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classix

Capillary High-Flux Dialysers
BbICOKONOTOYHbIE KaNUNAPHbIE Anann3aTopsb!

2 Instructions for Use

FX classix
Capillary High-Flux Dialysers

1.

Name of the Medical Device

FX classix Ciatyser, models:

1) Dialyser FX 50 classix with Instructions for Use
2) Dialyser FX 60 classix with Instructions for Use
3) Duatyser FX 80 classix with Instructions for Use
4) Dialyser FX 100 ciassix with Instructions for Use

2. Information on the Manufacturer of the Medical Device

2.1 Manufacturer
Fresenius Medical Care AG & Co. KGaA
Else-Kroner-StraBe !. 61352 Bad Hormburg, Germany

Phone’ +49 6172 609-0
Fax +49 6172 809-2422
tmau https: /www.freseniusmedicalcare com/en/contact/

2 2 Authonzed Representative of the Manufacturer in the Russian Federation
Joint Stock Company “Fresenius SP” (JSC “Fresenius SP")

Legal aadress:  Ugreshskaya stieet 2, building 6, room 09
115088 Moscow
Russian Federation
Phone/Fax 8 (495) 789-64-54
Actual address:  Valovaya street 35
115054 Moscow
Russian Federaticn
Phone/Fax. 8 (495) 789-64-54
Emai: msk.office@fmc-ag.com

2.3 Production sites

N

9

3]

4

5

Fresenius Medical Care Deutschland GmoH
St Wendel Plan!

Frarkturter Stiade 6 8

BE60L St Wendel

(Germany

Fresenius Medical Care Japar K K
Buzen Plant

92-7 Onaza Kamo

Buzen City, Fukucka Pref. 828-0045
Japan

Fresenuis Medical Care - SMAD

Z ). de la Pontchonniere

Route de la Chanade / Savigny
69591 L'Arbreste Cedex

Frarice

Fresenius Medical Care (Jiangsu) Co.. Ltd.
Guli Industrial Park, Guli Zhen
Changsnu City. Jiangsu Province
Ching

FRERUSLLC

141980, Moscuw region,

Dubna City

Akadernrka Kadyshevekogo st . 11/6
Russia

A

-
v

FRESENIUS
MEDICAL CARE

Fresenius Medical Care AG & Co. KGaA

C€0123

EX VHcrpyxumn no Sxcnnyarauum

FX classix
BbICOKOI'IOTO"IHbIe KanunapHbie AVIa!Wl3aTOpr

1. HaumeHoBaHWe MEANLIMHCKOTO H3AENKHA

[Lwanuzatop FX classix, mogen:

1) Ananu3atop FX 50 classix 8 COCTaBe C MHCTPYKLMEN N0 3KCNNyaTaumm
2) Bnanuzatop FX 60 classix 8 COCTaBe C MHCTPYKUMENA NO IKCNAyaTALM
3) Onanmaarop FX B0 classix B COCTABE C MHCTRYKLMEA MO 3KCTIyaTaum
4) Avannzatop FX 100 classix B COCTaBE C UHCTRYKUMEN M0 IXKCUTyaTaLmm

2. CeepieHun 0 nponasogurene MeaUuLMHCKOro uanenna

2.1 Mponasommrens
Fresenius Medical Care AG & Co. KGaA
Else-Kroner-Strafle 1, 61352 Bad Homburg. Germany (fepmarvsi)

Tenedon: +49 6172-609-0
dakc: +49 6172-609-2422
3n. noyra: https://www.freseniusmedicalcare.com/envcontact/

2.2 YNONHOMO4EHHBIA NPEACTABATENb NPOU3BOAMTENA  Ha
Poccuinckon degepaunmn
AxumnonepHoe 06uiecTao «Opesennyc CMx (AQ -Opeaernyc Clsj
HOpuaseckmn anpec. Yrpewickan yimua, 2, cTp. 6, komr. 09
115088, r. Mockea
Poccnickan Degepaupn

TepPUIOHAM

Tenepor/thac: 8 (495) 789-64-54

Qaxieckun aapec: Banosas ynuua, 35
115054, r. MockBa
Poccuitckan Genepauns

Tenedor/dakc: 8 (495) 789-64-54

3n. noyta: msk.office@fmc-ag.com

2.3 MpOn3BOACTBEHHLIE NAOLLAAKN

1) Fresenius Medical Care Deutschiand GmbH
St. Wendel Piant

Frankfurter StraBe 6 - 8

66606 St. Wendel

Germany {[epmarus)

Fresenius Medical Care Japan K K
Buzen Plant

92-7 Ohaza Kamo

Buzen City, Fukuoka Pref. 828-0045
Japan (Finonus)

Fresenius Medical Care - SMAD

Z . de la Pontchonniére

Route de la Chanade / Savigny
69591 L'Arbresie Cedex

France {Opanupms)

Fresenius Medical Care (Jiangsu) Co., Ltd
Gult industrial Park, Guli Zhen
Changshu City, Jangsu Province
China (Kuran)

FRERUS LLC. {000 «®PEPYC-)
141980, Moscow region.

Dubna City.

Akademika Kadyshevskogo st., 11/6
Russia (Pocowickas Deaepaums;

2

3

4

5

Else-Krdner-Str. 1. 61352 Bad Homburg. GERMANY

& +45 6172 609-0
www.freseniusmedicalcare.com
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3. Purpose of the medical device, indicating the potential consumer

FX classix dialysers are designed for single use in chronic haemodialysis or
haemo(dia)filtration and uses by trained and certified health care professionals.

Indication

The FX dialysers are designed for single use in chronic haemodialysis, haemofil-
tration or haemof{dia)filtration for the renal replacement therapy in case of patients
with stage 5 chronic kidney diseases (CKD5).

4. Functional Characteristics and Purpose of the Medical Device

FX classix dialysers are designed for single use in chronic haemodialysis or

haemo(dia)filtration respectively.

Table 1. FX classix dialysers: Summary data of in vitro performance tests

FX classix
At.-No.
Data on in Vitro
efficiency on
Clearances [mU/rriln]
Qb [MCminj

Cytochrome C
Inulin

Vitamin B12
Phosphate
Creatinine
Urea

KcA Urea
Up-coefficient (at Qb mex)
[mz h emmHg]

Sieving coefficient (S),

Qemex, Albumin
Qf=20% of Myoglobin
Qemax Ps-Microglobulin
V (blood priming
volume)

[miymin]

[mi]
A P (pressure drop blood
Qe =300 mLvmin) [mmHg]

Mopgesnb FX classix

ApT, Ne
[JaHHble 06 ahheKTUBHOCTH in vitro
no

KnupeHcsl [Mn/MuH]

Qb [wn/mun]
Lintoxpom C

WNHynuH

ButamuH Bi2

dochar

KpeaTnHuH

MoyeBuHa

KA MoueBMHa [Mn/MuH]
KoagduumneHT ynbTpadunsTpaLmm
(np1 Qb MakcumanbHom) [MA/Y. * MM pT. CT]

KoatduuneHT npocensanus (S),

Qb= Qb makcUManbHbI, AnbOyMuH
QE=20% Mwuorno6uH
Qb MakcMManbHoOro (3r-MUKpOr1O6ynuH

V (06bem 3anonHeHus

KPOBbI0) [wr]
A P (nepenag gaBneHus Kposu,
Qb =300 mMn/MUH) [Mm pT. CT]

In vitro: ace. to ISO 8637-1; in vitro data are likely to differ from in vivo
data due to the patient’s blood composition and clinical settings.

3. HasHauyeHue MeAMLMHCKOIO W3[enns C yKa3aHMeM NOoTeHLMasbHOro
noTpeéurtens

Avann3atopbl FX classix npegHasHayeHbl ANA OAHOKPATHOrO MCMONb30BaHWS

npu XpOHWYECKOM remoauanuse unu remo(guajpunbTpaumm 1 AOMKHbI
MCNONb30BATLCA  OBYYEHHbIMW 1 CEPTUMULMPOBAHHBIMA  MEANLWMHCKAMM
paboTHMKamu.
MokasaHuA

JAunanunzatopbl FX npegHasHaueHbl AN OAHOPA30BOr0 MCMONb30BaHUA npu
XPOHNYECKOM remoguanuse, remounbTpaumm unm remo(gua)punbtpauum gns
3aMeCTUTeNIbHON MOYEYHOW Tepanuu y MauWeHTOB C XPOHWUYECKON 6G0ne3Hblo
nouek 5 ctagum P(3r15).

