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Quality

Safir Pharmaceutical Salt is produced in compliance with cGMP guidelines (Part 2: Basic
Requirements for Active Pharmaceutical Ingredients) and PIC/S GMP guidelines (Part II: Basic
Requirements for Active Pharmaceutical Ingredients).

Ensuring compliance with the highest pharmaceutical standards set by ICH-Q7 and delivering
exceptional purity.

Controlled in accordance with the latest versions of the Sodium Chloride monographs from EP,
USP, BP,JP,and ChP,including all current editionsand appendices.

With API-grade quality, it isperfectly suited for pharmaceutical manufacturing processes where
consistency and safety are critical.

Our fully cGMP-certified production process ensures reliable quality in every batch.

Safir Pharmaceutical Salt is pyrogen-free and free of bacterial endotoxins, making it a safe and
trusted choice for use in sensitive medical applications, including intravenous treatments.

Usage Areas

Safir Pharmaceutical Salt can be used in high-purity applications such as infusions, parenteral
dosage forms, medicine production, blood plasma fractionation, hemodialysis and all other
dialysis solutions. It also functions as an active pharmaceutical ingredient (API) in various medical
products. Beyond pharmaceutical uses, Safir Pharmaceutical Salt is highly suitable for cosmetics
and skincare applications. Its exceptional purity also meets the demands of various medical
applicationswhere the highest quality standards are essential.

Origin

Safir Pharmaceutical Salt is produced from pure vacuum salt extracted from our mines in
Kirikkale and Cankiri, Turkey, and is completely free from microplastics and other contaminants
inthe raw material.

As the pioneer of PDV (Pure Dried Vacuum) salt production in Turkey, Safir draws on 40 years of
experience, bringing deep expertise to every stage of the refining process.

Our salt is processed in a sustainable and environmentally responsible manner, using a fully
automated system with in one of Europe's most advanced production facilities delivering
consistent pharmaceutical-grade purity, safety, and reliability.
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SafirSalt

Founded in 1985, Safir Salt (Safir Tuz) has been a pioneer in the production of high-quality
vacuum salt in Turkey for nearly four decades. From its inception, the company has been
committed to delivering purity, consistency, and reliability, establishing Safir Salt as a leading
name in both the domesticand international saltindustries.

Safir Salt operates two major rock salt mines located in Cankiri and Kirikkale, regions known for
their rich and naturally pure salt deposits. For many years, production was centered around its
well-established factoryin Cankiri.

In 2025, Safir took a major step forward with the launch of its new Pharmaceutical Salt Facility,
located on 155,000 m2 of land in the Cerikli neighborhood of the Delice district, Kirikkale province.
With a production capacity of 6 tons per hour, totaling 140,040 tons annually, this facility stands as
one of the most technologically advanced in the region. It is also the first facility in Turkey
dedicated to producing pharmaceutical (pharma) grade API salt in full compliance with GMP
standards.

Designed with the strictest global quality and safety standards in mind, the Kirikkale plant
features fully automated systems and operates with a strong focus on environmental
sustainability. Through this strategic investment, Safir not only reinforces its position as a pioneer
in the salt industry but also contributes to the development of the domestic pharmaceutical
sector by reducing import dependency and strengthening national technical infrastructure.

By meeting the growing global demand for high-purity, pharmaceutical-grade salt used in
intravenous solutions, dialysis, parenteral formulations, and other medical applications, Safir is
proud to support Turkey's expanding role as a reliable and competitive player in the global
pharmaceutical supply chain.

Backed by 40 years of expertise, continuous innovation, and a commitment to excellence, Safir
Salt proudly stands asthe symbol of trust, purity,and progress in the world of salt production.
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REPUBLIC OF TURKIYE
MINISTRY OF HEALTH
MEDICINES AND MEDICAL
'DEVICES AGENCY OF TORKIVE

Certificate No: TRIGMP/2025/183
CERTIFICATE OF GMP COMPLIANCE OF MANUFACTURER

Part 1

the Regulation on Manufacturing Plants of Medicinal Products for Human Use* and the Law No 1262
on Pharmaceutical and Medicinal Preparations. These regulations are in line with the requirements of
Pharmaceutical Inspection Co-operation Scheme (PIC/s) and the Directives of the European
Commission.

