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About Lysoform

LYSOFORM — Famous world-wide since 1900 as one of the maijor ’
brand names for disinfectants. LYSOFORM

LYSOFORM — A trademark for disinfectants and a neologism which
has been in the dictionary for decades as a synosym
for disinfection.

LYSOFORM — This means hygiene, cleanliness and health in general.

LYSOFORM — behind this name stands a firm of dedicated people
full of ideas about the diverse aspects of hygiene.
In order that you may become better acquainted with
the people and ideas which have shaped Lysoform.



The story of a company introduces the firm to you with a look back
at a long tradition and a look forward into a successful future.

LYSOFORM - First aldehyde — containting disinfectant Formaldehyde
(Dr. Hanns Rosemann 18%0)

LYSOFORM - First alcohol — containing washing disinfectant.

LYSOFORM - First disinfectant with PH below 7 containing aldehydes.
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SURFACE INSTRUMENTS
DISINFECTANT DISINFECTANT

Lysoformin®Y . . .

Disinfecting and cleaning concentrate for instruments, and
surfaces, especially suitable for flexible endoscopes
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Instructions for use - Please read carefully!

Lysoformin®Y . . .

Concentrate

equipment and surfaces; particularly appropriate for
flexible endoscopes

For professional use

Composition:
) ++ g solution contains:

V,e g Glyoxal, 4, g Glutaral, 2,7 g Didecyldimethylammonium chloride

Range of application:

Disinfecting and cleaning concentrate for instruments,

¢ Disinfection and cleaning of instruments, endoscopes, as well as equipment and surfaces as well as medical

devices) in one Step only in case of all bacterial (Tb incl.) and viral infections
Use according to the preparation instructions of the manufacturer of the medicaldevice

Control of nosocomial infections

Mode of application / dosage:

Lysoformin® ¥ . « « is a liquid concentrate with which any use-dilution required can be made by simply adding water (at
max. room temperature). Always fill container with tap water first, then add disinfectant.

Prepare dilution shortly before use (as recommended in the directives for Hospital Hygiene and Infection Prevention of
the Robert-Koch-Institute, Berlin). The solutions ready for use are efficient for at least ‘¢ days provided they are free
of organic residue (disinfection of pre-cleaned instruments).

Strong contamination including M. terrae Y,on Y+ mn
V,00 7 \ h
Virucidal against enveloped viruses* including HBV/HCV/HIV Yo Yemn
Virucidal* Yoou Yo mn
Polyoma virus (SV ¢+) o Y+ mn
Adeno virus Yo Yo mn
Rota virus Yo 7. Y mn
Noro virus (MNV) Voo A °mn
N-RA Yo mn
| Disinfection by scrub / wiping disinfection and cleaning of surfaces |
Prophylactic treatment of nosocomial infections AL IVA th
and routine disinfection 0. Y h
Voo Yo mn

*according to recommendation of Robert Koch Institute Berlin in Federal Health

Gazette Y+ ¢/+)

water to rinse endoscopes.

Important: Place objects to be disinfected in the solution in such a way that all surfaces are in contact with the
product. Close container tightly with lid. Rinse instruments with water after disinfection / cleaning. Use germ-free

Lysoform — Hygiene with System

concentration | """ 710 7, Yy Y
Dosing system
(for A | of water)
Dosing-bag
(Y bag =Y+ ml) ) bag Y bags ¢ bags 1 bags A bags
Dosing pump
() stroke = Y+ ml) ) stroke Y strokes ¢ strokes 1 strokes A strokes
Lysoform dosing devices Adjust concentration once only to obtain the concentration wished for




To calculate the amount of water to be added, substract the amount of disinfectant needed to obtain the concentration
wished for from the amount of solution ready for use which has to be prepared

Warnings / Storage:
o Keep disinfectants in a cool but frost free, well ventilated and dry place and out of reach of children

o Wear suitable protective clothing, adequate protective gloves and eye protection when handling the
product.

e Do not use beyond expiry date.

e Shelf life of the solution ready for use free from organic residue* : ¢ weeks when the product is stored under

appropriate conditions (in a cool and dry place) in clean and tightly closed containers.

Properties:

Control of bacteria (Tb incl.), fungus, viruses

Good compatibility with instruments including flexible endoscopes, equipment and surfaces
Fresh non-clinging scent

Contains no formaldehyde, no phenols, no phosphates, no oxidizing compounds

Cleans without adding detergents

Resists hard water, biodegradable

Special precautions:

a) Incompatibilities:
Adding detergents as well as rests of care products present on the instruments can impair or neutralize the disinfecting
properties of Lysoformin ¥+« +®or its compatibility with the material of the instruments.

b) Counter-measures in case of improper use:

Should Lysoformin ¥+ +® come into contact with the mucous membranes (eyes, throat, stomach, bowels etc.) get
medical attention immediately. Dilute product without delay: if it has been swallowed, drink plenty of water; after contact
with the eyes, rinse thoroughly with plenty of water.

c) Use Lysoformin ¥ « -®safely:
Always read the label and product information before use.

Certified and mentioned in the relevant lists.

Standard Packaging: Art.-Nr.
Y+« x Y+ mldosing bags avay

Y'Y x Ve ml bottles
Y x ©l-canisters
Y x Y- |-canister

Accessories:
Dosing pump for © | can () stroke = Y+ ml)
“ The period of time during which the proven efficacy of the ready-for-use disinfectant solution remains unaffected, after preparation at

the concentration according to the recommendations of the manufacturer and if it has been stored during the period of time mentioned
according to the recommendations of the manufacturer and left to stand unused.”

If you have special questions, call us. We call back immediately. Lysoform Dr. Hans Rosemann GmbH
Kaiser-Wilhelm-Str. YYY¢Y VY'Y Berlin

Lysoform Dr. Hans Rosemann GmbH | S, | Telefax Y - ¥ 33 YV-Y14, Info.-Telefon Y - LYSOFORM
Head Office : Jeddah,KSA www.lysoform.de, e-mail: kontakt@lysoform.de
LYSOFORM

Schweizerische Gesellschaft fiir Antisepsie AG
Postfach oY+) [ ££¢ Brugg/Windisch
Telefon 0% - AY 14 £6Y Telefax «01 - V¢ &) ££Y

mashaly@sapphire.com.sa
mob.: AVE4 YAY 0¢ 47+
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Safety Data Sheet

according to Regulation (EC) No 1907/2006

Lysoformin 3000
Revision date: 01.03.2018 Product code: LYS648 Page 1 of 14

SECTION 1: Identification of the substance/mixture and of the company/undertaking

1.1. Product identifier
Lysoformin 3000

Further trade names
Wipe disinfection of surfaces, objects and medical devices Disinfection by immersion of medical devices or
other objects. For professional use.

1.2. Relevant identified uses of the substance or mixture and uses advised against

1.3. Details of the supplier of the safety data sheet

Company name: Lysoform Dr. Hans Rosemann GmbH

Street: Kaiser-Wilhelm-Strae 133

Place: D-12247 Berlin

Telephone: +49 (0)30 77992-0 Telefax: +49 (0)30 77992-219

Contact person: Wissenschaftlich-Technische Telephone: +49 (0)30 / 77992-216

Abteilung Berlin

e-mail: kontakt@lysoform.de

Internet: |
1.4. Emergency telephone +49 (0)89 19240 (Giftnotruf Miinchen Toxikologische Abteilung)
number:

SECTION 2: Hazards identification

2.1. Classification of the substance or mixture

Regulation (EC) No. 1272/2008
Hazard categories:
Flammable liquid: Flam. Lig. 3
Acute toxicity: Acute Tox. 4
Skin corrosion/irritation: Skin Corr. 1
Respiratory or skin sensitisation: Resp. Sens. 1
Respiratory or skin sensitisation: Skin Sens. 1
Germ cell mutagenicity: Muta. 2
Hazardous to the aquatic environment: Aquatic Acute 1
Hazardous to the aquatic environment: Aquatic Chronic 3
Hazard Statements:
Flammable liquid and vapour.
Harmful if swallowed.
Causes severe skin burns and eye damage.
May cause allergy or asthma symptoms or breathing difficulties if inhaled .
May cause an allergic skin reaction.
Suspected of causing genetic defects.
Very toxic to aquatic life.
Harmful to aquatic life with long lasting effects.

