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multiEffluent Bag 10 L

INSTRUCTIONS FOR USE

Please read the following instructions carefully.

GENERAL INFORMATION

General description of the product

The multiEffluent Bag is an unsterile product; it consists of a bag with a capac-
ity volume of approx. 10 liters, a drain stopcock included (not for the Single Use
bag), PVC tube, clamp, male Luer-Lock connector, cap for male Luer-Lock.
The disposable is intended to be used in combination with an extracorporeal
acute blood purification system multiFiltrate and multiFiltratePRO.
COMPOSITION

Materials: Tube: medical grade soft-PVC; Components: PP, PVC, ABS, PE.
INTENDED PURPOSE

Intended purpose

The disposable is used as a container to collect the clinical waste such as
dialysate/body fluids at hospitals/clinics in combination with Fresenius Medical
Care CRRT (Continuous Renal Replacement Therapy) devices multiFiltrate
and multiFiltratePRO during CRRT treatment, haemoperfusion procedures or
therapeutic plasma exchange.

Indications:

Extracorporeal blood purification, renal insufficiency, acute liver failure.
Intended patient population

The disposable has been specified by the manufacturer for the purpose of
treating patients irrespective of their age and body weight, under consideration
of the specified technical data of the medical device and the single-use items
used (e.g., delivery rates, il volumes).

Intended user/environment

The disposable may only be used by individuals with the appropriate training,
knowledge, and experience on the proper operation and handling and for
whom proof of instruction can be shown.

Operation in suitable rooms in professional health care facilities. Normative and
local regulations must be observed.

SIDE EFFECTS

No specific side effect due to the use of multiEffluent bag is known.

Side effects related to the multiFiltrate and multiFiltratePRO must be taken

into account. Please refer to the Instructions for Use (IFU) of multiFiltrate and
multiFiltratePRO for more information on the side effects.

Reporting of serious incidents

If any serious incident occurs in relation to the device, including those not listed
in this leaflet, the treating physician shall be informed immediately. Within the
EU the user must report any serious incident that has occurred in relation to the
device to the manufacturer according to labelling (wall) () and the competent
authority of the EU Member State in which the user is established.

A serious incident can be any incident that directly or indirectly leads to the
death of a patient, user or other person; to the temporary or permanent serious
deterioration of a patient's, user’s or other person'’s state of health; or a serious
public health threat.

CONTRAINDICATIONS

There are no contraindications known for multiEffluent bag 10L.

For general contraindications on extracorporeal blood purification therapies.
Please refer to the Instructions for Use of multiFiltrate and multiFiltratePRO.

PERFORMANCE CHARACTERISTICS AND
CLINICAL BENEFITS

multiEffluent Bag 10L has to be used in combination with multiFiltrate and
multiFiltratePRO during CRRT treatments haemoperfusion procedures and
therapeutic plasma exchange.

Risks of using a medical device

All' known and predicted risks and any undesirable side effects for all products
described in this technical documentation are minimized and acceptable when
compared with the estimated benefits for the patient and/or user, resulting from the
achieved characteristics of this medical device under normal operating conditions.
METHOD OF ADMINISTRATION

Handling Instructions

Before use

Refer to the Instructions for Use of the multiFiltratePRO and multiFiltrate
devices.

Handling

The product is intended to be used in combination with an extracorporeal acute
blood purification system multiFiltrate and multiFiltratePRO.

Open the package to get the product, hang multiEffluent Bag onto the hooks
of the lower scales, remove the luer cap, connect the male Luer-Lock with the
Filtrate Line (multiFiltrate filtrate line “F”) according to Instructions for Use for
multiFiltrate and multiFiltratePRO device.

Upon completion of solution collection, enable the function “bag change”

and close the clamp, according to Instructions for Use for multiFiltrate and
multiFiltratePRO Syctem.

Discard the used product and material waste as described in the “Disposal”
Section of this IFU.

