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1. External company organization / General

These operating rules apply to contractors and their employees (external company employees)
when they are employed by Biotest. They must be applied to all activities on the company
premises. The term contractor includes any subcontractors.

The operating rules are part of the order and are therefore legally binding for the
contractor.

2. Responsibility

Compliance with all relevant laws and regulations and the design of safe workplaces is of great
importance for Biotest. The operating rules for external companies reflect the internal safety and
environmental policy and are the basis for external companies working on Biotest's premises on
its behalf.

Compliance with this guideline is monitored by Biotest through the responsible coordinator and
the EHS department.

2.1 Responsibility of contractors / external companies

The Contractor is obliged to comply with all laws, regulations and other legal provisions (BG
regulations) applicable to its scope of services.

Contractors may only deploy sufficiently qualified personnel. Safety officers, first aiders and fire
protection assistants of the contractor must be present on site in sufficient numbers. Young people
who have not yet reached the age of 18 may only enter the company premises for training
purposes. Animals are not permitted on the premises

Contractors are obliged to appoint at least one supervising responsible person for all work
commissioned by Biotest and to inform Biotest of this in writing. The responsible person must
have sufficient written and spoken German language skills to understand and implement all safety
instructions. During the execution of the work, at least one responsible person must be present
and constantly available.

The contractor is obliged to inform its managers, employees and the employees of all
subcontractors and sub-subcontractors engaged or temporary workers provided by a third party
about the content of our "Operating rules for external companies" before the start of their work
and to ensure that the external company employees comply with the requirements and
prohibitions of these company regulations. Attention is drawn to possible dangers and safety
measures to be observed.

Work on the Biotest premises may only commence after an additional object-related briefing. The
contractor or his representative shall receive instruction from the Biotest coordinator. The
contractor is responsible for the briefing of its own employees.

The monitoring of the specifications laid down in this document by the client is documented by
the contractor in the form "Declaration of the contractor" (Annex A04) and sent to the Biotest
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coordinator by e-mail. The review by Biotest is carried out by the Biotest Coordinator or the EHS
Department.

2.2 Coordination of work

Biotest will appoint a coordinator to coordinate the activities. Before starting work, please discuss
with the coordinator which safety measures are necessary for the activities within the scope of
the order, taking into account the operational possibilities and necessities. The contact details of
the coordinator will be sent to you when the order is placed.

For work or projects that fall within the scope of the Construction Site Ordinance, Biotest reserves
the right to appoint an additional health and safety coordinator.

The local activities of external companies and Biotest employees must be carried out in a
considerate manner. Mutual hazards must be safely excluded. A form (Annex 02) is provided for
the assessment of mutual hazards. The assessment must be carried out and documented jointly
by the contractor and the responsible coordinator before the start of the activity. The specified
measures must be observed.

The coordinator is entitled to issue instructions to the contractor or its responsible person on site
and to each employee in order to fulfill its tasks - especially in the event of safety deficiencies.
The instructions of the coordinator must be followed.

2.3 Access authorization / conduct on the company premises

In principle, all external companies must register at the gate before entering the company
premises for the first time; on their first visit, the security staff will carry out an identification check
using an official document (identity card or passport).

Upon successful login, the employee receives a correspondingly programmed day pass. In
specially secured areas (e.g. warehouses, laboratories, production or technical rooms), access
authorization must be available. If this is not available, access may only be granted when
accompanied by an authorized employee.

Contractors with permanent access take part in the attendance recording. Afterwards, the
company premises, the buildings or individual sections can be entered independently in
accordance with the assigned authorizations.

External companies must wear their company ID cards openly and visibly during their presence
on the factory premises. The badge remains the property of Biotest and may not be altered.

All day passes must be returned after completion of the work.

There is a general ban on photography and filming on the entire site. Permission to take
photographs is granted by the Biotest coordinator. The form "Photography permit" (Annex A08)
is used for the application.
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2.3.1 Access denied

Plant security is obliged to deny access to persons who pose a threat to the safety and order of
persons at the site, the surrounding neighborhood or the site as a whole. If access is attempted
with a blocked or invalid ID card or if the ID card is used illegally in any other way, Plant Security
may refuse the ID card holder entry/exit to/from the site and confiscate the card.

Persons who are recognizably under the influence of alcohol or other intoxicating substances are
not permitted to enter the site, even if they are in possession of a valid ID. If alcoholization or
intoxication is detected at the entrance or exit other intoxication or if a person is found to be
intoxicated because of the If access is denied due to potential danger, plant security immediately
reports the facts the Biotest coordinator / person responsible for the order.

2.4 Traffic regulations in the plant area

The German Road Traffic Regulations (StVO) apply on the premises. Driving on the company
premises is only permitted for loading and unloading. When working on the premises, the external
company will be allocated a parking space. Access routes for emergency vehicles, fire department
vehicles and other emergency vehicles must be kept clear at all times. The maximum speed is
10km/h.