2.2. Label elements
Regulation (EC) No. 1272/2008

Hazard components for labelling
didecyldimethylammonium chloride
1,5-pentanedial, glutaral

Ethandial
Isotridecanol, ethoxylated
Signal word: Danger

Revision No: 9.0 - Replaces version: 8.9 GB - EN Print date: 23.03.2018
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A AV A

Hazard statements

H226 Flammable liquid and vapour.
H302 Harmful if swallowed.
H314 Causes severe skin burns and eye damage.
H334 May cause allergy or asthma symptoms or breathing difficulties if inhaled .
H317 May cause an allergic skin reaction.
H341 Suspected of causing genetic defects.
H410 Very toxic to aquatic life with long lasting effects.
Precautionary statements
P271 Use only outdoors or in a well-ventilated area.
P280 Ware protective gloves, protective clothing and eye protection.
P210 Keep away from heat, hot surfaces, sparks, open flames and other ignition sources. No
smoking.
P305+P351+P338 IF IN EYES: Rinse cautiously with water for several minutes. Remove contact lenses, if

present and easy to do. Continue rinsing.
P303+P361+P353 IF ON SKIN (or hair): Take off immediately all contaminated clothing. Rinse skin with water

or shower.
P310 In case of accident: Call a doctor immediately.
P304+P340 IF INHALED: Remove person to fresh air and keep comfortable for breathing.

Special labelling of certain mixtures

EUHO071 Corrosive to the respiratory tract.

2.3. Other hazards

The substance in the mixture does not meet the PBT/vPVB criteria according to REACH, annex XIlII.

SECTION 3: Composition/information on ingredients

3.2. Mixtures

Revision No: 9.0 - Replaces version: 8.9
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Hazardous components
CAS No Chemical name Quantity
EC No [Index No [REACH No
Classification according to Regulation (EC) No. 1272/2008 [CLP]
7173-51-5 didecyldimethylammonium chloride 5-<10%
230-525-2 [612-131-00-6 |
Acute Tox. 3, Skin Corr. 1B, Aquatic Acute 1 (M-Factor = 10), Aquatic Chronic 2; H301 H314
H400 H411
111-30-8 1,5-pentanedial, glutaral 5-<10%
203-856-5 |605-022-00-X 01-2119455549-26
Acute Tox. 2, Acute Tox. 3, Skin Corr. 1B, Resp. Sens. 1, Skin Sens. 1A, STOT SE 3, Aquatic
Acute 1, Aquatic Chronic 2; H330 H301 H314 H334 H317 H335 H400 H411 EUH071
107-22-2 Ethandial 5-<10%
203-474-9 |605-01 6-00-7 |O1 -2119455549-26
Muta. 2, Acute Tox. 4, Skin Irrit. 2, Eye Irrit. 2, Skin Sens. 1; H341 H332 H315 H319 H317
69011-36-5 Isotridecanol, ethoxylated 5-<10%
931-138-8 | |
Acute Tox. 4, Eye Dam. 1; H302 H318
67-63-0 propan-2-ol; isopropanol 1-<5%
200-661-7 |603-117-00-0 |01-2119457558-25
Flam. Lig. 2, Eye Irrit. 2, STOT SE 3; H225 H319 H336

Full text of H and EUH statements: see section 16.

Labelling for contents according to Regulation (EC) No 648/2004
disinfectants, 5 % - < 15 % non-ionic surfactants, perfumes (Amyl cinnamal, Benzyl salicylate, Butylphenyl
methylpropional, Citronellol, Hexyl cinnamal).

SECTION 4: First aid measures

4.1. Description of first aid measures

General information
Call a physician immediately. If medical advice is needed, have product container or label at hand.

After inhalation
Remove person to fresh air and keep comfortable for breathing.

After contact with skin
Take off immediately all contaminated clothing and wash it before reuse. Wash with plenty of water.

After contact with eyes
In case of contact with eyes flush immediately with plenty of flowing water for 10 to 15 minutes holding eyelids
apart and consult an ophthalmologist.

After ingestion
Rinse mouth immediately and drink plenty of water. Call emergency telephone number.

4.2. Most important symptoms and effects, both acute and delayed
irritation of the mucous membranes, Headache, indisposition

4.3. Indication of any immediate medical attention and special treatment needed
Treatment of the patient is the same as for a chemical burn.

SECTION 5: Firefighting measures

5.1. Extinquishing media

Revision No: 9.0 - Replaces version: 8.9 GB - EN Print date: 23.03.2018
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Suitable extinguishing media
Water spray jet, Carbon dioxide, Extinguishing powder, alcohol resistant foam

5.2. Special hazards arising from the substance or mixture
In case of fire dangerous vapors / gases can be released Carbon monoxide Carbon dioxide

5.3. Advice for firefighters
Wear a self-contained breathing apparatus and chemical protective clothing. Full protection suit.

Additional information
Use water spray jet to protect personnel and to cool endangered containers. Suppress gases/vapours/mists

with water spray jet. Collect contaminated fire extinguishing water separately. Do not allow entering drains or
surface water.

SECTION 6: Accidental release measures

6.1. Personal precautions, protective equipment and emergency procedures
Provide adequate ventilation. Use personal protection equipment.

6.2. Environmental precautions
Do not allow to enter into surface water or drains.

6.3. Methods and material for containment and cleaning up
Absorb with liquid-binding material (e.g. sand, diatomaceous earth, acid- or universal binding agents). Treat the

recovered material as prescribed in the section on waste disposal.

6.4. Reference to other sections
Safe handling: see section 7
Personal protection equipment: see section 8
Disposal: see section 13

SECTION 7: Handling and storage

7.1. Precautions for safe handling

Advice on safe handling
Provide adequate ventilation. Keep container tightly closed. To prepare a dilution, always first fill in the water

and then add the product.
Advice on protection against fire and explosion
No special fire protection measures are necessary.

Further information on handling
Wash hands before breaks and after work. Keep away from food, drink and animal feedingstuffs. Remove

contaminated, saturated clothing immediately. Avoid contact with eyes.

7.2. Conditions for safe storage, including any incompatibilities

Requirements for storage rooms and vessels
Keep only in the original container in a cool, well-ventilated place. Keep container dry. Avoid: Frost. Keep out of

the reach of children.

Advice on storage compatibility
Do not store together with: Food and feedingstuffs

Further information on storage conditions
Protect from sunlight.

7.3. Specific end use(s)

none

SECTION 8: Exposure controls/personal protection

8.1. Control parameters
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Exposure limits (EH40)
CAS No Substance ppm mg/m3| fibres/ml Category Origin
111-30-8 Glutaraldehyde 0.05 0.2 TWA (8 h) WEL
0.05 0.2 STEL (15 min) WEL
67-63-0 Propan-2-ol 400 999 TWA (8 h) WEL
500 1250 STEL (15 min) WEL
DNEL/DMEL values
CASNo |Substance
DNEL type |Exposure route |Effect |Va|ue
111-30-8 | 1,5-pentanedial, glutaral
Worker DNEL, acute |inha|ation |Ioca| |0.25 mg/m?
67-63-0 |propan-2-o|; isopropanol
Worker DNEL, long-term inhalation systemic 500 mg/m?
Worker DNEL, long-term dermal systemic 888 mg/kg bw/day
Consumer DNEL, long-term inhalation systemic 89 mg/m?
Consumer DNEL, long-term dermal systemic 319 mg/kg bw/day
Consumer DNEL, long-term oral systemic 26 mg/kg bw/day
PNEC values
CAS No |Substance
Environmental compartment Value
111-30-8 | 1,5-pentanedial, glutaral
Freshwater 0.0025 mg/I
Marine water 0.00025 mgl/l
Freshwater sediment 5.27 mg/kg
Marine sediment 0.009 mg/kg
Micro-organisms in sewage treatment plants (STP) 0.8 mg/l
Soil 0.18 mg/kg
107-22-2 Ethandial
Freshwater 0.319 mg/l
Marine water 0.0319 mg/I
Freshwater sediment 0.685 mg/kg
Marine sediment 0.0685 mg/kg
Micro-organisms in sewage treatment plants (STP) 4.1 mg/l
Soil 4.06 mg/kg
67-63-0 propan-2-ol; isopropanol
Freshwater 140.9 mgl/l
Marine water 140.9 mg/l
Freshwater sediment 552 mg/I
Marine sediment 552 mg/I
Micro-organisms in sewage treatment plants (STP) 2251 mgl/l
Soil 28 mgl/l

8.2. Exposure controls
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GB-EN

Print date: 23.03.2018




Lysoform Dr. Hans Rosemann GmbH

Safety Data Sheet

according to Regulation (EC) No 1907/2006

Lysoformin 3000
Revision date: 01.03.2018 Product code: LYS648 Page 6 of 14

Protective and hygiene measures
Take off contaminated clothing. Wash hands before breaks and after work. When using do not eat or drink.

