Additional Operational Documentation

Hemodialyzer Leoceed, modifications Leoceed-18N, Leoceed-18H

(Supplement for the Russian Federation only)

The authorized representative of the manufacturer in the Russian Federation:
Delrus Inc.
Russia, 620086, Sverdlovsk region, Ekaterinburg, Posadskaya str., 23

Content of supply

Each carton contains the following contents;

- Thirty (30) each dialyzers

- Five (5) each fiber packaging trays (to cushion and protect the product)
- One (1) Instructions for Use document (operational documentation)
Weight of the carton is 4.1 kg

Construction of dialyzer

The Leoceed-18H and Leoceed-18N Dialyzers utilize the components and materials identified in
item 5 Specification and Performance (IFU). The housing is an extruded tube that is cut to
length for the dialyzer housing. The blood compartment caps, dialysate compartment caps, and
port covers are all injection molded components. The fiber bundles are constructed of spun fiber
made from Polysulfone that are bound in bundles of 13,000 - 13,850 fibers per bundle.

The Dialyzers are assembled using automated equipment into their finished form. The Dialyzers
are sterilized using gamma irradiation to a Sterility Assurance Level (SAL) of 10®and are
validated to have a sterile, non-pyrogenic fluid pathway. The sterile barriers for tbe product are

the four port caps: two blood port caps and two dialysate port caps.
M

Shelf-life
The Leoceed Dialyzers are validated for a labeled shelf life of 36 months from the date of
manufacture.
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Disposal conditions

Dispose the used Leoceed and the blood lines in strict accordance with official and institutional
standards for medical waste disposal.

The substance hazard category of dialyzers according to Russia relevant regulation is
recommended as the category B - Epidemiological hazardous waste.

Transport and storage conditions

The information relating to suitable environmental condition and proper handling during
transport and storage of the Leoceed hemodialyzers is provided in the IFU and product labeling
in form of international symbols and accompanying text (labeling is a part of operational

documentation).

4 The information is summarized below:

. Instruction for use:

Labeling (on boxes):

Labeling (on product):
Relative Humidity:

i Atmospheric Pressure:

Approved:

Laura F. Plath

Regulatory Affairs Manager
NxStage Medical, Inc.
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Leoceed must be kept in a clean, dry environment away from direct
sunlight, heat and humidity and at temperatures of 0-30°C.

Leoceed is a plastic product, and must not be exposed to vibration
or impact during transportation, storage and handling.

Fragile handle with care
This way up

Keep dry

Temperature limits 0-30°C
Temperature limits 0-30°C

There are no limits identified for relative humidity

There are no limits identified for atmospheric pressure
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/MepeBog, C aHINMIACKOTr 0 A3blKa Ha PyCCKUM A3bIK/

JononHuTtenbHasa aKcnayaTaunoHHas JOKYMeHTaums
[Ounanuszatop kanunnapHelin Leoceed, ncnonHeHns Leoceed-18N, Leoceed-18H
(dononHeHne ToNbKo Ans Poccuinickon deaepaummn)

YNO/HOMOUEHHbIV NpeAcTaBMTe/ b MPOU3BOANTENS Ha TeppuTopumn Poccuiickoih defepaLmm:
3A0 «[lenbpyc»
Poccus, 620086, Ceepa/ioBckas 0b6nacTs, EkatepuHbypr, yn. MNMoeaackas, 4. 23.

KoMnaeKTHOCTb MOCTaBKMU.

Kaxaas KapTOHHas KOpobKa COLepXXUT criefytoLuee:

- Tpuauats (30) gnannsaTopos;

- naTb (5) NOAN0XKEK M3 BOMOKOH (4N aMopTM3aunn 1 3aWwuTbl N3aenns);

- 04HY (1) MHCTPYKUMIO NO 3KChayaTauun (3KcnayaTaLMoHHas JOKYMeHTaLus).
Bec kopobku 4,1 kr.

KOHCTpyKUMA gnanusaTopa.

B ananunsatopax Leoceed-18H u Leoceed-18N MCNONb3ytOTCA KOMMOHEHTbI Y MaTepuasbl, YKa3aHHble B
NyHKTe 5 « TeXHUYecKue n aKcnayataunoHHble XapakTepuctuku (MHCTpyKuma no akcnnyaraumun). Kopnyc
- 3TO 3KCTpyAupoBaHHasa Tpy6a, koTopas obpe3aHa Nno A/iMHe Kopnyca Avanu3atopa. HakoHeuYHUKW NuHum
KPOBW, HAKOHEYHUKMW JIMHUWN Auann3ata U 3aluTHble NpobKy - 3TO AeTanun, NoayyeHHble METOAOM JINTbS
nog fasneHuem. Myykn BONOKOH NPOMU3BOAATCA U3 KPYUYeHOro Bo/IOKHa MonveynbgoHa, OHW COefUHATCA
B ny4kun no 13000-13850 BOMIOKOH B KaXKA0M.

OkoHuaTenbHas cbopka [Manu3aTopoB NPOMCXOAMT Ha  aBTOMATU3MPOBaHHOM  060PYAOBaHMM.
[vnannszatopbl CTepUAM3yOTCA € MNPUMEHEHWMEM TFaMMa-06/yyeHnsl, rapaHTUMPOBaHHLIA  YpPOBEHb
cTepunbHocTM (SAL) 10" , nmoATBEPXAEHbl HA HanMuMe CTEPWUIbHOM, anuMpOreHHol UMPKYNAuum
XUAKOCTU. [na 3aluTbl CTEPUNLHOCTU MW3AeNns MpuMeHsieTess 4 HaKOHEUYHMKA MOPTOB (MHMIA): 2
HaKOHeYHWKa IMHUN KPOBU N 2 HAKOHEYHWKA IMHUW Ananun3arta.

