat Na+ Electrode
EasyElectrolyte/EasyStat K+ Electrode

EasyElectrolyte CI- Electrode

EasyElectrolyte Li+ Electrode
EasyElectrolyte/EasyStat/EasyBloodGas Reference Electrode
EasyElectrolyte Spacer Electrode

EasyElectrolyte Troubleshooting Kit

Daily Cleaning Solution Kit
EasyStat/EasyBloodGas/EasyElectrolyte Red Test Dye Solution
EasyElectrolyte Urine Diluent

Bi-Level Quality Control Kit
Tri-Level Quality Control Kit

EasyElectrolyte Na/K/Cl Demonstration Kit

EasyElectrolyte Na/K/Li Demonstration Kit

EasyElectrolyte Capillary Tube Kit

EasyElectrolyte Sampler

EasyBloodGas/EasyElectrolyte Pump Tube
EasyStat/EasyBloodGas/EasyElectrolyte Printer Paper
EasyElectrolyte Sensor Module

EasyElectrolyte Valve Module
EasyStat/EasyBloodGas/EasyElectrolyte Compression Plate
Probe Wipers

EasyElectrolyte Daily Cleaner Sample Cups

EasyElectrolyte Sensor Module, Li+
EasyElectrolyte/EasyStat/EasyBloodGas Serial Cable, 9-pin
EasyElectrolyte/EasyStat/EasyBloodGas Barcode Reader Kit

EDMA Code
21071102
21071102
1104 04 02
1104 0402
1104 01 07
1104 01 06
11040103
1104 0104
11040401
1104 0190
21071102
110101 27
11300111
1104 04 90
11500204
11500204
21071102
21071102
21071102
21071102
21071102
21071102
21071102
21071102
21071102
21071102
21071102
21071102
21071102
21071102



Intertek

Total Quality. Assured.

CERTIFICATE

Certificate Number:

This is to certify that the management system of:
0089217-01

M Ed ica co rpo ratio n Initial Certification Date:

2019-04-19

Date of Certification Decision:

(FIN F002402)
2022-03-24

Main Site: 5 Oak Park Drive, Bedford, Massachusetts, 01730, United States Certification Effective Date:

Additional Site: 3 Oak Park Drive, Bedford, Massachusetts, 01730, United States 2022-04-18

Certification Expiry Date:

has been registered by Intertek, an MDSAP recognized auditing organization,
2025-04-18

as conforming to the requirements of:

ISO 13485:2016

Brazil: Federal Law n. 6360/76; RDC ANVISA n. 16/2013; RDC ANVISA n. 23/2012; e DICAL DEVICE SINGLE ALDIT PROGRAM
RDC ANVISA n. 67/2009; RDC ANVISA n. 56/2001

3485;,
\‘,o A 20 16'

Pripcan®
Canada: Medical Devices Regulations — Part 1- SOR 98/282 FiC ™

United States: 21 CFR 820, 21 CFR 803, 21 CFR 806, 21 CFR 807 (Subparts A to D) lntertek

Japan: MHLW Ministerial Ordinance 169, Article 4 to Article 68; PMD Act

The management system is applicable to:

Design, Development, Manufacture, Service, Installation and Distribution of
in-vitro diagnostic medical devices, in-vitro diagnostic test kits, in-vitro
diagnostic reagents, in-vitro diagnostic analyzers/software used in diagnosis

Calin Moldovean
President, Business Assurance

and management of cancer, immune status, disease status, autoimmune Intertek Testing Services NA, Inc.
status, cardiac markers, protein metabolism, endocrine disorders, blood 900 Chelmsford Street
analytes, urinalysis, blood gases. Lowell, MA, USA 01851

45 ]
915‘:'