2.5 Operating hours

As a rule, all work on the plant premises is only permitted during operating hours, on weekdays
Monday to Friday between 06:00 and 18:00. Work outside these operating hours must be
applied for by the contractor with at least 3 days' notice to the Biotest coordinator. The form
"Work on Saturdays, Sundays and public holidays" (Annex AQ07) is used for the application. The
form, approved and signed by the coordinator, must be submitted to the L5 gate before work
begins.

Emergency assignments outside operating hours are regulated by contract.

2.6 Confidentiality obligation

The Contractor undertakes to treat all documents received from the Client and the know-how
acquired in connection with its activities on the factory premises as confidential and not to pass
them on to third parties.

Biotest is exclusively and unrestrictedly entitled to all work results in connection with the order,
including copyrights, ancillary copyrights and other rights as well as the records thereof.

2.7 Alcoholic beverages / drugs

It is not permitted to bring or consume alcoholic beverages or other intoxicating substances on
the company premises. In the event of any suspicion, the Contractor's employee will be expelled
from the company premises and a report will be made to the Contractor and to plant security. Any
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costs incurred shall be borne by the contractor.

The responsible manager and the coordinator must be informed of any impairment caused by
medication before the start of work. The decision on the assignment is made and announced
together with the responsible person and the Biotest company doctor.

2.8 Smoking and fire ban

There is a general smoking ban and a ban on open fires on the entire site. Smoking is only
permitted on the factory premises in the designated areas

2.9 Control

The coordinator responsible for the contract at Biotest and/or Biotest EHS carry out regular
inspections of the contractor's work area. The focus is on checking compliance with the
guidelines, their implementation and the effectiveness of the defined measures. At the request of
the Biotest coordinator or the occupational safety specialist, the contractor's responsible person
will take part in the inspection. Complaints identified during inspections are communicated to the
contractor verbally or in writing. In the event of major or hazardous defects, a break in activity may
be ordered until the complaint has been rectified or a safe condition has been achieved.

Irrespective of this, the Contractor must carry out inspections in its area on its own responsibility.
Proof of these checks must be submitted on request.

2.10 Property damage and personal injury

Any damage to property or personal injury occurring during work must be reported immediately
to Plant Security by calling 06103-801-545. Plant security immediately record and document the
damage caused.

2.11 Occupational safety documentation

All required documents and evidence must be sent to the Biotest coordinator by e-mail at least 4
weeks before the start of the order. The contractor shall be responsible for any delays due to non-
availability or late delivery of the required documents

In the case of orders placed at short notice, e.g. for repairs to systems/devices or similar, the
required documents and evidence are checked on site by the Biotest coordinator.

The external companies with regular access to Biotest are obliged to submit the documents every
12 months. Access is renewed every 12 months.

The following documents are required before starting the order:

o Contractor registration (name and contact of the FF, the responsible person on site, and employees on Biotest premises)
e Declaration of the contractor
¢ Risk assessment of mutual hazards
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For the above-mentioned documents, please use the forms from the following Biotest website
https:/lehs.biotest.com be used.

Proof of qualifications (industrial trucks, aerial work platforms, cranes, etc.)

Risk assessment of the contractor (activity-related)

Proof of instruction in handling work equipment and hazardous substances

Proof of qualification for hazardous activities (e.g. container entry, heavy breathing
protection, handling gas detectors, etc.)

e Proof of precautionary measures for employees in connection with the activity in
accordance with the risk assessment

The Biotest coordinator will hand over the authorizations for the use of work equipment before
the start of the activity. The use of the above-mentioned work equipment is not permitted on
Biotest premises without express authorization.

Regular and emergency assignments are generally regulated by contract. The external
companies contractually specified for regular, or emergency assignments are commissioned for
a maximum period of 12 months after submission of the above-mentioned verification
documentation. This must be renewed upon expiry.

3. Occupational safety / accident prevention / fire protection

The EHS department can be contacted at the following telephone numbers for all questions
concerning Biotest's internal occupational health and safety and fire protection.

06103 801 - 666
R EHS@pbiotest.com

3.1 General rules of conduct to be observed

The Contractor's workplace must be kept clean and tidy at all times. All required materials,
components, work machines, etc. must be stored in such a way that they do not pose a hazard
and do not significantly affect internal processes.

Work in the area of traffic routes is only possible after prior consultation with the Biotest
coordinator and plant security. The work areas must be cordoned off and secured in such a way
that the necessary safety is ensured, and the flow of traffic is impeded as little as possible. As a
minimum, it must be ensured that

o sufficient space for the construction work,

o Safety for pedestrians,

¢ Protection of employees (Biotest and external company) and
o the least possible obstruction of internal traffic

are available.
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Construction sites and workplaces must be marked by clear demarcations that are visible even in
the dark and by appropriate visible signage.

In the case of ceiling breakthroughs, open pits and ducts or missing guardrails, covers that meet
the required loads or barriers must be used.

Fire sealing must be verifiably restored.

Work involving a risk of falling may only be carried out using safety equipment (e.g. scaffolding,
lifting platforms, safety nets, safety harnesses). They must be designed for the corresponding
load, comply with the safety regulations and have a valid test certificate.

Material storage and material stacks must be arranged in such a way that they do not hinder or
endanger occupational safety, the production process or the flow of traffic.