4. ®YHKUMOHA/bHbIE XapaKTEPUCTUKM W Ha3HAuYeHue MeaULMHCKOro
n3nenus

JAvannsatopbl FX classix npegHasHayeHbl /1 O[HOKPATHOrO WCMO/b30BaHNS
Npy XPOHNYECKOM remoananuse nau remo(aua)unbTpann CooTBETCTBEHHO.
Tabnuuya 1. Auanusatopsbl FX classix: CBOAHbIE AaHHblE MUCMbITAHWUNA in vitro Ha
3hheKTUBHOCTb

50 60 80 100
F00002385 FO0002386 FO0002387 F00002388
1SO 8637-1
Qu =500
200 300 200 300 400 200 300 400 300 400 500
53 55 69 74 76 82 89 92 100 105 108
68 72 88 95 99 103 113 119 122 129 133
121 137 139 162 175 155 185 202 201 222 236
167 204 178 225 252 187 244 279 253 291 316
178 224 186 243 277 193 259 300 264 309 337
191 253 195 266 312 198 279 334 280 336 370
866 1068 1394 1429
27 38 53 68
0,001
01
0.7
53 74 95 116
121 87 67 55

In vitro; B cooTBeTcTBMM ¢ ISO 8637-1; gaHHble in Vitro, BeposTHO,
6yayT OTAMUYaTLCA OT AaHHbLIX N VIVO 13-3a cocTaBa KPOBM NauueHTa u
KNMHUYECKNX YCNOBMUIA.

Haemodiafiltration

FemognagunbTpauuns
out pn
BbIXO/], O w
BXO[,
Blood Dialysate
Kposb Ouanunzat
out
in Cdo BbIXO[,
BXO[,
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5. Risk of Application of the Medical Device

Certain side effects may occur during dialysis and may result from factors spe-
cific to the patient, operating parameters, equipment, priming procedure, dialysis
solution, diatyser, anticoagulation, medication etc. Therefore the selection of a
diaiyser and the selection and monitoring of treatment parameters based on indi-
vidual patient characteristics, therapy tolerance and clinical requirements as well
as compliance with the water and dialysis fluid standards are essential to minimise
side effects. The FX classix diaiyser is designed for high performance dialysis. In
patients not treated with this diaiyser before and incident patients starting HD or
HDF therapy, treatment intensity shall be gradually increased to permit adequate
adaptation. Hypersensitivity or hypersensitivity-like reactions have been observed
during dialysis mainly in the first weeks of treatment with the diaiyser. Symp-
tomatology can vary and may include; dyspnoea, chest congestion, bronchos-
pasm, respiratory arrest, hypotension, tachycardia, urticaria, erythema, flushing,
angioedema, ocular hyperaemia, pruritus, abdominal pain, nausea, convulsions
and unconsciousness. Carefully monitor patients who have not previously been
treated with the diaiyser, or who have shown possible hypersensitivity symptoms
during previous treatments, or who have a history of allergy including asthma. If
severe hypersensitivity or hypersensitivity-like reactions occur, the dialysis must
be discontinued and the blood from the extracorporeal system must not be re-
turned to the patient. Initiate appropriate emergency medical treatment.

The diaiyser is steam sterilised and thus contains no sterilisation residues. For
patients with known ethylene oxide hypersensitivity all components of the extra-
corporeal circuit should be ethylene oxide-free.

Contraindications:

Special contraindications are unknown. Generaliy, contraindications for haemo-
dialysis are applicable. Patients with known hypersensitivity to any of the dia-
lyser's material must not be treated with the diaiyser.

6. Technical Characteristics of the Medical Device
Table 2; Technical characteristics of FX classix diatysers

5. Pucku, cBsizaHHble C UCNOb30BaHNEM MeAULMHCKOro usgenus

Mo6ouHble 3hheKTbl, BO3HMKAKLWME BO Bpemsi npoueaypbl Auanusa, MoryTt
ABNATLCS PE3YNbTaTOM Crefytolux (pakTopoB: MHANBUAYaA/IbHLIX 0COGEHHOCTEl
nauveHTa, napameTpoB npoueaypbl, 060pyf0BaHUsA, NpoLleaypbl 3anofHeHus,
[ManM3HOro pacTBopa, ANann3aTopa, aHTUKOoarysisiHTa, 1eKapCTBEHHbIX CPEACTB
n 1. 4. Moatomy BbIGOp AManu3atopa M BbIGOp NapameTpoB MOHUTOPUHra
npoueaypbl, OCHOBaHHbIi Ha WHAMBMAYa/bHbIX MOKa3aTensx nauueHTa,
NepeHOCUMOCTY NPOLLEAYPbI N KIMHUYECKMX NoKa3aTensx, a Takke COOTBETC rBUsi
CTaHJapTaM B OTHOLIEHWW BOAbl W AVANU3HOW XWAKOCTU, SIBNSETCS BaKHbIM
yCcnoBmMeM 418 MUHUMM3aUMM NOo6oYHbIX 3dhdekToB. Auanusatop FX classix
npefHasHayeH [N BbICOKO3((PeKTUBHOIO Avanusa. [launeHtam, KOTOpbIM
He NpoBoAunach paHee npoueaypa C UCNoMb30BaHWEM 3TUX 4Uann3aTopos,
a Takke nauueHTam C BhepBble BbIABNEHHLIM 3a60/7eBaHNEM, HaXOAALMMCS
Ha BBOAHOW Tepanun T[4 wwm TA®P, cnefyeT NOCTENEHHO HapawumBaTb
MHTEHCMBHOCTb Tepanuu, 4YToGbl rapaHTUpOBaTb afeKBaTHYl agantauuio.
IMnNepuyBCTBUTENIBHOCTL WM peakuun, NoAoGHbIe TrUnepuyBCTBUTENBHOCTH,
Habnjanucb BO BpeMsi AManu3a B OCHOBHOM B MEPBblE Hefenn neyeHust
AvanusatopoM. CUMNTOMATUKA MOXET MEHATLCA 1 MOXET BK/OUATh: OfbILLKY,
4yBCTBO CTECHEHUA B rpyau, 6poHxocna3m, OCTaHOBKY AbIXaHus, TMNOTEeH3uto,
Taxukapauio, KparnuBHWLY, 3puUTEMY, BHE3arHoe MOoKpacHeHWe KOXM, OoTeK
KBUHKe, runepemuto rnasa, 3yd, 60/b B XMBOTE, TOLWHOTY, CYAOPOrA U NOTEPH
CO3HaHWs. BHMMaTENbHO cnefuTe 3a NauveHTamu, paHee He MosyyvaBLIMMu
NeYeHve C NPUMEHEHNEM Ananu3aTtopa, NayyeHTamm ¢ CMMNTomMamm BO3MOXHOM
rMNepuyBCTBUTE/IBHOCTM BO BPEMSI Mpefblayluyx npoueayp wim c anneprueit
B aHamHe3e, B TOM uucfie acTMoii. Mpu BO3HWKHOBEHWU CEepbe3HOl peakuuun
rNepuyBCTBUTE/ILHOCTY WU APYTMX NOAOGHBIX peakuuii npekpaTute guanus u
npegoTBpaTuTe BO3BPAT KPOBW U3 3KCTPAKOPMOPAsIbHOrO KOHTYpa MmaupeHTy.
OKaXnTe HaANexXallylo IKCTPeHHY0 MeANLMHCKYH NOMOLLb.

[nann3atop cTepunn3oBaH NapoM M He COAEPXKUT OCTATKOB CTEPUIUIYIOLNX
BewecTts. Mpu NpoBeAeHUM NpoLeaypbl MauveHTam C U3BECTHOM peakuuei
rMNepUyBCTBUTENILHOCTU K STWIEHOKCUAY HU OAWH U3  KOMIMOHEHTOB
3KCTPAKOPMOPaIbHOMO KOHTYpa He JO/MKEH COAEPXaTb 3TUEHOKCHAA.

MpoTuBonokasaHus.
CneyuanbHble npoTueBonokKasaHnAa HEN3BECTHbI. Kak npaswuno,
npoTMBOMNOKa3aHWa Takue e, Kak Ans  remogvanusa. 3anpeljaertcs

ncnonb3osatb 3TOT Ananu3aTtop 414 NeyeHna nauneHTos C N3BECTHOW peaKumeV]
rMnep4yyBCTBUTENIBHOCTN K MaTtepuanam, U3 KOTopbiX U3roTOB/IEH AMann3aTop.

