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OptiCap Disconnect Cap with Povidone-lodine Solution
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Description

This device contains two plastic disconnect caps for Automated Peritoneal Dialysis
(APD), each containing povidone-iodine. The larger (FlexiCap) disconnect cap is
in-tended to protect the Luer patient line connector of Baxter APD disposable sets.
The smaller (MiniCap) disconnect cap is in-tended to protect the female Luer
connector of the Baxter transfer set. Caps are intended for use only during dwell
phase of therapy.

Contraindications

Do not use this product if there is a known history of allergic reaction to iodine.
Contact your clinician for further instructions.

Warnings

Use aseptic technique. Contamination of any portion of the fluid path may
result in peritonitis. ’

Do not use if pouch has been previously opened, damaged or stained on the outside
of the pouch, or sponge is dry. Discard if sponge is touched.

Store at room temperature. Avoid excessive heat.

This product is intended for single use only. Reuse or reprocessing of a single use
device may lead to contamination and compromised device function or structural
integrity.

Keep out of the reach of children. In case of accidental ingestion, contact a
physician immediately.

It is recommended that thyroid function be monitored in patients with small
peritoneal dialysate fill volumes, typically infants and children. In order to
minimize iodine expo-sure, drain the contents of the peritoneal cavity to the drain
option prior to initiation of the next fill cycle whenever clinically possible.

Many dialysis products available from other manufacturers are used with
equipment or disposables from Baxter Healthcare Corporation. Baxter has no
control over variability, tolerances, mechanical strength or changes in these
products which®may be made from time to time. Therefore, Baxter cannot ensure
that the dialysis products o f other manufacturers, when connected with its
products, will function in a satisfactory manner.
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Design of the medical product

Application area

A disposable cap product used during disconnection situations of peritoneal
dialysis therapy.

Toxicological

Material contained in key functional arcos

Component Material
FlexiCap Low density polyethylene (LDPE), white
MiniCap Low density polyethylene (LDPE), white
Spacer Polypropylene, Light blue
Sponge Polyurethane foam, white
Pouch Laminated Aluminum Foil Pouch
Mailer Kraft mailer carton
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Symbols

Symbol Transcript Symbol Transcript

The Manufacturer:
Baxter Healthcare SA Do not re-use
8010 Zurich, Switzerland

Use-by date LOT Batch number

Contains Povidone-
C € European Conformity PVP-| lodine

0123

J I Consult instructions for use Keep away from heat

Store at room temperature is damaged

1 RT Do not use if package

Manufacturer's warranty

Manufacturer guarantees the conformity of medical device compliance with
shipping, storage and use transportation to medical device

Date of Expiry

Subject to the rules of storage and transportation of the expected shelf life is one
year (12 months).

Address of the manufacturer & addresses of production sites:
C

Legal manufacturer:
Baxter Healthcare SA
8010 Zurich
Switzerland
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Manufacturing site:

Baxter Healthcare S.A.

Foxford Road, Swinford, Co.Mayo,
Ireland

Address of the representative in the territory of the Russian Federation:

125171, Moscow,
Leningradskoe shosse, 16A, building 1
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BakcTtep Xenckea CA 8010 Litopux, LLseiuapms
Ten/thakc +41 44 878 62 47/ +41 44 878 63 50
e-mail: steven_martin@,baxter.com

CtuseH MapTuH

JomkHocTb:Buue-MNpesngeHT JenaptameHTa KavyecTsa npoayKunm
Moanuck

[Oata: 19 cheBpans 2015 r.