3.2 Instruction / Instruction

Access to the company premises is only permitted after a general briefing on the rules of conduct
and safety on the Biotest premises. The briefing is carried out at a terminal after registration at
gate L5. After successful completion, access will be granted. In addition, the present operating
rules for external companies must be observed.

Entry to classified production rooms, clean rooms, laboratories (laboratory class 2 and 3) and
warehouses is only permitted after additional instruction/training on the safety and conduct rules
or when accompanied by a trained person who is authorized for the room

The contractor's responsible person receives the object-related briefing from the Biotest
coordinator. All property-related information to be observed is provided.

The contractor's responsible person shall instruct the external company employees. Before
starting work, they must be instructed on the time, place and content of the planned contract work,
on the respective operational behavior and protective measures as well as possible dangers,
escape and rescue routes and assembly points. The contractor is responsible for compliance with
the regulations. The execution of the instruction must be documented, confirmed by the instructed
employees by signature and presented to the EHS department or the coordinator upon request.

If external companies are commissioned for regular use and carry out similar activities, an activity-
related instruction must be carried out at least once every 12 months and submitted to the Biotest
coordinator.

If you have any questions, please contact the Biotest coordinator or the EHS department.

3.3 Proof of qualification

Contractors may only deploy sufficiently qualified personnel in compliance with relevant statutory,
trade association and other regulations. Required qualifications must be provided on the basis of
qualification certificates.

For the following activities, insofar as they are relevant to the order, proof of qualification must be
provided to the coordinator before the start of the activity:
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e Welding work - Certificate of competence
¢ Qualified electrician - Certificate of competence
¢ Handling/handling of refrigerant - Certificate of competence
¢ Managing work equipment - Certificate of competence

(aerial work platforms, forklifts, cranes, etc.)
e Container inspection - Certificate of competence
e Work on pipes - Certificate of competence
e Breathing apparatus wearer - Proof of instruction
e Slinging - Proof of instruction
e Wearing fall protection - Proof of instruction
e explosion protection - Proof of instruction

3.4 Risk assessment according to §5 and §8 ArbSchG

Each contractor is obliged to carry out an activity-related or workplace-related risk assessment
independently before starting work and to submit it to the Biotest Coordinator or Biotest EHS upon
request. The analysis and identification of all hazards associated with the activity and the
definition and implementation of safety measures are components of the risk assessment. The
safety measures corresponding to the hazard potential must be taken for all work. The contractor
is responsible for compliance with the measures.

The Biotest Coordinator and Biotest EHS will support the contractor in preparing the risk
assessment or determining the risk factors with regard to company-specific or mutual hazards.
Mutual hazards must be identified, and the resulting measures coordinated.

A form is provided in Annex A03 for the assessment of mutual hazards. This must be used.

3.5 Work clothing and personal protection equipment

The required activity-related personal protective equipment (PPE) must be specified in the risk
assessment. Work clothing must meet the requirements of the activity. The relevant legal
regulations must be complied with. Employees must be trained and instructed in the use of
personal protective equipment.

When working in explosion-protected areas, the electrostatic properties of the work clothing must
be taken into account. When selecting suitable protective clothing for work in these areas, the
specifications of the technical rules for operational safety (TRBS 2153) "Avoiding ignition hazards
due to electrostatic charging" must also be observed.

The contractor must provide personal protective equipment for its employees. Make sure that
your employees and the employees of subcontractors wear the necessary and, if necessary,
tested personal protective equipment
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3.6 Occupational health suitability and prevention

The implementation of the required occupational health care for the contractor's employees in
accordance with the Ordinance on Occupational Health Care (ArbMedVV) must be ensured. The
requirement shall be determined in the respective activity-relevant risk assessment.

In accordance with GMP regulations, all employees who work in the production area must
undergo a medical examination. These examinations are suitability tests to protect the product.
As part of the examination, the persons are questioned in writing and verbally about infectious
diseases and skin diseases, physically examined and advised

People with infectious skin diseases, e.g. severe acne or purulent nail bed inflammation, are not
suitable. Also, for example, pronounced psoriasis on uncovered skin, which is not infectious but
can spread plenty of particles. Infections of the respiratory tract, especially with coughing and
sputum, also rule out work in the production area.

As part of the prevention project, we have defined 3 groups that differ in terms of the interval,
depending on how close the employees are to the product.

"GMP 1" for employees in the A/B area. This examination must be repeated annually.

"GMP 2" for employees in the C/D area who work on the product. The medical examination must
be repeated every two years.

"GMP 3" for employees who move and work in the production area in white status but do not carry
out any activities on the product. The medical examination must be repeated every 3 years.

For employees from the GMP1 and GMP2 groups who work directly on the product, laboratory
tests are carried out, in particular to rule out infectious hepatitis B and C. For hepatitis B, the HbS
antigen (HbsAg), which must be negative. For hepatitis B the HbS antigen (HbsAg.), which must
be negative, for hepatitis C the anti HCV; if this is positive, a hepatitis C PCR, which must then
also be negative.

