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Operational Documentation

Frank Volkwein, RA/QA Engineer

Signature Name and Position

rento a

Le'ca Biosystems Nussioch GmbH
Heide'Derger Strasse 17 <13
D-69226 Nussloch

Tei:C6221-1 N

In accordance with the Order Ne 11H of the Ministry of Healthcare of the Russian Federation of 19 January
2017 “On approval of requirements to the content of technical and operational documentation of the
producer (manufacturer) of medical products”, for medical products of 1 (low) risk class it is acceptable to
supply shortened operational documentation to a user, provided that such information is enough to operate

with the product safely, u.

The operational documentation for Leica Disposable Microtome Blades contains all necessary information
for safety operation.
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Blades for Leica microtomes for in vitro diagnostic use

A\ Hazard warnings:
/71 1. Risk of injury. Blades are very sharp. Only trained laboratory personnel may use them.
2. Never touch the blade edge!
3. Only handle the blades by holding their sides between thumb and index finger crosswise to the blade
edge.
4. Wear cut-resistant safety gloves and protective eye wear when handling the blades.
5. Do not use dispenser for disposal of the blades after cutting infectious or radioactive material.

1 Handling instructions:
A, A-tidnspect the dispenser upon receipt. If there is any damage, do not use and contact the manufacturer.

' 2. If the dispenser does not eject blade, do not force the blade out of the dispenser. Do not use and
contact the manufacturer.
3. If the blade is not inserted directly into the blade holder, the blade dispenser must be held in the right
hand to remove a blade.
4. To push out the blade, slowly push the blade slide all the way to the left until it stops.
5. The blade must then be held by the left hand and removed from the blade dispenser.
6. If present, remove the protective oil by wiping the blade between thumb and index finger.
7. Insert the blade into the knife holder according to the specifications provided by the instrument
manufacturer.
8. If, after checking the additional instrument-specific, cut-relevant parameters, the cut result is not
satisfactory, the blade must be moved or replaced.
9. When cutting infectious or radioactive material, change the blade with every new specimen. This
prevents unwanted contamination/ transmission.
10. Remove the blade from the knife holder according to the specifications provided by the instrument
manufacturer.
11. Observe the following disposal instructions.

2 Disposal;
1. After being used to cut infectious and potentially infectious material, blades belong in the cut-resistant
waste container provided for this purpose (not in the waste blade box on the bottom of the blade
dispenser).

The product must be disposed of according to existing applicable, local regulations

For the Russian Federation it is recommended to be disposed in accordance with the rules implemented
by ‘CaHlNMuH 2.1.7.2790-10 (Sanitary and epidemiological requirements for the medical waste handling)’
for class “b (b)" as infectious and potentially infectious waste.
2. Blades that have not come in contact with infectious material, including the non-used products, can be
disposed of into the waste blade box through the hole on the bottom of the blade dispenser.
-The holding capacity of the waste blade box is sufficient if all blades are fed into the hole flat.
-The product must then be disposed of according to existing applicable, local regulations
For the Russian Federation it is recommended to be disposed in accordance with the rules implemented
by “CanlnuH 2.1.7.2790-10 (Sanitary and epidemiological requirements for the medical waste handling)”
for class "A” waste (non-hazardous).

3 Technical data;
1. Dimensions;
* Leica 819 (low profile), DB 80 LS/LX/LC: 80.00 x 8.00 x 0.25 mm
* Leica 818 (high profile), DB 80 HS/HC; 80.00 x 14.00 x 0.31 mm
2. Material: High-alloyed stainless steel
3. Transport/ Storage temperature range;
e Transport temperature; -10 to + 50 °C
* Storage humidity; < 80 % non-condensing
4. Operating temperature range:
« Blade dispenser; 15to 40 "C
« Blade: - 40 to + 40 °C
« Operating humidity; <80 % non-condensing

4. Warranty:
Leica Biosystems Nussloch GmbH guarantees that the contractual product delivered has been subjected
to a comprehensive quality control procedure based on the Leica in-house testing standards, and that
the product is faultless and complies with all technical specifications and/or agreed characteristics
warranted. The scope of the warranty is based on the scope of the concluded agreement. The warranty
terms of your Leica sales organization or the organization from which you have purchased the
contractual product shall apply exclusively.
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5. Authorized representative in Russia;
BioLine LLC
Registered office (legal address);
197022 Saint-Petersburg, municipal district Aptekarsky ostrov, Professors Popova street 23 lit.E,
structure 3H/5H, room 208, Russia

