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Basic information about MLT LLC

- MLT LLC is located in the Dubna special economic zone (Moscow region, Russia) and posses
i manufacturing facilities in Dubna and Moscow. MLT engineers have developed the first
coagulometer in Russia and the first Russian programmable slide stainer. Currently, MLT LLC
produces:

- four models of semi-automatic opto-mechanical coagulometers — these are the most popular
hemostasis analyzers in Russia, which produce more than 1 million determinations per
month;

- five models of automated programmable slide stainers (also the most common in Russia);
- reagent kits for Papanicolaou staining of biological preparations.
MLT LLC quality management system is certified according to EN ISO 13485:2016.

I Slide stainers FS-9-25, FS-12-25, FS-16-25 has CE mark. Slide stainers FS-16COMBO,

and FS-16-HISTO are modification of FS-16-25. We plan that FS-16-COMBO
i and FS-16-HISTO will receive CE marking in the first half of 2022.
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CERTIFICATE !‘

No. 71826 LL-C

Certification

This is to certify the Quality Management System of Medical Devices of

MLT LLC
Tehnologicheskaya street 7
141981 Dubna

Russia

The place of supply of services:

Site 1: EMCO LLC, Russia, 129301, Moscow, Kasatkina street, 11 bid. 1

Site-2: MLT LLC, Russia, 141981, Moscow region, Dubna, Tehnologicheskaya street, 7
Site 3: EMCOLLC, Russia, 129626, Moscow, Rizhskii proezd, 3

has been assessed and found © be in compliance with the Standard
ENISO 13485:2016
applicable fo

Design, development, manufacturing and distribution of IVD
medical devices

The certificate has been issued under No. 71826 for the registration period from
03 September 2020 to 02 September 2023,

Bty

$ 3137

validity code 6F 5D328C-AE7
Check the vasidity of this cenificste using his code at www.l-cinfo

LL-C (Certification) Czech Republic a.s. | Pobfezni 62073, 186 00 Praha 8

Cepartnerd4ql

Certificate number: 2021-IVD/CE328

Certificate of CE-Notification

This is to certify that, in accordance with the /n Vitro Diagnostic Medical Device Directive
98/79/EC, CEpartner4U BV agrees to perform all duties and responsibilities as the
Authorized Representative for

MLT LLC
Tehnologicheskaya street 7, Dubna,
Moscow region, 141981
Russia

as sti and i by the i Directive. The Dutch Competent
Authorities have accepted the manufacturer's medical device registrations by CEpartner4U
as listed on the product list attached to the manufacturer's
Declaration of Conformity:

IVD devices were regi: d under ber: NL-CA002-2021-56498

Group : Automated slide stainer
Model/Type: FS-12-25; FS-16-25; FS-9-25

with Dutch Competent Authorities as a q y these IVD were
in EUDAMED by Dutch Competent Authorities

The manufacturer has provided CEpartner4U with all necessary documentation, together with
an appropriate Declaration of Conformity that the IVD medical devices fulfil the essential
requirements of Directive 98/79/EC.

Issue date: 2021-03-24

, L ceo: e o]
id;p"”— 3951 DB M:\sNL
v:lw cepartnerdu.nl

Olga Teirlinck
Consultant CEpartner4U BV

AUTHORIZED REPRESENTATIVE AND CONSULTING SERVICE FOR CE MARKING CEPARTNERAU BV,
ESDOORNLAAN 13, 3951DB MAARN. THE NETHERLANDS.  :+31-(0)343.442.524; CELL PHONE: +31-(0)6.516.536.26;
FAX: +31-(0)343,442.162; E-MAIL: OFFICE@CEPARTNER4U.COM; WEBSITE: WWW.CEPARTNERAU.COM
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MLT