External company employees who work in production as part of maintenance in "black status"
do not fall into the above-mentioned groups. However, if external company employees carry out
maintenance work "in white status", they require a corresponding medical examination.

The company doctor requires the personnel data of all employees of the contractor who are to
have access to the cleanrooms and GMP areas at Biotest on their own responsibility. Employees
are registered for the GMP examination on the form entitled "Contractor registration" and can be
found in Annex A01 to this guideline.
The invitation to the GMP suitability tests is issued directly by the Biotest company doctor.

Please record the names of the external company employees and register them with the Biotest
company doctor.

As an alternative to an examination by the Biotest company doctor, a certificate of a GMP
examination by another occupational physician who looks after employees in the pharmaceutical
areas can also be submitted.
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3.8 Work and operating resources

The Contractor shall provide the work and operating equipment used for the contract work. The
Contractor shall be responsible for ensuring that the work and operating equipment is in perfect
condition. The work equipment must be suitable for the intended purpose. The legal and locally
applicable requirements must be complied with.

All work, operating and auxiliary equipment must be assignable to the external company/operator
by means of appropriate labeling.

Work equipment subject to mandatory inspection must be provided with a valid inspection sticker.
Proof of periodic inspections must be submitted on request in the form of inspection
documentation. The test documents must be assignable. The following work equipment must
have a valid inspection:

¢ Work equipment requiring monitoring in accordance with BetrSichV

o Electrical
e Ladders and steps
e Scaffolding

e Cranes and hoists

e Industrial trucks

e Aerial work platforms

o Personal protective equipment (e.g. safety belts)

If work equipment is provided by Biotest, Biotest is responsible for its safe condition upon
handover and the contractor is responsible for its safe condition during use. Only tested and safe
work equipment will be provided. The contractor must check the work equipment for safe and
proper condition before taking it over. The contractor is responsible for damage to work and
operating equipment during use. The Contractor shall be invoiced for such damage.

The handover and return of the work equipment shall be in writing. Instruction in operation (if
required) will be provided by Biotest personnel.

3.9 Authorization/approval for the use of work equipment on the
company premises (in accordance with DGUV regulations)

Certificates of competence must be submitted to the Biotest coordinator for the use of the
following work equipment within the scope of the order:

Industrial trucks

Aerial work platforms
Construction machinery
Cranes

The required, site-specific authorization for the use of the above-mentioned work equipment is
issued by the Biotest coordinator. The form "Written assignment of work equipment for internal
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transportation" is completed by the contractor and submitted to the Biotest coordinator for
approval. This form can be found in Annex A06 to these guidelines.

The following documents / proofs are required for the commissioning of the above-mentioned
work equipment: (The list is not exhaustive and can be extended depending on the activity)

Work equipment Empowerment Instruction
Industrial truck Driver's license + certificate of competency | Required
Aerial work platforms certificate of competency Required

Construction machinery Driver's license + certificate of competency | Required

Cranes certificate of competency Required

The requirement for an authorization is independent of the use of one's own or third-party work
equipment. The authorization must be personal and must be carried while working at Biotest. The
use of the above-mentioned work equipment without an authorization from Biotest is not permitted
on Biotest premises.

Reference is made to compliance with the implementation of the required occupational health
precautions in accordance with the Ordinance on Occupational Health Precautions (ArbMedVV).

3.10 Use of electrical systems and equipment

The installation and operation of electrical systems must not pose a risk to persons or property.
Only equipment suitable for the activity may be used. Hazards due to the proper use must be
excluded.

The electrical systems and equipment must comply with the applicable regulations and be in a
proper and safe condition. The recurring electrical test in accordance with DGUV V3 must be
carried out and be recognizable by means of a visibly attached test sticker. Checks are carried
out by Biotest. If the test is not carried out, the equipment must be taken out of service.

Electrical equipment on construction and assembly sites must be supplied with power from
special supply points. Supply points are specified by the Biotest coordinator. No other supply
points may be used apart from those specified. If necessary, site power distributors must be
used. These must be equipped with a residual current circuit breaker and earthed. At Biotest,
the sockets are not equipped with residual current circuit breakers across the board. When
using electrical consumers, this must be taken into account by the contractor and suitable
measures, e.g. adapter plugs with residual current circuit breakers, must be used if necessary.

The residual current device must be checked daily for proper functioning by actuating the test
device.
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Cables that are subject to particular mechanical stress must be laid in a protected manner, e.g.
under fixed covers. Cable reels (cable drums) must be suitable for use. They must have an
overheating protection device with free release. The sockets must be at least splash-proof.

When using electrical systems and equipment in potentially explosive atmospheres, only
equipment approved for the relevant zone may be used. The relevant regulations on explosion
protection, in particular TRBS 1112 Part 1 "Explosion hazards during and as a result of
maintenance work - assessments and protective measures" must be observed. Reference is
made to the approval system in chapter 3.15.

3.11 Work on/ in the vicinity of live systems / equipment

Before starting work on or in the vicinity of live systems a briefing by the Biotest (responsible)
electrician is required.