Post address;197022 Saint-Petersburg, Professora Popova street 23 lit.E, Russia
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UrkundenroHe UR Qppelt 1794 / 2021 UZ 5499 / 2021

Vorstehende vor mir in den Raumen der Leica Biosystems Nussloch GmbH,
Heidelberger Strafie 17-19, 69226 Nuriloch, wohin sich der Notar auf Wunsch des
Beteiligten begeben hat, eigenhandig volizogene Unterschrift von

Herm Frank Joachim Volkwein, geb. Grote,

geboren am 08.05.1971,

geschaftsansassig: Heidelberger Strafie 17-19, 69226 Nufiloch
ausgewiesen durch seinen Personalausweis

beglaubige ich hiermit offentlich.
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MepeBog c AHIIMIACKOTO 1 HEMELKOro A3blKOB

ANs LENEV FOCYAAPCTBEHHOW PEMVCTPALAN MEAVILHCKOIO V3LENS
Q11 POCCUCKON ®EJEPALIAN

kcniyarayMoHHas OOKyMeHTauud JokymeHT Ne:
J/\S- : (JL nponsBoanTeNnia Ha MeauLmMHcKkoe nsgenve ODX_BLD_2
BIOSYSTEMS
non Ne3Buna Leica MUKPOTOMHbIE O HOPAa30BbIe Pen,:

14035859588B Blades
VI.OB multi 08/2020

MpowusBoauTesb: YNONMHOMOYEHHbIV NpeacTaBuTeb B Poccuiickoii [aTa Bblgauu:
Jelika Brocnctemc Hycnox denepaumn: 24-08-2021
MveX 00O «bunoflaiH»

(Xaiigens6eprep WTtp., 17-  « NAEHTUMKALMOHHBLIE HOMEP  HA/OronnaTe bLmMKa

19, 69226 Hycnox, (MHH), npvmeHsemblit B Poccuiickoin Pepepaunu:

repmaHus) 7813118690

» OCHOBHOI rocygapCTBEHHbIN pPerncTpaunoHHbIn
HOMep, npuMeHsiemblii B Pocculickoit degepaunu;
1037804011453

SKCIMNMYATAUMNOHHAA JOKYMEHTALWA

dpaHK PonbKBaliH, MHXEHepP MO PerynaTtopHbIM gefam n
<NoA4MnMCb> obecneveHUo KadyecTBa

Mognmch Wms, A0MKHOCTB

LTamn:

Neiika Brnocnctemc Hycnox Mi6X
Xaripens6eprep LWrp., 17-19
D-69226 Hycnox

Ten.: 062 24-143-0

B cootBetcTBMM C [Mpuka3zom MwuHucTepcTBa 3apaBooxpaHeHnss PO ot 19 guBapa 2017 r. Ne 11H "O6
YTBEPXAEHNN TPeOOBaHWNA K COAEPXKAHMIO TEXHNYECKOW W SKCMTyaTauuoHHON [OKYMEeHTauuu npov3BoauTens
(3roToBUTENSA) MEAULMHCKOTO MU3aenus" B OTHOLWEHUM MeAUUMHCKMX u3genuin 1 knacca noTeHuuanbHoro
prycka MX NPUMEHEHUS NOTPebuTento ANA O3HAKOMJIEHMA MOXET ObiTb npefocTaBfeHa 3JKchayaTtaunoHHas
[OKyMEHTaUMs B COKpalLeHHOM Buae, Npu YC/i0BMKM, YTO 06bEM NpefocTaBnsiemMoii MHopMaLmMm AOCTaToueH
ONA NPUMEHEeHNa MeULUMHCKOro U3fenus rno HasHayeHuto 1 Takoe nNpuMeHeHue 6e30mnacHo.

JKcnsyaTaumMoHHas LOKYMeHTauus usgenvs «Jle3susi Leica MUKPOTOMHbIE OLHOPA30BbIE» COAEPXUT BCHO
Heo6XxoauMy0 MHGoPMaLUio Ansi 6e30MacHoro NPUMEHEHHUS.
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Nessusa 41 mmkpoTOMOB Leica s gMarHocTuKKM in-vitro
MpepynpexaeHns 6e30nacHOCT:

1

OB WN

1. NHCTpyKUMK
l.

2.