1*"..r.|

In the issuance of this certificate, Intertek assumes no liability to any party other than to the Client, and then only in accordance with the agreed upon Certification Agreement. This

certificate’s validity is subject to the organization maintaining their system in accordance with Intertek’s requirements for systems certification. Validity may be confirmed via email at
certificate.validation@intertek.com or by scanning the code to the right with a smartphone. The certificate remains the property of Intertek, to whom it must be returned upon m
request. Validity of this certificate may be verified at http://www.intertek.com/business-assurance/certificate-validation,

CT-MDSAP-2016-NA-EN-LT-P-3.JUN.21


http://www.intertek.com/business-assurance/certificate-validation/

MEDICA

Medica Corporation
5 Oak Park Drive
Bedford, Massachusetts 01730

Tel 781 275 4892
Fax 781 275 2731

www.medicacorp.com

Declaration of Conformity C€

Product Name: Model/Type:

EasyLyte and accessories per attachment EasyLyte Na/K, Na/K/Cl, Na/K/Li, Na/K/CI/Li,
Na/K/CalpH, Na/K/Cl/CalLi

EasyElectrolytes and accessories per attachment EasyElectrolytes Na/K/Cl, Na/K/Li

Manufacturer

s Medica Corporation
5 Oak Park Drive, Bedford, Massachusetts, 01730, USA

Representative

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

Means of Conformity

Medica Corporation declares that the products listed are covered by Annex Il of Directive 98/79/EC. These products are
self-certified since they are for professional use only and are not listed on Annex II, List A or Annex Il List B of Directive
98/79/EC. In addition, they are in conformity with the Annex |, “Essential Requirements” and provisions of council Directive
98/79/EC for In Vitro Diagnostic Medical Devices, Directive 2011/65/EU Restriction of Hazardous Substance in Electrical and
Electronic Equipment, and the corresponding national laws of the Member States.

Place and Date: Bedford, Massachusetts, USA, September 27, 2018

Signature:

Name: Photios Makris, Ph.D.
Title: VP, Regulatory Affairs




EasyLyte Accessories

Catalog
No.

2004
2014
2015
2016
2021
2030
2070
2101
2102
2113
2106
2150
2151
2152
2103
2258
2120
2121
2122
2123
2028
2109
2112
2115
2114
2026
2124
2814
2815
2843
2118
2598
2108
2107
2257

Accessory

EasyLyte Na/K Analyzer

EasyLyte Plus Na/K/Cl Analyzer

EasyLyte Lithium Na/K/Li Analyzer
EasyLyte Calcium Na/K/Ca/pH Analyzer
EasyLyte Na/K/Cl/Li Analyzer

EasyLyte EXPAND Analyzer, Na/K/Cl/Ca-Li
EasyLyte EasySampler

EasylLyte K+ Electrode

EasyLyte Na+ Electrode

EasyLyte Cl- Electrode

EasyLyte Li+ Electrode

EasylLyte Ca++ Electrode

EasyLyte pH Electrode

EasyLyte Disposable Reference Electrode
EasyLyte Reference Electrode

EasyLyte Membrane Assembly

EasyLyte Na/K 800 ml Solutions Pack
EasyLyte Na/K/Cl 800mL Solutions Pack
EasyLyte Na/K/Li 800mL Solutions Pack
EasyLyte Na/K/Ca/pH 800mL Solutions Pack
EasyLyte Na/K/Cl/Li 400mL Solution Pack
EasyLyte Na/K 400mL Solutions Pack
EasyLyte Na/K/Cl 400mL Solutions Pack
EasyLyte Na/K/Li 400mL Solutions Pack
EasyLyte Na/K/Ca/pH 400mL Solutions Pack
EasyLyte Na/K/Cl/Li 800mL Solution Pack
EasyLyte Na/K/Cl/Ca-Li 800ml Solutions Pack
EasyQC Bi-Level Quality Control Kit
EasyQC Tri-Level Quality Control Kit
EasyLyte Quality Control Sample Cups (60)
Daily Cleaning Solution Kit