Eye/face protection
When handling the concentrated product (for example, transferring) use tight fitting eye protection.

Hand protection
When handling with chemical substances, protective gloves must be worn with the CE-label including the four
control digits. Chemical protective gloves must specifically chosen for each workplace depending on the
concentration and amount of hazardous substances, temperature and contact time.
Recommendation:
NBR (Nitrile rubber), Butyl caoutchouc (butyl rubber)
For special purposes, it is recommended to check the resistance to chemicals of the protective gloves
mentioned above together with the supplier of these gloves.

To prevent skin irritation in the professional field - regardless of actual contact with disinfectants - it is
recommended to use: « a fast absorbing skin care cream in between if necessary. * a greasy cream after
washing at the end of work or before breaks.

Skin protection
Wear suitable protective clothing.

Respiratory protection

In case of inadequate ventilation wear respiratory protection. ABEK

SECTION 9: Physical and chemical properties

9.1. Information on basic physical and chemical properties

Physical state: liquid
Colour: blue
Odour: Perfumes, fragrances
pH-Value (at 20 °C): ca.7
Changes in the physical state
Melting point: not determined
Initial boiling point and boiling range: not determined
Flash point: 53 °C
Flammability
Solid: not applicable
Gas: not applicable
Lower explosion limits: not determined
Upper explosion limits: not determined
Auto-ignition temperature
Solid: not applicable
Gas: not applicable
Decomposition temperature: not determined
Oxidizing properties
Not oxidising.
Vapour pressure: not determined

Revision No: 9.0 - Replaces version: 8.9 GB - EN Print date: 23.03.2018
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Density (at 20 °C): ca. 1.05 g/cm?
Water solubility: easily soluble

Solubility in other solvents
not determined

Partition coefficient: not determined
Vapour density: not determined
Evaporation rate: not determined

9.2. Other information

SECTION 10: Stability and reactivity

10.1. Reactivity
Flammable. No hazardous reaction when handled and stored according to provisions.

10.2. Chemical stability

The product is chemically stable under recommended conditions of storage, use and temperature.

10.3. Possibility of hazardous reactions

Flammable. No hazardous reaction when handled and stored according to provisions.

10.4. Conditions to avoid
Safe handling: see section 7

10.5. Incompatible materials
Oxidising agent, strong

10.6. Hazardous decomposition products

The product is chemically stable under recommended conditions of storage, use and temperature.

SECTION 11: Toxicological information

11.1. Information on toxicological effects

Acute toxicity
Harmful if swallowed.

ATEmix tested

Dose Species Source
LD50, oral 1218 mg/kg Rat SPF-Wistar
LD50, dermal >8000 mg/kg Rat
LC50, inhalative (aerosol) 6 mgl/l
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CAS No Chemical name
Exposure route Dose Species Source Method

7173-51-5 didecyldimethylammonium chloride

oral LD50 238 Rat OECD 410
mg/kg
dermal LD50 3342 Rabbit
mg/kg
111-30-8 1,5-pentanedial, glutaral
oral LD50 77 mg/kg |Rat OECD 401
dermal LD50 >2000 Rat OECD 402
mg/kg
inhalative vapour LC50 mg/| not determined
inhalative (4 h) aerosol |LC50 0.28-0.39 |Rat OECD 403
mg/l
107-22-2 Ethandial
oral LD50 2000 - Rat
5000 mg/kg
dermal LD50 > 2000 Rat
mg/kg
inhalative vapour LC50 mg/| Rat not determined
inhalative (4 h) aerosol |LC50 2.44 mg/l |Rat
69011-36-5 Isotridecanol, ethoxylated
oral ATE 500
mg/kg
67-63-0 propan-2-ol; isopropanol
oral LD50 5840 Rat
mg/kg
dermal LD50 13900 Rabbit
mg/kg
inhalative (4 h) vapour |LC50 37.5mg/l |Rat OECD 403

Irritation and corrosivity
Causes severe skin burns and eye damage.
In case of skin contact
Concentration 100% Rat: strongly irritant.

In case of eye contact
Concentration 1% OECD 405 Rabbit Not an irritant.

Glutaral (in aqueous solution)
In case of skin contact Rabbit corrosive (OECD 404)
In case of eye contact Rabbit irreversible damage (Draize- Test)

Glyoxal 40%
In case of skin contact Irritant (OECD 404)
In case of eye contact Irritant (OECD 405)

Didecyldimethylammoniumchlorid
In case of skin contact: Rabbit 3 Min OECD 404 Irritant

Sensitising effects

Revision No: 9.0 - Replaces version: 8.9 GB - EN Print date: 23.03.2018
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May cause allergy or asthma symptoms or breathing difficulties if inhaled . (1,5-pentanedial, glutaral)
May cause an allergic skin reaction. (1,5-pentanedial, glutaral; Ethandial)

Glutaral (in aqueous solution)

Positive data from patch testing. (OET) Guinea pig

Glyoxal 40%
OECD 406 Guinea pig sensitising

Didecyldimethylammoniumchlorid
Buehler Test US-EPA Guinea pig Guinea pig negative.

Carcinogenic/mutagenic/toxic effects for reproduction
Suspected of causing genetic defects. (Ethandial)
Carcinogenicity: Based on available data, the classification criteria are not met.
Reproductive toxicity: Based on available data, the classification criteria are not met.

STOT-single exposure

Based on available data, the classification criteria are not met.
STOT-repeated exposure

Based on available data, the classification criteria are not met.

Aspiration hazard
Based on available data, the classification criteria are not met.

SECTION 12: Ecological information

12.1. Toxicity
The product is not: Ecotoxic.
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CAS No Chemical name
Aquatic toxicity Dose |[h] | [d] |Species |Source Method
7173-51-5 didecyldimethylammonium chloride
Acute fish toxicity LC50 0.19 96 h|Pimephales promelas
mg/l (fathead minnow)
Acute algae toxicity ErC50 0.026 96 h|Pseudokirchneriella OECD 201
mg/I subcapitata
Acute crustacea toxicity |EC50 0.062 48 h|Daphnia magna (Big OECD 211
mg/l water flea)
Fish toxicity NOEC 0.032 34 d|Danio rerio OECD 210
mg/l
Crustacea toxicity NOEC 0.016 21 d|Daphnia magna (Big OECD 211
mg/I water flea)
Acute bacteria toxicity (11 mg/l) 3 h|Activated sludge OECD 209
111-30-8 1,5-pentanedial, glutaral
Acute fish toxicity LC50 0.8 mg/l 96 h|Oncorhynchus mykiss
(Rainbow trout)
Acute algae toxicity ErC50 0.6 mg/l 72 h|Desmodesmus OECD 201
subspicatus
Acute crustacea toxicity |EC50 2.1 mgl/l 48 h|Daphnia magna (Big
water flea)
Fish toxicity NOEC 1.6 mg/l 97 d|Oncorhynchus mykiss
(Rainbow trout)
Crustacea toxicity NOEC 5 mgl/l 21 d|Daphnia magna (Big OECD 211
water flea)
107-22-2 Ethandial
Acute fish toxicity LC50 460 - 96 h|Leuciscus idus
680 mg/| (golden orfe)
Acute algae toxicity ErC50 >100 72 h|Scenedesmus
mg/l subspicatus
Acute crustacea toxicity |EC50 404 mgl/l 48 h|Daphnia magna (Big
water flea)
Fish toxicity NOEC 112 mg/l 34 d|Pimephales promelas
(fathead minnow)
Crustacea toxicity NOEC 3.19 Daphnia magna (Big
mg/I water flea)
69011-36-5 Isotridecanol, ethoxylated
Acute fish toxicity LC50 1-10 96 h|Cyprinus carpio
mg/l (Common Carp)
Acute algae toxicity ErC50 1-10 72 h|Desmodesmus
mg/l subspicatus
Acute crustacea toxicity |EC50 1-10 48 h
mg/I
Acute bacteria toxicity (140 mg/l) Activated sludge
67-63-0 propan-2-ol; isopropanol
Acute fish toxicity LC50 9640 96 h|Pimephales promelas
mg/l (fathead minnow)
Acute algae toxicity ErC50 >100 72 h|Selenastrum
mg/I capricornutum
Acute crustacea toxicity |EC50 9714 48 h|Daphnia magna (Big
mg/l water flea)
Acute bacteria toxicity (> 100 mg/l)
Revision No: 9.0 - Replaces version: 8.9 GB - EN Print date: 23.03.2018
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12.2. Persistence and degradability

DIN 38412-25, 17 d: 90%
Readily biodegradable.