EC Declaration of Conformity

Product Identification
Product name:  Automated slide stainer

[ C€

ModeliType: FS-9-25

Manufacturer
Name: MLTLLC
Address: Tehnologicheskaya street 7, Dubna, Moscow region,
o Russia. 141981
Country: Russia
Authorized Representative in Europe
_ Name: CEpartnerd4U B.V.
Address: Esdoornlaan 13, 3951 DB Maarn
Country: Netherlands

MLT LLC hereby declares that the product listed is in conformity with the Annex |11,
essential requirements and provisions of the Council Directive
98/79/EC
on in vitro diagnostic medical devices
and is in conformance with the following harmonised standards:
o EN 61010-2-101: 2002
EN 61326-2-6: 2006
EN1SO 18113-3: 2011
EN ISO 15223-1: 2016
= EN ISO 14971: 2012

This Declaration is only valid when the product is used in accordance to the "Instruction for
Use" and beco d if the device is modified without our consent.

Place and Date: February 10, 2021
b= Signature:

Name:

Revision 1.0 10.02.2021

MLT LLC Slide stainers
EC Declarations of Conformity

ce [Map

EC Declaration of Conformity

Product Identification
Product name:  Automated slide stainer

Modeli Type: FS-12-25

Manufacturer
Name: MLTLLC
Address: Tehnologicheskaya street 7, Dubna, Moscow region,
Russia. 141981
Country: Russia
Authorized Representative in Europe
Name: CEpartnerdU B.V.
Address: Esdoornlaan 13, 3951 DB Maarn
Country: Netherlands

MLT LLC hereby declares that the product listed is in conformity with the Annex |1,
essential requirements and provisions of the Council Directive
98/79/EC
on in vitro diagnostic medical devices
and is in conformance with the following harmonised standards:
EN 61010-2-101: 2002
EN 61326-2-6: 2006
ENISO 18113-3: 2011
EN ISO 15223-1: 2016
EN ISO 14971: 2012

This Declaration is only valid when the product is used in accordance to the "Instruction for
Use" and becomasgeeid if the device is modified without our consent.

35

Place and Date: February 10, 2021

Signature:

Name: Ale ezrukov

Revision 1.0 10.02.2021

© IMLT LLC T DUBNA 'I MOSCOV}.’ . WWW.II:ASTAINEE.COM . 2|{]21
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EC Declaration of Conformity

Product Identification
Product name;  Automated slide stainer

ModeliType: FS-16-25

Manufacturer
Name: MLTLLC
Address: Tehnologicheskaya street 7, Dubna, Moscow region,
Russia. 141981
Country: Russia
Authorized Representative in Europe
Name: CEpartner4U B.V.
Address: Esdoornlaan 13, 3951 DB Maarn
Country: Netherlands

MLT LLC hereby declares that the product listed is in conformity with the Annex IlI,
essential requirements and provisions of the Council Directive
98/79/EC
on in vitro diagnostic medical devices
and is in conformance with the following harmonised standards:
EN 61010-2-101: 2002
EN 61326-2-6: 2006
ENISO 18113-3: 2011
EN ISO 15223-1: 2016
ENISO 14971: 2012

This Declaration is only valid when the product is used in accordance to the "Instruction for
and beco oid if the device is modified without our consent.
© 2

February 10, 2021
Signature:

Name:

Revision 1.0 10.02.2021




NEW FAMILY OF AUTOMATED SLIDE STAINERS

THE THIRD GENERATION OF MLT STAINERS

FS-9-25

FS-12-25

C€

HEMATOLOGY

MICROBIOLOGY

CYTOLOGY

PAP-TEST

HISTOLOGY

FS-16-COMBO

FS-16-HISTO




INERS

NEW FAMILY OF AUTOMATED SLIDE STA

FASTAINERs are modern, reliable, and affordable automated programmable slide stainers. The
product line includes four models, varying in the number of staining stations so that every laboratory can
choose the one that best suits its needs. The devices have been designed to perform the most prevalent
- staining techniques for morphological examinations. They can be used in hematology, microbiology,
parazitology, cytology (including Pap-test and cervical screening), and histology.