Where present, the available stopcock can be used to empty the bag after
disconnection from the multiFiltrate and multiFiltratePRO device.

Intended application time

The maximum application time is 72 hours (equal to the maximum application
time of multiFiltrate and multiFiltratePRO tubing systems for extracorporeal
acute blood purification).

Termination

Refer to the Instructions for Use of the multiFiltratePRO and multiFiltrate device
for the termination of the treatment and also to the “Disposal” Section of the
present Instructions for Use.

WARNINGS AND PRECAUTIONS

Warnings

Do not use the product if there is damage to the bag or components.

If the carton is damaged, check the products contained carefully. Do not
use if the package is damaged, if the protective or closure caps are not

in place, or if there is any visible damage on the finished products (e.g.
kinked tubes).

Do not use one multiEffluent bag for different patients. Do not use after
use-by date (refer to label).

Inspect the extracorporeal circuit for kinking and leaks during the priming
phase and treatment, taking corrective measures or exchanging the dispos-

able as necessary.

The system contains large-size packaging and foils that can cause choking,
and which should be kept away from children.

Particular notes on materials and substances

There is no_hypersensitivity to the bag system or any of the materials
known. One or more components contain in a concentration > 0.1 mass%
according to Article 33 and 59 (1, 10) of Regulation (EC) No. 1907/2006
"REACH"): - 2-ethylhexyl 10-ethyl-4 4-dioctyl-7-0x0-8-0xa-3 5-dithia-4-
stannatetradecanoate (DOTE).

For SVHC information according to Article 33 of Regulation (EC) No.

1907/2006 ("REACH") please use this page:

www.freseniusmedicalcare.com/en/svhc.

[l E

F ;
T

=i

Special precautions for storage

Follow the indication of the product label. Protect from moisture, freezing

and excessive heat.

The shelf life of the medical device "multiEffluent bag 10 L"is 3 years.

Operating, storage and transportation conditions:

Ambient temperature: from +5°C to +30°C.

DISPOSAL

The dialysate waste may be contaminated with pathogenic agents of trans-
mittable diseases and therefore must be considered to be potentially infec-
tious.

The accredited organization is liable for the safe disposal of the product. Any
unused product or waste material shall be disposed of in accordance with
local requirements and in accordance with local requirements for potentially
contaminated materials.

The disposal of used bags for collecting filtrate must be carried out in accord-
ance with the regulations of the medical institution and the requirements for
the elimination of biological waste, as medical waste of class B in accord-
ance with CarMuH 2.1.3684-21.

SYMBOLS USED ON LABELS

Medical Device

Unique Device Identifier

Patient information website

Latex-free

Exchange the Bloodline/Tubing System after maximum
usage time or pumped blood volume as indicated on the pri-
mary package

Units

Do not-re use

Consult instructions for use or consult eletronic instructions
for use
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INFORMATION ON THE MANUFACTURER
Legal manufacturer
“~ FRESENIUS C€
v  MEDICAL CARE

Fresenius Medical Care AG

Else-Kroner-Str. 1, 61352 Bad Homburg

GERMANY & +49 6172 609-0
www.freseniusmedicalcare.com/en/product-information

INFORMATION ABOUT AUTHORIZED
REPRESENTATIVE OF THE MANUFACTURER

Joint Stock Company "Fresenius SP", Russia

Address: Ugreshskaya st., 2, building 6, room. 09, Moscow, 115088,
Russian Federation

Tel.ffax: +7 (495) 789-64-54

E-mail: msk.office@fmc-ag.com

SPECIFICATIONS

S

I = FRESENIUS
I ¥ MEDICAL CARE

~Volume litres

Filtrate bag

Technical characteristics of a medical device

Bag weight (g) 135

Bag volume (L) 10

Overall dimensions of the bag (mm) 385/465

The permissible deviation is +/- 5%.