CAS No Chemical name

Method |Va|ue | d |Source

Evaluation

7173-51-5 didecyldimethylammonium chloride

OECD 301B/ ISO 9439/ EEC 92/69/V, C.4-C |72% | 28 |
Readily biodegradable (according to OECD criteria).
OECD 301A/ ISO 7827/ EEC 92/69/V, C.4-A 93.3 28
OECD 303/ EEC 92/69/V, C10 91% 70
111-30-8 1,5-pentanedial, glutaral
OECD 301A/ ISO 7827/ EEC 92/69/V, C.4-A 90 - 100 % [ 28 |
Readily biodegradable (according to OECD criteria).
107-22-2 Ethandial
[90-100% (DOC) [ 19 |

Readily biodegradable (according to OECD criteria).

69011-36-5 Isotridecanol, ethoxylated

OECD 301B/ ISO 9439/ EEC 92/69/V, C.4-C [>60% [ 28 |
Readily biodegradable (according to OECD criteria).
67-63-0 propan-2-ol; isopropanol
[53% [ 5 |

Readily biodegradable.

12.3. Bioaccumulative potential
The product has not been tested.

Partition coefficient n-octanol/water

CAS No Chemical name Log Pow
111-30-8 1,5-pentanedial, glutaral -0.36
67-63-0 propan-2-ol; isopropanol 0.05

12.4. Mobility in soil
The product has not been tested.

12.5. Results of PBT and vPvB assessment
The substances in the mixture do not meet the PBT/vPvB criteria according to REACH, annex XIII.

12.6. Other adverse effects
No information available.

Further information
Do not allow to enter into surface water or drains. Do not allow to enter into soil/subsoil.

SECTION 13: Disposal considerations

13.1. Waste treatment methods

Advice on disposal
Do not allow to enter into surface water or drains. Do not allow to enter into soil/subsoil. Dispose of waste
according to applicable legislation.

Waste disposal number of waste from residues/unused products
070604 WASTES FROM ORGANIC CHEMICAL PROCESSES; wastes from the MFSU of fats, grease,

soaps, detergents, disinfectants and cosmetics; other organic solvents, washing liquids and mother
liquors; hazardous waste

Revision No: 9.0 - Replaces version: 8.9 GB - EN Print date: 23.03.2018
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LysSoOFOR!

according to Regulation (EC) No 1907/2006

Lysoformin 3000
Revision date: 01.03.2018 Product code: LYS648 Page 12 of 14

Waste disposal number of contaminated packaging
150102 WASTE PACKAGING; ABSORBENTS, WIPING CLOTHS, FILTER MATERIALS AND
PROTECTIVE CLOTHING NOT OTHERWISE SPECIFIED; packaging (including separately
collected municipal packaging waste); plastic packaging

Contaminated packaging
Non-contaminated packages may be recycled. Handle contaminated packages in the same way as the
substance itself.

SECTION 14: Transport information

Land transport (ADR/RID)

14.1. UN number: UN 2924
14.2. UN proper shipping name: FLAMMABLE LIQUID, CORROSIVE, N.O.S. (glutaral; glutaraldehyde;
1,5-pentanedial, didecyldimethylammonium chloride)
14.3. Transport hazard class(es): 3
14.4. Packing group: 1l
Hazard label: 3+8
Classification code: FC
Special Provisions: 274
Limited quantity: 5L
Excepted quantity: EA1
Transport category: 3
Hazard No: 38
Tunnel restriction code: D/E
Marine transport (IMDG)
14.1. UN number: UN 2924
14.2. UN proper shipping name: FLAMMABLE LIQUID, CORROSIVE, N.O.S. (glutaral; glutaraldehyde;
1,5-pentanedial, didecyldimethylammonium chloride)
14.3. Transport hazard class(es): 3
14.4. Packing group: 1
Hazard label: 3+8
Special Provisions: 223, 274
Limited quantity: 5L
Excepted quantity: E1
EmS: F-E, S-C
Air transport (ICAO-TI/IATA-DGR)
14.1. UN number: UN 2924
14.2. UN proper shipping name: FLAMMABLE LIQUID, CORROSIVE, N.O.S. (glutaral; glutaraldehyde;

1,5-pentanedial, didecyldimethylammonium chloride)
14.3. Transport hazard class(es): 3

14.4. Packing group: 1l
Hazard label: 3+8

Revision No: 9.0 - Replaces version: 8.9 GB - EN Print date: 23.03.2018
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LYSOFOR according to Regulation (EC) No 1907/2006
Lysoformin 3000
Revision date: 01.03.2018 Product code: LYS648 Page 13 of 14
Special Provisions: A3 A803
Limited quantity Passenger: 1L
Passenger LQ: Y342
Excepted quantity: E1
IATA-packing instructions - Passenger: 354
IATA-max. quantity - Passenger: 5L
IATA-packing instructions - Cargo: 365
IATA-max. quantity - Cargo: 60 L

14.5. Environmental hazards
ENVIRONMENTALLY HAZARDOUS: yes

14.6. Special precautions for user
No information available.

14.7. Transport in bulk according to Annex Il of Marpol and the IBC Code
not applicable

SECTION 15: Regulatory information

15.1. Safety, health and environmental regulations/legislation specific for the substance or mixture

National regulatory information

Employment restrictions: Observe restrictions to employment for juvenils according to the 'juvenile
work protection guideline' (94/33/EC).
Water contaminating class (D): 3 - highly water contaminating

15.2. Chemical safety assessment

Chemical safety assessments for substances in this mixture were not carried out.

SECTION 16: Other information

Changes
This data sheet contains changes from the previous version in section(s): 2.
Abbreviations and acronyms
ADR: Accord européen sur le transport des marchandises dangereuses par Route
(European Agreement concerning the International Carriage of Dangerous Goods by Road)
IMDG: International Maritime Code for Dangerous Goods
IATA: International Air Transport Association
GHS: Globally Harmonized System of Classification and Labelling of Chemicals
EINECS: European Inventory of Existing Commercial Chemical Substances
ELINCS: European List of Notified Chemical Substances
CAS: Chemical Abstracts Service
LC50: Lethal concentration, 50%
LD50: Lethal dose, 50%

Relevant H and EUH statements (number and full text)

H225 Highly flammable liquid and vapour.
H226 Flammable liquid and vapour.
H301 Toxic if swallowed.

Revision No: 9.0 - Replaces version: 8.9 GB - EN Print date: 23.03.2018
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H302
H314
H315
H317
H318
H319
H330
H332
H334
H335
H336
H341
H400
H410
H411
EUHO71

Further Information

Harmful if swallowed.

Causes severe skin burns and eye damage.
Causes skin irritation.

May cause an allergic skin reaction.
Causes serious eye damage.

Causes serious eye irritation.

Fatal if inhaled.

Harmful if inhaled.

May cause allergy or asthma symptoms or breathing difficulties if inhaled .

May cause respiratory irritation.

May cause drowsiness or dizziness.

Suspected of causing genetic defects.

Very toxic to aquatic life.

Very toxic to aquatic life with long lasting effects.
Toxic to aquatic life with long lasting effects.
Corrosive to the respiratory tract.

The data contained in this safety data sheet is based on our current knowledge and experience and describe

the product with regard to safety requirements. The information should not be regarded in any way as a

description of the product's properties (product specification). Agreed characteristics nor the suitability of the
product for a specific purpose can not be derived from the information in the SDS. We will advise you as to
whether and under what circumstances, the preparation is suitable for a defined purpose. Proprietary rights
and existing laws and regulations must be respected by the receiver of our product.

