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Abstract

This report was developed within the framework of the co-financed European LIFE-Climate
program to support the tender preparation for redesigning and rebuilding the existing
plumbing systems in and around the Medochemie B manufacturing facilities, specifically at
the Oral Penicillin, Injectable Penicillin, and Ampoules plants in Cyprus. This report serves as

Deliverable A.2.
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Executive Summary
The present report was prepared in the framework of the co-financed European LIFE-Climate

for the tender preparation for the redesign and rebuilt of the already existing plumbing system
in and out the manufacturing plants of Medochemie B (Oral Penicillin’s plant, Injectable

Penicillin’s Plant, Ampoules) in Cyprus.

1. Introduction

In this report we summarize the activities taken for the tender preparation for the redesign
and rebuilt of the already existing plumbing system in and out the manufacturing plants of

Medochemie B (Oral Penicillin’s plant, Injectable Penicillin’s Plant, Ampoules) in Cyprus.

1.1 Scope and purpose

1.1.1 Technical drawings for existing plumbing system modifications

Initially the existing plumbing system was evaluated in terms of wastewater generation. After
the evaluation a modification drawing was prepared summarizing the required modifications
to enable us collect contaminated wastewater with pharmaceutical ingredients. This

proposed drawing forms the core of the tender document to be prepared.

1.1.2 Tender document for existing plumbing system modifications

The tender document prepared for this project are intended to be used for the LIFE PHARMA-
DETOX project for Medochemie LTD facilities: Oral Penicillin’s plant, Injectable Penicillin’s

Plant, Ampoules Plant

1.2 Summary of approach

1.2.1 Construction of the pilot system

It's essential for Medochemie to ensure that the selection process for the construction of the
sub-system adheres to internal procurement policies and standards. This includes evaluating
potential suppliers based on their qualifications, experience, and ability to meet project
requirements within the specified budget and timeline. Additionally, maintaining
transparency and fairness throughout the selection process is paramount to uphold integrity
and promote trust among stakeholders. By carefully managing the procurement process,
Medochemie can mitigate risks, achieve cost-efficiency, and ultimately deliver a high-quality

sub-system prototype to meet its objectives.
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Given that the construction cost for the sub-system is expected to remain below €135,000,
Medochemie is not required to undergo the formal procedure of a Published Open Public

Tender for the prototype construction.

1.2.2 Re-structuring of the plumbing system

As a first step a study was performed, and technical drawings were generated for the required
modification to have a separate stream of wastewater contaminated with pharmaceutical
products and non-contaminated waste water with pharmaceutical products for the three
plant’s under study (Oral Penicillin’s plant, Injectable Penicillin’s Plant, Ampoules) in
Medochemie Facilities in Cyprus. The technical drawings prepared are attached to the

references section of this report (Figure 2 and Figure 3)

1.2.3 Main points of the tender procedure

The next step was the generation of a tender document and the call for offers for the required
activities. In the tender document all the technical specifications were listed in terms of
materials to be used and specific procedures or clarifications to be followed during the works
execution.

Medochemie assumes the responsibility of procuring separate parts from various suppliers,
with a primary focus on ensuring the quality and quantity of purchased products and services
while minimizing adverse environmental and occupational health and safety impacts. Supplier
selection and evaluation criteria encompass several key aspects:

—  Product Quality: Suppliers must demonstrate a consistent ability to deliver products that
meet the required quality standards. This includes providing evidence of technical
competence and preferably furnishing references attesting to their quality track record.

— Delivery Time: Timely delivery is paramount to the project's success. Suppliers are
expected to commit to and adhere to agreed-upon delivery schedules to ensure
uninterrupted production processes.

— Competitive Pricing: Pricing competitiveness plays a crucial role in supplier selection.
Medochemie will evaluate suppliers based on their pricing structures to ensure optimal
value for the investment.

— Environmental and Occupational Health and Safety (EOHS) Compliance: Suppliers must
adhere to stringent environmental and occupational health and safety regulations. This
includes obtaining relevant certifications such as ISO 14001, ISO 45001, and any other

applicable standards to mitigate negative impacts.

Page | 7

. PHARMA
WDETOX

Co-funded by
the European Union



Y i
Deliverable A.2: Tender and Permit documents = PHARMA
LIFE PHARMA-DETOX - LIFE20 ENV/CY/000615 WDETOX

— Certifications and Professional Competence: Suppliers are required to possess necessary
certifications, including but not limited to I1SO 9001, ISO 14001, ISO 45001, and VCA*
certificates, as well as certificates of professional competence where applicable.

— Documentation: Preferably, suppliers should provide comprehensive documentation
pertaining to the products being supplied. This documentation aids in ensuring
transparency, traceability, and compliance with project requirements.

— Brand and Product Alignment: Suppliers are expected to provide products and brands that
align with client specifications and standards. This ensures compatibility and consistency

throughout the prototype development process.