List of components and/or assemblies included in the
product

Name

1. Cap for internal Luer Lock

Temperature limit

2. Clamp

3. Patient connector

N
m

Mark of compliance with EU standards

]

Manufacturer

WARRANTY

The manufacturer shall not be liable for any misuse, improper handling, non-
compliance with instructions for use and cautionary notes and for any damage
incurred subsequent to the manufacturer’s delivery of the bloodlines.

Adigital version of this document is available on the following website:
www.freseniusmedicalcare.com/en/product-information.

A Caution 4.10 L bag for collecting the filtrate with a drain shut-off valve

&I Date of manufacture 5. PVC tube

g Use by date ?g?enctgy for each component in the package of delivery of the product:
INFORMATION ON THE AVAILABILITY OF A

Batch code MEDICINAL PRODUCT, BIOLOGICAL MATERIAL AND
(OR) NANOMATERIAL

Catalogue number The medical device does not contain a drug, biological material and
(or) nanomaterial.

@ Do not use if package is damaged LIST OF NATIONAL STANDARDS APPLIED BY

THE MANUFACTURER (MANUFACTURER) OF THE
MEDICAL DEVICE

EN ISO 13485:2016, EN 1SO 14971:2012, Regulation MDR 2017/745,
IEC 62366-1:2015, EN ISO 14155:2011, ISO 14001:2015, EN ISO
14644-1:2016, EN 1ISO 14644-2:2015, EN ISO 14698-1:2003, EN ISO
14698-2:2003.

More detailed information about the applicable national standards for a
medical device can be found on request from the manufacturer.
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Mewok ana coopa dunsrparta - multiEffluent Bag 10L

WHCTPYKLIMW NO NPUMEHEHUIO
BHuMaTeNbHO 03HaKOMbTECH C MPUBEAEHHBIMU HYXE UHCTPYKLMSMA MO
3KCTINyaTaLym.

OBLUWE CBEAEHUA

Obuwee onucaHue usgenus

Metuok ans cbopa chunbTpaTa SIBNAETCS HECTEPUNbHBIM 3fenuem. OH
BKITIOYaeT cam MeLLoK 06bemMom npubnuantenbHo 10 N, 3anopHbIA kpaH cnvsa
(He BxopuT B [nacTukoBbIit MelLok Ans copa unbTpata - multiEffluent Bag
10L), Tpy6ry u3 MBX, 3axium, coeannuTens Jyep Mok ¢ BHeLuHei pe3bBoil 1
Konnaykom.

[laHHoe 0fHOPa30BOe M3AeNe NPeaHa3HaYeHo ANS UCTIONb30BaHNS C
cucTeMamm KCTpakopnopansHoil 04mcTky kposi multiFiltrate n multiFiltrate-
PRO ansi Tepaniy oCTpbIX COCTOSHUI.

COCTAB

COCTAB

Marepuansl: Tpy6ka — markiit BX MeULMHCKOrO Ha3HaYEHIS; KOMMOHEHTI
— [N, NBX, ABC-nnactuk, M93.

HA3HAYEHUE

HasHauenue

[laHHoe 0fHOPa30BOe M3AeNe NPeaHa3HaYeHo ANS UCTIONb30BaHNS B
MENLIHCKIAX YUPEXEHNSX B Ka4ecTBE eMKOCTY Anst cBopa MeAULIHCKIX
OTXOAO0B, TakiX Kak Avianu3at/Gronoruyeckue XMAKOCTH, Mpu MPoBEAEHIN
HenpepbIBHOI 3aMeCTUTENbHOI NoYeyHol Tepanum (H3MT), remonepdyanm u
neyebHoro nnasmacepesa ¢ nomolLpto cuctem H3MT multiFiltrate  multiFil-
tratePRO komnanmm Fresenius Medical Care.

MokasaHus

OKcTpakopnoparnbHas 04ucTKa KpoBY, MOYEYHast HeOCTaTOYHOCTb, OCTPblE
3aGoneBaHms neyeHn.