(The data for the hazardous ingredients were taken respectively from the last version of the sub-contractor's safety

data sheet.)

Revision No: 9.0 - Replaces version: 8.9 GB - EN

Print date: 23.03.2018
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Lysoform Dr. Hans Rosemann GmbH

Kaiser -Wilhelm-Strae 133 " 12247 Berlin / Deutschland
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To all users
lhre Zeichen lhre Nachricht vom Unsere Zeichen R Datum
HJR/Hm 29977 (30) 49+ -211 29.01.2020
Wirksamkeit von Lysoform - Efficacy of Lysoform

Praparaten gegentber den
neuartigen Coronaviren

Das neuartige Corona-Virus ist
ein behlltes Virus, das auch von
Mensch-zu-Mensch libertragbar
ist. Es fehlen derzeit allerdings
Informationen, wie es genau
Ubertragen wird.

Die Globalisierung hat zur Folge,
dass die Verbreitung von
Krankheitserregern nicht mehr
auf eine Region beschrankt
bleibt, so dass bereits nach
kurzer Zeit eine weltweite
Verbreitung moglich ist und die
erforderlichen
HygienemalRnahmen bereits im
Verdachtsfall einer Erkrankung
umzusetzen sind.

Auf der Grundlage vorhandener
Literatur als auch von
Laborergebnissen mit unseren
Praparaten ist bekannt, dass
Antiseptika/Desinfektionsmittel,
die Ethanol enthalten, iber ein
breites viruzides Spektrum
verfligen. Deshalb empfehlen
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disinfectants against the novel
coronavirus

The novel coronavirus is an
enveloped virus which also is
transmissible from human being
to human being. At present,
however, information about
how it is exactly transmitted are
not yet available.

One consequence of
globalisation is that the spread
of pathogen is no longer limited
to aregion so that evenin a
little while worldwide spreading
is possible and the necessary
hygienic procedures are to be
implemented evenin a
suspicious case of illness.

Based on existing literature as
well as on test results achieved
with our products it is known
that antiseptics/disinfectants
containing ethanol provide a
broad virucidal spectrum. In
case of coronavirus suspicion
we therefore recommend to

Telefon: 49+ - 30 - 299 77 -0 Kinfo-Telefon: 0700LYSOFORM

Bankkonten: Commerzbank Berlin
Postbank Berlin (BLZ 10 100 100) Konto 81 50

KFax: Geschaftsleitung 19 22 99 77
IBAN: DE 00 4547 0283 0000 100490 BIC(
-102

KFax Verkauf 69 22 99 77

IBAN: DE 020811 00050010 1001 28

Kwww.lysoform.de KEmail: kontakt@lysoform.de
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BIC ( Swift-Code): PBNKDEFF

Sitz: Berlin - Registergericht: Amtsgericht Charlottenburg - Register -Nr.: HRB 17949 - Ust-IdNr: DE811 433 867

Geschéftsfuhrer: Dr. med. Hans  -Joachim Rédger
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wir bei Coronavirus-Verdacht
folgende Praparate zur
Handedesinfektion, u. a. nach
direktem Patientenkontakt,
nach Kontakt mit
erregerhaltigem Material oder
nach Ablegen der Handschuhe:

AHD 2000 gebrauchsfertig bei
einer Einwirkzeit von \ Minute

oder

Hospisept gebrauchsfertig bei
einer Einwirkzeit von 0 Minuten

Zur taglichen Scheuer- / Wisch-
Desinfektion (z. B. Nachttisch,
Turgriffe, Nassbereich) oder zur
Desinfektion der Kontaktflachen
unmittelbar nach dem Transport
eines Erkrankten und vor
erneuter Nutzung des
Transportmittels u. &. sollen
folgende Préaparate eingesetzt
werden:

Aerodesin 2000:
gebrauchsfertig — 1. Minuten

Fugaten-Spray:
gebrauchsfertig — Y0 Minuten

Aldasan 2000:
/+,0 = 1. Minuten,
/Y, — Yo Minuten

Lysoformin 3000:
7 +,0 = Yo Minuten,
Z\,- — 0 Minuten

Clorina:
73, =Y Minuten

Trichlorol:
7 +,Yo =". Minuten

Es gibt bisher keinerlei
Methoden zur Prifung der
Resistenz von Coronaviren
gegeniber Desinfektionsmitteln.
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apply the following products for
hand disinfection e.g. after
direct contact with a patient,
after contact with pathogenic
material or after taking off
gloves:

AHD 2000 ready-to-use at a
contact time of Y minute

or

Hospisept ready-to-use at a
contact time of 0 minutes.

For daily rub-/wipe disinfection
(e.g. bedside table, door
handles, wet area) or for
disinfecting the contact surfaces
immediately after having
transported an ill patient before
re-using the means of
transportation etc., the
following products should be
used:

Aerodesin 2000:
ready-to-use — 1- minutes

Fugaten-Spray:
ready-to-use — Y0 minutes

Aldasan 2000:
/7 +,0 =1. minutes
ZY,- — Y0 minutes

Lysoformin 3000:
7/ +,0 = Y0 minutes
/), — 0 minutes

Clorina
7\,- =Y minutes

Trichlorol:
/+,YO —="1. minutes

At present there are no
methods available for verifying
the resistance of coronaviruses
against disinfectants.
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Die Angaben zu den
Konzentrationen und
Einwirkzeiten beruhen auf
Analogschliissen bereits
vorhandener Testergebnisse.

Lysoform Dr. Hans Rosemann
GmbH

4 e o
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Dr. Hans-Joachim Rodger
Arzt fir Mikrobiologi? ulrid
Infektionsepidemiologie
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Concentrations and contact
times are based on analogous
conclusions referring to already
existing test results.

Lysoform Dr. Hans Rosemann
GmbH

Dr. Hans-Joachim Rodger
M.D. for Microbiology and
Epidemiology of Infectious Diseases




Lysoformin 3000 ®

Disinfectant Uses Properties Dilution
LYSOFORMIN » Disinfection of » HighLevel Disinfectant
Surfaces, » Control of bacteria (TB), 20 ml
3000 » Walls, viruses and fungi. diluted to 8
» Floors » Activation with tape water liter water
100 gm solution contains : or hard water.
» No Aldehyde Fumes.
» 7.5gGlyoxal » Cleaning & disinfection in
» 9.5 gGlutaral
> 964 one-step.
Didecyldimethyl » The solution (free from
ammonium Chloride organic residue) valid for 14
days after activation.
» Contain no Aldehydes, no
phenols no oxidizing
compounds
a.8al) aibadll Cilaladiuy) el
Rl atamiie i > LYSOFORMIN 3000
20ml | S psi plia e sl > s
diluted to 8 | .cilhilly ciba g il g (Sual) o) 100 gm solution contains :
liter water ATy jghal) ki al 5 el y) > 7.5gGlyoxal
el sl 5] il sl Lilga » 9.5 g Glutaral

Laaly) 5 Al slatiy >
. haadidil) ey dald)
°#@M‘Je&w‘ >

sial aladiud mlla Jglaall >
i) aay Lagy 14

,0dal g

» 9.6 g Didecyldimethyl
ammonium Chloride

Lysoform Dr. Hans Rosemann GmbH

Head Office: Jeddah,KSA
mob.: 8749 287 54 966+
mashaly@sapphire.com.sa

www.lysoform.de




Lysoformin 3000°

e Dilution Rate
» 20 ml diluted to 8 liter water.

e Application on Surfaces :

» Clean the surface well

» Spray the solution on the surface and keep it 5 mins
» Wipe the surface in one way direction

e Application on Floors:
» Clean the floors first
» Spray the solution on floors and keep it to dry

Lysoform
Dr. Hans Rosemann GmbH
Berlin - Germany

Rl  KSA =Tel.: 54 966+ 287 8749




Lysoformin 3000°

sla Al 8 (A addd Ja 20 >

- 1 ) adlad
I mhand) Gl >
G 5 sl & i g mhad) o alaal) Jlaall (dg >
n\gabﬁ\é@h‘u‘i\@wﬁ>

”