Work on electrical systems and equipment may only be carried out by qualified electricians and under
the direction and supervision of a responsible electrician. Interventions in existing electrical systems,
in particular the disconnection or connection of feed-in points, may only be carried out with the
approval of the responsible coordinator or the responsible Biotest electrician. Unauthorized actions
are prohibited on all equipment

Switch cabinets, control units of systems etc. on which work is being carried out must not be left
unattended during the work or must be secured against unauthorized use or restarting. Marking is not
a measure against unauthorized access to unsecured electrical equipment. If not technically possible,
safeguarding must be carried out by means of organizational monitoring. The safeguarding measures
must be agreed in advance with the Biotest coordinator.

The five safety rules must be observed.

3.12 Switching on/off processes, energy/media switch-off, test run

For all switching operations involving electricity and technical building equipment (e.g. ventilation,
cooling, heating, signaling, alarm systems) and also media in other systems that may pose a risk
to uninvolved persons or systems, written approval or consent from the Biotest coordinator is
required in good time. In addition, the switching off/on of the power supply must be coordinated
with the (responsible) Biotest electrician. Special attention is drawn to the fuse protection against
reconnection.

3.13 Handling hazardous substances

When handling hazardous substances, in particular chemicals, oils, fuels, refrigerants, etc., the
special statutory provisions (Hazardous Substances Ordinance) and the technical rule TRGS 510
must be observed.

The storage, decanting and use of hazardous substances on the Biotest site must be agreed with
the Biotest coordinator before work begins.
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Attention is drawn to compliance with statutory environmental regulations. Suitable drip pans must
be used for the storage of environmentally hazardous substances.

Safety data sheets and operating instructions must be easily accessible at all times for hazardous
substances in accordance with the Hazardous Substances Ordinance. If hazardous substances
provided by Biotest are handled, the respective safety data sheets must be obtained and kept
available by the Biotest coordinator.

The following must also be ensured:

e Use of personal protective equipment

¢ Avoid electrostatic charging or discharging

e Labeling of hazardous substances used (including small containers after refilling)

e Training employees in handling the substances to be used

o Disposal of hazardous substances provided by Biotest via EHS Integra with the required
labeling of the containers.

3.14 Escape and rescue routes and extinguishing equipment

Escape routes and escape doors are marked. They must be kept clear at all times; markings must
not be removed or otherwise made unrecognizable. Fire doors must not be restricted in their
function (e.g. by wedges).

Fire protection equipment (fire extinguishers, hydrants, etc.) must be easily accessible at all times.
These must not be obstructed by objects.

3.15 Release system and release document

Hazardous work requires the express approval of the Biotest coordinator. The release
documentation is prepared by the Biotest coordinator together with the contractor. The measures
and safety requirements set out in the release documentation must be complied with.

The written release regulation applies to the following work / activities:

o Work on systems

=> Activities in the exposure area of hazardous substances, cold or hot media

=> Activities in confined spaces, containers or sewers

=> Activities in potentially explosive atmospheres or explosion protection zones
e Activities involving fire (for welding, cutting, soldering, thawing and abrasive cutting work)
o Activities in laboratories of safety level 2 or 3

The following Biotest departments will receive the release document:

e Coordinator

e EHS

o Fire protection officer, if applicable
e Plant security / gate

The forms for work permits can be downloaded from the Biotest website https://ehs.biotest.com.
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4. Construction site equipment

Only areas designated for this purpose by the Biotest coordinator may be used for construction
site equipment. The contractor is responsible for the storage of his items (materials, machines,
equipment, etc.) and must independently provide protection against the weather and theft.

Construction sites must be properly demarcated, marked and adequately illuminated.

The construction site facilities must be set up in compliance with the currently valid regulations.
Installation conditions and requirements for the design and construction of the containers (size,
media connections, color) must be taken into account in accordance with the specifications of the
Facility Management department.

If construction site containers are to be heated, they must be adequately insulated.

If damage or soiling is caused by the Contractor, it must be replaced or removed. The costs for
this shall be borne by the Contractor.

An unannounced inspection of the construction site facilities can be carried out at any time by the
Biotest coordinator or the EHS department.

Material deliveries must be agreed in advance with the Biotest coordinator. The statutory
dangerous goods regulations for the transportation of dangerous goods must be complied with.
These also apply to internal transportation processes.

After completion of the construction or assembly work, all equipment must be dismantled and
removed from the construction site. The area must be free of material residues, waste and
contamination.

The costs incurred due to non-compliance will be invoiced.

5. Environmental protection

All statutory and Biotest internal regulations relating to environmental protection, water protection
and emission control must be complied with. The contractor is responsible for compliance with
these regulations as part of its order processing.

5.1 Waste

The contractor is responsible for the proper and environmentally friendly disposal of the waste
produced as part of his role as waste producer. Before commencing work, the contractor must
inform the Biotest coordinator of the expected quantity and type (including hazardous waste) of
the waste and coordinate its disposal. Upon request, the contractor must provide the client with
the relevant documentation for the proper disposal of hazardous and non-hazardous waste.
The storage of waste on site is generally prohibited. Waste must be taken away from the
construction site at the end of each day's work. Any procedure deviating from this must be
expressly approved by the Facility Services department (06103-801-6493 or -2996) and the
Biotest Coordinator.
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Suitable containers be used for storage. If an explosive atmosphere is likely to form during storage
(e.g. due to the storage of cloths soaked with flammable substances, etc.), appropriate measures
must be taken.

