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SAKURA continuous innovation for pathology

1. Medical Device Name:
Accu-Edge® Microtome Blades

Design options:

1 Accu-Edge® Microtome Blades S-35 “Routine”, 50 pcs.

2. Accu-Edge® Microtome Blades R-35 "Ribbon Section”, 50 pcs.

3. Accu-Edge® Microtome Blades A-22 “Paraform”, 50 pcs.

4. Accu-Edge® Microtome Blades A-35 “Extreme thin Section”, 50 pcs.
5. Accu-Edge® Microtome Blades N-35 “Hard Tissue”, 50 pcs.

6. Accu-Edge® Microtome Blades N-35HR “Extra Hard Tissue”, 50 pcs.
7. Accu-Edge® Microtome Blades S-22 “Thin Section”, 50 pcs.

8. Accu-Edge® Microtome Blades HIGH-PROFILE, 50 pcs.

9. Accu-Edge® Microtome Blades C-35 “Cryo”, 20 pcs.

2. Indications.
Not applicable to this medical device.

3. Contraindications and possible side-effects.
Not applicable to this medical device.

4. Intended Use
Laboratory microtome blades are intended for sectioning paraffin-embedded or frozen tissue for making
pathologic specimens and subsequent microscopy.

5. Product Description and Principle of Operation

5.1. Operation

Accu-Edge® Microtome Blades S-35 “Routine”
For thin sectioning of paraffin-embedded tissue specimens, it has earned a high reputation for superior
cutting performance and durability.
Figure 1 - Accu-Edge Microtome Blades S-35
“Routine”
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Accu-Edge® Microtome Blades R-35 “Ribbon Section”
For thin sectioning of paraffin-embedded tissue specimens. Especially suited for routine
microtomy operations. Double spattering increases edge strength and durability even when
sectioning right after trimming with the same blade position.
Figure 2 - Accu-Edge® Microtome Blades R-
35 “Ribbon Section”

Accu-Edge® Microtome Blades A-22 “Paraform”
For extra thin sectioning of paraffin-embedded tissue specimens. Especially suited for fibered
tissues/ biops)®
Figure 3 - Accu-Edge® Microtome Blades A-
22 “Paraform”

Accu-Edge® Microtome Blades A-35 “Extreme thin Section”
For thin sectioning of paraffin-embedded tissue specimens. Especially suited for hard tissue
block sectionii” and ribbon sectioning. Durable and stable life after trimming.
Figure 4 - Accu-Edge® Microtome Blades A-
35 “Extreme thin Section”

Accu-Edge® Microtome Blades N-35 “Hard Tissue”
For thin sectioning of paraffin-embedded tissue specimens. Long blade life, no need to move the
blade in real sectioning after trimming.

Figure 5- Accu-Edge® Microtome Blades N-
35 “Hard Tissue”

Accu-Edge® Microtome Blades N-35HR “Extra Hard Tissue”
For thin sectioning of paraffin-embedded tissue specimens. Long blade life, no need to move the

blade in real sectioning after trimming.

Figure 6 - Accu-Edge® Microtome Blades N-
35HR “Extra Hard Tissue”

Accu-Edge® Microtome Blades S-22 “Thin Section’
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For extra thin sectioning of paraffin-embedded tissue speeimens. Especially recommended for
laboratory use. Under some circumstances, blade life may be limited because of the ultra-thin
edge.
Figure 7 - Accu-Edge® Microtome Blades S-
22 “Thin Section”

Accu-Edge® Microtome Blades HIGH-PROFILE
For thin sectioning of paraffin-embedded tissue specimens. Especially suited for ribbon
sectioning with rotary microtome.
Figure 8 - Accu-Edge® Microtome Blades
HIGH-PROFILE (LARGE)

Accu-Edge® Microtome Blades C-35 “Cryo”
For thin cryo-sectioning. Specially ground for cryostat use to eliminate curling or wrinkling

problems.
Figure 9 - Accu-Edge® Microtome Blades C-
35 “Cryo”
5.2 Product Specification
loutine’
Blades in a pack 50 pcs.
Material Stainless Steel
Thickness x Width x Length 0.254 X8 X80 mm
Edge angle 35°
Blade hardness 52 HRC
Edge width 2 jam
Allowable edge blunting 0.05
2. Accu-Edse® Microtome Blades R-35 “Ribbon Section”
Blades in a pack 50 pcs.
Material Stainless Steel
Thickness x Width x Length 0.254 X8 X80 mm
Edge angle 35°
Blade hardness 52 HRC
Edge width 2 pm
Allowable edge blunting 0.05
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Paraform’

Blades in a pack 50 pcs.
Material Stainless Steel
Thickness x Width x Length 0.254 X8 X80 mm
Edge angle 22°
Blade hardness 52 HRC
Edge width 2 \xm
Allowable edge blunting 0.05

4 Accu-Edge® Microtome Blades A-35 “Extreme thin Section”

Blades in a pack 50 pcs.
Material Stainless Steel
Thickness x Width x Length 0.254 X8 X80 mm
Edge angle 35°
Blade hardness 52 HRC
Edge width 2 Mm
Allowable edge blunting 0.05