The staining process principle is a sequential programmed movement of racks with slides from station to
station where technological operations are carried out. The working chamber is covered with a
transparent lid and has compulsory ventilation, ensuring safety in handling toxic reagents.
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NEW FAMILY OF AUTOMATED SLIDE STA

INERS

Control, monitoring and programming with color touch screen.
Max. number of staining programs — 32. Max. number of program steps — 30.
Free choice for each technological program:
e Launch interval for processing of racks with slides (“interval");
- e Configuration (arrangement of troughs with reagent and "parking" stations for slide racks);
e Number of troughs with the reagent for longest operation.
_ Free choice for each step:
e reagent; e station; e time (0 s — 59 min 59 s); e agitation period (1 - 99 s);
e draining time (0 - 99 sec); e number of dipping (1 - 99).
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NEW FAMILY OF AUTOMATED SLIDE STAINERS

The mechanics of devices are
- unique in simplicity and reliability.
The racks with slides rotate not
only in a horizontal plane but
also up and down. The rising of a
rack from reagent IS
accompanied by inclining and
vibration, facilitating the draining
— of excess liquid from slides and
the rack. Thus, the transfer of
reagents between troughs is very
low. The manipulator’s
mechanism is designed in such a
way that the rack gets firmly
fixed in its grab, making it
- possible to carry out high-speed
movements  (during  dipping,
shaking, transfer from station to
station, etc.).
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Automated programmable slide stainer «Fastainer» FS-9-25

Overall number of stations — 9
Number of combined stations — 7
Number of flow-through stations — 1
Number of drying stations — 1
Dimensions, mm — 530x460x330

— Weight, kg — 18

Intended use: haematology,
microbiology, parasitology.

Productivity(slides per hour):
Pappenheim staining — up tol150

- Gram staining —up to 175
Kinyoun staining (AFB) —up to 75.
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Automated programmable slide stainer «Fastainer» FS-9-25

Working chamber of FS-9-25. In the center is a
manipulator with a robotic arm. Drying station is
the station 1. Station with tap water is the station 2. External appearance of FS-9-25 slide stainer.
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Automated programmable slide stainer «Fastainer» FS-12-25

Overall number of stations — 12
Number of combined stations — 10
Number of flow-through stations — 1
Number of drying stations — 1
Dimensions, mm — 530x580x330

— Weight, kg — 22

Intended use: cytology (Papanicoloau

staining — Pap-test, cervical screening);
+

haematology; microbiology; parasitology.

- Productivity(slides per hour):
Papanicolaou staining — up to100.

11
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Automated programmable slide stainer «Fastainer» FS-12-25

Working chamber of FS-12-25. In the center is a
manipulator with a robotic arm. Drying station is
the station 1. Station with tap water is the station 2. External appearance of FS-12-25 slide stainer.
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Automated programmable slide stainer «Fastainer» FS-16-COMBO

Overall number of stations — 16
Number of combined stations — 14
Number of flow-through stations — 1
Number of drying stations — 1

i Dimensions, mm — 610x580x330

— Weight, kg — 25

Intended use: cytology (Papanicoloau

staining — Pap-test, cervical screening);

histology (H&E, and special staining);
+

haematology; microbiology; parasitology.

Productivity(slides per hour):
Papanicolaou staining — up to100;
H&E staining — up t0100.
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Automated programmable slide stainer «Fastainer» FS-16-COMBO

Working chamber of FS-16-COMBO. In the center
- IS a manipulator with a robotic arm. Drying station is

the station 1. Station with tap water is the station 2. External appearance of FS-16-COMBO slide stainer.
14
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Automated programmable slide stainer «Fastainer» FS-16-HISTO

Overall number of stations — 16
Number of combined stations — 15
Number of flow-through stations — 1
Number of drying stations — 0
Dimensions, mm — 610x580x330
Weight, kg — 25

Intended use: histology (H&E, and
special staining); cytology
(Papanicoloau staining — Pap-test,
cervical screening).