EasyLyte Daily Cleaner Cup

EasyLyte Solutions Valve

EasylLyte Sample Probe

EasyLyte Sample Detector

EDMA Code
21071102
21071102
21071102
21071102
21071102
21071102
21071102
1104 01 06
1104 01 07
1104 0103
1104 01 04
11040102
11703102
11040401
11040401
21071102
1104 04 02
1104 0402
1104 04 02
1104 0402
1104 04 02
1104 0402
1104 04 02
1104 0402
1104 04 02
1104 0402
1104 04 02
115002 04
11500204
21071102
110101 27
21071102
21071102
21071102
21071102



EasyLyte Accessories, continued
Catalog No. Accessory

2104
2100
2492
2309
2111
2577
2323
2541
2595
2596
10745
2293
2590
2292
2578
2572
2571
2105
2095
2076
2074
7118
2544
2934

EasyLyte Tubing Kit

EasyLyte Calcium Tubing Kit

EasyLyte Internal Filling Solution (125mL)
EasyLyte Wash Solution (50mL)

EasyLyte Urine Diluent (500mL)

EasylLyte Standard Solution, Urine (50mL)
EasyLyte Probe Wipers (6)

EasyLyte Printer Paper (3 rolls)

EasyLyte EasySampler Sample Cups, 500uL (500)
EasyLyte Sample Cups 2.0mL (500)
Anti-Evaporation Caps (500)

EasyLyte Capillary Tubes

EasyLyte Capillary Adaptor Kit

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

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

EasyLyte Sample Tray

EasyLyte Sample Cup Retainer Ring

Daily Rinse/Cleaning Solution Kit
EasyLyte C Series Printer Paper (5 rolls)
EasyLyte Barcode Reader Kit

EDMA Code
21071102
21071102
11 04 04 90
11 04 04 90
11 04 04 90
11 04 04 90
21071102
21071102
21071102
21071102
21071102
21071102
21071102
21071102
11300111
21071102
21071102
21071102
21071102
21071102
21071102
11010127
21071102
21071102



EasyElectrolytes Accessories

Catalog No.
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
6537
6520

Accessory

EasyElectrolyte Na/K/Cl Analyzer

EasyElectrolyte Na/K/Li Analyzer

Reagent Module, Na/K/Cl

Reagent Module, Na/K/Li

EasyElectrolyte/EasyStat Na+ Electrode
EasyElectrolyte/EasyStat K+ Electrode

EasyElectrolyte CI- Electrode

EasyElectrolyte Li+ Electrode
EasyElectrolyte/EasyStat/EasyBloodGas Reference Electrode
EasyElectrolyte Spacer Electrode

EasyElectrolyte Troubleshooting Kit

Daily Cleaning Solution Kit
EasyStat/EasyBloodGas/EasyElectrolyte Red Test Dye Solution
EasyElectrolyte Urine Diluent

Bi-Level Quality Control Kit
Tri-Level Quality Control Kit

EasyElectrolyte Na/K/Cl Demonstration Kit

EasyElectrolyte Na/K/Li Demonstration Kit

EasyElectrolyte Capillary Tube Kit

EasyElectrolyte Sampler

EasyBloodGas/EasyElectrolyte Pump Tube
EasyStat/EasyBloodGas/EasyElectrolyte Printer Paper
EasyElectrolyte Sensor Module

EasyElectrolyte Valve Module
EasyStat/EasyBloodGas/EasyElectrolyte Compression Plate
Probe Wipers

EasyElectrolyte Daily Cleaner Sample Cups

EasyElectrolyte Sensor Module, Li+
EasyElectrolyte/EasyStat/EasyBloodGas Serial Cable, 9-pin
EasyElectrolyte/EasyStat/EasyBloodGas Barcode Reader Kit

EDMA Code
21071102
21071102
1104 04 02
1104 0402
1104 01 07
1104 01 06
11040103
1104 0104
11040401
1104 0190
21071102
110101 27
11300111
1104 04 90
11500204
11500204
21071102
21071102
21071102
21071102
21071102
21071102
21071102
21071102
21071102
21071102
21071102
21071102
21071102
21071102
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EC Certificate TOVRheinland