Based on these criteria, Medochemie will meticulously assess potential suppliers to identify
the most suitable candidates for partnership, thereby ensuring the successful execution of the

project objectives.
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Figure 1: Existing plumbing system of Medochemie B (Oral Penicillin’s plant, Injectable Penicillin’s Plant,

Ampoules) in Cyprus.
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Figure 2: Proposed plumbing system of Medochemie B (Oral Penicillin’s plant, Injectable Penicillin’s

Plant, Ampoules) in Cyprus.
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Figure 3: Factory layout and container location
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Figure 4 Permit requirements for the pilot installation at the Medochemie premises
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1.3 Response to EU Monitor's Comment: Second pre-financing
payment— Payment letter — Issue 1: Treated Water Reuse under

Regulation (EU) 2020/741

In response to Issue 1 raised by the EU monitor, the project team received official technical
guidance from the Ministry of Agriculture, Rural Development and Environment of the
Republic of Cyprus. The correspondence confirmed that, since the primary input for the
pharmaceutical washing processes at Medochemie consists of high-quality potable water
supplied by the municipal water network, the treated effluent produced by the PHARMA-
DETOX system after membrane separation is expected to be of comparably high quality,
containing only trace concentrations of pharmaceutical compounds.

The Ministry’s guidance referenced Regulation (EU) 2020/741 on minimum requirements for
water reuse, which establishes four irrigation water quality categories (A to D). Category A —
the highest quality class under the Regulation — covers all food crops consumed raw,
including root vegetables, permitting all irrigation methods. The minimum quality criteria for
Category A are: E. coli (€10 cfu/100 mL), BODs (<10 mg/L), total suspended solids (<10 mg/L),
turbidity (<10 NTU), and, where applicable, Legionella spp. and intestinal nematodes. Based
on the measured physicochemical and microbiological quality of the RO permeate produced
by the PHARMA-DETOX pilot system, the treated water meets the requirements of Category
Ain full.

Regarding pharmaceutical compound residues, the Ministry confirmed that trace
pharmaceutical substances are currently subject to monitoring only and are not included in
the binding minimum quality requirements under Regulation (EU) 2020/741. The catalytic
treatment stage of the PHARMA-DETOX system achieves high removal of these compounds:
influent API concentrations of 27.5 mg/L are reduced to 3.3 mg/L in the RO permeate (88%
removal), with further reduction to below 1.9 mg/L after catalytic treatment of the

concentrate stream (overall removal exceeding 97%).
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Figure 5 Official technical guidance from the Ministry of Agriculture, Rural Development and Environment of the Republic of Cyprus on the water reuse potential of the

PHARMA-DETOX treated effluent under Regulation (EU) 2020/741.

From: Anastasis Christou <achristou@ari.moa.gov.cy>

Sent: 17 March 2025 12:58

To: Christakis Sergides <christakis sergides@medochemie.com>
Cc: 'Panagiotis Dalias’ <pdalias@ari moa gov.cy>

Subject: RE: Information

CAUTION: This email originated from outside of the organization. Do not click links or open attachments unless you recognize the sender and know the content is safe.
Ayarnré Ap. Zepyidn,
ATTO TNV aTIypr} Tou ¥pnolpomoieite vepd kahrg ToiéTnTac amé v udarompopnBeia yia To EémAupa, To avaktnuévo vepd amé v emefepyaoia avapdvetal va sivan eTiong kaArg TOIGTNTAG, ELTTACUTIOPEVD PE IXV QOPUOKEUTIKLV EVEITEWY.
MNapamévew gag emovvdmTw 1o véo Eupuwaikd Kavoviopd (EE) 2020/741 oyenkd ps g eAdyIoTEC aTaITigelg yia TV eTavaypnaipoToinan Tou vepol
To avakmnpéve vepd pmopel va xpnopotoinBei yia dpdeuor omig eEfc kamyopisg kakhispyeov, avaioya ps Trv TToIGTNTA Tou vepol:
* Kamnyopia A: DAzg o1 kaANIEpyeIEg TPOPipwy ToU karavahwvevial wpés kal o pilokahhEpysiss TTou katavahwvovtal wpég. Emrpémoviar dheg o1 péBodor dpdeuang.
* Kamyopia B: Kahhiépyeisg Tpogipwy mow KaravahuvovTal wpic ahhd To Bpuoipo pépog Sev £pyeTal of GUEOT) ETOQR P& To avakTnpévo vepd, kaBug kan emefepyaopéva Tpopipa kal pn Ppuoipes kahhiépysieg (Y. {wotpowéc, iveg, evepyeiokis kaMuépysiec). EmTpémovial dheg ol péBodal
dpdeuang.
* Kamyopia C: Opoigg pe v Katnyopia B, aiha smrpémetan pdvo oraydnv dpdeuan r piBodoc mou amopedysl v £Tagrn UE To fpwoiyo pépog Tou gutol
* Karmnyopia D: Biopnyaviké, evepyeiakée kan oropoTrapaywyikés kahhiépyeieg. Emmpémovian 6Aeg o1 péBodol dpbeuong.
O1 ehdyiaTeg amarmraelg ToidTTag yia kaBe karnyopia agopolv pikpofioAoyikd kpripia 6mwg E. coli, Biognuikr Amaitaon Ofuydvou (BOD:), mwpotpeva ateped (TSS) kai BoAdtnTa, evid ot opiopéveg TieprmTwasig ehéyyovral kal Taboydvor pikpoopyaviopoi 6w Legionella spp. kai

vnpoTadsg

To vepd amé mv emeepyaoia oag Ba spmimTer oty kKatnyopia A. Ta ixvn PuppaKeUTIKLV ougIWY OTo Tapwy atddlo amhd mapakohouBolvial kal Bev evidooovial omg eAdyioTes amairosig moisTntag. H kavetépog povada emefepyaciag avapévers va agaipéosl To peyariTepe TooooTé amd
QUTEG TIG EVWTEIG.

Me ekripnan

AvaoTdong Xpiotou
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