10.

2. Ytmnunsaums:
1

Puck TpaBmupoBaHus. J1e3BUsi O4eHb OCTpble. TOSIbKO 0BY4YeHHbIV TabopaTopHbIii NepcoHan
MOXET NosIb30BaTbCA UMM,

Hukorga He Tporainte pexyLyto KpoMKy 1e3Bus!

BpaTb ne3sus ToNbKO 60/bLUMM U YKa3aTe lbHbIM MasibLeM nonepek pexyLlein KDOMKW.

Mpu paboTe ¢ Ne3BMSMU UCMOSb3YTE YCTOWUMBLIE K NOPE3aM NepPYaTKU 1 3alUUTHbIE OYKU.
He knagute nesBue B OTCEK /1 WUCMO/Ib30BaHHbIX 1€3BUIA NOCME peskn MHAULUPOBAHHOTO
Wn pafnoakTMBHOIO Marepuana.

Mo UCMNOJIb30BaHMIO:
OcmoTpuTe AucneHcep cpasy nocne nonyvyeHnsa. Ecim Ha HeM ecTb  Kakue-nmbo
NoBpeXAeHus, He UCMONb3ylTe ero N obpaTuTecb K NPON3BOAUTENIO.

Ecnn nessve He wu3BNeKaeTcs W3 AuUCneHcepa, He JoMaiitTe ero 1 obpatutecb K
Npov3BOAUTESIO.

Ecrm Bbl He BcTaBnsete fie3Bue MNpsAMO B Aepxartesb, TO, 4TOObl BbiTaWwyTb JflIE3BUE,
AVCneHcep HYXHO fepxaTb B NpaBoil pyke.

Utobbl M3BMeYb N1e3BMe U3 AUCneHcepa, MeAsleHHO ABuraiTe caslas3koBblli MEXaHV3M BfieBO
[0 ynopa.

3aTeM f1e3Bre HYXHO B3ATb JIEBOI PYKOI U BbIHYTh M3 AMCNEHCepa.

Ecnn Ha ne3BuM OCTasiocb 3allMTHOE Macro, coTpuTe ero 60MblUMM U yKasaTesSlbHbIM
nasibLamu.

BcTaBbTe nie3Bue B gepxaTesib MUKPOTOMa/KpMoCTaTa B COOTBETCTBUM C MHCTPYKUMEN Ha
obopyaoBaHue.

Ecnn nocne npoBepkn AOMNOMHUTENbHBIX, CheuntnyHbIX A1 060pyAoBaHMs, napameTpoB U
napameTpoB e3BWii, pe3ynbTaTbl Pe3kn SABASKTCA HeyAO0BNETBOPUTE/IbHLIMK, 3aMeHUTe
nessue.

Ecnn Bbl pexeTe UHULMPOBaHHLIA MaTepuasl, MeHsiiTe ne3sue Mocne Kaxaoro obpasua.
3TO NPefoTBPaTUT HeXenate/lbHy0 KOHTaMUHaLKIO.

Ypanute oTpaboTaHHOE Ne3Bue U3 Aepxarens B COOTBETCTBMM C UHCTPYKUMEH Npov3BoauTens
Ha 1cnonb3yeMoe 0bopyaoBaHve.

[anee cnepyiite NMHCTPYKUMK NO yTUAM3aUNN.

Mocne  ucnonb3oBaHMs B LENsX Pe3kM  WHMULMPOBAHHOTO WM MOTEHUMASbHO
WH(ULMPOBAHHOTO MaTepuana fe3sue NoMeLLaloT B YCTOWUMBLIA K nope3am KOHTeliHep Ans
0TX0A0B, NpefHa3HayeHHbIA oS aTUX Leneli (He B OTCek A1 0TpaboTaHHbIX Ne3BUil Ha AHe
ancneHcepa).

N3penve Heo6XoauMoO yTUAM3MPOBATb B COOTBETCTBUM C AEWCTBYHOLMMW  MECTHbIMU
npaswiamu.