5 Accu-Edge® Microtome Blades N-35 «Hard Tissue”

Blades in a pack 50 pes.
Material Stainless Steel
Thickness x Width x Length 0.254 X8 X80 mm
Edge angle 35
Blade hardness 52 HRC
Edge width 2.um
Allowable edge blunting 0.05
N Appii-FHop(r) Mirrotome Blades N-35HR “Extra Hard Tissue ,
Blades in a pack 50 pes.
Material Stainless Steel
Thickness x Width x Length 0.254 X8 i<80 mm
Edge angle 35
Blade hardness 52 HRC
Edge width 2 \xm
Allowable edge blunting 0.05
7 Accu-Edge® Microtome Blades b-zz 1Nin oeeL.iuii —
Blades in a pack 50 pes.
Material Stainless Steel
TV e V WiHth Y Tenpth 0.254 X8 X80 mm
Edge angle 22
Blade hardness 52 HRC
Edge width 2 um
Allowable edge blunting 0.05
8 Accu-Edge® Microtome Blades w on- fiYWribC,
7 JaHpu in a nack _50 pcs.
Material Stainless Steel
Thickness x Width x Length 0.31 X14 X°75-7 mm
Edge angle 35
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Blade hardness 52 HRC
Edge width 2 Mm
Allowable edge blunting 0.05

9. Accu-Edge® Microtome Blades C-35 “Cryo”

Blades in a pack 20 pcs.
Material Carbon Steel
Thickness x Width x Length 0.254 X8 X80 mm
Edge angle 35°
Blade hardness 52 HRC
Edge width 2 pm
Allowable edge blunting 0.05

One blade can be used to make from 20 to 40 sections of tissue paraffin block before its disposal.

This device is disposable, which means that under the natural loss of functionality
during operation, the blade cannot be re-sharpened but must be disposed according to accepted
norms and regulations.

The blade can be used to section different blocks including blocks containing biomaterial
of different patients. When going to section a new block it is recommended to clean the blade of
paraffin residues with special brushes. Treat the blade with disinfectant solutions if necessary.

6. Analytical characteristics
Accu-Edge® Microtome Blades

Laboratory microtome blades intended for sectioning paraffin-embedded or frozen tissue for
making pathologic specimens and subsequent microscopy.

Accu-Edge® Microtome Blades are suitable for microtomes of all kinds if equipped with a
disposable microtome blade holder, compatible with the microtome.

7. Precautions

When using Accu-Edge® Microtome Blades follow the rules of safe operation and personal
hygiene.

This product is disposable. To avoid contamination it shall be disposed after use as a medical
waste.

Disposal is performed according to the norms, rules and regulations of the country where this
medical device is used.

8. Preparation for Use

Accu-Edge® Microtome Blades are non-sterile disposable medical devices. For routing
operations sterility of this expendable component is not required.

Accu-Edge® Microtome Blades are medical devices that require no special preparation.

9. Analysis
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Accu-Edge® Microtome Blades
Microtomy:

WARNING! Before you start make sure that all moving parts of microtome are locked with
safety stoppers and their spontaneous movement is impossible.

1. Remove plastic dispenser out of the paper box.

2. Move carriage forward.

3. Remove the blade appearing in the slit at the top of dispenser and then, depending on Jle
design of microtome/cryotome (sliding or rotary), and in strict accordance with operating
instructions fix the blade at the working part of the microtome (holder, frame, etc., depending
on the construction).

4. Return the carriage to initial position.

5 After use remove the blade out of the holder and put it into the waste tray in the bottom of
the dispenser for disposal.

10. Operating and Storage Environment

Protect Accu-Edge® Microtome Blades from rough handling or mechanical shock.
Average service life - 2 years.

Store in a dry, well-ventilated area, avoiding direct sunlight.

Recommended shelf life - 5 years.

Storage temperature: from -10 °C to +50 °C.

11. Environmental Requirement. Disposal Conditions.

Accu-Edge® Microtome Blades are clean and environmental-friendly.

To avoid contamination Accu-Edge® Microtome Blades shall be disposed after use as a medical
waste.

Disposal is performed according to the norms, rules and regulations of the country where this
medical device is used.

12. Packaging
The blades are packed in a plastic dispenser that provides ease of use and protects against injury.

The dispenser is a 110 x 45 x 23 mm (97 x 55 x 26 mm) plastic container with fittings for easy
Storage and safe removal of the blades.

The medical devices are shipped in paper boxes.
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Design options

Accu-Edge® Microtome
Blades S-35 “Routine”

Accu-Edge® Microtome
Blades R-35 “Ribbon
Section”

Accu-Edge® Microtome
Blades A-22 “Paraform”

Accu-Edge® Microtome
Blades A-35 “Extreme
thin Section”

Accu-Edge® Microtome
Blades N-35 “Hard
Tissue”

Accu-Edge® Microtome
Blades N-35HR “Extra
Hard Tissue”

Accu-Edge® Microtome
Blades S-22 “Thin
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Transport packaging

Paper box
Dimensions:

Plastic dispenser
Dimensions:

Blades in pack:
50 pcs

Paper box
Dimensions:

Plastic dispenser
Dimensions:

Blades in pack:
50 pcs

Paper box
Dimensions:

Plastic dispenser
Dimensions:

Blades in pack:
50 pcs

Paper box
Dimensions:

Plastic dispenser
Dimensions:

Blades in pack:
50 pcs

Paper box
Dimensions:

Plastic dispenser
Dimensions:

Blades in pack:
50 pcs

Paper box
Dimensions:

Plastic dispenser
Dimensions:

Blades in pack:
50 pcs

Paper box
Dimensions:

Weight of a single
medical device, ¢
11 +/-0.1

11 +/-01

11 +/-0.1

11 +/-0.1

1,1+/- 0.1

11 +/- 0.1

11 +/-01

Weight of the
nackaging, g
97.6+/-0.5

97.6+/-0.5

97.6+/-0.5

97,6+/-0.5

97,6+/-0,5

97,6+/-0,5

97.6+/-0.5



Section”

Accu-Edge® Microtome
Blades HIGH-PROFILE

Accu-Edge® Microtome
Blades C-35 «Cryo»

13. Transportation

The blades are packed in a plastic dispenser that provides ease of use and protects against injury.
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Plastic dispenser
Dimensions:

Blades in pack:
50 pcs

Paper box
Dimensions:

2.2+/-0.2

Plastic dispenser
Dimensions:

Blades in pack:
50 pcs

Paper box
Dimensions:

11 +/- 0.1

Plastic dispenser
Dimensions:

Blades in pack:
20 pcs

172 *1-5

64+/-3



In-vitro diagnostic medical device

IVD

Certifies that the device complies with essential requirements of EC
directives and harmonized standards, and that this product has passed
directive compliance verification.