Productivity(slides per hour):
H&E staining — up to150;
Papanicolaou staining — up to150.
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Automated programmable slide stainer «Fastainer» FS-16-HISTO

Working chamber of FS-16-HISTO. In the center is
a manipulator with a robotic arm. Station with tap
water is the station 1. External appearance of FS-16-HISTO slide stainer.

16
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Accessories: regular troughs and racks

The stainers are supplied with stainless racks for 25 slides and with two types of troughs: polypropylene
troughs (recommended when handling aqueous solutions; spirits; and acetone) and polyoxymethylene
troughs (recommended when handling xylene and substitutes of xylene; aqueous solutions; and solution
with pH27).

17
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Accessories: small troughs and racks

- There are small size racks for 10 slides and small troughs compatible with such racks. They are useful for
laboratories with low productivity and for techniques that are used for a low quantity of preparations.
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Accessories for cytological screening

The vertical rack insert for 20 slides (RI-20) (left picture) designated for placing and transporting slides with
cell samples taken from the patient, for example, during cytological screening. The RH-20 racks-holders
(right picture) are used for safely processing preparations in slide stainers without any additional
manipulation.

19
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Accessories for cytological screening

For safely transportation of slides in the RI-20 to the laboratory, the special protective containers are used :

- small plastic suitcase for 10 pcs. RI-20 with a tray for accompanying documents (capacity of at least 200 A4
sheets) or special corrugated cardboard boxes for 10 (5 or 2) racks inserts RI-20 with slides. In protective
containers the preparations are delivered in to laboratory absolutely safely.

20
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Control and programming

Control and programming are performed with a color touch-screen display.

Programming includes not only setting the consequence and duration of technological operations but
also their parameters and modes:

e The technological operation can be performed in a number of ways: immersion into the reagent,
iImmersion with a programmed period agitation, repeated dipping of slides into the reagent (this mode
accelerates the speed of procession).

e There is an option to program the delay of a rack above the trough after removing it from the reagent
(“draining time”).

e Programming the interval for launching racks into the process gives the opportunity to configure
programs with a parallel procession of several racks.

e There is a possibility of installing several troughs with the reagent used for the most time-consuming
operation. These two last options can multiply the performance of the device.

The development of the new technological program is quite easy: it is needed to insert the name of the
new program, number of technological operations, and after that, the screen with the template of the
program arises. The programming is just editing the template on the touch screen.

21
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Control and programming - Main menu

PROGRAM : DEMO

PROGRAMMES START OF PROCESS CONFIGURATION

- The button PROGRAMMES - to switch to the menu section «PROGRAMMING» (choice of a
- technological program from the available ones, correction of parameters of a program and programing a
_ new technological program).

The button START OF PROCESS - to switch to the menu section «kPROCESS» (loading and unloading
of racks, processing of racks with slides according to a chosen program).

The button CONFIGURATION - to switch to the menu section «CONFIGURATION» (changing
configuration of the Stainer: changing properties of stations, including the choice of reagent and delay
time above a trough for draining of reagent; changing the interval for introduction of new racks; switching
to the menu «SERVICE»).

22
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Control and programming - Programms menu

PROGRAMMES SELECTION OF PROGRAM : DEMO PROGRAMMING DEMO-STAIN N =09
| DEMO L5-G15 L5-G30 MG5-G15 N REAGENT MODE ACTIVATION TIME
1, DRYER IMMERSION 15 00:06
= PAP-DIFF = NEW
MGa=GL BAPSLE 2 LEISHMAN F-S IMMERSTON 15 00:06
2 EOSIN DIPPING 15 5
2 AZURE DIPPING 1.5 3
B 2 TAP WATER IMMERSION 15 00:06

- To access the menu section «<PROGRAMMING», press the button PROGRAMMES in the main menu.
N For the selection of needed programs — push the button with the name of the needed program.

