Instructions for Use

Formaldehyde solution 4% buffered, neutral

Fixative for clinical diagnosis

Articles:

Containing sampling vial

LA-BS-FN-58-4-4

LA-BS-FN-1020-4-16

LA-BS-FN-3550-4-23

FN-38-4-1 LA-BS-FN-58-4-6 LA-BS-FN-1020-4-17 LA-BS-FN-35560-4-T-2
FN-48-4-1 LA-BS-FN-58-4-7 LA-BS-FN-1020-4-18 LA-BS-FN-50100-4-1
FN-115-4-1 LA-BS-FN-58-4-8 LA-BS-FN-1020-4-19 LA-BS-FN-50100-4-2
FN-612-4-1 LA-BS-FN-58-4-9 LA-BS-FN-1020-4-20 LA-BS-FN-50100-4-3
FN-715-4-1 LA-BS-FN-58-4-10 LA-BS-FN-1535-4-1 LA-BS-FN-50100-4-4
FN-912-4-1 LA-BS-FN-58-4-12 LA-BS-FN-1535-4-2 LA-BS-FN-50100-4-5
FN-1020-4-1 LA-BS-FN-58-4-13 LA-BS-FN-1535-4-3 LA-BS-FN-50100-4-5
FN-1535-4-1 LA-BS-FN-58-4- 14 LA-BS-FN-1535-4-4 LA-BS-FN-50100-4-7
FN-2500-4-1 LA-BS-FN-58-4-1 LA-BS-FN-1535-4-5 LA-BS-FN-50100-4-8
FN-2550-4-1 LA-BS-FN-58-4- 19 LA-BS-FN-1535-4-6 LA-BS-FN-50100-4-9
FN-5800-4-1 LA-BS-FN-58-4-20 LA-BS-FN-1535-4-7 LA-BS-FN-50100-4-10
FN-10800-4-1 LA-BS-FN-58-4-21 LA-BS-FN-3040-4-1 LA-BS-FN-120180-4-1
FN-50100-4-1 LA-BS-FN-58-4-50-1 LA-BS-FN-3040-4-2 LA-BS-FN-120180-4-2
FN-60120-4-2 LA-BS-FN-58-4-50-2 LA-BS-FN-3040-4-3 LA-BS-FN-120180-4-3
FN-60180-4-1 LA-BS-FN-58-4-50-3 LA-BS-FN-3040-4-4 LA-BS-FN-120180-4-4
FN-100180-4-1 LA-BS-FN-58-4-50-4 LA-BS-FN-3040-4-5 LA-BS-FN-120180-4-5
FN-125250-4-1 LA-BS-FN-58-4-50-5 LA-BS-FN-3040-4-6 LA-BS-FN-120180-4-6
FN-200500-4-2 LA-BS-FN-58-4-50-8 LA-BS-FN-3040-4-7 LA-BS-FN-125250-4-1
FN-250500-4-1 LA-BS-FN-58-4-50-7 LA-BS-FN-3040-4-8 LA-BS-FN-125250-4-3
FN-1L400-4-1 LA-BS-FN-58-4-50-8 LA-BS-FN-3060-4-2 LA-BS-FN-125250-4-5
FN-1L500-4-1 LA-BS-FN-58-4-50-9 LA-BS-FN-3060-4-3 LA-BS-FN-125250-4-6
FN-1L500-4-3 LA-BS-FN-58-4-50-10 LA-BS-FN-3060-4-4 LA-BS-FN-125250-4-7