15. Manufacturer's Warranty

If you have any questions regarding quality of Accu-Edge® Microtome Blades in the Russian
Federation, please contact at; BioVitrum, LLC 68A Prospekt Bolshoy V.O., Saint Petersburg,
199106, Russian Federation, tel.: +7 (812) 305 0606, e-mail: info@biovitrum,ru

Medical Device Developer:
Feather Safety Razor CO., LTD, 3-3-70, Ohyodo-Minami, Kita-ku, Osaka 531-0075, Japan

Tel:+81-6-6458-1638
Fax:+81-6-6458-1611
E-mail: overseas@ feather.co.ip

Medical Device Manufacturer:
Sakura Finetek Europe B.V., Flemingweg IOA, 2408 AV Alphen Aan Den Rijn, the Netherlands

Tel /fax: +81-3-5638-1335/ +81-3-5638-7615
E-mail: info@sakurasi.com

Manufacturing Sites:
FEATHER SAFETY RAZOR CO., LTD. MINO SITE 600-1, Matsumori, Mino-City, Gifu, 501-
3753 JAPAN

14. International Declarations and Certificates

Accu-Edge® Microtome Blades have the following certificates:
ENISO 13485:2012/AC:2012

ENISO 14971:2012

EN 980:2008

EC 98/79/EC

Repair and Maintenance Requirements

Accu-Edge® Microtome Blades are maintenance free and cannot be repaired. In case of failure
medical device shall be disposed of.
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[MepeBoa ¢ aHrIMIACKOT 0 A3blKa Ha pyCcCKUI A3bIK]

[Ha 6nanke komnanun «Cakypa PaitHTek KOpon B.B.»]

YTBEPXAEHO

npoun3BoANTENEM MeAULMHCKUX U3AENNiA
KomnaHuen «Cakypa ®aiiHTek KOpon B.B.»:
AHnBapb «19» 2018 .

/nognuce/

/nognuce/
/P. BpokxaiideH/

NHCTPYKLMSA MO NPUMEHEHWIO
MEAVLWHCKOIO U3AENNSA

«J1e3BuA MUKPOTOMHbIe Accu-Edge Microtome Blades»

[WTamn:

Hwmxenognucaslwuinics npecTaBuTeNlb PYKOBOAALLEr0 OpraHa yAoCcToBepseT NOoANMHHOCTb
nognucKn ynonHomoueHHoro(-bix) nuua(nuuy).
Toproso-npomblLLieHHas nanata HuaepnaHgos
OpwuruHan

P. BpokxaliseH

29 aHBapa 2018 r.

/nognuce!

241815426

YT1pexT

P.0.M. BaH geH flon

ONeKTpoHHasa yA0CTOBEpPUTE/IbHAA NevaTsb]

«Cakypa ®aliHTek FOpon b.B.»  Ten.:+31 (0)88 592 00 00  Per. No B ToproBoii nanate JleingeHa 28065449

a/a 362, 2400 AJ Pakc:+31 (0)88 592 00 01  baHk Tokuo, AmMcTepgam
dnemuHreer. 10A. 2408 AV sakura@sakura.eu MexayHapogHbIi HoMep 6aHKOBCKOTO
AndeH-aH-aeH-PeliH www.sakura.eu cyeta NL32BOTK0635612283
HuaepnaHabl BUK: BOTKNL2X

Ne nnatenbwmka HAC B
HwupepnaHgax 8032.73.769 BOI
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AMOCTWUJ1b
(Faarckasa koHBeHUMA oT 05 okTA6GpA 1961 1.)

1 CrpaHa: HWOAEPJTAHAbI

HacToswmii opuumanbHbii OKYMEHT

nognucaH P.4.M. BaH aeH Jonowm.

BbICTYNaloLWMM B Ka4ecTBe [O/MKHOCTHOIO nua ToproBo-npoMbILWIEHHOR nanathl,
4. CKpenneH neyatbio/WITaMNOM BbileyKa3aHHOMW TOProBo-NpOMbILLIEHHON Nanathl.

(AN

YAOOCTOBEPEHO

BT. [aare

30 aHBapsa 2018 r.

Perncrtpatopom OKpPY>XHOro cyaar. Maaru
Ne2018-1094

. Mevatb/wTamn: [MeyaTb OKpy>KHOro cyaa r. Maaru]
10. Mognwuck: Inodnuchl

K.4. BaH ae Peit

© o ~N O o
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1 HanmeHoBaHMe MeANLNHCKOTO NU3aenuns:
Ne3sus mnkpoTomHble Accu-Edge Microtome Blades

BapuaHTbl UCNONHEHUSA:
1 Ne3Buss MUKPOTOMHbIe Accu-Edge Microtome Blades S-35 « Routine», lyn/50 wr.
2. le3Bna mukpotoMHble Accu-Edge Microtome Blades R-35 «Ribbon Section», lyn/50 wr.
3. Jle3Busa MukpotomHble Accu-Edge Microtome Blades A-22 «Paraform», lyn/50 wr.
4. Ne3Bns MUKPOTOMHbIe Accu-Edge Microtome Blades A-35 « Extreme thin Section», lyn/50
wT.
5. Ne3Buns MukpoTomMHble Accu-Edge Microtome Blades N-35 «Hard Tissue», lyn/50 wr.
6. Jle3sns MmkpoTomMHble Accu-Edge Microtome Blades N-35HR « Extra Hard Tissue», lyn/50
wT.
7. NNe3sua mnkpotomHble Accu-Edge Microtome Blades S-22 « Thin Section », lyn/50 wr.
8. Nle3Bus MuKpoTomHble Accu-Edge Microtome Blades HIGH-PROFILE (BbicOKkuiA npogusb).
lyn/50 wr.
9. le3ens mmkpoToMHble Accu-Edge Microtome Blades C-35 «Cryo». lyn/20 wr.