6. TexHnyeckne xapakTepucTukn MeanLynHCKOro nsgenus

Tabnuua 2. TexHuyeckue xapakTepucTukn guanusaropos FX classix:

50 80 100

F X classix Mopenb FX classix 60
A {effective surface A (nnowagb adheKTUBHON
area) [ nosepxHOCTK) 14 1.0 1.4 18 2.2
Cc ti to tubi CoeguHeHne ¢ TpybKamu According to ISO 8637-1
onnections fo tbings A Py B cooTtBetcTBUM € ISO 8637-1
I INLINE steam
Sterilisation method MeTopg cTepunum3saumm BCTPOEHHAS naposas
Recommended PekomeHayemblii gnana3oH
blood flow range [miymin] Toka KpoBwu [Mn/MuH]  100-300" 150-400* 200 - 500" 250 - 600"
Max. TMP MakcumasibHoe
TpaHcMeMbpaHHoe

[mmHg] pasneHune [Mm pr. cT] 600
Max. dtalysate flow MakcMMasibHbIiA

[mLymin] noTok avanusara [MA/MuH] 800 1000 1000 1000
Housing Kopnyc Polypropylene MonunponuneHx
Potting material Martepuan gna 3anveku Polyurethane TMonuypeTtaH

Helixone® (Polysutfone - PVP blend)
Membrane Membpana Helixone® (MonucynboH - cmeck MBIM)
Sealing-ring Konbuesoe ynnoTHeHue Silicone CunukoH
Sterility caps Konnauku ctepuibHOCTH Polypropylene Monunponunex
Dimension of foil pouch Pa3mep naketa 13 255 (#5) x 255 (#5) x 280 (¥5) x 280 (¥5) x
[mm]  donbru [Mm] 390 (£5) 390 (#5) 390 (5) 390 (£5)

Weight of foil pouch [a] Bec naketa n3 conbru [ ~54 ~54 - 5.8 ~5.8

* For additional information see the section under “WARNINGS" in the Instruc-
tions for Use.

7. Accessories

Not applicable.
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7. TpuHagnexHocTtun

HenpumeHnmo.



8. Information on the Presence of Medicinal Products, Substances of
Animal or Human Origin in the Medical Device

Not applicable.

9. Information on the Order of Installation, Setting, Tuning, Calibration and
Other Actions Necessary to Put the Medical Device into Operation

It is recommended to introduce an anticoagulant to the extracorporeal circuit.
Anticoagulant requirements may vary with the patient's condition, application site,
dialyser characteristics and treatment modality. Nature, amount and method of
application of an anticoagulant must be prescribed by the responsible physician.

HAEMOFILTRATION

Priming

Affix dialyser in a vertical position. Aseptically connect the arterial and venous
blood lines to tne lower and upper dialyser ports respectively. Attach the dialysate
tubing connectors with the inlet to the upper and the outlet to the lower dialysate
port. Fill dialyser according to the instructions provided with the machine (there is
no need to turn the dialyser). We recommend bag-free priming with ONLINEplus
(priming volume: 500 ml). Alternatively, the blood compartment can be filled and
de-aerated in recirculation mode with isotonic saline solution (e.g. 500 m | bag).
Ensure complete de-aeration of the blood compartment.

Patient Connection

Connect arterial line to the patients circulation. Allow blood to flow in the blood
line and dialyser (pump speed approx. 100 mL/min), Connect venous blood line
to the patient Adjust treatment parameters to desired setting. The weight loss
should be monitored.

Termination

Perform reinfusion of the blood at the end of the treatment according to the in-
structions provided with the macnine. We recommend the bag-free ONLINEplus
procedure. Alternatively, isotonic saline solution (e.g. 500 mL bag) can be used
for reinfusion. The blood should be reinfused completely.

10. Room Requirements Where the Medical Device Is to Be Installed and
Requirements on the User for Installation of the Medical Device

The requirements for installation (setup) of the device for carrying out a dialysis
define the room requirements for the installation of the medical device. FX classix
Dialysers are intended to be used only by healthcare professionals.

11. Information for Check of Correctness of Installation (Setup) of the
Medical Device and its Readiness for Safe Work of Operation

a) Contents and frequency of maintenance, including cleaning and disinfection
of the medical device

Not applicabie.

b) List provided by the manufacturer of the medical device, information, identi-
fication keys, passwords of access, programs necessary for installation, ad-
justment, operation and maintenance of the medical device

Not applicable.

c) List of expendables (components, reagents) and procedure of their applica-
tion and replacement

Not applicable.

d) Necessity of calibration for ensuring appropriate and safe work of the medical
device during the term of its service

Not applicable.

e) Methods of risk minimization connected with installation, calibration or main-
tenance of the medical device
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8. CBaefieHVsi 0 COfePXXaHUM B MEAULMHCKOM U3LENnM MeANKaMEHTO3HbIX
CPeCTB, BELLECTB XMBOTHOTO U YE/I0BEYECKOTO W MPOUCXOXAEHUS

Henpumenumo.

9. CeefeHne 0 npoueaype YCTAHOBKW, HACTPOWKM, PEryMpoBKM W
KaNMGpoBKM, a Takke O APYrUX npouefypax, Heo6XoAWMbIX A4/ BBOAA
MeMLUMHCKOTO U3Aenus B aKCnyaTaLmio

PeKOMEHAYyeTCsi BBOAUTb aHTUKOATY/SHT B 3KCTPAKOPMOPasibHbIli  KOHTYP.
Tpe6oBaHus K aHTUKOAry/ISIHTY MOTYT OT/INYATLCS B 3aBUCMMOCTM OT COCTOSIHUS
nauveHTa, MecTa MPUMEHEHWs, XapakTepucTuk Auanusaropa v Metoga
nedeHusi. Bug, KOMMYECTBO M METOZ NMPUMEHEHUs aHTUKOAryNsiHTa AO0/DKHbI
NPONUCHLIBATLCA IEYaLLM BPAUYOM.

FEMOPUIbTPALUNA
3anosHeHne

3akpenute gnann3atop B BEPTUKa/IbHOM MONOXEHUN. B CTepubHbIX YCNoBusx
coeiHUTE apTepuasibHble 1 BEHO3Hble MarucTpasii C HIDKHUM 1 BEPXHUM
nopTamu gnanm3atopa COOTBETCTBEHHO. [MofCoOeMHUTE BXOAHO COeanHUTENb
TPyoKM C [uanu3atom K BEpxXHeMy MopTy A/ Auanusata, a BbIXOAHOM
coefuHuTeNb TPYGKN K HKHEMY NOPTY ANs Ananu3arta. 3anofHuTe guannsarop
B COOTBETCTBWAM C WHCTPyKUMei, NocCTaB/sieMoii C annapaTom Ana Auanvsa
(nepeBopaunBaTth (hUAbTP HeobA3aTenbHO). Mbl pekomeHAyeM NpoBOAUTH
6ecnakeTHoe 3anosiHeHve npu nomowm ONLINEplus (06bem 3anonHeHus;
500 m). KOHTYp KpOBM TakXe MOXHO 3anofiHNTb U [easpupoBaTb B pexume
PeLMpKynsiuMM € UCMONb30BaHMEM W30TOHUYECKOTO CONEBOTO  pacTBopa
(Hanpumep, nakeT o6bemom 500 m). Y6eauTech B NONHOW Aeaspauun KOHTypa
KpoBW.

MoaxntoueHne naumeHTa

CoeAnHNTe apTepuasibHyl0 Maructpasb C KpoBooGpaljeHueM nauyeHTa.
MponycTute KPOBb MO KPOBOMPOBOASALLE/ Maructpanu u Avannsaropy
(ckopocTb Hacoca npumepHo 100 mn/muH). CoefnHUTE MarucTpanb BEHO3HOM
KPOBM C NauueHTOM. YCTaHOBWTe napaMeTpbl Npouedypbl B COOTBETCTBUM C
TpebyeMbIMK HacTpoiikamu. Heo6xo41MMo KOHTPONMPOBaTh NOTepto Beca.

3aBepLueHue npoLeaypbl

BbiNonHWTE peuHdy3nio KPOBW B KOHLE npoueaypbl B COOTBETCTBUM C
WHCTPYKLMWEN, nocTaBnsiemoii ¢ annapatoM. Mbl pekomeHAyem MpoBOAUTH
6ecnakeTHylo npoueaypy npu nomowm ONLINEplus. Ons penHdy3um Takke
MOXHO WCMOMb30BaTb WM30TOHMYECKMIi CONeBoOil pacTBop (Hanpumep, nakeT
o6bemom 500 m). KpoBb fomkHa 6bITb peuHdy3vpoBaHa B NOIHOM o6beme.

10. Tpe6oBaHWs, NpPeAbsBAsEMble K MeCTy YCTaHOBKU MegULMHCKOro
U3LENVS U K CMELMaUIUCTY, BbIMOJTHSIOLEMY €ro YCTaHOBKY

Tpe6oBaHuWs K yCTaHOBKe (HACTPOVKE) MEAMLIMHCKOTO U3Aenvs Ans NpoBeseHns
vanusa onpegensioT TpeGoBaHWs, NPegbsBAsiEMble K MECTy YCTaHOBKW
MeauumMHCKoro usgenusi. Juanusatopbl FX classix npegHasHaueHbl s
CMOMb30BaHNS TONbKO MEANLMHCKUMI CreLmasiucTamm.