Waste containers must be clearly labeled in accordance with the Hazardous Substances
Ordinance.

The ownership of the waste containers must be ensured by means of labeling by the contractor.
During the work to be carried out (and after its completion), the workplace must be kept in a clean
and tidy condition and left in this condition.

If, in exceptional cases, waste is disposed of via the waste containers available on site, the
regulations applicable there are binding and may only be disposed of in the containers provided
for this purpose with the express permission of the Biotest coordinator or the waste officer.

5.2 Handling liquids hazardous to water / waste water

The handling and storage of substances hazardous to water must be carried out in such a way
that soil, water and groundwater contamination can be ruled out. Liquids hazardous to water must
not be disposed of in gullies, drains, toilets, washbasins or other unsuitable places. The limit
values under water protection law and the provisions of the wastewater regulations of the City of
Dreieich must be complied with. Dilution is prohibited in order to achieve the limit values. If you
have any questions, please contact the Biotest waste management officer (06103-801-2996).

The washing of vehicles, work machines and other equipment is not permitted. Waste water from
cleaning processes must be collected and disposed of by the contractor.

5.3 Behavior in the event of leaks.

If a leak is to be expected during the contract work, suitable measures must be agreed with the
Biotest coordinator and EHS before work begins.

The first emergency measure is to prevent the liquid from spreading. Leaking liquids must be
absorbed with suitable binding agents. In the event of a leak, the plant security department on
06103-801-545 and the Biotest coordinator must be notified immediately.

5.4 Drawing water from hydrants

Water may only be drawn from hydrants after consultation with and approval by the biotope
coordinator.

6. Liability

The external companies are liable for all damages or disadvantages that arise due to non-
compliance with these operating regulations for external companies. The external company is
responsible for adherence to the schedule. If subcontractors are used on behalf of the Contractor,
the respective external company is responsible for compliance with the specifications stated in
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this document.
The contractor must ensure that the buildings, plant, installations, equipment and furnishings
affected by the contract work are protected. After completion of the work, the original condition
must be restored. Damage must be reported immediately. In addition, he is responsible for work
and operating resources, facilities and materials (including tools, vehicles and equipment)
provided to him for the fulfilment of the contract. Biotest assumes no liability for this.

Costs and consequential costs resulting from non-compliance with the aforementioned conditions
shall be borne by the contractor.

If a fire or smoke alarm is triggered during order processing, the costs incurred will be charged to
the contractor.

7. \Violations of the company regulations

Biotest coordinators and the Biotest EHS department are authorized in the event of violations of
these operating rules and state or trade association regulations:

= order the work to be stopped until the defect has been remedied and
= to exclude employees who act in contravention from further employment.

The warnings are documented in writing. The contractor's Biotest coordinators and responsible
persons are informed. In the event of repeated non-compliance, the contractor's management will
also be informed

In the event of serious or repeated non-compliance and notification of the management,
termination of the external company for good cause may represent a further escalation stage.

If there is an immediate danger, work may be ordered to be stopped. Work may only be once safe
working conditions have been restored and approval has been given by the Biotest coordinator
and the Biotest EHS.

8. Accident and damage events

The Contractor must report all occupational accidents involving employees to Biotest AG without
delay. Irrespective of this, the obligation to fulfill the statutory reporting obligations in the event of
an accident at work remains in force.

The care of the injured and the prevention of consequential damage have top priority.

All incidents (accidents at work, fire, leaks, environmental hazards, malfunctions etc.) must
reported via the plant security EMERGENCY CALL 06103-801-545. The Biotest coordinator will
then be notified.
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8.1 Behavior in the event of an alarm

If the fire alarm is triggered, all employees must immediately proceed to the designated assembly
points. The report of completeness must be made promptly at the assembly point. The manager
or responsible person of the external company is responsible for this.

In the event of an alarm, the instructions of the persons specified in the Biotest emergency
organization must be followed.

9. Additions / changes to the company regulations

The client is free to make further order-related arrangements. #

10. Revisionshistorie

Version Commentary Valid from
1.0 Creation 11.03.2019
2.0 Revision 01.06.2025

11. Attachments

A 01: Contractor registration

A 02: Risk assessment of mutual hazards

A 03: Behavior during evacuation

A 04: Declaration of the

A 05: Instruction protocol for work by external companies
A 06: Written assignment

A 07: Work on Saturdays, Sundays and public holidays
A 08: Permission to take photographs at Biotest

The documents and forms can be found on the following website of Biotest AG:

=>» https://ehs.biotest.com
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A 01: Contractor registration

External company (exact name)

street
zip code /
Address city
phone no. mobile
fax e-mail
Work order

Place of work exact name

Responsible Employer's liability
insurance association with

Name Phone/mobile

Responsible person / contact person

Occupational safety specialist

Safety officer (on site)