LleneBas rpynna naumeHToB

Tpov3BOAUTENEM O[HOPA30BOrO M3AENHS He YkasaHbl kakve-nbo
OrpaHIYeHms kacaTernbHO BO3pacTa it Macchl Tena nawuenta. Mpyu
1Cnonb30BaHUM M3AENNs HeoBXOAUMO YUTBIBATb €10 TEXHUYECKHE
XapaKTepUCTUKIN 1 XapaKTepUCTKV OSHOPa30BbIX KOMMOHEHTOB (Hanpumep,
CKOPOCTb NOAAYY ¥ 0GbEM HaMoNHEHMS).

LleneBas rpynna nonb3oBaTenen/MecTo aKkcnnyaraumum
[laHHOe 0fHOPa30BOE M3feNve MOXET UCTIOMb30BaTHCS TONbKO
crieLjanu1cTamy, npoLLeALLINMY CooTBETCTBYHLLEe 06Y4eHie, obnafatolvmm
COOTBETCTBYIOLLMMIA 3HAHMAMI U OMbITOM HANEXaLLelt skcnnyaTaLum u
obpalLeHs C JaHHBIM U3AEN1EM, ¥ NPeAHA3HAYEHO ANS Yka3aHHON B faHHbIX
VHCTPYKLWASIX TPYMIbI NALMEHTOB.

Vanenve paspeluaeTcs UCNONb30BaTb B MOAXOAALLMX MOMELLEHNSX
npoceccuoHanbHbIx MEAULMHCKUX yupexaeruit. Mpy ucnonb3osaHnm
cnenyet cobniofaTh HopMaTUBHbIE TPEBOBaHHS 1 TPEBOBAHUSIMU MECTHOTO
3aKOHoJaTeNbCTBa.

NOBOYHbIE 3®PEKThI

Wcnonb3osatme meluka multiEffluent He conpsikeHo Hy ¢ kakvmu NOBOYHbIMM
athcexTamm.

Heobxoaumo yuuTbiBaTh NOBOYHBIE A(EKTBI, CBA3AHHBIE C UCTIONB30BAHNEM
cuctem multiFiltrate w multiFiltratePRO. Bonee noapo6Hble cBeaeHms o
M06OYHbIX AchcheKTaXx NPUBEEHbI B MHCTPYKLWASIX NO SKCMyaTaLyn cucTeM
multiFiltrate  multiFiltratePRO.

WHhopmmpoBaHKe 0 cepbe3HbIX MPOUCLLECTBUAX

O nioBblx CepbeHbIX NPONCLUECTBHSX, CBA3AHHBIX C UCNIONb30BAHWEM AaHHOTO
W30enus, B TOM Ycne 3Aenuil, He ykasaHHbIX B AaHHoW Bpotutope, cneayet
HeMefneHHO CoobLUaTb Nevallemy Bpay.

O ntoBbix CepbE3HbIX MPOUCLUECTBISX 11 HEXENaTeNbHbIX COBBITUSX,

IMEOLLVIX MPU3HAKI HEXenaTenbHOro SBNEHNst (POMCLLECTBHS), CBA3AHHBIX C
11Ccnonb3oBaHIeM AaHHOTO M3Renks, cnepyeT coobiaTb NPOU3BOAUTENIO MK
€r0 YNIONHOMOYEHHOMY NPegCTaBUTeNto Ha Tepputopuy Poccuitckoil PeaepaLium
(P®) B coOTBETCTBIY C UHGIOPMALIMEN, PUBEAEHHON Ha aTUKeTKE Matenvs (ud).
Mo cepbesHbIM MPONCLLECTBIEM CTieAyeT NOHUMATb Ntoboe MpoucLLecTBie,
KOTOPOE MPSIMO UM KOCBEHHO MOXET NPUBECTM K CMEPTM NaLUeHTa,
nonb30BaTens Uiy noboro Apyroro Yenoseka; NMtoboe NpouciLECTBIe,
KOTOPOE MOXET Np1BECTH

