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CEO STATEMENT

Istamed was established in 1993 as a medical equipment supplier, dedicated to meeting
the demands of the healthcare sector with a strong commitment to high-quality production.
Prioritizing patient care and societal well-being remains our foremost objective in the
healthcare industry. We are a leading supplier of blood bags in the region and have
partnered with some of the most advanced blood bag production companies globally. Our
production plant integrates cutting-edge technology thanks to a partnership with a well-known
European company, guaranteeing adherence to all international standards. This establishes us
as a major exporter in the industry in the Middle East and West Asia. Our factory, built with a
capital investment of 10 million Euros, utilizes advanced technology. All production equipment,
machinery, and the clean room are sourced from Europe, America, and Japan. The company's
product line features various blood bags, both simple and filtered, containing anticoagulant
solutions like CPD, CPDA1, and SAGM preservative. Additionally, we provide umbilical cord
blood bags, a %4 sodium citrate solution for plasmapheresis, and ACDA solution. Our facilities
are proudly certified with GMP and ISO13485, and our products are recognized with the CE
mark. At Istamed, we are committed to addressing regional market demands by continually
improving our infrastructure and product range. Additionally, in line with our compliance with
international standards, we are actively working to expand our product exports to countries in
the region and Africa.

Dr. Mohammad Hajmaghani
CEO
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ISTAMED Medical Equipment Co. is a leading medical device company with a long history
of cooperation with well-known French companies Biomerieux and Macopharma.

The feasibility study of blood bag production factory began in 2014, and construction phase
started in 2015 in Payam Special Economic Zone. The building of the factory is in 2 levels and
total area about 10000 m2 and is unique in Middle East.

All equipment are installed based on the latest standards and technology and qualified. The
Quality Control labs are equipped based on regulations and standards of Iran Ministry of
Health, European Pharmacopeia and GMP to perform analysis on raw material and finished
products.

This facility was opened on May 14, 2018 in presence of Minister of Health, Alborz Governor
and Managing Director of IBTO.

Features of Factory:

10000 square meter area

Technology Transfer from Macopharma France

State of the art technology and infrastructure according to current international standards
Employment of 400 Iranian experts

Currency savings up to 40%

Accessibility to domestic and international Market
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WATER TREATMENT SYSTEM
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The water treatment system is one of the most important equipment of the factory. At present,
various types of water are produced with different grades, such as purified water (PW) and

distilled water for injection (WFI).

Water production phases are:
Pre-filtration, deionization, UV radiation or UV treatment, pre-treatment, reverse osmosis and

distillation.
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HEATING, VENTILATION AND AIR CONDITIONING (HVAC) SYSTEM
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The HVAC system is a critical system in the factory, which as a very powerful central system
is responsible for providing quality air in clean rooms. These devices are equipped with three
filtration stages with HEPA filters, which have the ability to clean the pollutants in the ambient air
and can create an environment with a standard level of particles.
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CIean rooms are the main hall of blood bag production, which includes CLEAN ROOM
an area of over 1100 square meters. The clean rooms of this company are
classified as class C, which are monitored monthly and are subject to annual
quality assessment.
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The sterile process is carried out using an industrial autoclave with a capacity of 16 m3 to provide a temperature STERILIZATION SYSTEM
of 118.5° Cand a steam pressure of 1.8 bar to perform heat moisture sterilization of products.
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QUALITY CONTROL LABORATORIES

Pishro Tashkhis Fardavar Laboratories consist of three laboratories:
Physic and Calibration
Chemistry laboratory

Microbiology laboratory / LAL / Sterility
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Microbiology laboratory / LAL / Sterility

In this laboratory, all microbial tests include: GPT test,
microorganism identification tests, and water microbial
tests and performance evaluation of disinfectants, as
well as Bioburden test, Endotoxin and product Sterility
tests according to the International current standards
is performed.
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Chemistry laboratory

In this laboratory, all the tests related to the control of
anticoagulant solutions including pH determination,
determination of adenine, citrate, phosphate, glucose,
sodium and HMF is performed according to the
pharmacopoeia by modern devices such as HPLC,
spectrophotometer, pH meter, Flame photometer and
so on. In addition, all the chemical tests related to
medical water are done according to the International
current standards.
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Physic and Calibration Laboratory

In this laboratory, all physical tests such as label control,
particle measurement, volume control, dimension
control, Control of bags leakage and connections
resistance, transparency, thermal stability test, rate
of collection, empty under pressure, is performed
according to the blood bag standards (1SO3826). In
addition, periodic calibration of equipment based on
the standards of each equipment is also done in this
laboratory.
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WAREHOUSES
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Our warehouses facilities are based on GSP principles and have standard shelving and are
equipped with temperature and humidity control.
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Sodium Citrate Letting Quadruple Triple Double Blood Single
Solution 4% Blood Bag Filter Blood Bag = Blood Bag Bag Blood Bag




DOUBLE SINGLE
BLOOD BAG BLOOD BAG

Reference Number BDA063B Reference Number BSA063B
Shelf life 24 months after production date Shelf life 18 months after production date