2. Noka3aHUsa K MPUMEHeHUIo.
He npumeHnMO K faHHOMY MeAULNHCKOMY U3AeNnio.

3. MpoTnBoONOKasaHWA 1 BO3MOXHbIe M060YHbIE SAB/IEHUS.
He npyMeHUMO K laHHOMY MeANLMHCKOMY U3LENNIO.

4. HasHa4deHue

KnuHuueckas nabopaTopHas AuarHoctuka. Jlessus [Ans  1abopaTopHbIX  MUKPOTOMOB
npefHa3HayYeHbl ANs W3rOTOB/EHUS CPE30B M3 3a/IMTO NapathMHOM UM 3aMOPOXEHHOW TKaHW
ANs co3faHns 06pasua C Lenbio nocnesytoLeil MUKPOCKOMuu.

5. XapakTepucTuka 1 npuHUmMn paboTbl
5.1. MpuvHUMN meToda
JNe3Bns mukpoTomHble Accu-Edge Microtome Blades S-35 « Routine»
[ins TOHKOro Hape3aHus 3anUTbiX napapuHOM TKaHeBblX 06pa3L0B. XOpOLLO M3BECTHO 3a
MPeBOCXOA4HOE Ka4yeCTBO Pe3KM N M3HOCOCTOMKOCTb.
PucyHok 1- Jle3sus gns nabopaTopHbIX

MUKpOTOMOB Accu-Edge® Microtome
Blades S-35 « Routine»

Jle3Bnst MMKpoTOMHbIe Accu-Edge Microtome Blades R-35 «Ribbon Section»

[ns TOHKOro HapesaHus 3a7MTbiX NapaMHOM TKaHeBbiX 06pa3yoB. XOpOWO MOAXOAMT ANA
CTaHJapTHbIX onepauuii N0 MUKPOTOMUM 006Pa3LLOB TKaHW, 3aK/THOUYEHHbIX B NapatnHOBbIA 6/OK.
[lBO/iHOe HanblfieHVe YyBeNMYMBaeT KpaeBYK MNPOYHOCTb U M3HOCOCTOMKOCTb fJaxke npwu
HapesaHuW cpasy nocne NoapesaHns Kpaes B TOM XKe NMONOXEHUN Ne3BUS.
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PucyHok 2 - JlesBus and nabopaTopHbIX Blades R-35 «Ribbon Section»
MUKpoTOMOB  Accu-Edge®  Microtome

Ne3Bua MukpoTomMHble Accu-Edge Microtome Blades A-22 «Paraforms»

[na cBEPXTOHKOro HapesaHus 3anuThbiX napauMHOM TKaHeBbIX 06pa3LoB. Xopowwo noaxoauT
ANnsi BONOKHMCTbIX TKaHew / buoncun.
PucyHok 3 - JlesBua pAnd nabopaTopHbIX
MUKpPOTOMOB Accu-Edge® Microtome Blades
A-22 «Paraform»

Jle3Bua mukpoToMHbIe Accu-Edge Microtome Blades A-35 « Extreme thin Section»

[na TOHKOro HapesaHus 3a/MTbiX MnapapuHOM TKaHeBbIX 06pa3uoB. Xopowo NoAXOAUT Ans
Hape3aHusi 6/10KOB TBEPAbIX TKaHeil M U3roTOB/IEHUSA NIEHTOUYHbIX CPe30B. VI3HOCOCTOMKOCTbL U
CTabunbHbIN CPOK CNYXX6bI NOCNe NOApe3aHus.
PUCYHOK 4 - J1le3Bua Ans nabopaTtopHbIX
MnkpoToMoB Accu-Edge® Microtome Blades
A-35 « Extreme thin Section»

Je3Busa mukpoTomMHble Accu-Edge Microtome Blades N-35 «Hard Tissue»

[nsa TOHKOro Hape3aHusi 3aiMTbiX napauUHOM TKaHeBblX 06pa3yoB. [ONruii CpoK Cnyxobl
Ne3BMs,, He HYXXHO nepemellaTtb Jie3BMe B MOJIOXKEeHUEe (AaKTUYECKOro HapesaHus nocrne
nogpesaHus.
PucyHoK 5 - Jle3Bus gns nabopaTopHbIX
MUKpOoTOMOB Accu-Edge® Microtome Blades
N-35 «Hard Tissue»

Jle3Bns MukpoTomHble Accu-Edge Microtome Blades N-35HR « Extra Hard Tissue»

[ns TOHKOro Hape3aHus 3anUTbiX Napa)MHOM TKaHeBbiX 06pasyoB. [ONruMiA CPOK CRyXObl
Ne3BUs,, HE HYXHO nepemewiatb Jfie3BMe B MOOXKEHWe (AKTUYECKOro HapesaHusa nocne
nogpe3aHus.
PuUcyHok 6 - Jle3sua pAnd nabopaTopHbIX
MUKpoToMoB Accu-Edge® Microtome Blades
N-35HR « Extra Hard Tissue»

Ne3Bnss MMKpoTOoMHbIe Accu-Edge Microtome Blades S-22 « Thin Section »
[na  CBEpPXTOHKOro HapesaHus 3aUTbiX nNapauUHOM TKaHeBbiX 060pasyoB. Oco6eHHO