K BpemeHHOMyY 1 NOCTOSHHOMY YXYALUEHIIO COCTOSIHS 30POBLS NaLMEHTa,
nonb30BaTens Uiy nioboro Apyroro Yenoseka; NMto6oe NpouciLEecTBIe,
KOTOPOE NPeACTaBNSET Cepbe3HyHo YrPO3y 3A0POBbI0 HACENEHNS.
MPOTUBOMOKA3AHUA

lpoTuonokasaHus k ucnonb3osaruio metuka multiEffluent (10 n)
otcyTeTByioT. VkchopmaLyio 06 obLuux NpoTUBONOKa3aHIsX K NPOBEAEHNIO
3KCTPaKopNoparnbHOA OUMCTKM KPOBM CM. B MHCTPYKLMAX N0 KCMNyaTaLn
cucrem multiFiltrate n multiFil- tratePRO.

PABOYUE XAPAKTEPUCTUKU N KNTUHUYECKUE

MPEUMYLLECTBA

Metuok ansi cbopa counbparta (10 n) npeaHasHayeH Ans MCMoNb3oBaHUS
¢ cuctemamu multiFiltrate 1 multiFiltratePRO npu nposegexnn H3MT,
remonepdyann 1 neyebHoro nnamacpepesa.

Pucku npuMeHeHNs MeAMLIMHCKOro n3aenus, nokasaHus
K NPMMEHEeHMI0, NPOTMBONOKa3aH!s, NpeaynpexaeHus 1
Mepbl NPefoCTOPOXHOCTU, NO6OYHbIE 3chdheKTbI.

Bce 13BeCTHbIE 1 MPOrHO3MpyeMble pucky v Miobble HexenaTensHble
n0604HbIe ApdeKTbI ANS BCEX MPOAYKTOB, ONMCAHHBIX B AGHHOW TEXHUYECKON
[AOKyMeHTAaLW, CBeAeHbI K MUHIMYMY 1 MpUeMeMbl Mpit CPaBHEHMM C
OLigHeHHbIMM NPenMyLLECTBaMY ANS NaLMeRTa v / Ui nonb3osatens,
BO3HYKAIOLLYIMU B pe3ynbTaTe OCTUTHYTbIX XapaKkTepUCTUK 3TOro
ME/NLIHCKOTO YCTPOICTBA B HOPMANbHbIX YCTIOBIASIX SKCNyaTaLym.

MPUHLUMNbI NCNOJIb30OBAHUA

WHCTpyKUmMA No NnpuMeHeHuIo

I'Iepen Ucnonb3oBaHuem

CM. MHCTpyKLW no akennyaTtauum cuctem multiFiltratePRO u multiFiltrate.
Mpoueaypa ncnonb3oBaHus

[laHHoe M3fenve npeaHasHayeHo ANs MCMONb30BaHS C CUCTEMAMM
aKcTpakopnopansHoi ouncTky kposu multiFiltrate u multiFiltratePRO ans
Tepanii 0CTPbIX COCTOSHMIA.

Bekpoitte ynakoky 1 JOCTaHbTE U3aenie, NOABECHTE MELLOK Ha KpHoYKY,
PacnonoxKeHHbIe BHU3Y CHCTEMbI, CHUMUTE KONMaYoK C M03POBCKOro
COEAVHUTENS 1 NOAKTKYUTE COBANHUTENb K MarucTpany dunbtpata («F»)
cuctembl multiFiltrate B COOTBETCTBUN C UHCTPYKLMAMM NO KCNNyaTaLum
cuctem multiFiltrate u multiFil- tratePRO.

Mo 3aBepLueHy cbopa pacTBopa BKI0YUTE (DYHKLMIO 3aMeHbl MeLLKa 1
3aKpOiiTe 3aXVIM B COOTBETCTBM C MHCTPYKLMAMI N0 3KCMNyaTaLyu cucTem
multiFiltrate 1 multiFiltratePRO.

