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Medical Device Quality Management System Certificate

* % % D

Pooyan Teb Khadem

No.99, Part 4, Toos Industrial Park, Mashhad, Iran

has been centified in standard of Medical Device Quality Management System
by U.S Cenification Body in compliance with the requirements of

ISO 13485:2016

P ion and Sale of Histology Equi i ing Mi
Tissue Processor, Paraffin Dispenser, Tissue Float, Hot Plate,
Cold Plate, Paraffin Trimmer

Technical Code : AM 21 /1IVD 08

The U.S Centification Body veri of system of
i h consi its validity

Initial Issue Date:  Jan. 12. 2023 Expire Datg.:  Jan. 11,2026

Certificate No,: ~ USI-2022-M-0114

Presiden of the Certification Body
US Certification Body is accredited by IAS for the scope and sub scopes described in this cerfificate.

(US CIRT Co.Lud) 18393 Ran 10012, 16, Digtbro i, G-, Seoul, Repobiic of Kooen
22.520.8008 /- o ver com) Scarhing for th s of the cetificate s oy
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Ministry of Health and Medical Education
National Medical Device Directorate

Certificate No:  TRI005923
Issue Date
Expire Date:
Product(s): See Attached List

This certificate is hereby issued pursuant to article 81 of the Medical Device Regulation Booklet of
LRIRAN % f ies with fical dévice G i

SO 13485).
law,of the.Islamic Republic of Tran, this product has been
n LRIRAN and is approved for Export.

Practice (GMP) requirements (Based
In conformity with the medical device
registered and is authorized t develop, manufacture and se!
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Introduction of company:

Pooyan Teb Khadem company is a knowledge company that founded in 1994 in
order to produce Medical and laboratory equipment in mashhad.

The first product of our company was Semi-Motorized Rotatory Microtome
which caused we could obtain following achievements :

Cup of International Federation of Inventors' Associations (IFIA)

Innovation Award of Khwarizmi International Festival in 2002

After the grace of God , we have been able to produce other pathology products
such as Tissue Processor , Automated Microtome , Tissue Embedding Center,
Cold Plate, Tissue Float , Hot Plate , Paraffin Trimmer and Tissue Cassettes
Production and quality control procedure certified under EN ISO 13485, IEC
6101-1 and IEC 60601-2 ensure highest quality and reliability .

All products have a warranty and after-sales service , Providing timely and effi-
ciently service is the main mission of the after-sales service unit at Pooyan Teb

Khadem Company
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The Pooyan MK2250 Features at a Glance:

» Colorful touchscreen in Persian and English

* SMS module to send errors & monitor specimens situation
» Rechargable battery to protect specimens from drying
during power cut

» Stirring system for better process

» Gentle speciemen processing with high safety for tissue

* User friendly interface design

* Ability to start the program from any of the stations

« Carousel type with 12 stations of 1.8 liters each;10 reagent
stations, 2 wax bath

» Two stainless steel tissue basket,capacity: approx.120 cassettes
 Easy editing of programs, even during processing

* Delay start function without time limit

POOYAN TISSUE PROCESSOR

Technical specifications

Electrical specification Wax baths
Nominal voltage 220 / 240 vV AC Number 2 (3optional)
Nominal frequency 50 / 60 Hz Capacity 1.8L
Temperature range 55-70 °C
cislE Overtemperature release 75°C+4°C
dry weight 45Kg
2L EIRE Reagent containers
Diameter 710mm
Number 10(9)
Height 470-620mm .
Capacity 1.8L
Programs
Number 30, freely selectable Cassettes baskets
Infiltration time from 0 m to 9999 m Number of baskets 2
per swation Material of baskets stainless steel
Delayed start without time limit

Basket capacity approx. 120 scassettes
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+ Adjustable timer to turn the device on and off

* LED lamp for lighting work area

+ Ability to adjust paraffin reservoir & work surface temperature
+ User friendly control panel for easy setup of parameters

* Activate the paraffin flow via manual switch or foot pedal

» Maximum efficiency and operating comfort

* Forceps retaining and heating holes suitable for

left or right hand operation

* Large paraffin reservoir with filter

* Tray for the collection of overflowing paraffin

Technical Specifications

Nominal voltage 220/ 240 V AC Temprature range

Nominal frequency 50 / 60 Hz Paraffin reservoir 40-80°C,steps of = 1°C
weight 15Kg Hot plate 40-80°C,steps of + 1°C
Pawer draw 400VA Forceps holder 90°C

Dimensions 265x510x280 Reservoir capacity 4|

(WxDxH)
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Large cooling surface with capacity of more than 60 cassettes or molds
*Steady temperature distribution over the entire surface

*Selectable temperature between 0 and -15 °C

*Adjustable timer to turn the device on and off

*Low power consumption (LPC) compressor

*User friendly control panel for easy setup of parameters

*Removable stainless steel drainage tray located under the plate

* Maximum efficiency and minimum dimension

Technical Specifications
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Semi Automated Rotary Microtome
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The Pooyan MK3130 Features at a Glance:

*Section thickness setting range from 0.5 - 100 pum
*Trimming thickness setting range from 5 - 100 pum
*Colorful display to show section counter, trim & section thickness
*Retraction system to extend blade life & serial cutting
*Motorized micro-cutting with 0.5 micron precision
*Handwheel locking system & finger guard
*Speciemen oriention in X,Y,Z

*Smooth-runnig handwheel

*Ergonomic, compact & user friendly design
*Spacious and easy to clean section waste tray
*Automatic movement of the block clamp with warning
alarm at the beginning and end of the course

*Ability to use standard & universal cassette clamp
*Quick change system for tissue clamp

*Memory function to save specimen location
*Ergonomically optimized handwheel handle
*Excellent section quality & safety during cutting

www.pooyantebkhadem.com
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Automated Microtome

Pooyan's smart fully automated microtome,in addition to all the features of
semi-automated microtome, also includes the following features:

» Equipped with an intelligent blade-to-tissue edge detection system

» Customizable cutting speed for various tissue types

e Easy-to-use automatic cutting with a single button press

 Equipped with a foot pedal for convenient automatic cutting

« Features a touch screen control panel

* Increased cutting speed and reduced repetitive motions

 Equipped with an emergency stop button

» Features a variety of customizable cutting programs for different tissue types

e Allows for both manual and automatic cutting

* Obstacle detection system during rotary handle movement for increased safety

www.pooyantebkhadem.com
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Thechnical Specifications

Section thickness

Section thickness setting range

Section thickness selection

Trimming thickness

Trimming thickness selection

Object feed

Vertical speciemen strock

Electric coarse feed

Sectioning speed max

Sectioning modes

Specimen retraction

MK 3130 / MK 4130

0.5 - 10 pm in 0.5 pm-steps
10 - 20 pm in 1 pm-steps
20 - 40 ym in 2 pm-steps
40 - 60 pm in 4 pm-steps
60 -100 pm in 10 pm-steps

5-600 um
5-100 pm in 5 pm-steps
100 - 600 pm in 10 pum-steps

MK 3130 / MK 4130

15 mm +£1 mm feed motion
via step motor

70 mm

MK 3130 / MK 4130
300 um/s and 900 pum/s

MK 4130
300 mm/s

MK 4130

6 (programmable)

MK 3130 / MK 4130

0 - 100 pm , selectable

Section feed memory

Specimen orientation

Maximum specimen size
(LxHxW)

Nominal supply voltage

Nominal frequency

Power draw

Dimensions

Width (including handwheel)

Depth (including waste tray)
Height

Weight

External control panel

Foot switch

Tissue clamp

MK 3130 / MK 4130

1 position programmable

horizontal: 8° . vertical: 8°

50%x60x40 mm

100/120/230/240 V AC£10%

50/60 Hz

10 VA

400 mm

550 mm

300 mm

approx. 30 kg

MK 4130

Color touch screen to control
and adjust all parameters

MK 4130

Foot switch for motor drive

MK 3130 / MK 4130

Standard & universal
cassette clamp

MK 160

Microtome blade holder

Standard & universal clamp

www.pooyantebkhadem.com
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*Removable glass dish for easy cleaning
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*LED light array for optimum specimen viewing
*Precise temperature regulation to prevent tissue imperfections

*Heat protector to prevent overheating

*Adjustable timer to turn the device on and off
*Selectable temperature between 30 and 65 [

Technical Specifications

Nominal voltage 220/ 240 V AC

Nominal frequency 50 / 60 Hz

weight 7Kg

Dimensions 280x370x90
(WxDxH)

Temprature range

Capacity water bath
Control
Pawer draw

Light intensity of
LED

www.pooyantebkhadem.com

30-65 °C

2L
MiCroprocessor
180VA

selectable
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IEC60601-1-2 , [EC61010-1 , ISO13485

*Suitable surface size to dry slides

*Adjustable timer to turn the device on and off

*User friendly control panel for easy setup of parameters

+Digital control panel to set and monitor the temperature of the heating surface
*Heat protector to prevent overheating

*Selectable temperature between 45 and 80 °C

Technical Specifications

Nominal voltage 220/ 240 V AC Weight 6Kg

Nominal frequency 50/ 60Hz Temprature range 45-80 °C

Dimensions 280x370x90 Pawer draw 150VA
(WxDxH) Control microprocessor

www.pooyantebkhadem.com
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Paraffin Trimmer

o Paraffin trimmer melt excess paraffin on outer sur-

face of Tissue cassette and user can reuse paraffin
to mold tissue

e The surface of device has standard grooves for
tissue cassettes and appropriate temperature which
speed up your work

* The risk of getting erase text or barcodes written on
tissue cassettes is zero

Consumables

Embeddin molds

Tissue cassettes
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Disposable microtome blade

www.pooyantebkhadem.com
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We offer the best
for your laboratory needs along this path

Pooyan Teb Khadem Co.

Add: No99,Part4, Toos industrial Park
Mashhad,iran

TEL:+98 51 3541 8561

FAX:+98 51 3541 8562

Mobile:+98 915 110 2589

Email: mkhadem.co@gmail.com
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