FN-20L10L-4-1

LA-BS-FN-58-4-50-11

LA-BS-FN-3060-4-5

LA-BS-FN-125250-4-8

LA-BS-FN-58-4-50-13 LA-BS-FN-3550-4-3 LA-BS-FN-250500-4-2
LA-BS-FN-58-4-50-14 LA-BS-FN-3550-4-6 LA-BS-FN-250500-4-3
LA-IMAH-FN-1020-4-1 LA-BS-FN-612-4-1 LA-BS-FN-3550-4-8 LA-BS-FN-250500-4-4
LA-KOB-FN-1020-4-1 LA-BS-FN-612-4-2 LA-BS-FN-3550-4-9 LA-BS-FN-250500-4-5
LA-SKIN-FN-1020-4-1 LA-BS-FN-612-4-3 LA-BS-FN-3550-4-10 LA-BS-FN-1L500-4-2
LA-GR-FN-1535-4-1 LA-BS-FN-612-4-4 LA-BS-FN-3550-4-11 LA-BS-FN-1L500-4-3
LA-KOB-FN-1535-4-1 LA-BS-FN-1020-4-2 LA-BS-FN-3550-4-12 LA-BS-FN-1L500-4-4
LA-DK-FN-50100-4-1 LA-BS-FN-1020-4-3 LA-BS-FN-3550-4-13
LA-KOB-FN-50100-4-1 LA-BS-FN-1020-4-5 LA-BS-FN-3550-4-14
LA-DK-FN-60180-4-1 LA-BS-FN-1020-4-6 LA-BS-FN-3550-4-15
LA-DK-FN-1256250-4-1 LA-BS-FN-1020-4-8 LA-BS-FN-3550-4-17
LA-DK-FN-250500-4-1 LA-BS-FN-1020-4-9 LA-BS-FN-3550-4-18
LA-DK-FN-1L500-4-3 LA-BS-FN-1020-4-10 LA-BS-FN-3550-4-19
LA-DK-FN-2500-4-1 LA-BS-FN-1020-4-11 LA-BS-FN-3550-4-20
LA-DK-FN-5800-4-1 LA-BS-FN-1020-4-12 LA-BS-FN-3550-4-21
LA-DK-FN-10800-4-1 LA-BS-FN-1020-4-15 LA-BS-FN-3550-4-22

Without sampling vial
FN-1000-4-1
FN-5000-4-1
FN-5000-4-3
FN-10000-4-1
FN-10000-4-2
FN-20000-4-1
FN-30000-4-1
LA-BS-FN-1000-4-1
LA-BS-FN-5000-4-1
LA-BS-FN-10000-4-1
LA-BS-FN-20000-4-1
LA-LABRI-FN-1000-4-1

The product variants starting with ,LA-BS- are designated for export to Switzerland.

Composition: Formaldehyde 605-001-00-5 4% (w/w) in aqueous solution, phosphate-buffered

Annotation: The solution contains 0.8 — 1.2 % (w/w) methanol 603-001-00-x as stabilizer.

Assigned purpose: Formaldehyde solution buffered, neutral in the variants 4%, 4.5%, 7.5%, and 10% is intended to fix and
conserve human samples (cells, tissues, organs) in vitro. The product may comprise a sampling vial which is intended for
storage and mailing of the sample. Use is restricted to qualified personnel in a medical environment.

Type of use: Put human sample (organ, tissue or cells) in formaldehyde solution buffered, neutral. Pay attention that the
volume of the fixative is approximately 25fold bigger that the sample volume. Immerse the sample completely. The fixative
penetrates the sample with a velocity of approx. Tmmy/h. Close the lid tightly. Do not use if product has expired. Only use if vial is
not broken. Only use clear solution without precipitations. Fix sample directly after sampling.

Intended User: The use is restricted to a medical environment and to medical personel.

Contra-indications: Formaldehyde solution buffered, neutral is to be used as an in vitro diagnostic only!
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Hazard and precautionary statements for safe use: H317 May cause an allergic skin reaction. H341 Suspected of causing
genetic defects. H350 May cause cancer. P201 Obtain special instructions before use. P281 Use personal protective
equipment as required. P308+P313 IF exposed or concerned: Get medical advice/attention. P405 Store locked up. P501
Dispose of contents and container in accordance with all local, regional, national, and international regulations. Restricted to
professional users. The product variants containing a sampling vial are intended for single use only. Report all serious incidents
occuring in the context of using this in vitre diagnostics product to the producer and to your local authorities.

Storage information: Store between the following temperatures: 10 to 40°C (50 to 104°F). Store in a dark place. For product
variants without a sampling vial: Stored at +15°C to +25°C after first opening this product can be used for 3 months.

Disposal: Do not dispose of in the household rubbish. Do not drain in the sewage. Recycle if feasible, otherwise burn or
deposite in licensed garbage plant. Uncleaned packages are to be disposed of according to the local regulations.

Storage life: Do not use if product has expired. Only use if vial is not broken. Only use clear solution without precipitations.

Manufacturer: SAV Liquid Preduction GmbH, D-83126 Flintsbach, Hochriesstrale 2, Germany, Telefon: +49 (0) 80 34 909
800; fax: +49 (0) 80 34 909 80 70; e-mail: info@sav-Ip.de; homepage: www.sav-Ip.de

Tabel of symbols used on labels:

Symbol Meaning Symbol Meaning
Do not reuse \ly Protect from sunlight
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DANGER, GHS08, Health hazard Expiration date
DANGER, GHSO07, Harmful Patient identification
°
CE-mark Catalogue number
( € REF
In-vitro diagnostic device Date
Follow the electronic instructions for use Lot
Jf Temperature range [l Date of production
Manufacturer 16 digit code for identification of
UFI dangerous chemical mixtures for poison
control centers

Representative in Switzerland
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