YTUnu3upylite MCNONb30BaHHOE U3AENME 1 OTXOfbI B COOTBETCTBIM

C VHCTPYKLVAMM, NPUBEAEHHbIMY B pa3aene «YTUnM3aLmsy AaHHoro
AOKyMeHTa.

Mocne otcoenHeHs Melwka ot cuctembl multiFiltrate unu multiFiltratePRO
€10 MOXHO ONyCTOLUMTb C NOMOLLIbHO 3aMOPHOTO KpaHa (Crv UMeeTcs).

Mpeanonaraemoe BpeMs NpUMeHeHUs

MakcumanbHoe BpeMs NpUMEHeHUs CoCTaBNAeT 72 Yaca, YTo COOTBETCTBYET
MaKcuManbHoOMy BpEMeH npuMeHeHns Marvctpanei cuctem multiFiltrate n
multiFiltratePRO npu npoBeagHm akcTpakopropanbHoi 04MCTKM KPOBY AN
Tepani 0CTPbIX COCTOSHMIA,

3aBeplueHmne npoueaypbl

VIHCTPYKLWY MO 3aBEPLLIEHIIO MPOLIEAYPbI CM. B UHCTPYKLASIX 10 KCTNyaTaLui
cucrem multiFiltratePRO v multiFiltrate, a Takke B pasgene «YTunusaums»
HaCTOSILLYX MHCTPYKLWAiA MO SkcnnyaTaLym.

NPEOYNPEXAEHWA U MEPbI NPEAOCTOPOXHOCTH

MpepynpexaeHus

ECrvt MeLLOK Mriv KOMMIOHEHTbI MOBPEXZEHbI, HE UCTIOMb3yiiTe u3genve.

B cnyyae moBpexaeHus kapTOHHO YMakoBKW TLLATENMbHO MPOBEpLTE ee
copepxumoe. He ucronb3yiite U3penve, ecnu ynakoeka MoOBpeXaeHa,
3aLLMUTHbIE VN 3ANOPHBIE KONMAYKW HE YCTaHOBMNEHbI UM ECTM Ha KOHEYHOM
W3HENUY UMEIOTCS BUAUMbIE MOBPEXAEHNs (Hanpumep, nepernbbl Tpybok).
Mewok anst cbopa dunbtpatat sBASETCA W3nENMEM WHAMBUZYarbHOMO
Monb30BaHus. He ucronb3yitTe u3nenve nocne CTedeHns cpoka criyxGbl
(cM. aTuKeTKy).

Bo Bpems 3anonHeHMs W MpoBEAEHUs MpOLeAypel  nposepsiite
aKCTpaKopropanbHbiii KOHTYp Ha Hamuuve nepervGoB U yteuek. Mpu
HeobXOUMOCTY  NpUMMTE  COOTBETCTBYIOLME MEpbl MMM 3aMeHuTe
OfIHOPA30BbIE KOMMOHEHTbI.

CucTeMa MOCTaBSIETCA B YNakoBKE M 3alWTHOW nneHke Gombluoro
pa3Mepa, KOTOpbIE MOTYT MPEACTaBMsTL Yrpo3y YAYLIbS, B CBS3N C YEM UX
CTIelyeT XpaHuTb B HEAOCTYMHOM ATst fETel MecTe.

Ocobble NpuMeyaHnsi OTHOCUTENBHO MaTepUanoB 1 BelecTs
Melwok unu matepuansl, BXoagLIMe B €r0 COCTaB, HE BbI3bIBAIOT kakux-nubo
V3BECTHbIX PeaKUMid TvnepyyBCTBUTENbHOCTA. OfvH Unu Honee KOMNOHEHTOB
cofiepxar crepyioliee BELIECTBO B KOHLEHTpauuM > 0,1 MaccoBoro npoueHTa
B cooTBeTcTBIN C TpebosaHmamu ctatein 33 u 59 (1. 10) pernamenta EC No
1907/2006 («REACH»)): 2-stunrekcun-10-a1un-4,4-auoktin-7-okco-8-okca-3.5-
[uTma-4-craHHareTpaekaoar (DOTE).