11. CeepfieHuss O MpoBepKe MpaBUILHOCTU YCTAHOBKW (HACTPOIiKM)
MEeZMLMHCKOTO U3EeNUsi 1 ero rOTOBHOCTY K 6€30MacHoi akcnayaTaumm

a) CeefleHNs 0O TEXHWYECKOM OO6CNyXuMBaHUWM, UUCTKE W Ae3uHdekun
Me[MULMHCKOrO U3LeNnst U NepuofUMYHOCTb NPOBEAEHUS aHHbIX Npoueasyp

Henpumenumo.

b) Cnucok, nocTaBisieMblii  NPOU3BOAWTENEM  MELULMHCKOrO  W3Aenus,
CBEAeHUs, KNouM uAeHTUMKauMM, naponu, nporpaMMbl, Heo6xoanMble
NS YCTAHOBKW, HACTPOVKW, 3KCMayaTauum U TEXHUYECKOTro 06CNyXUBaHNA
MEANLMHCKOTo n3genus

Henpvmenumo.

c) Cnuncok pacxofHblX MaTepuasioB (KOMMNOHEHTOB, peareHToB) U MpoLeaypsbl
WX UCMONb30BAHUS U 3aMeHbI

HenpumeHnmo.

d) Heob6xoAWMOCTb  BbIMOSHEHUA  KANMGPOBKM C  Lenblo  obecneyeHns
Hagnexaueii u 6e3onacHoi 3KcnayatauuM MeAWLMHCKOro u3genus B
TeyeHne cpoKa ero cnyxobl

HenpvmeHvmo.

e) Cnocobbl MUHMMU3ALMN pUCKA, CBA3AHHOMO C YCTAHOBKOW, KanmbpoBKOli 1
TEXHNYECKNM 06CNYXNBaHNEM MeANLMHCKOTO N3aenms



WARNINGS

Due to the high hydraulic permeability of the membrane, the dialysers must
only be used with iaiysis machines which enable precise volumetric fluid con-
trol. Refer to dialysis machine manufacturer’s technical and safety instructions
for the use of high permeability membranes.

During postdilution-HDF and postdilution-HF with manual setting of the filtra-
tion flow rate the maximum filtration flow (substitution rate + ultrafiltration rate)
must not exceed 25 % of the effective blood flow rate. This is to keep the
blood water content within a certain uncritical range and to avoid the risk of
haemoconcentration and coagulation in the extracorporeal circuit. The TMP
has to be monitored.

The dialyser is intended for single-use only. Re-use may be hazardous to both the
patient and operator. Cleansing solutions and disinfectants may damage materi-
als employed for the housing, potting and membrane. Safety of use can no longer
be guaranteed and the manufacturer assumes no liability.

Blood flow rates below the recommended blood flow range can be set. The co-
agulation should be monitored and the decrease of the clearance values might
be steeper than expected.

Blood flow rates above the recommended blood flow range can be set, This
might result in a decrease of the sieving coefficient of middle molecular sub-
stances (e.g. P2-  myoglobin) and an increase of the sieving coefficient of albu-
min when performing HDF or HR The increase of the middle molecule clearance
might be lower than expected from raised blood flow and filtration flow rates.

WARRANTY

Products with manufacturing defects will be replaced if the defect is reported with
details of the lot number.

The manufacturer wilt not be liable for any misuse, improper handling, non-com-
pliance with instructions for use and cautionary notes and for any damage in-
curred subsequent to the manufacturer's delivery of the dialyser,

t) Information on installation, adjustment (setup), control, calibration and other
actions necessary to put the medical device into operation and for its correct
application

For more information please refer to section 11 subsection €) “Methods for
risk minimisation in the context of installation, calibration or maintenance of the
medical device”.

) Information on the list of the main operation characteristics (application) of the
medical device, on transport conditions and storage

The user has to transport and store the FX classix dialysers steady against the
influence of climatic factors, i.e. from +5 ®C - +30 'C. The shelf-life is three years,
calculated from the date of manufacture (see also use-by date on the product
and box label).

For more Information, please refer to product or box label for:

|REF|  Catalogue number 2 Use-by date

(w[j  Date of manufacture Do not re-use

m | Manufacturer . Temperature limit
L ~j| Sterilized using steam. Use only on machines with exact
Blood pathway sterile. bl UF-control.
/t\ Caution Units

NOn-pyrogenic Do not use if the package is
pyrog damaged

Keep dry " Fragile, handle with care

|LOT| Batch code
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MNPEAYNPEXAEHWA

YunTbiBasi  BbICOKYID — [MAPABAMYECKYID  MPOHWULAEMOCTb  Mem6paHbl,
MCNONb3yiiTe AMANM3aTopbl WUCKIUUTENBHO C AManM3HbIMK  annaparamu,
KOTOpble 0GECMEeUnBalOT TOUHbIA BOMKOMETPUYECKUH KOHTPOSb KMAKOCTM.
CeefieHUss 06 WCMO/b30BaHNU BbICOKOMPOHULLAEMbIX MeMGpaH NpuBoasTCs
B TEXHUYECKMX YKa3aHWsiX U npaBunax Mo TexHuke 6e30mnacHocTu,
NOCTaB/ISIEMbIX NPOU3BOANUTENIEM ANANUSHOIO annapara.

Bo Bpema noctaunniounoHHoii AP u  NOCTAUNNOUMOHHON [P ¢
yCTaHOBNEHHO BPYYHYt0 CKOpOCTbIO nNbTPaLMOHHOrO noToka
MaKcuMasibHas CKOPOCTb (PUNbTPALMOHHOIO NOTOKA (CKOPOCTh 3aMeLleHns +
CKOpOCTb yNbTpadhunbTpaumm) He foKHa NpeBbIwaTh 25 % 0T adhheKTUBHOI
CKOpPOCTM KpPOBOTOKa, JTO MNO3BONAET MOAAEpXMBaTb OGBEM KUAKOW
4yacTu KpoBM B Mpegenax HeKpMTUYecKoro AuanasoHa U MUHUMWU3MpOBaTb
PUCK FEMOKOHLEHTpaUMM 1 Koarynsuum B 3KCTPaKOPrnopasbHOM KOHType.
TpaHcMeMbpaHHOe AasrieHne [OMKHO KOHTPOMPOBaTLCA

[Ovannsatop npejgHasHauyeH TONbKO [/11  OJHOPA30BOTO  UCMO/b30BaHUS.
MoBTOPHOE WCMO/Ib30BaHNE MOXEeT ObiTb OMACHO KaK /1 MauveHTa, Tak u
Ans onepatopa. CpefcTBa ANs YACTKU U [Ae3WHMEKLUMN MOryT MNOBpeauTb
maTepuasibl, U3 KOTOPbIX W3rOTOBMEHbI KOPMyC, 3a/uBKa W Membpana. [Mpn
CNO/Ib30BaHNM JaHHbIX CPeCTB 6€30MacHOCTb He MOXeT GbITb rapaHTUpoBaHa,
1 C NPOU3BOAUTENA CHUMAETCA /1l06as OTBETCTBEHHOCTb.

Mokasatenn CKOPOCTM KPOBOTOKA MOTYT GbiTb  YCTAHOB/IEHbI  HXKE
peKoMeHAyemoro fuana3oHa KpoBOTOKa. Mpu 3TOM HEO6XOAMMO OTCNexXVBaTb
noKasaTe/n Koarysisiuymn, a CHUKEHNE 3HAUYEHUI KIMpeHCca MOXET 6biTb 6osiee
PEe3K1M, YEM OXUAAIOCH.

MokasaTenn CKOPOCTM KPOBOTOKA MOFYT OblTb  YCTAHOB/EHbl  Bbllle
peKkoMeHAyeMOoro avana3oHa KpoBOTOKA. JTO MOXET MPUBECTU K CHUKEHWIO
Koa(hhpuLmeHTa NpocenBaHnsa cpeaHEMONEKY SPHbLIX BelecTs (Hanpumep, (X -
M. MWUOTNI061HA) U K YBENTMYEHMIO KO3hpuLmMeHTa NpocemBaHns anbbymvmHa npu
nposegerun FAPD uam M. Yeennuenne cpefHeMoNeKyNApHOro KMpeHca MoXeT
6bITb HIDKE, YeM OXWAANO0Ch, C pe3y/bTaTta yBesIMYeHst CKOPOCTH KPOBOTOKA U
hMNbTPALMOHHOTO MOTOKA.

FTAPAHTUIA

3ameHa u3genuii ¢ NPOW3BOACTBEHHLIM 6PAaKOM BbIMOHAETCS MPYU HANMUMN
HOMepa napTum.