Full Quality Assurance System
Directive 98/79/EC on In Vitro Diagnostic Medical Devices,
Annex IV excluding (4, 6)

Registration No.: HL 1038121-1

Manufacturer: MACHEREY-NAGEL GmbH & Co. KG
Valencienner Str. 11
52355 Diren
Germany

Products: Products for self-testing
- Single and multi-parameter disposable test strips for urine analysis
- Indicator test strips and papers for measurement of pH in urine

Replaces Certificate, Registration No.: HL 60119814 0001

The Notified Body hereby declares that the requirements of Annex IV, excluding sections 4 and 6 of the
directive 98/79/EC have been met for the listed products. The above named manufacturer has
established and applies a quality assurance system, which is subject to periodic surveillance, defined
by Annex IV, section 5 of the aforementioned directive. For placing on the market of List A devices
covered by this certificate an EC design-examination certificate according to Annex IV, section 4 and a
verification of manufactured products according to section 6 is required.

Report No.: 1106581-20
Effective date: 2022-02-16
Expiry date: 2025-05-26
Issue date: 2022-02-16 S~

TillystraRe 2 - 90431 Nurnberg - Germany

TUV Rheinland LGA Products GmbH is a Notified Body according to Directive 98/79/EC concerning in vitro

diagnostic medical devices with the identification number 0197.
Page 1 of 2

10/020h 04.08 ®

TUV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval




EC Ce rtIfICate Tl'.'lVRheinIarc?d

Full Quality Assurance System
Directive 98/79/EC on In Vitro Diagnostic Medical Devices,
Annex IV excluding (4, 6)

Registration No.: HL 1038121-1

Manufacturer: MACHEREY-NAGEL GmbH & Co. KG
Valencienner Str. 11
52355 Diren
Germany

The scope of certification includes the following manufacturing sites:

No. Location Product groups manufactured

/01 MACHEREY-NAGEL GmbH & Co. KG Design and development, manufacture and
Valencienner Str. 11 quality control
52355 Diren
Germany

/02 MACHEREY-NAGEL GmbH & Co. KG Warehousing and logistics
Bahnstr. 120
52355 Diren

Germany
Report No.: 1106581-20
Effective date: 2022-02-16
Expiry date: 2025-05-26
Issue date: 2022-02-16

& 7 :
TUV Rheinland LGA Products GmbH
Tillystrale 2 - 90431 Nurnberg - Germany

TUV Rheinland LGA Products GmbH is a Notified Body according to Directive 98/79/EC concerning in vitro

diagnostic medical devices with the identification number 0197.
Page 2 of 2

10/020h 04.08 ®  TUV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval



Certificate TUVRheinland

Quality Management System
EN ISO 13485:2016

Registration No.: SX 1034230-1

Organization: nal von minden GmbH
Carl-Zeiss-Str. 12
47445 Moers
Germany

Scope: Design and development, manufacture and distribution of in vitro diagnostic
test kits and reagents for the detection or determination of cardiac
markers, tumor markers, infections, inflammation, allergies, endocrine
disorders, diabetes, hormones, vitamins, special proteins, metabolic
disorders, drug misuse, immune status, vaginal pH levels, pregnancy,
kidney function, for urine analysis, sperm testing, coagulation management
systems, for use in clinical laboratories, as near-patient tests and for self-
testing as well as associated in vitro diagnostic devices for sampling and
analysis systems for rapid tests.

Distribution of control materials and tests for blood group determination,
medical masks, medical gloves, blood pressure monitoring devices,
medical thermometers, swabs and lancets.

The Certification Body of TUV Rheinland LGA Products GmbH certifies that the organization has established and applies a
quality management system for medical devices.