CeneHus 0 conepxaxui 0cobo onacbix Beluects (SVHC), npegocrasnseMble
B _COOTBETCTBAM C TpeboBanwsmu cTatbit 33 pernamerta EC No 1907/2006

«REACH»), MOXHO HaitTit Ha BeG-CTpaHuLe:

www.freseniusmedicalcare.com/en/svhc.
-
Eleam

CneuuarnbHble Mepbl NPeAOCTOPOXHOCTH NPU XpaHeHUH
CrieqyiiTe yKasaHusM Ha STUKETKE U3Benus.

3aluytwaiiTe OT Baru, 3amof W neperpesa.

YcnoBus aKcnnyaTauuu, XpaHeHusi U TPaHCMOPTUPOBaHMs
Temnepatypa okpyxatoLei cpepl: oT +5°C go +30°C.

YTUNU3ALUA

OTXO}:(I:I [Aunanusa moryt GbITb 3apaxeHbl NaToreHHbIMW areHTamu (I'IepeHOC‘MKaMI/I
3a6oneBaHuii), I03ToMy ¥X CneayeT CHMTaTh MOTEHLMANLHO MHAULMPOBAHHBIMM.
OTBETCTBEHHOCTb 3@ GesonacHylo YTWNM3aLMio AaHHOTO M3enMs HeceT
COOTBETCTBYlOWAs  aKKpEAWTOBAHHAs  OpraHusauus.  Hewucnonb3oBaHHble
n3genua unu 0TXodbl Creayet yTUNM3MpoBaTh B COOTBETCTBUN C TpesoBaHMﬂMVI
MECTHOr0 3aKOHOJATENbCTBA, a Takke C CoBMtoeHNeM MeCTHbIX TpeboBaHMit no
YTUNU3aLUM NOTEHLMANBHO MHAULMPOBAHHBIX MaTEPUaroB.

YTvnu3aups vcnonb3oBaHHbIX MELWKOB Ans cBopa hunbTpata AOMKHA
MpON3BOAUTECS B COOTBETCTBMM C  HOPMaTMBaMi  MEAMLMHCKOrO
yupexaeHns v TpeBOBaHUSMU N0 YHYTOXEHWIO B1ONOrMYECKUX OTXOLOB,
kak MeauLmHckue oTxoabl knacca b B cootseTctaim ¢ CanluH 2.1.3684-21.

CUMBOJbI HA 3TUKETKAX

MenuumHckoe unenue

YHUKarbHbIi UaeHTUdMKaTOp M3aenus

MHthopmaLyoHHbIit BeG-caliT Ans nauueHToB

He copepxut natekc

3ameHsiiTe KpOBONPOBOASLLYIO MarvcTpanb/cucTemy MarucTpaneii
N0 MCTEYEHUN MaKCUMANBHOTO BPEMEHN WCTONb30BaHUA MM
110CTe NepeKaykin MaKkcMarnbHoro ofbema KpoBH, kak ykasaHo Ha
BHYTPEHHei ynakoBke

Konunyecrso

He vcnonb3osatb, ecnu ynakoska nopexaeHa

®
€
]

FAPAHTUA

Mpou3BopuTenb  He HECET OTBETCTBEHHOCTU 3a mioGoe  HeHapnexaujee
UCTIONb3OBaHME, HEmpaBuUNbHoe  obpallieHue, HecoBMiofeHNe WHCTPYKUMA Mo
SKCTINyaTaLv 1 MpeAOCTEPEXEHNIA, a Takke 3a Nto6oit yLiepd, BOHUKLIMI nocne

M0CTaBKM KOMMaHeV-NPOU3BOAUTENEM KPOBONPOBOAALLX MAruCTpanei.