MpousBoauTeNnb He HeceT OTBETCTBEHHOCTM 3a /1l060e HeHag/exawye
CMO/b30BaHNE, HEMPaBUbHOE O6palleHue, Heco6/IIAEHUe UHCTPYKUWii no
aKCnyaTaumMu 1 NpefocTepexxeHui, a Takxke 3a Nto6oii yuwep6, BO3HWKLWINIA
noc/e nocTasky KOMMaHWen-Nnpon3BoanTeNeM AUann3aropa,

f) CsepeHnss 06 ycTaHOBKe, perynupoBke (HacTpoiike), cnoco6ax KOHTpons
N KanMbpoBKM, a Takxe ApPYrux npoueaypax, Heo6XoAuMbIX AN BBOAA
MeAMLMHCKOrO U3Aenust B aKCrayaTauuio u obecneyeHns ero Hagnexatlei
paboTbl

Mogpo6Hble cBefieHns cMm. B pasgene 11 nyHkTe “e» «Cnocobbl MUHMMU3ALMN
puvcKa, CBA3AHHOTO C YCTAHOBKOM, KaniM6pOBKOW MTEXHNYECKUM 06CNYXUBAHNEM
MEJMULMHCKOIO U3genmns».

g) WVHdopmaums 06  OCHOBHbIX  3KCMyaTaUMOHHbIX  XapakTepucTukax
(NPUMEHeHUM) MeAWNLMHCKOTO U3[enusi, YCNOBUSX TPaHCMOPTUPOBKM U
XpaHeHust

TpaHcnopTpoBKa 1 XpaHeHne AnanusatopoB FX classix 40MKHbI BbINONHATLCS
B CTabU/bHbIX KNMMATUYECKUX YCNOBUSX, & UMEHHO B AnanasoHe Temneparyp
oT +5 pgo +30 "0, Cpok cnyx6bl u3genua coctaBnseT 3 roga ¢ MOMeHTa
M3roToBNEeHUs (CPOK FOAHOCTU TAKXKe YKa3aH Ha 3TUKETKe U3AENVS U YNakKoBKM).

Mofpo6Hble CBeAEHNS CM. Ha ATUKETKE U3AENNA UN YNakoBKU.

Homep no katasiory 2 Wcnonb3oBatb 4o

[lara npov3soacTsa TonbKO AN OAHOPA30BOr0

d ] npyMeHeHns
|b3o-c
Mpon3soauTtens TemnepaTypHble orpaHnyeHns
o Creprw1308aHO Mapom @g& Vicnons3yiiTe Tonbko Ha annaparax ¢
KOHTYP KpOBY CTEPWIBHB A, TOHHBIM KOHTPONIEM YrbTRadsTRaL.
BHumaHve! Konunuectso
He ucnonb3ayiite, ecnmn
AnvporeHHo

ynakoBka HapyLueHa

XpaHuTb B CyXOM

Yy Xpynkuii rpy3
mecTe Py Py

X >

Kopg naptum



h) List of national standards applied by the manufacturer of the medical device

Table 3; List of applied standards

h} Cnucok HauMoHasbHbIX CTaHAApTOB,
MEeAULMHCKOrO n3genus

NpUMEHAEeMbIX Npou3BoguTenem

Tabnuua 3. CnMcoK NpMMEHsIeMbIX CTaHAAPTOB

EN 1SO 13485 Medical devices - Quality management systems -
Requirements for regulatory purposes (ISO 13485)
GOST ISO 13485-2017/
[OCT ISO 13485-2017

EN 1SO 9001

Medical devices. Quality management systems.
Requirements for regulatory purposes

Quality management systems -
Requirements (ISO 9(X1)

GOST R1SO9001-2015/  Quality management systems. Requirements

FOCTPUCO 9001-2015
EN ISO 14971 Medical Devices: Application of risk management to
medical devices (EN 1S 014971)

Medical devices. Application of risk management to
medical devices

GOST ISO 14971-2011 /
FOCT ISO 14971-2011

EN ISO 14155 Clinical investigation of medical devices for human

subjects - Good clinical practice (ISO 14155)
GOST R1S014155-2014/  Clinical investigations. Good clinical practice

FOCTPUCO 14155-2014
Sterilization

EN ISO 17665-1 Sterilization of health care products - Moist heal -
Part 1. Requirements for the development,
validation and routine control of a sterilization

process for medical devices (IS0 17665-1}

GOST R ISO 17665-1- Sterilization of health care products. Moist heat.

2016/ Part 1; Requirements for development, validation
FOCTPUCO 17665-1- and routine control of a sterilization process for
2016 medical devices

Label/leaflet

EN ISO 15223-1 Medical devices - Symbols to be used with
medical device labels, labelling and information to
be supplied - Part 1. General requirements (ISO

15223-1}

GOST RSO 15223-1- Medical devices. Symbols to be used with medical

2014/ device labels, labelling, and information to be
FOCT PUCO 15223-1- supplied. Part 1. General requirements
2014

Biocompatibility
EN ISO 10993-1 Biological evaluation of medical devices -
Part 1. Evaluation and testing within a risk
management process (ISO 10993-1)
GOST ISO 10993-1-2011 /
[OCT ISO 10993-1-2011
Product specific requirements

ISO 8637-1

Medical devices. Biological evaluation of medical
devices. Part 1. Evaluation and testing

Cardiovascular implants and extracorporeal
systems - Haemodialysers, haemodiafilters,
haemofilters and haemoconcentrators

GOST ISO 8637-2012*/
FOCT 1SO 8637.2012*

Haemodialysers, haemofilters and
haemoconcentrators. Technical requirements and
test methods

' Additional information according to paragraph 6.2.1, 6.2.2, 6.2.3 of GOST ISO
8637-2012 can be provided to the user upon request.

12.  Sterility of the Medical Device
The dialyser is steam sterilised and thus contains no sterilisation residues.

13. Reuse of the Medical Device
Not applicable.

14. Combined Use of the Medical Device with Other Devices

FX classix dialysers are designed for use during kidney replacement therapy in
combination with haemodialysis machines. Use only devices with exact ultrafil-
tration control (UF control).

1) Recommended lines:

- Consumables for the device "Artificial kidney": bloodlines and dialysis accesso-
ries, Reg. cert. Ne FSZ 2010/07339;

2) Recommended machines:

- Apparatus "Artificial kidney" type 4008, models 4008 B, 4008 E, 4008 H,
4008 S, 4008 ADS, Reg. cert. no. R2N 2014/1643;

- Apparatus “Artificial kidney” type 5008 with accessories, Reg. cert. No. RZN
2014/1645;

- Apparatus "Atrtificial kidney" type 5008S with accessories, Reg. cert. No. FSZ
2008/01823.
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MeanumHckme nagenus - CUCTeMbl MEHEeDKMEHTa KayecTBa - TpeGoBaHus
ons ueneii perynuposanus (1ISO 13485)

N3genua meguumHekue. Cuctembl MeHeMKMEHTA KayecTa. Tpe6oBaHus s
ueneit perynmpoBaHus

CucTeMbl MeHeKMeHTa kavecTBa - TpeboBaHus (ISO 9001)
CucteMbl MeHeKMeHTa KadecTsa. Tpe6oBaHus

MeanunHckve usgenua: NpumeHeHne MeHeKMeHTa pucka K MefuLnNHCKUM
nsgenusm (EN IS 014971)

N3penua meguumHekue. NMpuMeHeHne MeHe)KMeHTa pucka K MefuLnNHCKUM
n3aennam

KnuHuyeckune nccnefoBaHns MegULMHCKUX U3Aenuii ans nogen -
Hapgnexaulas knvHuyeckas npaktuka (ISO 14155)

KnuHnueckune uccnefosBanns. Hagnexalas KaMHUYecKas npakmmka

Crepunusaums

CTepunmsaums MeguLMHCKO/ npogyKuum - BnaxHoe Tenso -
YacTb 1. Tpe6oBaHusa K pa3paboTke, Banvgauuy u TekyLLemy KOHTPOIo
npotecca cTepunnsaumm MmeguumHcknx nsgennin (1ISO 17665-1)

CTepunnsaums MeAuUMHCKON npoaykuun. BnaxHoe Tenno. YacTtb 1
Tpe6oBaHusa K pa3paboTke, BaMaaLun 1 TEKyLLEMY KOHTPO/IO npoLiecca
CTepUnM3aunn MeguLMHCKUX U3genwii

OTnKeTKa/6yKneT

MeanumHckne nsgenus - CUMBO/bI, NPUMEHAeMble NPY MapKUPOBaHUU Ha
MEAVNLIMHCKUX U3LenusaX, 3TUKeTKaxX U B CONPOBOAUTENbHON AOKYMeHTauum -
Yactb 1. OcHoBHble TpeboBaHusa (ISO 15223-1)

N3genua megmumnHckme. CMBOSbI, NPUMEHSEMbIE NP MapKUPOBaHNN Ha
MeAVNLMHCKNX U3AeNnaX, 3TUKeTKax U B CONPOBOAUTE/NbHON AOKYMEHTaLUN.
YacTb 1. OCHOBHble Tpe6oBaHusA

BrocoemecTMOCTb

OueHka 610/10rM4ecKoro AeCTBUS MEAULMHCKUX U3AENWii -

YacTb 1. OueHKa v uccnefoBaHusi B paMkax npouecca ynpasieHus prckamu
(ISO 10993-1)

M3penus meguumnHekne. OueHka 61MoNornuyeckoro AeicTBus MeguLIMHCKUX
nsgenuii. Yactb 1. OueHka u uccnefoBaHus

Ocobble Tpe6oBaHWS K U3aenio

CeppeyHo-cocyancTble UMMNIaHTaTbl M 3KCTPakopnopasibHble CUCTEMbI -
Femoananu3atopsl, remoanauabTpbl, reMouIbLTPbI U FEMOKOHLLEHTPAaTOopbI

Femognanusatopbl, reMouIbTPbI N FEMOKOHLIEHTPATOPbI. TexHnYeckue
Tpe6oBaHNs U MeTofbl UCTbITaHuiA

‘fononHutenbHan MHopmalms B COOTBETCTBUN € NyHKTamu 6.2.1,6.2.2,6.2.3
FOCT NCO 8637-2012 moxeT 6bITb NpefocTas/ieHa nonbL30BaTe o No 3anpocy.