3

CpoK rogHocTu
[ns ananusatopos Leoceed noaTBepXAeH epoOK rOAHOCTU, OTMEYEHHbI Ha MapKMpoBKe, 36 MecsLEB OT

[aTbl NPON3BOACTBA.
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CBefaeHust 06 yTunmsaymm.

YTunmsauus Mcnonb3oBaHHOIo Auanusatopa Leoceed W NMHWIA KPOBU [O/KHA NPOBOAUTLCS B CTPOrOM
COOTBETCTBMU C FOCYAAPCTBEHHLIMW HOPMamu ¥ NpaBuIaMn MeAULMUHCKOTO YUPeXAeHNs OTHOCUTENIbHO

YyTUAN3ALMN MEANLIMHCKUX OTXOZOB.

PeKOMeHAYeMbIA AN AMann3aTOpPOB KMacC OMacHOCTU MeAMLMHCKMX OTXOAO0B B COOTBETCTBUU C
aKTya/lbHbIM POCCUIACKMM 3aKOHOAATENbCTBOM - Kace b - InnAemMnonornyeckit onacHble 0TXoAbl.

- YcnoBusi TPaHCMOPTUPOBKU U XPaHEHWS:

MHopMauma 0 Hafnexawmx YcnoBusX OKpyXatolein cpefbl M Hagnexallem o6palleHum BO Bpems
TPaHCMOPTUPOBKM N XPaHeHUs [AMaM3aTOPOB KanunnspHbix Leoceed cOLEPXWUTCA B MHCTPYKLUKU MO
aKcnayaTaumm 1 Ha 3TUKETKE W3AeNus B BUAE MeXAYHapOoAHbIX CUMBOMOB W COMPOBOAMTENBHOrO TeKCTa
(3TUKETKA ABNAETCA YaCTbi0 IKCMyaTaLUNOHHOW AOKYMeHTaLUN).

Hwxe npeacTasneHa MHpopMaums B 0606LLEHHOM BUAE:

VHCTPYKLMS Mo aKcnyaTayuu:

JTMKeTKa (Ha YNakoBKe):

JTnKeTKa (Ha nsgenun):
OTHOCUTE/IbHAs BAQXHOCTb:

ATMOC(epHOe AaBeHME:

YTBepXaeHo:
Naypa ®. Mnad

[unanunzaTtopbl Leoceed cneayeTt XpaHWTb B YACTOM, CYXOM
nomeLleHumn, 6epedb OT MPSAMOr0O CO/THEYHOTO CBETa, HarpeBaHus
n BnaxkHocTu npu temnepatype 0-30 °C.

[uanunsaTtopsl Leoceed caenaHbl U3 NiacTuMka, 3anpeLeHo
nofBepratb UX BUOpaLumM UaM MexaHNYeCKOMY BO3eiCTBMIO BO
BpemMsa TPaHCNOPTUPOBKU, XpaHeHUs 1 aKcnayaTaLlmu.

XpynKoe, 0CTOPOXHO

Bepx

bepeyb oT Bnaru

OrpaHuyeHne Temnepatypsl 0-30 °C
OrpaHuyeHwue Temnepatypbl 0-30 °C

OTCYTCTBYIOT Npefe/bHble 3HAYEHNS OTHOCUTENIbHOI BNaKHOCTY

OTCYTCTBYIOT Npefe/bHble 3HAYEHNs aTMOCHEPHOTO AaB/EHNS

COTpyAHVK OTZieNa HOpMaTUBHO-NPABOBOIO PErynnMpoBaHus

JH3IKc Crelimpk Meankan, VHK.

Mognucek:
/Mopgnuck/ 10 Hos6psa 2016
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B [1e/10 NPOLUNTO, NPOHYMEPOBAHO 1 3aBEPEHO MeyaTbto 2 IUCTa.

/Mognuce/ 10 Hos6ps 2016

Naypa ®. Mnad, coTpygHUK oTAena HOPMaTUBHO-NPaBOBOr0 perynnpoBaHns
3H3IKe Creigx Megukan, VIHK.

/MeyaTb: HIKC CTeirmpxk Megukan, VHK.
1998 fanasep/

HacTosauwmnii nepeBof C aHINMIACKOTO A3blKa Ha PYCCKMWIA BbIMOTHEH MHOW, NEPEBOAYNKOM
MsanuunHoi KOnnein HukonaeBHON. VgeHTUYHOCTb NepeBoda nprs55™kgato.

Fopog Exatepun6ypr Csepanosckas obnactb Poccuiickaq denensuma
lWecTnaaLToK- Hos6PA fBe Thicsum LecTHagUuaToro oga

S Mununa Niogmuna AnekcaHgposHa, HoTapuyc ropoga ExaTepuxbypra
CBepnosckoil obnactu (Mueksns fe 286 ot 13.0M004 roga sblgaHa Y MO PO
110 CBEP/ANOBCKOV 0671aCTH), CBUAETENBCTBYI0 NOAMHHOCTH NOAMVCH, BAENAHHOI NEPeBOAKOM

B MOEM NpucyTcTeuu. /ut ) yCTaHoBNeHa.
3aperncTpupoBaHo B h

B3bICKaHO roCnoLLAMHbI ! /JP
Hotapuyc:
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MpoHyMepoBaHO, NPOLLLA'POVAHO U
CKpEen.aeHo neyvartbio__
sHC'T
MuHuHa /1.A
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