For developing a new program — push the button NEW. The development of the new program is provided
by editing the template on the touch screen (left picture).

23
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Control and programming - Configuration menu

CONFIGURATION H-AND-E-2 INTERVAL : 03:55 CONFIGURATION H-AND-E-2 STATION - 3
1 FLOW 2 RESOUR 253 || 3 RESOUR 253 || 4 RESQUR 253
TECHNOLOGICAL
B TAP WATER EOSIN HEMATOXYLIN ALCOHOL SOLN. STATION APPLICATION ’
5 RESOUR 253 || 6 RESOUR 253 || 7 RESOUR 253 || 8 RESOUR 253 REAGENT ’ HEMATOXYLIN
ALCOHOL-3 ALCOHOL-2 ALCOHOL-1 ALCOHOL-4
9 RESOUR 253 || 10 RESOUR 253 || 11 RESOUR 253 || 12 RESOUR 253 RESOURCE LIMIT ’ 255
ALCOHOL-5 XYLENE-3 XYLENE-2 XYLENE-1
13 RESOUR 253 || 14 RESOUR 253 || 15 16 DELAY ’ 5
B XYLENE-E XYLENE-E PARKING PARKING
MAIN MENU INTERVAL SERVICE MATIN MENU CANCEL

- Menu “CONFIGURATION” gives the opportunity to change different properties of the station. To start it is
- needed to push the button with a corresponding number of the station (left picture).

N After arising of new screen (right picture) the user can set needed parameters.

First of all, it is possible to choose the destination of the station — is it destined for rack parking or for
trough with a reagent.

24
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Control and programming - Process monitoring

PROCESS

DEMO

N

9

(RS
| DRYER

2

FLOW
TAP WATER

3

RESOUR 253
BUFFER PH<7

4

RESOUR 253
AZURE

5 RESOUR 253
EOSIN

6

RESOUR 253

LEISHMAN F-S

7

READY
RACK

8

1/ 9
RACK

RACK

10

PARKING

1

1
PARKING

1.2

PARKING

UPLOAD

CANCEL

UNLOAD

STOP

- When the process of staining is in progress, all the stations are displayed on the screen as a rectangles
with numbers in left upper corner. This numbers correspond numbers of stations. The technological

- stations (stations with reagents) are highlighted in blue color. Empty parking stations are white, parking
stations with rack in process are pink, parking stations with rack which are waiting for processing are
yellow, stations with processed racks are green.
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MLTES
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. Control and programming — SFE software
&7 Stainer firmware editor - o X
— File ~ Settings ~ Program ~ Device: FS 16-HISTO Configuration Chart Reagents Comments
Programs (2 - 32) Operations (16 - 30) Operation - 01 Station - 13 Program - 02
r * ++ - + ++ - Reagent Reagent Name
01 - DEMO 01 - XYLENE-1 XYLENE-1 XYLENE-E v T-3ruUCT2
Immersion: 01:00 . P
- 02 -H-and-E-2 Agitation: 00 Immersion ® Dipping Delay PIN
02 - XYLENE-2 Agitation time 10w ° 255
r ET;::';"O? g0 0 > Resource Interval (2 .
03 - XYLENE-3 R B0 e abiliochilbihd
- Immersion: 01:00 0Ol 00w _ Comments
bginionh 3 wraruea, 1 BaHHa ¢ KCUNOJ-K
| 04 - ALCOHOL-1 2 wratuea, 2 BaHHblI ¢ KCUNON-K
Immersion: 00:10
Agitation: 05
- 05 - ALCOHOL-2
Immersion: 00:10
Agitation: 05
L 06 - ALCOHOL-3 Stations
inrersion; 00:10 16 - PARKING 01 - TAP WATER
Rotation; 05 15 - PARKING |:| Delay: 10 Resource: 255
— 07 - ALCOHOL SOLN. i
immersion00-10 14 - XYLENE-E g ' B 10 Rl 35
Agitation: 05 Delay: 10 Resource: 255 6 01 02 0 FEATCNLIN
" 08 - HEMATOXYLIN 13 - XYLENE-E 15 0 Dela-y 10 Resource: 255
Immersion: 03:00 Delay: 10 Resource: 255 14 04
Agitation. 05 1 04 - ALCOHOL SOLN.
B 09 - TAP WATER g)ile;yx%lﬁi?oﬁ;ge 255 E‘” 05- Daeya A RBSOINCAE 5
Immersion: 02:30 12 086 05 -ALCOHOL-3
| Agitation: 00 E)1|- XI)LRENE-Z s ' " 07 Q Delay: 10 Resource: 255
10 - EOSIN ) i 10 o9 08 ? E
Immersion: 00:15 10 - XYLENE-3 O = 8glayA:-OCR(3£ijJ)rlc_e2255
L Agitation: 05 Delay: 10 Resource: 255 e
11 - TAP WATER 09 - ALCOHOL-5 Delay: 10 Resource: 255
Immersion: 00:10 Delay: 10 Resource: 255
L Anitation® N5 NR] _ Al COHNI A
File: 16-25BS bin version: 12.10.21
There is an opportunity to prepare and optimize technological programs with special computer software
L “ . . . ” . . . . . .
Stainer Firmware Editor” (SFE). It is also possible to rewrite or to upgrade the firmware of devices with
- the help of SFE. The website fastainer.com gives opportunity to use SFE software online.
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https://www.fastainer.com/sfe