12. CTepunbHOCTb MEAULMHCKOrO U3genus

[nann3aTtop CTepuaM30BaH Napom W HE COLEPXUT OCTATKOB CTEPUIN3YIOLLNX
BELLECTB.

13. nOBTOpHOe ncnosib3oBaHne MeguuUMHCKOro nagenva

HenpvmeHnmo.

14. COBMECTHOe MCMO/b30BaHWe MeAULUHCKOro W3fenua c Apyrumu
ycTpoiicTBamm

Auvanusatopbl  FX classix npefgHasHayeHbl AN18  UCNOMb30BaHWA  Mpu
NpoBeAEHNN 3aMecTUTEe/IbHON MOYeYHO Tepanuu B coueTaHun ¢ annapatamu
AN remopvanusa. Vcnonb3yiiTe TOMbKO U3[EeNMst C TOYHBIM  KOHTpONem
ynbTpadunbTpaumm (Y P-KoHTPONb).

1) PekoMeHAOBaHbI MarucTpanu;

- MaTepuanbl pacxogHble Ans annapata "/ICKycCTBEHHast No4Ka”; marucTpanm n
Ananu3Hble akceccyapbl, PY Ns #C3 2010/07339;

2) PekomeH0BaHbl MalUMHbI:

- Annapat «WckyccTBeHHasi nouka» Tuna 4008, mogeneli 4008 B, 4008 E,
4008 H, 4008 S, 4008 ADS, PY Ne P3H 2014/1643:

- Annapart «WckyccTBeHHast nouka» tuna 5008 ¢ npuHagnexHoctamu, PY Ne
P3H 2014/1645;

- Annapart «VickyccTBeHHas noyka» tuna 5008S c npuHagnexHoctamu, PY Ns
dC3 2008/01823.



t5. Radiation
Not applicable.

16. Safety

a) Malfunctions of the medical device, failure in its work or deviations in function-
ing which can influence the safety of the medical device, including those that
can be identified by external signs

Use only if unit package is intact, sealing caps are in place and the dialyser is un-
damaged, Dialysers must not be used after expiry date {see label). Each dialyser
is checked for integrity prior to leaving the factory. If a blood leak should arise, the
dialyser must be exchanged.

b) Impacts on functioning of the medical device of the external factors connect-
ed with application of the medical device in a combination with other med-
ical devices and (or) the equipment, or such predictable factors as external
electromagnetic fields, electrostatic categories, radiation (electromagnetic,
ionizing, other), the atmospheric pressure and its differences, humidity and
environmental temperature

EX classix dialysers produced by Fresenius Medical Care are intended for use by
healthcare professionals (doctors and nurses), conditions of the environment and
tfie requirements are strictly established by clinical experts according to specific
instructions of the medical institution.

c) Risk of the electromagnetic interference created by a medical device for other
medical devices, the equipment and means of communication during the car-
rying out and assessment of results of diagnostics, treatment or at its appli-
cation to destination (for example, the electromagnetic radiation of a medical
device exerting impact on other equipment)

Not applicable.

17. Warnings and/or Precautions Taken by the User When Using a Medical
Device Containing a Medicinal Product, Material of Animal or Human Origin,
Materials That Are Carcinogenic, Mutagenic or Toxic, Possible Isolation or
Leaching of Which Leads to Sensibilization, Allergic Reaction or Negatively
Affects Reproductive Function

The dialyser is steam sterilised and thus contains no sterilisation residues. For
patients with known ethylene oxide hypersensitivity all components of the extra-
corporeal circuit should be ethylene oxide-free. For more information on warnings
and precautionary measures please refer to section 11 subsection e) “Methods
for risk minimisation in the context of installation, calibration or maintenance of
the medical device".

18. Warnings and Precautions Taken by the User when Disposing the
Medical Device, Accessories and Consumables Used Together with it (if
any). Including Information about the Infectious, Microbial, Environmental
or Physical Hazards of the Medical Device

After the use FX classix Dialysers can be potentially dangerous to patients, health-
care professionals and the environment. Information on the correct disposal of
the waste materials can be found in “Procedure and conditions for disposal or
destruction of medical device”

19. Consultation of a Healthcare Professional

If you Observe any side effects, please report them immediately (see also "Risk
of Application of the Medical Device"). The healthcare professional will initiate
appropriate medical treatment.

20. Information on this Document

Initial release of the text: 2022-11-17
Date of revision of the text: 2022-11-17

21. Procedure and conditions for disposal or destruction of medical device

Disposal or destruction of medical devices is carried out in accordance with the
classification, rules for collection, use. neutralisation, placement, storage, trans-
portation, accounting and disposal of rriedical waste established by the author-
ised federal executive body.

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

15.  W3nyuyenune

HenpumeHnmo,

16. Be3onacHoCTb

a) HewncnpaBHOCTM MeAWUMHCKOTO u3fdenus, c6on B pa6oTe wam Apyrue
HapyLweHus hyHKLIMOHPOBAHUS, KOTOPbIE MOTYT NOB/IUATL HA 6€30MAaCHOCTb
UCMOMb30BaHUA MEAULMHCKOTO M3Aenusi, B TOM YMC/E HeUCTPaBHOCTU,
KOTOPbl€ MOXHO 06HAPYXMWTb MO BHELUHAM NpU3HaKam

Vcnonb3yiiTe TONbLKO B TOM Cfyyae, €CM HET MOBPEXAEHWUIA HapyXHOW
YNaKoBKM, YMIOTHAUANE KONMAYKM HA MeCTe U Ay1ann3aTop He MMeeT BUAUMBIX
noBpexAeHnii. 3anpelyaeTca MCMNoNb30BaTh [ManM3aTopbl Mocie WUCTeyeHns
CpoKa rogHocTu (CM, aTUKeTKy). Kaxaplii Ananusatop nofsepraeTca npoBepke
Ha LeNO0CTHOCTL Ha 3aBofe-u3rotoButesne. B cnyyae oGHapyxeHus /Teuku
KPOBW 3aMeHuTe Anannsarop.

b) BnusaHne Ha paboTy MeAWLMHCKOrO W3[enus BHELWHUX (DaKTopoB,
CBSI3aHHbIX C  WCMONb30BaHWEM  W3[EeNUs COBMECTHO C  Apyrumun
MeAULUMHCKUMK  yCcTpoiicTBaMun 1 (Wv) 06GOpyAOBaHMEM, WM Takux
NpOrHo3MpyemMbix (haKTOpOB, Kak BO3[eElCTBME  3/1eKTPOMArHUTHOrO
nonsi, 3MEKTPOCTATUHECKUX Pa3psSAoB, U3MydYeHUs (3/1EKTPOMArHUTHOro,
VNOHU3NPYIOLLEro 1 Ap.), aTMOCKEPHOro JaBfeHus 1 nepenagos AaBneHus,
B/I2XKHOCTM 1 TemnepaTypbl OKpyatoLeil cpepbl

[JAvanuzatopsl FX classix, BbinyLieHHble Fresenius Medical Care, npegHa3HayeHb!
[N UCNONb30BaHNS MEAULIMHCKMMU CrieupanucTamm (Bpadamv n Meacectpamm),
ycnoBusi  OKpyxaioleii cpefpl U Tpe6GoBaHMA CTPOro ycTaHaB/MBaOTCA
KNVHWYECKMMM 3KCNiepTamm CornacHo KOHKPETHBLIM YKa3aHUAM MefyupexaeHus.