Proof has been furnished that the requirements specified in the abovementioned standard aym e quality
management system is subject to yearly surveillance. Q“\e\“ 4 A
2

Report No.: 1088325-40
Effective date: 2021-12-02

| Expiry date: 2024-12-01
Issue date: 2021-11-29 S— ——\0

‘ | Dipl.-Ing=SveR Hoffmann
/ .  Rheinland LQA Products GmbH
(\ DAKKS Tillyétrale 2 - 80431 Nurnberg - Germany

Deutsche
Akkreditierungsstelle
D-ZM-14169-01-02 1/2

100200 0408 ® TLY TUEM ent! TU are recistered tredemarks Utilisation and gpplicati-n resuires privr ¢ pproval,




Certificate

Quality Management System
EN ISO 13485:2016

Registration No.: SX 1034230-1

Organization: nal von minden GmbH

The scope of certification alsc covers the following:

Carl-Zeiss-Str. 12
47445 Moers
Germany

No. Facility
101 ¢/e nal von minden GmbH
Carl-Zeiss-Str. 12
47445 Moers
Germany
/02 c/o nal von minden GmbH
Friedenstr. 32
93053 Regensburg
Germany
/03 ¢/o nal ven minden GmbH
Robert-Bosch-Breite 34
37079 Gottingen
Germany
/04 ¢/o nal von minden GmbH
Raseweg 4
37124 Rosdorf
Germany
Report No.: 1089325-40
Effective date: 2021-12-02
Expiry date: 2024-12-01
Issue date: 2021-11-2¢9
(( DAKKS

10920h 0408 ® TUY, TUEY a7 TLP

Deutsche
Akkreditierungsstelle
D-ZM-14169-01-02

are reqisterad trademarkz. Ltilisation snd spplication 25 prior appio- 3l

B ®
TUVRheinland

Scope

Manufacture and distributicn

Design and development and distribution

Design and development and manufacture

Administration and distribution

Dipl.-Ing. SVén Hoffmann
TU¥ Rheinland LGA Products GmbH
Tillystralie 2 - 90431 Nurnberg - Germany

212




VACUTEST'

<irma
— - o data 19/02/13

DICHIARAZIONE DI CONFORMITA CE
EC DECLARATION OF CONFORMITY

conforme all’Allegato III della Direttiva 98/79/CE Dispositivi Medico-Diagnostici In Vitro e s.m./.
according to Annex III of the Directive 98/79/EC In Vitro Diagnostic Medical Devices as amended.

fabbricante VACUTEST KIMA S.r.[ -
manufacturer articoli per laboratori analisi - disposable labware
indirizzo Via dell'Industria, 12
address 35020 Arzergrande (PD) - Italia
telefono fax posta .
+39-049-9720624 +39-049-9720182 elettronica info@vacutestkima.it
phone fax e-mail

Identificazione dei prodotti PROVETTA KIMASED ASP. 1,6 mi+0,4 ML SODIO CITRATO

3,8%
product identification KIMASED PLASTIC VACUUM TUBES FOR ESR- 1,6 ML + 0,4
ml Na CITRATE 3,8%
numero di numero di scadenza
catalogo 14250 lotto RO363 expiry
part number batch number date

classificazione dei prodotti  dispositivi diversi da quelli elencati nell’Allegato II della Direttiva 98/79/CE e s.m.i.
product identification devices other then those mentioned in Annex II of the Directive 98/79/EC as amended

Si dichiara
sotto la propria responsabilita che tutti i dispositivi sopraelencati rispettano le disposizioni applicabili della Direttiva
98/79/CE e s.m.i. Dispositivi Medico-Diagnostici In Vitro.
Tutta la documentazione tecnica richiesta dall’Allegato III della succitata Direttiva, e comprovante il rispetto dei Requisiti
Essenziali di cui all’Allegato I della Direttiva, sono conservati a cura del Fabbricante

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 Vitro Diagnostic Medical Devices.