Control and programming — SFE software

= il v Settings v Program ~ Device: FS 16-HISTO Configuration Chart Reagents Comments
Programs (2 - 32) Operations (16 - 30) Chart
¥ ++ - + ++ - Processing time of one rack: 00:14:45, Total operating time: = 00:18:39
01 - DEMO 01 - XYLENE-1 ° Racks:2  Auto Apply (00:03:54)

Immersion: 01:00
- 02 - H-and-E-2 Agitation: 00

02 - XYLENE-2
Immersion: 01:00
Agitation: 05

03 - XYLENE-3
- Immersion: 01:00
Agitation: 05

- -

04 - ALCOHOL-1
Immersion: 00:10
Agitation: 05

— 07 - ALCOHOL SOLN.
Immersion: 00:10
Agitation: 05

08 - HEMATOXYLIN
Immersion: 03:00
Agitation: 05

09 - TAP WATER
Immersion: 02:30

Agitation: 00
10 - EOSIN

Immersion 00:15
Agitation: 05

11 - TAP WATER

Immersion: 00:10
Anitatinn N5

File: 16-25BS .bin version: 12.10.21

The section of PC software SFE “Chart” gives opportunity to optimize technological programs. In this
screen there are different tools for calculation charts of each processing rack. Particularly, there is an
- option in which automatically calculation of optimal interval of the racks launching performed. It gives
opportunity to process successfully two or three racks simultaneously with high productivity.
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Website fastainer.com

[T183 FASTAINER HOME PRODUCTS RESOURCES ABOUTUS

AUTOMATED PROGRAMMABLE SLIDE STAINERS FAST, COMPACT, VERSATILE, AND AFFORDABLE

S L L ST

FS-9-25 FS-12-25 FS-16-COMBO FS-16-HISTO ACCESSORIES STAINING
Haemotology. Cytology (Pap-test) Histology (H & E, efc.) Histology (H & E, etc.) Accessories for cervical SOLUTIONS
microbiology, Cytology (Pap-test) Cytology (Pap-test) screening Papanicolaou staining
parasitology

© IMLT LLC T DUBNA 'I MOSCOV}.’ . WWW.II:ASTAINEIR.COM . 2'021

At the our website fastainer.com there is an additional information, including technical documentation,
video and so on. In particular there is opportunity to try the online version of SFE software.
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