Only fill in if access to clean rooms is
intended
No | Name of employees Address Telephone
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No | Name of employees Address Telephone
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A 02: Risk assessment of mutual hazards and measures

Client: Contractor:

(department) (AN)

Coordinator: Address:

Operator: Responsible person

EHS Biotest: 06103801 666 SiFa:

Subcontractor (sub) available:[] yes[] no
Order:
(No./ exact description)
Expected duration From: Until: Date:
(Preparation of risk assessment)
Hazards Measures Responsib
le / Date

1. Working in containers, confined spaces

[J Risk assessment and work permit

2. Crash

[J LadderJ Platform ladder[] Aerial work platform
O Scaffolding] Securing floor openings

[ Roof access certificate ] PPE against falls from
a height

3. Traffic routes

[J Traffic routes suitable and usable
1 Hedging according to the hedging plan
1 Escape and rescue routes clear and known

4. Danger from unprotected moving
(machine) parts

[ Pinch points[] Shear points

[ Butt joints[J Stitch points] Feed points[]

Cutting points

J TA / machine is in safe condition
[J Protection against restart

I Work permit for hazardous work
1 Maintain safety distances

J PPE required

5. Hazard due to uncontrolled movement
Parts

[J Tilting parts[] Oscillating parts
U Rolling parts] Flying parts
[J Falling parts

1 Stability of work equipment available
[J Securing and labeling (suspended loads)
00 Securing against rolling away

[ Secure parts against falling

[J Relaxation of system components

U PPE required

1 Maintenance backup (Logout - Tagout)

6. Means of transportation
O Industrial trucks Cranes[]
(collision, running over, tipping over, crashing)

[J Suitability and commissioning are available
U Instruction on the work equipment is provided
] Suitable load handling equipment available
(crane)

7. Electrical hazard

Work on electrical systems or system
components may only be carried out by a

qualified electrician.

[ Protection against direct or indirect contact
[J Tested electrical equipment available

00 Maintain safety distances of ............ m in the
vicinity of live parts

Uresidual current device

J PPE required

8. Hazardous substances

(Hazards from gases, vapors, aerosols, liquids
and solids as well as input materials,
intermediate and end products)

[ Contact with hazardous substances possible

= Safety data sheets Operating instructions (Ol)
OJ Instruction in accordance with Ol

[J Shut off TA and safely discharge residual volume
[ Secure TA against restarting

O Use PPE

[J Work permit (hazardous activity)
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9. Hot and cold media [J System tightness guaranteed

L) Burns [] Scalds O Danger points marked and known
(hot surfaces and media) [0 Adapted work clothing

[ PPE required

1 Working alone is not permitted

10. Risk of fire and explosion ] Working in hazardous areas=» Work

U] Fire permit required

[ Safe storage of hazardous substances
[ Always keep escape and rescue routes
clear

11. Noise / Vibration [J Noise exposure (> 80 db) to be expected
1 Working in a noisy environment=> PPE

1. Mutual endangerment
(Overlapping workstations, multiple levels)

2. Other:

No. Measures Responsibl

Personal protective equipment (please tick if required)

[] Safety shoes=>» Category: [ Safety goggles =» ] eye-enclosing[] Basket goggles

[ Protective gloves=> Art: [ Safety helmet/bump cap] Hearing protection

[J Respiratory protection= Type, filter:

Permits / work permits to be obtained before starting work:

[ Hazardous work I Fire permit [ Activity in area

[ Container inspection [ Roof inspection

Name of contractor Name Biotest Coordinator:

Signature: Signature:
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Leaflet: Behavior during evacuation

In the event of a fire alarm, gas alarm or hazardous substance alarm
(triggered either by siren or hand-held megaphone), leave the room
immediately.

Caution - danger to life!

extinguishing systems

Keep calm and act prudently

React immediately - leave everything behind
Actively warn other people on your way

Inform external company personnel

Leave the danger zone quickly - please do not run
Please help injured staff or staff with restricted mobility

Please do not run through smoke - look for new escape routes!
Walk in a crouched position in the smoky area, because

you still have some breathable air near the floor

Please go to the nearest assembly point immediately

Wait for further instructions from the Biotest AG (orange high-visibility
vest) and do not leave the assembly point. Do not leave the assembly
point

L7 7 7 A

v ¥

Please familiarize yourself with the safety equipment in your work area! This
includes

the escape and rescue routes

the location of the fire extinguishers
the assembly point

the emergency call facilities

vV

In an emergency, your correct behavior can save your life!

If you recognize an emergency situation yourself, be sure to call our
emergency number even in seemingly trivial situations.

Internal: 06103-801-545
Emergency number yopile: 0152-22801-245

The colleagues will take care of your report, instruct you on further action and
initiate organized measures!
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A 04: Declaration of the contractor

Contractor: Order:
(no./description)

Place of execution
(area, department

Expected duration From: Until:

Date:

Topics

Yes

No

Date / Remark

Does the external company have a risk assessment?

Are the instruction certificates of the employees available?

Receive Biotest operating regulations for external companies?

Are the qualification certificates of the employees available?