[na Poccuiickoin depepaumn pekoMeHAyeTcs YTUM3MpoBaTb U3Le/Me B COOTBETCTBMM C
npasuinamun CaHlMuH 2.1.7.2790-10 (CaHuTapHO-anMgemMuonornyeckne TpeboBaHuss K
obpalleHno ¢ MeauuUHCKUMUK oTXofdamu) ans knacca «b (6)» kak MHULMPOBaHHbIE WK
NOTEHUMa/IbHO MHPULMPOBaHHbIE OTXOAbI.

BmecTumoCTb oTceka AN oTpaboTaHHbIX Ne3BUil ABSIETCS AOCTATOYHOM, ecnv pasmellaTb
BCe /1e3BMA M/iallms.

3atem usgenve HeobxoAyMO YTUNN3UMPOBAaTL B COOTBETCTBMMU C AEWCTBYHOLMMU MECTHbIMU
npaswiamm.

[na Poccwuiickoii ®epepaupym pekomeHayeTcs yTUAM3MpoBaTb M3denve B COOTBETCTBUW C
npasunamm CadlvH 2.1.7.2790-10 (CaHuTapHo-anugemuonormyeckme TtpeboBaHusa K
obpalleHnio ¢ MeANLMHCKUMI 0TX0A4aMK) ANns 0TXOA0B Knacca «A» (HeomacHbIe).

3. TeXHMYecKne XapaKTePUCTUKN:

1

w N

4. MapaHTVA:

Pa3mepsbl:

« Leica 819 (Hu3kuii npodonnb), DB 80 LS/LX/LC: 80.00 x 8.00 x 0.25 mm
« Leica 818 (Bbicokuii npodonnb), DB 80 HS/HC; 80.00 x 14.00 x 0.31 Mm
Martepuan:*BbicOKoNermpoBaHHas Hepxxaselowas ctasib
PekomeHayeMblii guana3oH TeMneparyp npy TpaHCNopTMPOBKE/XpaHEeHNN:
« Temneparypa npv TpaHcrnopTuposke: -10 go + 50 "C

* YpoBeHb BAAXHOCTU Npu XpaHeHumn: < 80 % 6e3 KoHaeHcaumm
PekomeHayeMmbIin gnana3oH Temneparyp npy aKkcnayataumm:

» ncneHcep gns nessuii: 15 o 40 °C

e Jlessue: - 40 po +40 °C

* YpoBeHb BAXHOCTU Npu akcnyataummn: < 80 % 6e3 KoHaeHcaumm

Komnanuns Jleiika Buocuctemc Hycnox IM6X rapaHTUpyeT, 4TO AaHHOEe uW3fAenune npoLusio
KOMM/IEKCHYIO NPOBEPKY KayecTBa MO BHYTPEHHUM KpUTEpPUSAM KoMnaHuu Jleiika, a Takke, 4To
nsgenve He umeeT fedekToB U 061afaeT BCEMM TEXHUYECKUMW XapakTepucTukamu winmm
rapaHTMpOBaHHbLIMX [0rOBOPOM CBoOiicTBaMu. O6BLEM rapaHTUM 3aBWCUT OT COAEPXaHUS
3aK/IYEHHOTO Aorosopa. Takke HernocpefAcTBEHHO MNPUMEHSIOTCA YCNOBUSA rapaHTuu Bauuero
Avnepa koMnaHum Jlelika unm KomnaHuy, B KOTOPOW Bbl MpUoGpen nsgenue.
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5. YnonHomoueHHbI NpeactaBuTens B Poccuiickon ®enepauun:
00O «BbuoflaiiH»

e 3aperncTpuMpoBaHHbIn odnc (ropugudecknii agpec); 197022, Poccus, r. CaHkT-MeTepbypr, BH.TEp.T.

MyHuUMNanbHbIA OKpYr ANTekapckuini octpos, yn. MNpodeccopa Monosa, 4.23, nutepa E nomeweHne
3H/5H, komHaTa 208 '

* TouToBeblit agpec; 197022, Poccus, r.CaHkT-Metepbypr, yn. Mpodeccopa Monosa, A4.23, uT. E
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PeecTp HoTapuanbHbIx gerictBuii UR Oppelt 1794/2021 UZ 5499/2021