PEKOMEHAYETC  ANs  WUCMONb30Ba'HUS B N1abopaToOpHbIX  YCnoBusx. [Ipu  HEKOTOpPbIX
06CTOSTENbCTBAX CPOK CNYXKObl 1€3BMSI MOXKET BblTb OrpaHNYeH BBUAY CBEPXTOHKOW KPOMKM.
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PucyHok 7 - JlesBus pfna nabopaTtopHbIX
MUKpoToMoB Accu-Edge® Microtome Blades
S-22 « Thin Section»

Ne3Bna MuKpoToMHble Accu-Edge Microtome Blades HIGH-PROFILE (BbicoKui
npounb)
[Nns TOHKOro Hape3aHuWs 3anuTbiX NapaHOM TKaHeBbIX 06pasyoB. XOpoWOo MOAXO0AMT ANns
M3roTOB/IEHNA NEHTOUYHbIX CPE30B POTALUOHHBLIM MUKPOTOMOM.
PucyHok 8 - Jle3Busi [na nabopaTopHbIX
MUKpoTOoMOB Accu-Edge® Microtome Blades
HIGH-PROFILE (KPYTMHOE)

Jle3BnAa MUKpPOTOMHble Accu-Edge Microtome Blades C-35 «Cryo»

Ona kpuotomuun. CneumanbHO 3aTOYEH A9 WCMONb30BaHUSA C KPUOCTATOM A5 YCTPAHEHWUA
npobnem CKpyumBaHUA 1 06pa3oBaHnsA CKNafoK.
PucyHok 9 - Jle3Bua [na nabopaTopHbIX
MukpoTomMoB Accu-Edge® Microtome Blades
C-35 «Cryo»

5.2 TexHM4YeCKMe XxapaKTepUCTUKN N3aenuni

1. NNe3Bus mukpoToMHble Accu-Edge Microtome Blades S-35 « Routine»

KonnyecTso LWUTYK B yrnakoBKe 50 wr.
Martepunan n3rotosneHns HepxasetoLuas ctanb
TonwmHa x LWnpunHa x AnnHa 0,254 x 8x 80 mMm
YTron KpoMKm 35°
TBepLOCTb Ne3BUin 52 HRC
LLnpuHa pexyLyelii KpOMKM 2 MKM
[onycTumoe NpuTynneHne pexxyLlein KpoMKu 0,05

2. NNe3sua mukpotomHble Accu-Edge Microtome Blades R-35 «Ribbon Section»

Konn4yecTBO LWTYK B YNaKOBKe 50 wr.
Martepuan n3rotoBneHus Hep>kaBetowlas cTtasnb
TonwnHa x WnpuHa x AnnHa 0,254 x 8 x 80 MM
Yo KpoOMKU 35°
TBepAoCTb Ne3Bui 52 HRC
LLnpurHa pexylLuein KpOMKM 2 MKM
JonycTvMmoe NpUTynneHne pexyLueidi KpOMKM 0,05

3. Ne3Busa mukpoTtomHble Accu-Edge Microtome Blades A-22 «Paraform»
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KO0/n4yecTBO LWITYK B YNakoBKe 50 wr.

Matepuran n3rotosneHuns Hep>kasetoLas cTanb
TonwmHa x WnpuHax OnuHa 0,254 x 8 x 80 mm
YTron KpoMKM 22°
TBepaocTb Nne3suii 52 HRC
LLnprHa pexyLein Kpomku 2 MKM
JonycTmoe NpUTynaeHne pexyLlein Kpomku 0.05

4. Ne3Bnss mukpoTomHble Accu-Edge Microtome Blades A-35 « Extreme thin Section»

Konn4yecTBO WTYK B YNaKoBKe 50 wr.
Matepuan n3rotosneHus HepxaBsetoLas cTanb
TonwwnHa x WupuHa X AnnHa 0.254 x 8x 80 mm
YT0on KpOMKM 35°
TBepaoCcTb Ne3Buil 52 HRC
LLnpuHa pexyLieid KpoMKM 2 MKM
[lonycTumoe NpuTynaeHne pexxyLLeinl KpOMKH 0.05

5. Nle3sna mukpotoMHble Accu-Edge Microtome Blades N-35 «Hard Tissue»

KonnyecTBo WITYK B YNakoBKe 50 wr.
Martepuan n3roTossieHns Hep>kaBetowas ctasb
TonwwmHa x WunpuHa x AnvHa 0.254 X8 X80 mm
YT0n KpOMKMU 35°
TBepAoCTb Ne3Buii 52 HRC
LLnpunHa pexyuieii KpOMK#M 2 MKM
Jonyctumoe NpuUTynieHne pexxyLLein KpoMkm 0,05

6. Jle3sua mukpoToMHble Accu-Edge Microtome Blades N-35HR « Extra Hard Tissue»

KonnyecTBo WTYK B YNakoBKe 50 wr.
MaTepuan n3rotossieHns Hep>kasetoLLasa cranb
TonwmHa x WunpnHa x AnnHa 0,254 x 8 x 80 mm
YTron KpoMKu 35°
TBepaoCTb N1e3BUIA 52 HRC
LLnpurHa pexylLieit KpoOMKK 2 MKM
JonycTumoe NpuTynneHne pexyuleii KpOMKM 0.05

7. le3asus MnuKpoToMHble Accu-Edge Microtome Blades S-22 « Thin Section »

Konn4yecTso WTYK B yNnakoBke 50 wr.
MaTepuan n3rotoBreHns Hepykasetowas cTasnb
TonwwuHa x WnpuHa x JnnHa 0,254 x 8 x 80 mm
YTron KpoMKu 22°
TBepAOCTb Ne3Bui 52 HRC
LLvpuHa pexyLLeid KpOMKK 2 MKM
JonycTmoe NpuTynieHne pexyLlein KpomMku 0,05

8. JlesBusi mukpotoMHble Accu-Edge Microtome Blades HIGH-PROFILE (BbicoKuii
npotnnb)
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K0nnyecTBo WTYK B yNakoBKe 50 wr.