ISO 13485 and 1SO 3826 and CE Certificate Standards ISO 13485 and 1SO 3826 and CE Certificate

Anticoagulant Solution | CPDA-1 63 ml Anticoagulant Solution | CPDA-1 63 ml
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QUADRUPLE FILTER TRIPLE
BLOOD BAG BLOOD BAG
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SODIUM CITRATE LETTING
SOLUTION %4 BLOOD BAG
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Our CE approved products are being used in
regional markets.
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Islamic Republic Of Iran
o g Ministry Of Health & Medical Education FOOD AND DRUG ADMINISTRATION
O
TR 011 GMP Certificate e
PDO- 1402- 03 PDO- 1402- 03 s2ls$ as ||
139 pamiss ‘
Company Name: Pishro Tashkhis Fardavar g 2
- Production of blood (Fel) o9 Slailas Jglnn adgi
Activity : i solution (Sterile)
By &1} doass g8 P
Authorised Person : Dr. Nacime Zarepishe L i Jyges
‘Date Of Establishment 0,1 ¢ WAz a5 ally 20,6
e FSBIANFF ST
Establishment No : 665/81146 e e
! Y |
| Country : Iran ) s J?‘“’l
[ Alborz - Payam Special Economic JE -l solasilog adlai 35l it
Adiifess Zone - Phase 1 - Shahid Babaei i S i i 091 s
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1/1 of Block 30 T EaNbaY |
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| Telephone : 026- 34239261 o4l |
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Inspected Line/ Product

Blood Anticoagulant Solution
Name :

s 3 Jyos |

Name : Dr. Mahmoudiyan — Dr. Khatib (Gt ki 3 glsgaze I syl o3k o6

Inspector /s Name : Shahidi

[ AFY/Y/A P bl

| Inspection Date : 2023/04/29 it ol

Tssue Date: Jun. 2023 Ve sls 5 1lsE sy |
AF-F ol 5 (sBlF sLail b |

Validity Date : Jun. 2025 e (Pl sladil g,b |
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This is to certify that above-mentioned production line was duly inspected and approved in accordance wit_h Good ||
Manufacturing Practice principles for pharmaceutical and medical device products which are currently in force ||
in the LR of Iran. Therefore, the ion line of blood anti solution is in compliance with the cGMP \
standards and relevant principles and regulations.
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Add.: FOOD AND DRUG ADMINISTRATION Bldg, TEL t‘;zrzzvlimgzg/b«%rzm
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. WEBSITE: hitp/fda.gov.ir
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EC CERTIFICATE

According to Annex |l of the Directive 93/42/EEC on Medical Devices

Full Quality Assurance System

Certificate Number: 2195-MED-2107703

Manufacturer: Pishro Tashkhis Fardavar
End of 6th Alley, Payam Free Zone, Mehrshahr, Karaj, IRAN

Product(s): Sterile Blood Bags

Model(s): 1. Single Blood Bag CPDA-1
2. Double Blood Bag CPDA-1
3. Triple Blood Bag CPDA-1

Reference Report No:  MM0843-P001-R01, MM0843-P001-R02

Szutest, Notified Body 2195, declares that the i he & quality assurance system
according to Annex Il (excluding section 4), Section 3 of the directive 93/42/EEC on medical devices. This quality assurance system
covers those aspects of manufacturing concemed with securing and maintaining safe conditions of the respective product(s) and
conforms to the provisions of this Directive. The approved quality system is subject to surveillance pursuant to Annex Il, Section 5 of
Directive 93/42/EEC and unannounced auds.

Szutest must be informed of any significant changes in the design and/or construction of the product(s). For class I'devices
with sterile conditions the quality management system evaluation is restricted to the aspects of manufacture concerned with securing
and maintaining sterile conditions. For class | devices with measuring function the quality management system evaluation is
restricted to the aspects of manufacture concerned with the conformity of the devices with metrological requirements.

This EC certificate is valid till 2024-05-26.

Issue Date: 2021-03-18 kiye BALKAN
Deputy General Manager

SZUTEST UYGUNLUK DEGERLENDIRME AS.
Tatlisu Mahallesi, Akif inan Sk. No:1 Umraniye 34774 ISTANBUL / TURKIYE

Szutest.com.tr
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CERTIFICATE

Medical Devices Quality Management System
CERTIFICATE NO: 32218801

Pishro Tashkhis Fardavar
End of 6th Alley, Payam Free Zone, Mehrshahr, Karaj, IRAN

EN ISO 13485:2016

Design, Manufacture, and Distribution of Blood Bags

Approves that the Medical Devices Quality M. System impl ed for above scope.

Issue Date 07.07.2022
Expiry Date 06.07.2025

Deputy Gi

The certificate inquiry is made by reading the QR codes by mobile devices, providing necessary information on
http://public.szutest.com.tr or by using BDS No on https://tdbs.turkak.org.tr.

SZUTEST UYGUNLUK DEGERLENDIRME A S.
Tatlisu Mahallesi, Akif inan Sk. No; 1 Umraniye 34774 ISTANBUL / TURK

Szutest.com.tr
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