BbillenocTaBfieHHy [NOAMNMCb], BbIMOSIHEHHYID B MOEM NPUCYTCTBUM B MOMELLEHMM KOMNaHwuu Jleika
Buocuctemc Hycnox m6X, Xaiigeno6eprep LUtpacce 17-19, 69226 Hycnox, kKyga HoTapuyc siBU/ICA MO
npocbbe BOBMIEYEHHOW CTOPOHBI,

rocnoguHom ®paHkoMm Moaxumom donbkBaiHoM, ypoxa. pore,

08.05.1971 r.p.,

ropuanyecknii agpec; Xaligensbeprep Wrtpacce 17-19, 69226 Hycnox,
“* IMYHOCTb KOTOPOro MHOW ycTaHOBNEeHa

HacToAWNM Od)VILI.VIaJ'IbHO yOO0CTOBEPA KaK NOA/TMHHYIO.

r. Bucnox 24.08.2021 r.

<nognucb>
Onpk OnnensT
HoTtapwuyc

FepboBas nevarb:

AVPK OMMENbT
HOTAPUYC, I'. BUCJIOX
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A, nepeBofuuk Map6oBckas TaTbsiHa JAyap/floBHa, B/afelollast PYCCKUM, HEeMeUKUM W aHrIUiACKUM

A3blkamy, NOATBEpPXAalo,

npaBuibHbIM, TOYHbIM W MOJTHbIM.

Poccuiickaa depepaups, CaHkT-INeTtepoypr,
[ABajuaTh cebMOro aBrycTa ABe TbiCAuM ABaJLaTb NepBOro roga.

4, MapkmHa [anmHa [eHHagbeBHa,

KOHCTaHTUHOBHBI,

CBUAETEIbCTBYHO

Fap6oBcKoii TaTbsAHbI 34yapA0BHbI.
Moanuce caenaHa B MOEM MPUCYTCTBUM.
JInyHoCTb NoanucasLLei JOKYMEHT YCTaHOB/IEHA.

3aper1cTpuposaHo B peecTpe: No 78/189-H/78-2021 -

MoA/IMHHOCTb

BPEMEHHO  UCMO/HAKOLLaA 0653aHHOCTU
HoTapuyca HOTapuanbHOro oKpyra CaHKT-HETepﬁpr OcTaneHko EneHbl
noanucum nepesoa4nka

YnnayeHo 3a coBepLUeHne HoTapuasibHoro aeinctamst: 500 py6. 00 kon.

Btopo nepeBosoB «ABpopax»

197342, r. CaxkT-MNeTepbypr,

M. YepHas peuka,
yn. Topxkosckas, f. 5,
BL, «Ontmax», ocuc 417
Ten: (812)441-39-10
WAW aurora-oiter.com
aurora-piter@mail. nj

AURORA Translation Services
197342, Saint Petersburg,
Chernaya Rechka subway st.

5 Torzhkovskaya Str.
OPTIMA Business Center, office 417
phone: (812)441-39-10
VWWW, aurora-oiter, com
aurora-piter@mail. m
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I.I. MapkuHa

OrPH: 1089847219043
WNHH/KMMN: 7841388560/781401001
OKMMO 09801859 OKOHX 96120
p/c 40702810507380000118
OUNINAJT METPOBCKNI
NAO BAHKA "®K OTKPbITUE"
k/c 30101810540300000795
BIK 044030795

YTO BbINOJ/THEHHbIA MHOI nepesoa MNpUIOXXEHHOIo AOKyMeHTa SAB/IAETCA

PSRN: 1089847219043
ITN/CRR: 7841388560/781401001
RNNBO 09801859 ARCEA 96120

s/a 40702810507380000118

PETROVSKY BRANCH

OF FC OTKRYTIE BANK, PJSC
cor/a 30101810540300000795
BIC 044030795



MToro B HaCToSILLEM [JOKYMEHTe
9 (4eBATb)INCTOB

Bp. n.o. Hotapuyca

Poccuiickast degepauma nn no  9(191
CaHKT-[MeTepbypr Znwn o*

roga.

A Mapuuwa NannHa NesHagbe&Ha

BPEMEHHO WCMOMHAOWMIA(-a8) 0653aHHOCTYH
HOTapuyca HoTapuanbHOro Ookpyra CaHKT-
Metepbypr OcTaneHKo EneHbl KOHCTAHTUHOBHbI,
CBUJETENbCTBYI BEPHOCTb KOMUU C
npeAcTaBNeHHOro MHe JOKYMeHTa

02.-1- i

' MapkvHa
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