C) PvCK  BO3HWKHOBEHUS|  3/1IEKTPOMArHUTHbIX  MOMEX,  CO3[aBaeMbixX
MEANLMHCKM U3aennem Ans Apyrux MeAULMHCKNX yCTPONCTB, 060pyaoBaHus
1 CPeACTB CBSI3U BO BpeMsi NPOBEAEHMsI NpoLelypbl U OLEHKW pe3ynbTaToB
[WNAarHOCTUKU U NIEYEHUsI UNW B pesynbTaTe MpPUMEHeHWUs MeaulHCKOro
n3aenvsi B MecTe aKcnayatauuy (Hanpumep, aneKTpoMarHuTHoe nsnyyeHve,
co3faBaeMoe MeAWLMHCKUM W3fenveM U BAusioliee Ha paboTy Apyroro
060pyaoBaHus)

HenpvmeHumo.

17. MpepynpexaeHus n (Wam) Mepbl NPefoCTOPOXHOCTYH, MPUHUMAeMble

nonb3oBarteniem npn ncnosib3oBaHNn MeguUNHCKOro nspenuns,
cofepxaliero MeguKamMeHTO3Hble cpeacTtBa, MaTtepuasibl >XXUBOTHOIO
nan  4yenoBe4vyeckoro npoucxoxaeHus, KaHueporeHHble, MyTareHHble

UMM TOKCUYHble MaTepuasibl, BblAENEHUE WM BbllleNadnBaHne KoTopbiX
MOXET MPUBECTN K CEHCUOUAM3ALMMW, aNINIEPrNyeckoii peakuum wm
oTpuLaTesibHOMy BO3AENCTBUIO HA PEMPOAYKTUBHYIO (DYHKLMIO

[nannsatop CTEpPUM30BaH NapoM M He COAEPXKMT OCTATKOB CTEPUIN3YIOLLNX
BewecTs. Mpy NPOBEAEHUM NPOLEAYpbl NauMeHTam C W3BECTHOW peakuueii
rMNepuyBCTBUTENBUOCTN K ITUIEHOKCUMAY HU OAMH M3 KOMMOHEHTOB
9KCTPAKOPMOPaNbHOTO  KOHTYpa He [O/KEeH COAepXaTb aTWeHOoKcUaa.
Mogpo6Hble CBEAEHUS O NPeaynpexaeHusx W Mepax NpPesocTOPOXHOCTH
cM. B pasgene 11 nyHkTe «e» «Cnocobbl MUHAMMU3ALWM PUCKA, CBS3AHHOMO C
YCTAHOBKON  KA/IMBPOBKOIA U TEXHUYECKUM OB6CMYXMBAHUEM MEANULUHCKOro
n3nenus-.

18. TpepynpexpeHvs U Mepbl MNPefoCTOPOXHOCTU, MPUHMMAEMbIe
nosnb3osarenemM npu yTunmsauum MeMNLMHCKOro nsgenus,
NpUHaANEXHOCTel N pacxofHblX MaTepuasioB, UCMO/b3yeMbIX BMecTe C
n3genvem (ecnm TakoBble MEITCA), BK/IOHYas MHGopMaLmio 06 onacHoCTAX
MHULMPOBaHUA 1 GaKTepnanbHOro 3apadkeHusl, OnacHoro BO3AeicTBuUA
Ha OKpyxalLylo cpegy M (U3NYECKMX ONACHOCTSX, CBSA3aHHbIX C
1cnonb3oBaHMeM MeAULMHCKOro nsgenus

Mo 3aBepLieHun NCNoNb30BaHUS gnanu3artopsbl FX classix MoryT npeacraBnato
NOTEHUMa/IbHYl0  OMACHOCTb  ANsi  NaUMeHTOB, PaGOTHUKOB  MEeANLMHCKUX
yupexaeHuii n okpyxatowei cpefbl. CBefeHVUs 0 Hagnexallein yTuamnsaumm
0TPaBOoTaHHbIX MaTepuasioB MOXHO HaiiTu B pasgene «MopsgoK U ycnosus
YTUAN3ALUN 1 YHULTOXEHNS MEAVNLMHCKNX N3Aenniix».

19. KoHcynbTauusa ¢ MeguLMHCKUM CneLmaincTom

Mpy BO3HWKHOBEHUWM KaKUX-NMMBO NOGOYHbLIX 3IPAEKTOB O HUX crnepyet
HesameAnuTenbHO coo6WuTL (CM. Takke pasfen «Pucky, cBsi3aHHble C
MCNONb30BaAHNEM MELULMHCKOTO U34eNUs»}. MeauLMHCKMIA CNeumuanncT oKaxeT
BaM Haj/iexallyto MEeAULMHCKYIO MOMOLLb.

20. CsefieHVs1 O l]aHHOM [JOKyMEHTE

MepBoHayvanbHbIA BbINYCK TekcTa: 2022-11-17
[Oara pepakuun. 2022-11-17

21. MopsiAOK M YCNOBUS YTUAU3ALMY N YHUYTOXEHNSI MeULIMHCKUX U3Aenuii

YTUNnU3aumns 1 YHUUTOKEHUE MEAWUMHCKAX W3Aenuii  OCyWecTBAseTcs B
COOTBETCTBMM C  Knaccudpukaumeid, npasunamu c60pa, WCNoMb3oBaHus,
06e33apaxuBaHns, pasMeLieHns, XpaHeHusl, TPaHCMOPTUPOBKMW, yuyeta K
YTUU3AUMA  MEANLUMHCKNX  OTXOAOB, YCTAHOBMEHHBIMW  YNOMHOMOUYEHHbBIM
hefepanbHbIM OpraHoM MUCMOIHUTENLHOI BNACTH.



Warning and / or special precautions for the safe disposal of a medical device
and its accessories:

Infectious or microbial risks, including the possibility of contamination of con-
sumables with infectious agents of human origin:

Single-use medical devices that have come into contact with human blood or
other biological fluids and can potentially be infectious. Used disposable products
are subject to collection in containers of different colors, depending on the class
of medical waste to which they beiong.

b) Environmentai risks associated with potentially hazardous materials and sub-
stances:

Not applicable.
c) Physical risks, including the possibility of explosion or fire:

Not applicable.

Disposal of used dialyzers in contact with the internal environment of the body is
carried out in accordance with the procedure provided for by SanPiN 2.1.3684-21
for Class B waste. If dialyzers were used to assist patients infected (or suspected
to be infected) with epidemiologically dangerous infections, then the disposal of
dialyzers should be carried out in accordance with the procedure provided for
by SanPiN 2.1.3684-21 for Class V waste. Disposal of an expired product that
has not been in contact with the patient (who have not had contact with the
biological fluids of patients, infectious patients) is carried out in accordance with
the procedure provided for by SanPiN 2,1.3684-21 for Ciass A waste. Disposal
of packaging is carried out in accordance with the procedure provided for Class
A waste. The requirements of Sanitary Rules for the treatment of solid municipal
waste are applied to the treatment of medical waste of Class A,

Transportation and disposal of disposable medical devices, as weli as other types
of medical waste, must be earned out by a licenced company.
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MpegynpexaeHuss n  (Wn) crneuuanbHble  Mepbl  NPefoCTOPOXHOCTA Mo
6€30MacHoil  yTWAW3aumMnm  MEAULMHCKWMX — U34e/mMii 1 COMyTCTBYIOLMX
NpUHaAIEXHOCTEN:

@) OnacHOCTb MH(MUMPOBaHUS UM 6aKTEPUANbHOTO 3apadkeHusl, BK/IoYas
PUCK 3arpsi3HEHNst PACXOAHbIX MAaTepUasioB BO3GYAUTENSMU WHQEKLN
YE/I0BEYECKOr0 MPOUCXOXAEHUS:

OnacHOCTb  [JaHHOTO  Tuna  NpeacTaBnsioT  MeAWUMHCKUEe  13genvst
O[IHOPA30BOr0 MWCMOMb30BaHWS, KOHTaKTUPYIOLME C KPOBbH WM APYrUMUK
6MO0MOTNYECKUMI XUAKOCTAMU U1, CefjoBaTeNlbHO, SBNSAIWMECS NOTEHUWaIbHO
VHMUMpoBaHHbIMK, OTpaboTaHHble W3[enus OfHOPa30BOr0 UCMO/b30BaHUS
cneflyeT  yTUIM3MpoOBaTb B KOHTEMHEpbl C  LBETOBO  MapKupOBKOM,
COOTBETCTBYOLEN KNnaccy yTUNn3mpyeMblx MeAULMHCKUX OTXOL0B.

b} OnacHoe BO34eiiCTBME HA OKPYXKAIOLLYI0 CPEAY, CBSI3aHHOE C NOTEHUMaIbHO
onacHbIMY MaTepuasami 1 BeL,ecTBamu;

HenpumeHumo.
€) ®du3nyecknme onacHOCTH, BK/KOYAA PUCK B3PbIBa WU BO3rOpaHuUs:

Henpumexumo.