Turkish Medicines and Medical Devices Agency confirms the following:

Manufacturer’s Name. : SAFIR TUZ GIDA MADEN PAZARLAMA NAKLIYAT
INSAAT ITHALAT [HRACAT SANAYI VE TICARET
ANONIM SIRKETI GERIKLI RAFINE TUZ TESISI

SUBESI
Head Office / Correspondence Address: Cerikli Beldesi Merkez Mah. Song Cad KauidNo3 g
Kapi No: 12 Delic
Site Address : Gl Beldes Merkez M (;nnp( Cd. No:3/12
ce/l(lRIKKAL

Manufucturing Authorization Date ~: 22.07.
Manufacturing Authorization Number : RS20

REPUBLICOF TORKIYE
TRY OF HEALTH
MEDIGNES AND MEDICAL
DEVICES AGENCY OF TORKIYE

Written confirmation for active substances exported to the European Union (EU) for medicinal
pmdws for human use, in accordance with Article 46b(2)(b) of Directive 2001/83/EC.

Confirmation no: TRIGMP/2025/184

1. Name and address of site (including building number, where applicable):

SAFIR TUZ GIDA MADEN PAZARLAMA NAKLIYAT INSAAT ITHALAT IHRACAT SANAY
'VE TICARET ANONIM SIRKETI CERIKLI RAFINE TUZ TESIS SUBESI

Gerikli Beldesi Merkez Mh. Congar Cd. No:3/12 Delic

2 Manufacturer's licence number(s):

TR/EMT/2025/2-0

REGARDING THE MANUFACTURING PLANT UNDER (1) OF THE FOLLOWING ACTIVE
SUBSTANCE(S) EXPORTED TO THE EU FOR MEDICINAL PRODUCTS FOR HUMAN USE

“Active substance(s): Au ies):
Sodium Chioride ~Production of active pharmaceutical
ingredients through chemical synthesis

- Production of active pharmaceutical
ingredients through extraction from natural

source:
the Regulati - Physical processing steps
jon Mlmlﬁmmng Planisof Medicinal Producs fo Human Use,the Law No 1262 on Pharmaceical Prinay ad gx -
d Medi
- Secondary packay
From the knowledge gained during inspection of this manufacturer, the latest of which was conducted A M‘“""“"“““ g g sty
on zf:‘{.%mz:)zs, it is considered that it complics with the requirements of Good Manufacturing _Chgmicwphyﬂm s
This certificate mﬂecu me status of the manufacturing site at the time of the inspection, and Turkish - Batch Certification
site with GMP mqum:mnu if more than 3 years have clapsed since the date of i inspection. However, HEREBY CONFIRMS THAT:

this period of validity may be reduced or extended using regulatory risk management principles by an
‘The standards of good manufacturing practice (GMP) applicable to this manufacturing plant
are at least equivalent to those laid down in the EU.

Parts | anc
The nmhmhclly ofthis certificte may b veifed by Turish Mediines and Medical Devices Agency

upon request. Th i i ;wjun»regular. strictan controls and
: o inspections
e o iy LN DR D8 s 000304 laidoun e el 502 o cnsure & protection of public health o least equivalent to oot i he EU;
In the event of findings relating to non-compliance, information on such findings is supplied
OZTORK by the exporting third country without delay to the EU.
Actin of the Agency
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REPUBLIC OF TORKIYE
MINISTRY OF HEALTH
MEDICINES AND MEDICAL
'DEVICES AGENCY OF TORKYE
ANKARA
23.07.2025
MANUFACTURING LICENCE

We hereby certify that SAFIR TUZ GIDA MADEN PAZARLAMA NAKLIYAT INSAAT
ITHALAT [HRACAT SANAYI VE TICARET ANONIM SIRKETI CERIKLI RAFINE TUZ TESISI
SUBES! located at Cerikli Beldesi Merkez Mh. Congar Cd. No:3/12 Delice/KIRIKKALE is
registered in Turkish Medicines and Medical Devices Agency for the manufacturing of Sodiun
Chloride with the number TR/EMT/2025/2-0 dated 22.07.2025.

‘What [ hereby certify on request of those concerned in the date and place above referenced.
Certificate No: TR/GMP/2025/185

Muhammed M. OZTORK
Acting Vice President of the Agency

‘This certificate is valid until June 2028.
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