-1 il Y aalal

Jua clua Y Gt B
iy s d g mhal) e abeadl Jelaal) i >

Lysoform
Dr. Hans Rosemann GmbH
Berlin - Germany

deieiay KSA = Tel.: 54 966+ 287 8749




Lysoformin 3000°

e Ugwor o :-
» 20 fielieiier ™ 8dlex UMl & HaQ
T

o TABI w_amem -
> gde & AW a av BN
>ad ® wie | WP R =@ SAfe @
> UdE & Uh g o HGH AU

o IRl W 3Mded  :-
> wew @ ST awe @ e P
> % www ) WP eR ged & e @

Lysoform
Dr. Hans Rosemann GmbH
Berlin - Germany

R =l=T ) KSA =Tel.: 54 966+ 287 8749




f_? 1

4 Lysoform Dr. Hans Rosemann GmbH

Lysoform Dr. Hans Rosemann GmbH * KalserWilhelm-Stralte 133 - 12247 Berlin / Deutschiand

Sapphire for Medical Services
P.O. Box 122540

Jeddah 21332

Kingdom of Saudi Arabia

ihre Zeichen Ihre Nachricht vom Unsere Zeichen = Datum
HIR/Hm +49 (30) 77 99 2-211 20.12.2019

We herewith confirm that Sapphire for Medical Services Co. Ltd. is still our agent in Saudi
| Arabia,

. Lysofo . Hans Rosemann GmbH

: K v, ¥
Dr. Hans-Joachim Rédger Kaiser-Wilhelm-Str. 133
CEO 12247 Berlin




UR-Nr. 9/2020

Die Frage des Notars nach einer Vorbefassung gem. § 3 Abs. 1 Nr. 7 Beurkundungsgesetz

wurde von dem Erschienenen verneint.

Vorstehende vor mir anerkannte Unterschrift des

Herrn Dr. Hans-Joachim Rédger, geb. am 01.05.1948,
wohnhaft Edelhofdamm 45 in 13465 Berlin,

beglaubige ich hiermit.

Der Erschienene ist dem Notar von Person bekannt.

Y. Berlin, den 16.01.2020

\

{}}

\




Die Echtheit vorstehender Unterschrift des Notars in Berlin

Matthias Olbrich
und die Echtheit des beigedriickten Dienstsiegels werden hiermit bestétigt. Zugleich
wird bescheinigt, dass der Vorgenannte zur Vornahme der Amtshandlung gesetzlich

befugt war.

Berlin, den 22 Januar 2020

g Der Préasident des Landgerichts

Im Auftrag
\\ (Honing)
A \\ Vorsitzender Richter am Landgericht

\

N
9101 E/F 281/20 ‘ \

¥ \
Gebiihren 25,00 € bezahit.
Berlin, den 23. Januar 2020
(Kujath)
Justizamtsinspektorin

L PSS



Die Unterschrift

des Herrn Honing,
Vorsitzender Richter am
Landgericht Berlin,

wird hiermit beglaubigt.
50728 Kéin, den 14.02,2020

Nur zur Legallsatlon fiIr das Land:
Saudi-Arabien

Das Bundesverwaltungsamt
im Auftrag des Auswartigen Amtes
der Bundesrepublik Deutschland

Im Auftrag

gt

Tarifbeschaftlgte

Avo.efl
4535.1.& eJu_)“
Gzbiihren bezakhlt

deddgmunl] dus o] ASlod| §ybhay ok
aﬂw @M‘#ﬂﬁ‘
alagiall o6 UodnSodd 9 el § i

Mohammed M. Al Kahtani



Verbund fiir Angewandte Hygiene (VAH)
Association for Applied Hygiene

- Desinfektionsmittel-Kommission im VAH —
Disinfectant Commission in VAH

Zertifikat / Certificate

tiber die Konformitat der Wirksamkeitsprufungen fiir / for conformity of efficacy tesis for

Lysoformin® 3000

mit den Anforderungen und Methoden.zur VAH-Zertifizierung chemischer Desinfektionsverfahren —
Stand 2.4.2015~bzw. den Ubergangsbestimmungen.vom 2.4.2015
with the requirements and methods of VAH-certification for chemical disinfection procedures —

as per 2 April 2015 - and. the transitional provisions of 2 April 2015, respectively.

ANTRAGSTELLER / APPLICANT: Lysoform Dr. Hans Rosemann GmbH
_ Kaiser-Wilhelm-Str. ._uu -
12247 Berlin

é_mxm.ﬂo.nnm:mm: Art und Menge bezogen auf 100 g: / Qcm__ﬂ__% of active substances per 100 g:
9,60 g Didecyldimethylammoniumchloride 9,50 g Glutaral . 7,50 g Glyoxal

Hiermiit wird besltétigt, dass das o0.g. Produkt fir die prophylaktische Desinfektion in den aufgefiihrten
(Anwendungsbereichen in folgenden Konzentrations-Zelt-Relationen als wirksam eingestuft wird:
This is-o confirm that the above product was found to be effective for prophylactic disinfection in the mb_c:omnoz
domains listed below at the .w.em.n:.@q concentration/contact time ratios:

_Instrumentendesinfektion zur ,_u_.ourw_mxm in Krankenhaus und Praxis
e Am?q_u_&m und Levurozidie)

Instru prophylaxis in hospital and primary :nﬁ..u:nmnm
i .. activity and yeasticidal activity)
Organische Bela Elnwirkzeit in min
Interfering substance | Contact time in min
gering/clean| hochidity | -
‘conditions | conditions 5 15 30 60
wﬂ retat=nclte 2.5% 1,5%

wa Nﬂ_.nmrm.n ist giiltig vom 28.02.2020 bis zum 28.02, Nomw (3 Jahre) /
Certificate is valid from 28.02.2020 until 28.02.2023 (3 years)

Der Antragsieller hat sich mit den Bedingungen der zum Zeitpunki der »wwwwws__m._:m giltigen Oan:mmmoa:c:@ nmq
Desinfektionsmittelkommission im VAH einverstanden erkidrt und q%g_mé&“:a_“o_._ bestatigt, dass das von ihm in Handel gebrachte
Praparat in seiner Zusammensetzung identisch mit den fr die m_.m‘,mxc_.ﬁ der Oﬁmo_.;m: mﬁmm«m_o_.;wa _scm_ms ist. /

Bonn, den 12.12.2019
Place/Date

Der <oﬂmmm¢:.um der Dmm*:*m_a_om
The Chairman of the Disi

D fekti {-Kon 1 im VAH, ¢/ Institut for Hygiene, Venusberg-Campus 1, - uwmmq Bonn, wwivvah-cnline de, nfa@@wah-online. de. .nw__ am.mn m 77 4022

@?.,,.

fhaf EL]
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Verbund fiir Angewandte Hygiene (VAH)
Association for Applied Hygiene

— Desinfektionsmittel-Kommission im VAH -

Disinfectant Commission in VAH

Zertifikat / Certificate

iiber die Konformitat der Wirksamkeitsprifungen fiir / for conformity of efficacy tests for

Lysoformin® 3000

mit den Anforderungen und Methoden zur VAH-Zertifizierung chemischer Desinfektionsverfahren —
Stand 2.4.2015 - bzw. den Ubergangsbestimmungen vom 2.4.2015
with the requirements and methods of VAH-certification for chemical disinfection procedures —

as per 2 April 2015 - and the transitional provisions of 2 April 2015, respectively.

ANTRAGSTELLER / APPLICANT.

9,6 g Didecyl

Kaiser-Wilhelm-Str. 133
12247 Berlin

WIRKSTOFFE nach Art und Menge bezogen auf 100 g: / Quantity of active substances per 100 g:

dimethylammoniumchlorid

7,5 g 1,2-Ethandial (Glyoxal)

9,5 g Pentanedial (Glutaral)

Lysoform Dr. Hans Rosemann GmbH

Hiermit wird bestatigt, dass das o.g. Produkt fiir die prophylaktische Desinfektion in den aufgeftihrten

Anwendungsbereichen in folgenden Konzentrations-Zeit-Relationen als wirksam eingestuft wird:

This is to confirm that the above product was found lo be effective for prophylactic disinfection in the appiication
domains listed below at the specified concentration/contact time ratios:

Surface disinfection for prophylaxis in hospital and primary healthcare
(bactericidal activity and yeasticidal activity)

Flacheneinsatztyp / Type of Surface disinfectant :

Flachendesinfektion zur Prophylaxe in Krankenhaus und Praxis (Bakterizidie und Levurozidie)

Wischdesinfektion — ohne spezifizierte Tiicher / Disinfectant wipes without specified wipe material

Wischen Qrganische Belastung Einwirkzeit in min
Mechanical action Interfering substance Contact time in min
e ohnel | gering/clean hoch/dirly
4 il without | condilions conditions S 15 30 60 240
X X 1,0% 0,5%

Das Zertifikat ist giiltig vom 08.08.2018 bis zum 08.08.2021 (3 Jahre) /

Certificate is valid from 08.08.2018 until 08.08.2021 (3 years)

Der Antragsteller hat sich mit den Bedingungen der zum Zeitpunkt der Antragstellung giiltigen Geschéftsordnung der

Desinfektionsmittelkommission im VAH einverstanden erklart und rechtsverbindlich bestétigt, dass das von ihm in Handel gebrachte

Praparat in seiner Zusammensetzung identisch mit den fir die Erstellung der Gulachten eingereichten Mustern ist. /

The applicant has agreed lo the conditions laid down in the rules of the disinfectant commission in the VAH valid at the time of
application and has legally binding confirmed that the distributed p

Bonn, den 08.08.2018

Place/Date

Desinfektionsmittel-Kommission im VAH// Disinfectant Commissi

uct is identical with the product used

o

‘for-the activily testing.
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Certification. Medical Only.