All the supporting documents, as required by Annex III of the 98/79/EC Directive, in order to prove conformity to the
Essential Requirements as listed in Annex I, are retained under the premises of the Manufacturer

}g/ggg sncziz?g?ate Arzergrande, 19/02/2013
firma VACUTEST KIMA S.R.L.

signature Assicurazione Qualita

h”



000 «MEANAKOP C.-N.»
194100,r.C-Netepbypr, yn. A.MaTpocosa, 4.4, kopn. 2, JuT.M
Ten./dakc (812) 295-87-55, 646-72-23

AHAJIUTUYECKUWI [TACIIOPT

Habop KOHTPOIBHEBIX PaCTBOPOB GEIKOB MOYH
«bM-xontpoas-CCK + riiokosa u pH»

Koa OKIT 93 9816
Pezucmpayuonnoe yoocmoeepernue o @CP 2010/08997
TY 9398-269-52208224-2010

Kat Ne 04.01.04
Homep cepun IIB 07 -23
Cpok roguocru go: 14.06.2024 r.
HA3SHAYEHHE
Ha6op «BM-xonTpons-CCK + rmrokosa u pH» npexuasHaven mis KOHTPOJIS IPaBMIIBHOCTH M

BOCIIPOHU3BOMMOCTH PE3YyJIIHTATOB OIIPEIOCIICHHUS B MOYe

OenxoB - 1O MX peakimu ¢ CyNbGOCATHIAIOBOMH KHCIOTOH i
- CIIOMOMBIO THATHOCTHYECKUX HOJIOCOK
TJIIOKO03bI —  (DEPMEHTATHBHEIM METOIOM (rMFOKO300KCHIA3HEIM)

- Ka4YCCTBCHHBIM IO peaKIuu BCHCI[I/IKTa
- CIIOMOMIBIO NHArHOCTHYECKHUX ITOJIOCOK
pH - C IIOMOUIBK JUATHOCTHYECKUX MOJIOCOK

COCTAB HABOPA
Ha6op «BM-konTpoms-CCK + rmokosa u pH» comepxur 8 (b1aKOHOB KOHTPOJBHBIX
pacTBOPOB:
- 4 paxona yposenn Nel 1o 10 Mo
- 4 ¢maxoHa ypoBenb Ne2 1o 10 Mt
B nacriopre Habopa yxasbiBaeTcst cpe/iHee 3HATCHHE KOHIEHTPALHH GEKA MO M TTFOKO3bI
C KOHTPOJIBbHBIMHU Hpeaenamu (X+285).

TexHuqeckue xapaKTepHCTHKE Habopa:
- K03()uIHenT BapHaLuH Pe3yBTATOB H3MEPEHUS KOHIICHTpAITHH

OenkoB, %, He Gonee 10 CooteercTByeET
- K09 GHIUEnT BapHalyK pe3yIbTATOB H3MEPCHHS KOHUEHTPAITUK

IIIIOK03E1, %, He Ooltee 5 CootBercreyeT
- Mex(IaKoHHAS Bapuauus, %, He Gonece 5 * CooTeercTBYyeT
- JONYCTHMELH Pazbpoc pe3yIbTaTOB ONpPENEeRHs KOHICHTPALUH

OekoB B PasHEIX HAGOpax ofHOM cepuH, %, He 6omee 10 CooteercTBYET

TTIOKO3bI B Pa3HBIX Habopax ofHo# cepun, %, He Golee 5 CootBercTByeT
- CPOK XpaHeHHs Habopa, Mec 12
- Temiepatypa xpanenus, °C 2-8°C

- TIOCJIC BCKPHITHS (D1akOHA PacTBOP MOXKHO XpaHHTh, JHEH, He Gonee 14

|
Hauanenuk otnena / J{j o
i

TexHuyeckoro KOHTPoOIIS Kpacrononsckag E.B.