MaTepuan n3rotTosneHus Hep>kasetoLLlas crasnb
TonwmHa XLWunpuHa x AnmHa 0,31 X 14 X75.7 MM
Y10/ KpOMKM 35°
TBEpAOCTb Ne3Buii 52 HRC
LLnpuHa pexyLLein KpomKu 2 MKM
[lonycTumoe NpuTynneHne pexylLuelii KoMK 0.05

9. NNe3Bns MUKPOTOMHbIe Accu-Edge Microtome Blades C-35 «Cryo»

KonnyecTBo WITYK B yNakoBKe 20 wr.
Matepuan n3rotToBneHus Yrnepogucras cranb
TonwmHa X LLnpuHa x AnnHa 0.254 X8 X80 mm
YTron KpoOMKM 35°
TBepAOCTb Ne3Bui 52 HRC
LLInpnHa pexyLiein KpomMmKu 2 MKM
JonycTumoe NpUTynneHne pexyLiein KpoMKN 0.05

OfHuM nes3Buem [0 ero ytuausauum AonycTtumo u3rotosneHue cpesos ot 20 go 40
napagMHOBbLIX 6/I0KOB C TKaHbIO.

[aHHoe wn3fenvie sABNAeTCA OAHOPa30BbIM, 4TO MoApasymeBaeT nof coboi, 4To npu
eCTeCTBEHHOI yTpaTe B NnpoLecce aKCnayarauum CBOUX paboumx KayecTs, Ne3Bue He NMOLNEXMNT
MOBTOPHOW 3aTOUKe, a YTUIN3NPYeTCH COrNacHo NPUHATLIM HOPMaM.

Ile3Brie MOXET 6bITb UCMONb30BAHO A1 U3TOTOB/IEHWUA CPEe30B C pa3HbiX 6/I0KOB, B TOM
uucne ¢ 6/10KOB, CofepXKalinx 6uomarepman pasHbiX nauymeHToB. Mpu nepexofe K noayyveHuto
Cpe30B C HOBOro 6/10Ka, PEKOMEHAYeTCH O4YUCTUTD JIe3BMe OT OCTaTKOB NapaMHOBOW cpelbl Npu
MOMOLLM CreumanbHbiX KUCTen. Fpn HeobXo4uMMOCTM BO3MOXHO MpOBeAeHVe [Le3nH(eKLUn
ne3Bus Le3VHOULMPYIOLW MMM pacTBOpPamu.

6. AHannUTU4yecKme XxapakTepucTnkin
Je3sns MMKpoTOMHbIe Accu-Edge Microtome Blades
Ne3Bua mukpoToMHble Accu-Edge Microtome Blades ncnonb3ytoT A48 M3roTOBAEHUSA CPE30B U3
3anUTOM NapauHOM MM 3aMOPOXKEHHON TKaHW ANS co3haHus obpasua ¢ Lenblo nocneaytoL el
MUKPOCKOMUN.
Ne3Bus MnkpoTOoMHble Accu-Edge Microtome Blades nogxogat ans Bcex BUA0B MUKPOTOMOB

NPy HanMuMn fAepXkaTtens OLHOPa30BbIX MUKPOTOMHbTX /e3BUiA, COBMECTUMOIO C MOAENbH
MUKpOTOMa.

7.Mepbl NpPefocTOPOXHOCTH

Mpy paboTe ¢ ne3susMu MukpoToMw>wn Accu-Edge® Microtome Blades cnegyet cobntogatb
npaBuna 6e3onacHoii paboTbl, MeEPbl NMYHOWN TUTUEHDI.
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HacTosiiee wu3genve sBnseTcs OAHOPa3oBbiM. [Ns npefoTBpalleHUs 3apaxeHus nocne
MCNOMb30BaHMA HACTOsILLEe W3AeNue AOMKHbLIM 06pasoM YTUNM3MPYETC KakK MeaUMnUHCKMe
0TX0fbl.

YTUnusaums OocyLlecTBAseTCS COrNacHO Hopmam, MpaBMAaM M HOPMATMBHLIM aKTam TOM
CTpaHbl, rAe NCNONb3YyeTcs JaHHOE MeJULUHCKOe n3aenue.

8. MoaroToBKa K paboTe

Ne3gna  MUKpoTOMHble  Accu-Edge  Microtome Blades ABnsoTCS  HeCTepUNbHbIMU
04HOPa30BbIMW  MEAULUHCKUMU un3genmsamu. B pyTUHHON paboTe CTepUNbHOCTb [aHHOrO
pacxofHOro marepuana He Tpebyetcs.

Ne3Bua mukpoTtoMHble Accu-Edge Microtome Blades aBnatoTca MeAUUUHCKUMW U3LENUAMUA, He
Tpebyrowmnmm cneymanbHONn NOLFOTOBKK K paboTe.

9. MNpoBeaeHne aHanIn3a

Jle3Bna MnkpoTomHble Accu-Edge Microtome Blades
MuKpoToMUSA:

BHUMAHWE! TMepes Hayanom paboTbl ybeauTechb, YTO BCe MOABUXHbIE YacTM MUKpPOTOMA
3a(hMKCMpoBaHbl CTonopammn 6e30MacHOCTM U UX CaMOMPOU3BOJIbHOE ABUXKEHWE UCKITHOYEHO.