Certificate

The Certification Body

MEDCERT Zertifizierungs- und Priifungsgesellschaft fir die Medizin GmbH
Pilatuspool 2 — 20355 Hamburg — Germany

herewith confirms that the company

Lysoform Dr. Hans Rosemann GmbH
Kaiser-Wilhelm-Strafie 133

12247 Berlin

Germany

has introduced, applies and maintains a Quality Management System in the area of:

Design, manufacture, final inspection and distribution of
« Disinfectants
« Disinfecting detergents
« Detergents
e Dosing techniques for disinfectants,
disinfecting detergents and detergents
» Application accessories for disinfectants,
disinfecting detergents and detergents

The compliance of the Quality Management System with the requirements of the below mentioned
standard was verified by an audit:

EN ISO 13485:2016

The license of certification is subject to surveillance by MEDCERT.

This certificate is valid until: 30 April 2022

Report No.: 1208FS22F
Process No.: QS - 1208
Certificate No.: 1208GB445190801 g

Hamburg, 01 August 2019 .

P ( DAKKS

{ _ ~ . Deutsche
MEDCERT Certification Body " Akkreditierungsstelle

(Dr. Andreas Schich) D-ZM-15630-04-00




Certification. Medical Only.

EC Certificate of Conformity

The Notified Body

MEDCERT Zertifizierungs- und Priifungsgesellschaft fir die Medizin GmbH
Pilatuspool 2 — 20355 Hamburg — Germany

herewith certifies that the company:

Lysoform Dr. Hans Rosemann GmbH
Kaiser-Wilhelm-Strafie 133

12247 Berlin

Germany

has introduced and maintains a quality assurance system for the products / product categories
listed in the appendix.

The compliance of this quality assurance system with the below mentioned requirements of the
Council Directive 93/42/EEC was verified by an audit:

Annex Il without section 4

This certification is subject to surveillance by MEDCERT.

This certificate is valid until 30 April 2024

Report No.: 1208FS22F
Process No.: QS -1208
Certificate No.: 1208GB4101920801

Hamburg, 01 August 2019

Y

MEDCERT Cerfification Body
(Dr. Andreas Schich)

The cerfificate is only valid when provided enfirely with all of its pages.

To verify the validity of this cerfificate, contact info@medcert.de. * S Zenusistelle der Linder 8

MEDCERT _n_mzzmnn:g Number: 0482 * mn;k..x. 71G-B5-237.10.15

Form F10010005¢ EN / Rev. 10 / 2019.05.22 page 1 of 2



Appendix of EC Certificate of Conformity
Process No.: QS - 1208
Certificate No.: 1208GB410120801

Certification. Medical Only.

List of products / product categories included in the scope of certificate

¢ Disinfectants

— End of list -

This appendix Is integral part of the above-referenced certificate.

The certificate is only valid when provided entirely with all of its pages.
To verify the validity of this cerfificate, contact info@medcert.de.
MEDCERT Identification Number: 0482

Form F10010005e EN / Rev. 10 / 2019.05.22
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= Wﬂ K hei Armeimitteln und g
*® R Medizinprodukten m
T 5k 721685-237.10.15
page 2 of 2



Kingdom of Saudi Arabia
Saudi Food & Drug Avuthority cloallg 1aiall dolall &iwmll

Medical Devices Sector ikl Sl gV ¢ Uad

U il g St A8 T Y 5 Y

Executive Department of Registration and Licensing

b e [ e Grsmd 00
Medical Device Marketing Authorisation

GOV ET T Y g
VARV EEY T plga) s

Issuing Date (dd/mmlyyyy) : Y« VA/-¥/T) Authorization Number : MDMA\A Y. Y. S PO
Expiry Date (dd/mmlyyyy) : Y- Y\/-£/7. Issuing Number : \ 1Y) ady

A0yl ac) gl g dudall culatiall 5 5 5ea¥) Al A0y Ca g Y1 18 jaial

This authorisation is issued in accordance with the Medical
Al cilatiall s 3 eaY) G su O3 Lalal) (MDS-IRT)

devices interim regulation (MDIR) and in particular to the
implementing rule MDS-IRY for Medical Device Marketing
Authorisation (MDMA)

This authorization allows: T s oY) 13

Manufacturer Identification Number M:1)e¥Y
LYSOFORM DR. HANS ROSEMANN GMBH

Kaiser-Wilhelm - Str. YYY |, Berlin DYYY£VY- Germany

To market the medical devices listed in the attached annex* in the
Kingdom of Saudi Arabia.

w5 Jaaall 20l yaall
Executive Director of Registration & Licensing

_—

*The attached annex is an integral part of this authorisation




Executive Department of Registration and Licensing U i) g St A0 08 1Y) 5 ey
b e f 4 hagasd 3 ARy Aaill
Annex of Medical Device Marketing Authorisation

COLTVEYA el g

Issuing Date (dd/mml/yyyy) : Y« 'A/-Y/YY  Annex Number : MDMA\YA YY) D Ghall ad
VALCAIVEEY 1 plgii) f i

Expiry Date (dd/mml/yyyy) : Y:Y'/-¢/*.  Number of Annex Pages : ' : @l claiaae

B b i [ Sl Basnd 03V SaSaTe Ja (38 5all 128 2ny

This annex is an integral part of the Medical Devices Marketing
LY ) Dhaaldys ( MDMAYA Y YY)

Authorisation Number (  MDMAVYA YY) ), issuing Number ( ' ).

Issued to: Manufacturer Identification Number M+ 1) oY o & dal
LYSOFORM DR. HANS ROSEMANN GMBH
Kaiser-Wilhelm - Str. \YY | Berlin DYYY VY- Germany
@l an) bl EIf ) sy sl Jad) b adal) gilall [ Slgad) ad a8
Brand / Trade Name Product Description Medical Device National Listing Number
V. |Almyrol Disinfection solution for medical devices MM+ eYSFDAA: + + ¥
Y. Lysoformin ¥+« Disinfection solution for surfaces and medical devices MM+ oYSFDAA: + + £

Page '/



Kingdom of Saudi Arabia 1;
Saudi Food & Drug Authority cloallg Iaill dslall &iall
Medical Devices Sector i) ol g 6 g W ¢ Uad

Executive Department of Registration and Licensing ik cladiag 5 jgal sLiia duad RV A ) NEPUVE L SR A

e e e e B e e e e i
M e e

Medical Device Establishment License

.___...
T e e L

Saudi Food and Drug Authority certifies that: 2ol o) gall 5 olall Aalal) Ringl) ag i

Sapphire for Medical Services

Establishment National Registry Number: MDNR:4+4.:%}

wEeT sy Tr R TR e

P

Is licensed by the Saudi Food and Drug Authority to operate in the A5 A e Akl claiiall 53 36 Jlae (& Jendl Lpal dad i
field of Medical devices pursuant to the Medical Device Interim Lad Il ol 8 sanaall Adadi¥) A jlead duukall Culatiall 5 5 jeaY!
Regulation for the activities defined in the license. Leilaiie ¢ ite IS0 GG suitll (3 e Jgamall 5 55 jum e sLiial) a3 ¥ Lad )l oa
The establishment must obtain a separate market authorization certificate

for each of its’ product

License Number : VALYYY ARERAN] VG PP
Issuing Date : ARRRVERVARC \AARVARZE Dol &l
Expiry Date : TYAYONA \RVARVAEZA s elei¥ &
Establishment Category : D s slaid) Casieat s o

Establishment Activity : Distribution & Importation S i) 5 )58 - slinad) Ll

el Al g Jaill c,sm\ el
Executive Director of Registration & Licensing cf_,_;:(z:%—__
::_‘;_,A(’——
— f,\




SEQUENCE FOR  PUTTING ON

PERSONAL PROTECTIVE EQUIPMENT (PPE)

The typeof PPE used will vary based on thelevel of precautionsrequired,such as standardand contact, dropletor
airborneinfectionisolationprecautions.The procedurefor puttingon and removingPPE shouldbe tailoredto the specific
typeof PPE.