3Hak cooTBeTCTBMS CTaHaapTam EC

lMpoussouTens

Lndposasi Bepcus 3TOro AOkyMeHTa AOCTYMHA Ha Cnepylolem Beb-caiire:
www.freseniusmedicalcare.com/en/product-information.

CBEJEHMSA O NPOU3BOAUTENE
OchmumanbHbIV Npon3BoAUTENb

A\ 4
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v  MEDICAL CARE c €
Fresenius Medical Care AG
Else-Kroéner-Str. 1, 61352 Bad Homburg
GERMANY (& +49 6172 609-0
www.freseniusmedicalcare.com/en/product-information

YNONHOMOYEHHbIX MPEACTABUTENb

NMPOU3BOOUTENA B P®

AkupoHepHoe o6LecTBo "dpeseruyc CM", Poccus

Anpec: PO, 115088, r. Mocksa, yn. Yrpewickas, 4. 2, cTp. 6, koMH. 09
Ten./dakc: +7 (495) 789-64-54

E-mail: msk.office@fmc-ag.com

TEXHUYECKUE XAPAKTEPUCTUKU
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TexHu4yeckue XapaKkTepucTUKn meguUMHCKOro nsgenus
Macca metuka (r) 135
O6bem MeLLka () 10

[abapuTHble pasmepbl MeLLKa (MM) 385/465

[lonyctumoe oTknoHerme +/- 5%.

CnUCOK KOMMOHEHTOB u/uUnu y3noB, BXogAawux B
cocTaB nsgenusa

HanmeHosaHve

1. Konnayok Ans BUHTOBOTO N03POBCKOr0 COBANHUTENS

2. 3axum

3. CoeanHuTens AnA nopTa A0CTyna nauueHTa

4. Mewok o6bemom 10 n Ans c6opa dunbTpata ¢ ApeHaxHbIM
3amnopHbIM KnanaHom

He ncnonb3oBatb NoBTOPHO

CM. MevaTHylo WIM 3MEKTPOHHYK BEPCMIO UHCTPYKUMIA Mo
aKennyaTaLum

TemnepaTypHble OrpaHiyeHus

BHumarue!

[lata narotoBnenms

Vcnonb3oBatb A0

KL S R

Kog naptim

Howmep no katanory

5. Tpy6ka n3 MBX

Konu4ecTBo kaxoro KOMNOHeHTa B ynakoBKe /ins NOCTaBKu NPOAyKTa:
1 wryka

CBEJJEHUA O COOEP>XAHUWU JIEKAPCTBEHHOIO
CPE[CTBA, BMOJIOTMYECKOIO MATEPUATIA U
(UN) HAHOMATEPUATA

[laHHOe MeAVLMHCKOE M3AenVe He COEPXUT NekapCTBEHHbIX CPEACTB,
G1OmNorMyECKkUX MaTepuaros 1 (W) HaHoMaTepUanos.

NEPEYEHB MPUMEHSIEMbIX TPOU3BOAUTENEM
(M3rOTOBUTENEM) MEAMLINHCKOTO U3EAUA
HALIMOHANBHBIX CTAHIAPTOB

EN ISO 13485:2016, EN ISO 14971:2012, Pernawmest MDR 2017/745,
IEC 62366-1:2015, EN ISO 14155:2011, 1SO 14001:2015, EN 1SO
14644-1:2016, EN ISO 14644-2:2015, EN 1SO 14698-1:2003, EN ISO
14698-2:2003.

Bonee noapo6Hyto HOPMALWIO O MPUMEHSIEMBIX HALMOHANBHBIX
CTaHAapTax Ha MeaULMHCKOE M3Aenue MOXHO Y3HaTb Mo 3anpocy Y
NPON3BOAMTENS.

PeructpaumnoHHoe yaoctoBepeHne Ne ®C3 2010/07435
8258546/A