YTunusauusi Cnonb30BaHHbIX AMANM3aTOPOB, KOHTAKTUPYIOLWMX C BHYTPEHHUMU
cpefamy  opraHM3ma, OcyLecTBnseTcss B nopsfke, NpefycMOTPEHHOM
CanluH 2.1.3684-21 ana otxopos knacca b. B cnyuvae, ecnu guanvsatopbl
NpUMeHANNCL A1 OKa3aHWsi MOMOLUM NauueHTam, WHMULMPOBaHHbIM (M
NPeAnonoX1TENbHO  MHULUMPOBAHHBLIMK)  3ANUAEMWUONOTMYECKN — OnacHbIMW
WHDEKUMSAMY, TO yTUAM3auMI0 AManv3aTopoB chefyeT OCYLWecTBNsTb B
nopagke, npegycmorpeHHoMm CaHlMuH 2.1.3684-21 ana otxogoB Knacca B.
YTunusauma msgenus ¢ UCTEKLWIMM CPOKOM TFOLHOCTW, He KOHTaKTMpOBaBLLEM
C nauveHTOM (He WMEBLUMMM KOHTAKT C GMOMOTMYECKUMU KUAKOCTAMMU
NauneHToB, WHMEKUMOHHbIMWN  GOMbHLIMK),  OCYLLECTBASIETCA B  NOPsiAKe,
npegycMoTpeHHoMm CanluH 2.1.3684-21 gna oTxodos knacca A. Ytunusaums
ynakoBKW OCYLECTBNSIETCA B nopsfke, MNPefyCMOTPEHHbIM AN OTXOA0B
knacca A. K o6palleHnio ¢ MeAULMHCKMU OTX0Aamun Knacca A NpuMeHsoTCs
Tpe6oBaHua CaHUTapHbIX Npasu, NpeabsBiseMble K 06paLleHunto ¢ TBepAbIMU
KOMMYHaJTbHbIMU OTX0AamK.

TpaHCnopTUPOBKA U YTUAN3ALMUS OL4HOPA30BbIX MEAULMHCKIX U3AENIA, & TaKKe
LAPYTUX MESUUMHCKUX OTXOAOB AO/MKHBI OCYLLECTB/ATLCS CUMaMW KOMMaHWM,
MMeloLLEli COOTBETCTBYIOLLYIO JIMLIEH3NIO.

C€0123
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/Tepesod ¢ anzruticko20 u HeMeyKoz20 A3bIK0E HA PyCCKull/

3aBepeHHasA Konus

HoTtapuyc

Xapmyt Idaiidep
Cankr-Benneasn

/TEPB/

[THCHEHHAS ITEYATD)

HacrosuuM s TNOATBEPXKAA0, 4YTO HHKCNPHBEACHHOE
ABAACTCA NOMIHHHON KOIMeH ¢ KOMMH, KOTOPYIC 5 BHAEH
CETOfIHA.

Cankr-Bennens, 2 gexabps 2022 roga

moanucy/
Hokrop Bumime
HotapHanbHulif npeACTaRHTEND

Horapuyc XapmyT INpaiidep .
Tonaitep LllTpacce, 3 A, 1-66606, yn. Bexnnens
Ten. : 0049 6851 / 97808-0, dakc: 0049 6851 / 97808-29
mail@notar-pfeifer.de - www.notar-pfeifer.de
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foezomun/ Boinucxa M 3
FRESENIUS MEDICAL CARE . «2.0 Mapxuposka»

Boinucka Ne 3
«2.2. MucTpykuuH no Ixcnayarauan (HIID)»

Co ccrukof Ha:
STED (Pe3ioMe TeXHHYECKOH JOKYMEHTALHR) A

ananxn3zaropos FX, crepuanizopannnix napom — FX classix
Poccusa, peaakuus ot ackadpa 2022 r.

Hassanuue n3nennn | Kox naneans
FX 50 classix F00002385
FX 60 classix F00002386
FX 80 classix F00002387
FX 100 classix F00002388

JlaHHas BHINIHCKA 3aMEHACT COOTBETCTBYIOMIHE NPEANICCTBYIONHE NOKYMEHTE! B pasnene «2.2,
Huctpyximn no Ixcruryatanmu (MI13)» ucxoanoro focke.

Fresenius Medical Care AG & Co. KGad, 61346 Ban-XomGypr, l'epmanns; Ten.: +49 6172 609-0; mecTo perucypaimy 1 HOMep B
Toprobos pecctpe: Xog-na-Jaane, HRB 4019; nomep nnaremumxa HAC: DE 811127677; Ilpeaceaarens Habmogarensaoro coreta: A-
p Awurep Nlenx; Texepanshuifi napraep: Fresenius Medical Care Management AG; MecT0 perncTpaumH b nomep e Toprosom peecrpe:
Xod-na-3Jaane, HRB 3894; Coper mapexropos: a-p Kapna Kpuser (Tlpenceaarens), Xenen Maza, ®parkaun B. Magayxe, 4.M.4., 3-p
Karapsuna Masyp-Xodeace, Paiic Flayann, Yunsam Banne; ITpeacenarens HaGniogarenshoro cosera: Maiixn Cen

Banxopcxue pexsusuti: Commerzbank AG, ®panxdypr-ua-Maiie, IBAN: DE23 5008 0000 0711 6731 00; SWIFT/BMK:
DRESDEFF501
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/ozomun/ Boinucxa Ne 3
FRESENIUS MEDICAL CARE . «2.0 Mapxnpobka»

INocneansa CTpanNLA
«2.2. Aucrpyxunn no Jxcnayarauuan (HII9)»

Co ccputkoii nHa:
STED (Pe3iomMe TeXHHYECKOH AOKYMEHTALIMH) ANA

anaan3aTopoB FX, crepuanzoBannnix napom — FX classix
Poccus, penakuua ot aexabps 2022 r.

Canxm-Bendenv, 01 dexabps 2022 2.

/lImamn: Fresenius Medical Care AG & Co. KGaA
Anb3e-Kpénep-mrpacce, 1
61352 Baa-Xom6ypr, N'epmanua/

/noonuce/ /noonuce/
Mapuna Benke-Tldaiidep J-p Kpuctnau Bern
Crapmnit pyxosogutens Otena HOpMATHBHO- Crneunanucr Oraena HOpMATHBHO-
ApaBOBOTO PeTYAHPOBAHHA ofpamenus NpaBoBOTO  perynauposanus  obpaniennsa
METHLMHCKHX N3AcAui MEMHIMHCKHNX A3ACIHH
Fresenius Medical Care AG & Co. KGaA Fresenius Medical Care AG & Co. KGaA
3nb3e-Kpénep-mrpaccee, 1 Ome3e-Kpénep-mrpacce, 1
61352 Ban-XoM6ypr, 'epmanua 61352 Ban-XomOypr, I'epmanus

Fresenius Medical Care AG & Co. KGaA, 61346 Bap-XomGypr, I'epnannsg; 1en.: +49 6172 609-0; MecTo perAcTpanys B HOMED B
ToprosoM peectpe: Xod-na-3aare, HRB 4019; nomep naetensinnka HAC: DE 811127677; Npeaceaarens HaGmoaarensnoro cosera: A-
p Dnrep Ilenx; Menepanssnili napTiiep: Fresenius Medical Care Management AG; MecTO perucTpaiiun 4 Homep b Toprozom peectpe:
Xod-#a-3aane, HRB 3894; Corer ampextopos: a-p Kapna Kpneer (Tlpencensrens), Xenen I'uza, ®pankind B. Maqayxc, M1, o-p
Katapanna Masyp-Xodeace, Paiic ITayaan, Yunnau Bamne; Ipeacenarens Habnioaarensuoro conera: Maiikn Cen

Banxosckne pexsusnrsi: Commerzbank AG, ®pauxdypr-wa-Maitne, TBAN: DE23 5008 0000 0711 6731 00; SWIFT/BHK:
DRESDEFF501
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Mepes WZ0 TeKCTa BbINOSIHEH MepeBoAYMKoM KoTnsaposbiM AHTOHOM Vropesnyem.

Poccuiickas degepauus

"opog Mocksa
TpuHagLaToro Aekabps fge Thicaun AsajLUaTb BTOPOro roga.
A, Kopew Bnagnmup KoHCTaHTWHOBWY, HOTapuyc ropoga MockBbl, CBUAETENbCTBYO NOANMHHOCT b

noanucy nepesoaunka, KoTnsposa AHTOHa Mropesnya.
Moanuck caenaHa B MOEM MpUCY TCTBUN.
JINYHOCTb NoANMCAaBLLErO AOKYMEHT YCTaHOB/EHa.

Tpe. Jb 77/2138-H/77-2022-
TapuanbHOro aeiicTeus: 401 py6. 00 Kon.

B. K Kopcuk

HYMepoBaHo
nmcT(a)(oB)

HoTapwuyc
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