« 14» wmons_ 2023r
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AEP%C’I’ DELHECTRG o CHCFAF D E N QTEHETCTHEMHODCTLIC

H.Jy-:no MNPROUIBOICINGBLRMHIHIH PHUPME «AEPC+»

196008, FogauncKan (Reas@aumn, r. CHNUE-fIOTeROBYPr, ¥4, UBeT1ouMaa, A T6, Ant. M, 2-0 Dran
Foa /pare: (812) 740-1992, 740-1755, 740-1289. Deas. nomap: 8-800-333-2324. £mnail: abrissl atenspilus ru

ITACHOPT KAYLCTBA
Pactuop GCPUILIHANTEROID KPE3NIOBOTO CHHETO 1A% ORPACKIL PETHKYJIOHHTOD
Adunaxum-Lemuereiin-PTH no TY 9398-(19-27428909-2008
TY 9398-019-27428909-2008
Pernerpannonnoe yrocrosepenue Ne @CP 2008/02335
Kat Ne: 475
Cepust No: 100523

Jara wsrorosnenns: 19.05.2023
[osen a0 31.05.2024
Koanueerno uabopos b cepii: 170 17,

Besomacioe Xpanenne: 8 yakonke NPeAIPHATHS -UITOTOBUTENS B KPBITHIX BEHTHANPYEMBIX TOMELUSHHAX,
I1¢ jonycekasn BO3ACHCTRIA NPSAMBIX CONIBUNMIX JIyUeid, Ups YTeMAcpaType oT +2 1o +8%C arHockrenulivi
BAgikBocTH 40 —~ 60%, armocdepriom gassermy 740 — 760 MM pT. €T, B YCAOBAAX, HCKILICGUAIOILNX Jciictiye
ATPECCHBHBLIX CPeL, HPAMBIX COTHEUHBIX JyHel 1 BJIATK B TeUeHne BCero ¢poKa roAHOCTH.

TPancuoprapoBrA: BCEMU BUAAMK KPBITLIX TPAHCIIOPTHBIX CPEJICTH COIIACHO TPeGOBAHHAM N IIPARILAIAAM
TICPEROKYU CPY30E, NeHCTRYOMMMI Ha AABHOM BHJE TPAKCIONTA, 1IPH Tenreparype or +2 o +8°C.
’

¥ramsamis: [pricnonnsosanun MU oGpasyiores orxosin gnaccos A W B, KOTOPBIC YTHARIIPYIOTCA B
cooreerctny ¢ Canllst 2.1.3684-21 u MV 287-113.

PEIYIILTATEL KOHTIOJ1A

. Haumenosanue Pesyanrarse
Ne n/ne TpeHosanusn
HOKAZATCIS KOHTPOJA
1. Cocran naGopa ¥ BHEUIHHH BUL pearcHTOR
11 Pacrrop Juaxum-| Pacreop — 1 dmakon (50 mi) - KHAKOCTH S
" [Temucreiin-PTI] TEMHO-CHHCTO LBETa ’ _

2. [Toka3aTean OKpaNTHBEaHHS

Oxpacka 3enennle niH roryGoBaTo-3eseHbIe ¢
2.1 ; ““ﬁmu; - 3epHUCTO-ceTuaTol cyGeTantureH TeMHO- CootpercrByer
NET £ TEHE

I & CHHETO WX TeMHO-(hHONCTOROIO 1{RETa

Bpems nacrynienns
2.2, OKPACKHM MA3Ka, MU, 40 MuH Coorsercrayer
e Bolree

Hara guiziaau nacnopra: 19 mas 2023 1. ﬂ[_}*_:'b ——

Hauanensk OBTK [E50% ﬂxﬁ%)@lk_ﬁr a5 o
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This is to certify
 Mr. Alexei Legun
Has su;cesgﬁz[@ completed
The technical ﬁé@iﬁimaﬁce training course
On |
Fully ﬂutomatic Blood Cell Counter
PCE-210 |
Particle(Blood Cell)Counter
PCE-170/POE-170N
FHe émog&y bin meter

- HB-20N

S arch 24, 2005

5 el

43 Hiroshi Shimosaka
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