1. GOWN

« Fullycover torsofromneck toknees, arms
to end of wrists, and wrap aroundthe back

« Fastenin back of neck and waist

2. MASK OR RESPIRATOR

« Secure ties or elastic bandsat middle
of head and neck

- Fitflexible bandtonose bridge
- Fitsnugtoface and belowchin
« Fit-checkrespirator

3. GOGGLESORFA  CESHIELD

- Place overface andeyes and adjusttofit

4. GLOVES

« Extendto cover wrist of isolationgown

USE SAFEWORK PRACTICESTO PROTECT YOURSELF
AND LIMITTHE SPREAD OF CONTAMINATION

« Keep handsaway fromface

« Limitsurfaces touched
« Changegloveswhentornor heavilycontaminated
« Performhandhygiene




HOWTO SAFELY = REMOVE PERSONAL PROTECTIVE EQUIPMENT (PPE)

EXAMPLE 1

There are a variety of ways to safely removePPE withoutcontaminatingyour clothing,skin, or mucousmembraneswith
potentiallyinfectious materials. Here is one example.Remove all PPE before exiting the patient roonexcepta respirator, if
worn.Removetherespirator after leavingthe patientroomand closing the door.RemovePPE in the followingsequence:

1. GLOVES

- Outsideof glovesare contaminated!

« If yourhands get contaminatedduringgloveremoval,immediately
wash yourhands or use an alcohol-basedhandsanitizer

- Usinga glovedhand,grasp the palmarea of the otherglovedhand
and peel offfirst glove

- Holdremovedglovein glovedhand

- Slide fingers of unglovedhandunderremaininggloveat wrist and
peel off second gloveoverfirst glove

- Discard glovesin a waste container

2. GOGGLESORFA  CESHIELD

- Outsideof gogglesor face shield are contaminated!

- If yourhands get contaminatedduringgoggleor face shield removal,
immediatelywash yourhandsor use an alcohol-basedhandsanitizer

« Removegogglesor face shield fromtheback by liftinghead bandor
ear pieces

- If theitemis reusable, place in designatedreceptacle for
reprocessing. Otherwise,discard in a waste container

3. GOWN

- Gownfrontandsleeves are contaminated!

« If yourhands get contaminatedduringgownremoval,immediately
wash yourhandsor use an alcohol-basedhandsanitizer

« Unfastengownties, takingcare thatsleeves don’tcontact yourbody
whenreachingfor ties

+ Pullgownaway fromneck and shoulders, touchinginside of gownonly
- Turngowninside out
« Foldorrollintoa bundleand discard in a waste container

4. MASK OR RESPIRATOR

+ Frontof mask/respiratoris contaminated— DONOT TOUCH!

« If yourhandsgetcontaminatedduringmask/respiratorremoval,
immediatelywash yourhands or use an alcohol-basedhandsanitizer

+ Grasp bottonties or elastics of the mask/respirator,thenthe ones at
the top,and removewithouttouchingthefront

. Discard in a waste container

5. WASH HANDS ORUSEAN
ALCOHOL-BASED HAND SANITIZER
IMMEDIATELY AFTER REMOVING
ALL PPE

s

NN
X

N
:Q\\\\

s

PERFORM HAND HYGIENE BETWEEN STEPS IF HANDS

BECOME CONTAMINATED AND IMMEDIATELY AFTER
REMOVINGALL PPE

CS-Yo IVYE



HOWTO SAFELY = REMOVE PERSONAL PROTECTIVE EQUIPMENT (PPE)

EXAMPLE 2

Here is anotherway to safely removePPE withoutcontaminatingyourclothing,skin, or mucousmembraneswith potentially
infectious materials. Remove all PPE before exiting the patient roonexcept a respirator, if worn. Removethe respirator after
leavingthe patientroomand closing the door.RemovePPE in the followingsequence:

1. GOWNAND GLOVES

Gownfrontand sleeves and the outsideof glovesare
contaminated!

If yourhands getcontaminatedduringgownor gloveremoval,
immediatelywash yourhandsor use an alcohol-basedhand
sanitizer

+ Grasp thegownin thefrontand pullaway fromyourbodyso
thattheties break, touchingoutsideof gownonlywith gloved
hands

- While removingthe gown,fold or roll the gowninside-outinto
a bundle

« As youare removingthe gown, peel off yourgloves at the
same time,onlytouchingtheinside of the glovesand gown
withyourbare hands.Place thegownand glovesintoa waste
container

2. GOGGLESORFA  CESHIELD

- Outsideof gogglesor face shield are contaminated!
If yourhands getcontaminatedduringgoggleor face shield removal,
immediatelywash yourhandsor use an alcohol-basedhandsanitizer
Removegogglesor face shield fromthe back by liftinghead bandand
withouttouchingthe frontof the gogglesor face shield
If theitemis reusable, place in designatedreceptacle for
reprocessing. Otherwise,discard in a waste container

3. MASK OR RESPIRATOR

Frontof mask/respiratoris contaminated— DONOT TOUCH!

If yourhands getcontaminatedduringmask/respiratorremoval,
immediatelywash yourhandsor use an alcohol-basedhandsanitizer

« Grasp bottonties or elastics of the mask/respirator,thenthe ones at
thetop,and removewithouttouchingthe front

Discard in a waste container

4. WASH HANDS OR USEAN
ALCOHOL-BASED HAND SANITIZER
IMMEDIATELY AFTER REMOVING
ALL PPE

PERFORM HAND HYGIENE BETWEEN STEPS IF HANDS

BECOME CONTAMINATED AND IMMEDIATELY AFTER
REMOVINGALL PPE

CS-Yo IVYE
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GACA INCOMING LETTER - ACTION SHEET

'0&M Goordinator

L/ S Engineer

Mechanical Engineeri, /|.og Coordinatar

Electrical Enginaer
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Civil Sagineer
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Ref. : G2PM/2020/9%

Date. : O2/02/2020 G

Corres.. ©%/06/1441 H

Attach.: 02 (01 CD + 01 Box file)

General Authority of Civil Aviation
Maintenance Dept. For Airports,
Saudi Arabia

Attn. : Dr. Eid Moosa Al-Motairi

Vice Assistant President of Alrports
Director Maintenance Department, GACA

Sub. . REQUEST FOR NEW _APPROVAL _OF _ANTI _BACTERIAL&VIRUS

DISINFECTION CHEMICAL TO ALL SURFACES IN GROUP-If AIRPORTS.

Ref# . 01) Prequalification documents of company
02) Al details related to products
03) Approved commercial documents
04) Germany Govt, Approved Certificates

Dear Sir,
With reference to the subject and precaution to protect from virus and bacterial

Infection, we are recommending GACA these below products from M/s. Sapphire to protect
our Group Airports from Virus/Bacterial Infection.

Product # Product Description Surface location
o1 Lysoforminespezial - Ge/ component All Kind of Floors
) All Kind of Surfaces
02 Trichlorol®-. powder component Including Glass, wooden,
upholstery, efc,,

Furthermore, we have attached the proposals in Soft (CD) and hard (BOX Fife)
together with their Business Contact for your kind peruse and further Approval.

This is for your positive response and usual support.

Thank you and best regards,
= -
Mahboub Farhan Algahtani
Project Manager
GACA Group-ll Airports

WELALIA juSLs = WO SAY: casle £ F VTV 0 oy (WIA) g8y dyyaine — dusgauadl (TVEVF) 2as (11A04) S Rzalall o185 i
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We are ready to disinfect your organization
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