Is suitable PPE available for the employees?

Have all employees been instructed in the use of PPE?

Have preventive medical check-ups been carried out on employees

Are qualification certificates for the employee tasks available?
(forklift operator, crane operator, first aider, safety officer, etc.

Has the work and operating equipment used to be verifiably tested

Are the operating instructions for the work equipment available?

Do you have special permits for certain work processes?

Are measures taken and known to avoid mutual danger (A02)?

Are hazardous substances used?

Are the safety data sheets for the hazardous substances
available?

Is a list of hazardous substances available?

Are the operating instructions for hazardous substances
available?

Do you have work permits for hazardous work?

We hereby confirm receipt of the operating rules for external companies. We are aware that
these operating rules are part of the order. We will comply with the safety regulations in
accordance with the Biotest company regulations. We assure that we comply with the legal
regulations on occupational safety, fire protection and environmental protection. Our superiors
and employees have been instructed in accordance with these regulations.

Place, date

(Please use block capitals)

Name of the responsible person of the contractor Contractor's sighature
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A 05: Training documentation

Contents / Subject Matter: Instruction in (please check as appropriate)

u Emergency call -545, plant rules, personal protective equipment, smoking areas, fire
protection and use of work permits (e.g.: containers, fire, roof, etc.)

[ ] | Handling hazardous substances / waste disposal

Topics:

[l

(O] T From: ............. o'clockto ................ Place: Building ....... , Room ..........

Instruction/iNStruction bY: MF./IVIFS. ......oviiiiiiiiieeiieeeeeeeeeeeeee e
(first name, surname - signature)

By signing this form, you confirm that you have read and understood the contents of the
training course. (For additional participants please add lines below)

No. Company/

Name .
: - Department Date Signature
(legible print) (legible print)
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Name Company / ,
No. (legible print) Department Date Signature
Instruction: /=
(first name, surname - signature)
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A06: Written assignment/authorization for contractors

The driver is commissioned by Biotest AG, Landsteinerstrale 3-5, D-63303 Dreieich,
Germany, to independently drive work equipment in internal plant traffic.

Area Of e.g.: Production 1, 2, 3; plant or building:
application:
- . Testing/ Conversion / .
Activity: ] Cleaning U . 9 U [] Maintenance measures
maintenance assembly
Driver' Department/Company: Name: Mobile:
Responsible Department/Company: Name: Employee supervisor Mobile:
person AN
Coordinator' Department: Name: Mobile:
Period of activity from: to:
The order applies to the following work equipment:
Work equipment: Manufacturer: Type: Remark

work platform

D D ICompany
O O Biotest

Industrial truck (forklift) B

Pedestrian-controlled
industrial truck

|
|

[ 8

0o Mobile v_vork platform /
scaffolding

o |0

Qualification

To be completed by responsible person AN

to be completed by coordinator

The contractor confirms that the driver has proven his ability to
drive the work equipment in accordance with DGUV
regulations and his suitability (e.g.: G25).

The instruction on own work equipment is confirmed.

Issued by

Date: Signature: Responsible person AN

Work equipment:

A copy of the driver's license for the driver named above is
attached to the order:

on

to comply with and monitor them.

| have taken note of the prescribed factory rules and undertake

Date: Signature: Driver

Instruction on Biotest work equipment by:

Surname, first name (referrer) Date: Signature:

Release for operation granted.

Date: Signature: Coordinator
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A 07: Work on Saturdays, Sundays and public holidays

Distributor:

Gate L5
Coordinator
Contractor

Registration must be requested at least 3 days in advance and submitted to the gate L5.

Contractor

Date of activity

Timing information

From:

Until:

Name of employee (legible in block letters)

Name of employee (legible in block letters)

Reason for work outside
of operating hours

Supervising person

Name:

Tel:

The supervisor is responsible for ensuring that the gates and doors are properly locked.

Name Coordinator

Date, signature

Version: 2.0
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A 08: Permission to take photographs at Biotest

Company
(exact name)
Street
Zi de / Cit
Address 'p code ity
Phone no.
Fax

Surname, first name

the person responsible

Object

What should be photographed.

Duration of the authorization

(Unless otherwise noted, 1 week from approval)
Documentation / Archive

Where and for how long are the photos stored?

Authorization granted by
Facility Services

General rules that must be observed:

The photography permit must be carried during the work.
Permission to take photographs relates only to the above information.
The general ban on photography on the factory premises still applies.
The photos may only be published or passed on to third parties with the prior written consent of
Public Relations at the location.
The exploitation rights for all recordings are held by Biotest AG
e Copies or contact sheets must be submitted to the company on request.
o Photographing persons in the work is not permitted unless their written consent has been
obtained.
| have given my consent to this and to the further use of these photos.
o |If photos are taken in a laboratory or production facility, the
Obtain the consent of the person responsible for the laboratory or plant. This person determines
which photos may be taken for the above-mentioned purpose in compliance with occupational safety
regulations and finally releases the photographs.

Confirmation from the external company (to be completed by the responsible person/representative of the
external company):

Date Signature

Copy: Exhibitor, Plant security
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