1. M3Bneyb NNacTUKOBbIA AUCTIEHCEP M3 BYMaXKHOI KOPOOKW.

2. CoBeplMTb NOCTyNaTeNbHOE ABUXXEHWNE KapeTKol Briepe,

3. /3Bneyb ne3Bue, NOSIBUBLLEECS B OTBEPCTUM BEPXHEN 4acTu AUcheHcepa U 3aTem, B
3aBWCMMOCTI OT KOHCTPYKLMUW MUKPOTOMa/KpMoTomMa (CaHHbI, pOTALMOHHbLIA) W B
CTPOrOM COOTBETCTBMM C MHCTPYKLMEA MO SKChayaTauun 3aKpenuTe nessue B paboueii
yacTU MUKpPOTOMa (fepXKaTene, CTaHWHe W Ap. B 3aBUCMMOCTU OT KOHCTPYKLIMK).

BepHyTb KapeTKy B UCXOZHOE MOMOXKEHNE.
Mcnonb3oBaHHOE /fle3BME M3BMEYbL W3 AepxaTens U MNOMECTUTb B NIOTOK AnS
0TpaboTaHHbIX Ne3BUIA B HUXKHEI YacTh aucneHcepa o yTUAusauum.

10. YcnoBusa xpaHeHMA 1 sKcnayartaymm

Ne3Bua MMKpoTOMHble Accu-Edge Microtome Blades He nogsepraTb rpy6omy MexaHU4ecKoMy
I BO3/ECTBNIO.
Cpok rogHocTh - 5 fieT.
XpaHUTb B CyXUX, XOPOTO MPOBETPMBAEMbIX MOMELLEHNAX, HefonycKas nonagaHusa npambix
COJIHEYHbIX NTyYel.
I TemnepaTypa xpaHeHusa ot -10 °C go +50 °C

11. TpeboBaHNA OXpaHbl OKPY>KatoLLen cpefbl. YCNoBUS YTUIN3aLMUN.

Ne3Bnsi MUKpoTOMHble Accu-Edge Microtome Blades ABNAKOTCA UYUCTbLIMWU TOBapamum U
6e3onacHbIMY AN OKpYXKatoLLlei cpegpl.

I Ne3Bnsa mukpoTtoMHble Accu-Edge Microtome Blades ana npefoTBpalleHuns 3apaXeHus nocne
NCMO/b30BaHWA LO/MKHBIM 06pa3oM YTUN3NPYIOTCA KaK MeSULMHCKNE OTXOAbI.
YTununsauma OCYLLEeCTBAAETCA COrflaCHO Hopmam, npaBuiamM W HOPMaTMBHbLIM akKTam TOWA
CTpaHbl, r4e UCNonb3yeTcs faHHOe MeULMHCKOe U3fenue.

12. ¥YnakoBKa
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Jle3Bns MOMelleHbl B MAACTUKOBbLIA AMCMEHCEP, KOTOPbIA o0b6ecneymBaeT yAo06CTBO
NPUMeHeHUs n obeperaeT OT TPasM.
[ucneHcep npeacTtaBnseT Co60A NNacTUKOBYH eMKOCTb pasMepom 110x45x23 Mm
(97x55x26 mMMm), umerouLyto npucrnocobneHns ang yao6HOro xpaHeHus u 6e3onacHoro

N3BNEYEHUA NEe3BUNA.

TpaHCNopTUPOBKA MEAULMHCKIX U34eNnii OCYLLEeCTBNAETCS B OYMaXKHbIX KOPOOKax.

BapuaHThl

NCMOMHEHWNS

Ne3sunsa ans
nabopaTopHbIX
MWKPOTOMOB Accn-
Edge® Microtome
Blades S-35 «
Routine»

Ne3Busa ans
nabopaTopHbIX
MWKPOTOMOB Accu-
Edge® Microtome
Blades R-35 «Ribbon
Section»

Ne3Bua ans
nabopaTopHbIX
MWKPOTOMOB Accu-
Edge® Microtome
Blades A-22
«Paraform»

Ne3sua ana
nabopaTopHbIX
MUKPOTOMOB AccCu-
Edge® Microtome
Blades A-35 «
Extreme thin Section»

Ne3sunsa anqa
nabopaTopHbIX
MUKpPOTOMOB Accu-
Edge® Microtome
Blades N-35 «Hard
Tissue»
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TpaHcnopTHada
ynakoBKa
byMarkHas Kopobka
rabaputhbl:

NNacTUKOBBIN
AaucneHcep
rabapuTbl:

KOMINYeCTBO:

50 WTyK

byMaxHas Kopob6ka
rabapuTbl:

NAaCTUKOBBIN
aucneHcep
rabapuTbl:

KO/IMYeCTBO:

50 WwTyK

b6yMaxxHas Kopobka
rabapuTsl:

NNaCTUKOBbIV
aucneHcep
rabapuTbl:

KONINYeCTBO:

50 WTyK

bymaxHas Kopobka
rabapuThbl:

NNaCTUKOBbIA
aucneHcep
rabaputhbl:

KO/IMYeCTBO:

50 WTyK

OymaxHas Kopobka
rabapuTbl:

NNacTUKOBbIN
AncneHcep
rabapuThbl:

Macca oTAencHoro

MW, rp.
11 +/-0.1

11 +/- 0.1

11 +A 01

11 0.1

11 +/-01

Macca
YMNaKOBKMU, Kr.
99 +/- 3

99 +/- 3

99 +/- 3

99 +A 3

99 +/- 3



KO/MN4YeCTBO:

50 WwTyK
O6yMaxKkHast Kopobka 11 +/-01 99 +/- 3
rabapuTsl:
Ne3sna ana
nabopaTopHbIX MNacTUKOBbIN
MUKPOTOMOB AcCU- aucneHcep
Edge® Microtome rabapuTsbl:
Blades N-35HR«
Extra Hard Tissue» KO/IMYECTBO:
50 wryk
byMaxKkHas Kopobka n +/-0.1 9V-3
Messuis 0 rabapuTsbi:
nabopaTopHbIX o
MI1acTUKOBbIN
MWKPOTOMOB . Accu- ancnencep
Edge® Microtome raGapnTbI:
Blades S-22 « Thin
Section » KONNYeCTBO:
50 WwTyK
bymaxHas Kopobka 2.2 +/-0.2 172 +/~5
rabaputbl:
Ne3Bus ans
nabopaTopHbIX MNacTUKOBbIN
MWUKPOTOMOB Accu- gucneHcep
Edge® Microtome rabaputbl:
Blades High-Profile
KONIMYeCTBO:
50 WTyK
O6yMadkHast Kopobka n +/-01 64 +/- 3
rabaputbl:

Ne3Bus ans
nabopaTopHbIX NNacTUKOBbIA
MWKPOTOMOB Accu- gucneHcep
Edge® Microtome ra6apuTbi:
Blades C-35 «Cryo»
KONMYecTBO:
20 WwTyK

13. TpaHcnopTMpoBKa

Ne3Bus nomMeLleHbl B NIaCTUKOBLIA AUCNeHcep, KOTOPbIA 06ecneynBaeT yA06CTBO NPUMEHEHUS
n obeperaet OT TPaBM.

[wncneHcep npeacTaBnsieT cob0i NNacTUKOBYIO eMKOCTb pa3mepoM 110x45x23 mm (97x55x26
MM), UMEIOLLLYI0 NPUCNOCO6NeHNA ANS YA06HOI0 XpaHeHWs 1 6e30MacHOro U3BneYeHna Ne3Bui.
TpaHcnopTMPOBKA MeAULNHCKNX U3LeNnii OCYLLEeCTBAAETCS B 6YMaXKHbIX KOPOOKaXx.

B TpaHcnopTHOI ynakoBke 10 ynakoBOK /1e3BUWiA.

MpW TPaHCMOPTMPOBKE BCEMU BMAAMU 3aKPLITOr0 TPaHCMoOpTa CreuuanbHblii TeMNepaTypHbIit
PeXUM He TpebyeTcs.
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14. MapKupoBKa ToBapa

ITMKETKA K U34envaM COAEPXMT CRefyroulyl WHGOpPMaunt: apTUKyn, HauMMeHOBaHWe,
thacoBky, Homep naptum (LOT), uHQOpMaLMOHHbIE 3HaKW™, WHGOpMaLMlo O ToBape
(KonnyecTBO Ne3BWiA B YMaKOBKE), [aTy BbIMyCKa, YCNOBUS XpaHEHUs, WHGopmauuio o
NPOM3BOAMTENE W MOCTaBLMKE, KOHTAKTHYO MH(OPMaLUIO B ClyYae peknamaymii.

MoBTOpHO Ucnonb3osatb SAMPELWEHO

MponssoaunTens

N3pnenne megnUUHCKOe AN AUarHoCTUKK in vitro

IVD

y[0CTOBEpseT, yTto n3genue COOTBETCTBYeT OCHOBHbIM
TpeboBaHVAM ANPEKTUB ECwu rapMOHU3NPOBAHHBIM
cTaHfapTam EBponeiickoro Coto3a, a Takke TO. YTO MPOAYKT MNpowén
npouenypy oueHK/ COOTBETCTBUA ANPEKTMBAM.

15. MapaHTUKM Npon3BoanNTeNS

Mo Bonpocam, KacaluLiMMcs KayecTBa f1e3Bui Ans nabopaTopHbIX MUKPOTOMOB Accu-Edge®
Microtome Blades Ha TeppuTopumn Poccuiickoii depepauuu, cnegyeT obpauwaTtbes B OO0
«bnoBuTtpym»,199106, Poccuiickas ®epepauns, CaHkT-MeTepbypr, Bonbwoi npocnekt B.O.,
Aom 68. nuT. A., Ten. +7 (812) 305 0606. e-mail: intoi'gbiovitrum.ru

Pa3paboTunkK MeANLMHCKOrO NU3Aenns:
Feather Safety Razor CO.. LTD, 3-3-70. Ohyodo-Minami, Kita-ku, Osaka 531-0075. Japan

tel:+81-6-6458-1638
fax:+81-6-6458-1611
e-mail: overseas@feather.co.jp

MpownsBoanTenb MeANULMHCKOIO U3aeNNS:

Sakura Finetek Europe B.V. (Cakypa ®aitHTek HOpon b.B.). Flemingweg [OA. 2408 AV
Alphen Aan Den Rijn, the Netherlands (d®nemunreer I0A, 2408 AV AndeH-aH-AeH-PeiiH,
HupgepnaHgbl)

Ten/gakc: +81-3-5638-1335/ +81-3-5638-7615
e-mail: info@sakurasi.com

MecTo npousBoacTBa MEAULMHCKOIO U3fenns:

FEATHER SAFETY RAZOR CO.. LTD. MINO SITE 600-1. Matsumori. Mino-City, Gifu, 501-
3753 JAPAN

16. Hanunume MeXXAyHapoAHbIX CepTU(NKATOB U AeKnapawuii
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Ne3sua gna nabopaTopHbIX MUKpPOTOMOB Accu-Edge® Microtome Blades wmeloT crnegytowve
cepTugmKaTbl:

EN ISO 13485:2012/AC:2012

ENISO 14971:2012

EN 980:2008

EC 98/79/EC

TpeboBaHMSI K TEXHUYECKOMY 06CY>XMBAHMIO N PEMOHTY MeAMLIMHCKOIO 13Lenns.

Ne3Busa mukpotomHble Accu-Edge Microtome Blades He TpeGyoT TEXHUYECKOT0O 06CNYXNBaHUA
W He MOANeXaT PeMOHTY. B cnyyae NonoMKyu MeAULMHCKOE U3fenne NMoAIeXNT YTUAn3aLmm.
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