MHCTPYKUMA MO SKCMJTYATALIN

MeaMLMHCKOro 13aenus

Konnauok otcoeanHsieMblii OpllCap ¢ NOBWAOH-A0AHbIM PacTBOPOM
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OnucaHue

YCTPOIACTBO COCTOMT M3 ABYX MACTUKOBbIX OTCOEAUHSAEMbIX KOMMAYKOB A/l aBTOMAaTUYeCKOro
nepuToHeanbHoro Avanmsa (AM[), KaxablA M3 KOTOPbIX COAEPXMWT MOBWUAOH-Mo4. Bonee
KPYnHbIi oTcoeAuHseMblli Konnadvok (FlexiCap) npefHasHavyeH A9 3aWWTbl JIKO3POBCKOMO
pasbemMa MarucTpaiv nayueHTa Ha OfHOPa3oBbiX Kommnektax Al Baxter. OTcoeanHseMblii
konnayok (MiniCap) MeHblUEro pasmMepa npefHasHayeH A1 3alMTbl  OXBaTbiBAKOLLEro
NIO3POBCKOr0  pa3bema, pacrofioKeHHOro Ha nepexofgHoil Tpybke Baxter. Konnauku
npefHasHayeHbl AN UCMOMb30BaHWA TOMbKO BO BpeMs (hasbl 3a4epXXKW Npu MNpoBeAeHUn
NepuTOHEeasIbHOro Ananmsa.

lMpoTrBONOKa3aHMA

He wcnonb3yiite aaHHOe W3fenve, eciu U3BECTHO O BO3HMKABLUMX —paHee annepruyeckmx
peakuusx Ha iiog. O6paTuUTeCh K NeyallieMy Bpady /11 NONYyYeHUs fabHEALLNX UHCTPYKLMIA.

MpegynpexaeHna

CobniopanTe npaBuna acenTUKK. 3arpssHeHWe NOOOro yyacTka cCUCTeMbl Ans obmeHa
YXUAKOCTEN MOXET NPUBECTU K NEPUTOHUTY.

He ucnonb3yiiTe, eciv ynakoBka Oblfia OTKPbITa, MOBPEXAEHA UM MCNavyKaHa CHapyXXu, a Takxe
ecnu rybka c pacTBOpOM MOBUAOH-M0AA BbICOX/IA. YTUAM3NPYITE U3Aenne, ecim K rybke KTo-
nn6o npukacancs.

XpaHuTb NPU KOMHATHO TeMnepaType. W3beraite Ype3mMepHOro HarpeBaHus.

370 m3genme nNpefHasHa4yeHO MCKIKUUTENbHO ANS OAHOPA30BOr0 MCMo/b30BaHWsA. MOBTOpHOe
NCMONb30BaHWe WM 06paboTka YXe WCMOoMb30BaHHOIO YCTPOWCTBA MOXET MpUBECTU K
HapyLUeHNO (DYHKUWIA 1N CTPYKTYPHOM LLeNOCTHOCTM YCTPOIACTBA.

XpaHWTb B HELOCTYNHOM [/15 [eTeil MecTe. B cnydyae cnyyvaiiHOro 3arnarbiBaHWsi HeMed/leHHO
obpaTnTeCh K Bpauy.

PekomeHayeTca 06ecneynTb MOHUTOPUHT (DYHKLUMW LMTOBMAHON >Kenesbl Y MauueHToB ¢
MasibIM1 06bemMamu 3amno/IHEHMS GPIOLLIHOW NONOCTY Ananu3aToM. Kak npaBuno, 3To MaageHupbl
n petn. Yrtobbl CBecTM BO3AENCTBME 1i04a K MUHUMYMY, C/MBaliTe  COLEPXKUMOE
NepuTOHeanbHOM MOMOCT B APEeHaXKHbIA KOHTEHEP nepef Hadanom asbl 3arOfHEHUs, ecnu
3TO KAMHUYECKM BO3MOXHO.

C obopygoBaHvem wnM  ofHOpas3oBbiMM  u3fenuamu  Baxter Healthcare  Corporation
MCMOMNb3YHTCA Pa3/IMyHble U3LeNua AN Anannsa apyrux npoussoguteneidl. Komnanus Baxter He
MOXET KOHTPO/MPOBaTb BO3MOXHOCTb afanTtaumu, COBMECTUMOCTb, MEXaHUYECKYHO MPOYHOCTb
WM M3MEHEHWS, KOTOPble MOTYT BO3HMKATb B 3TUX M3genvsx. Moatomy komnaHus Baxter He
MOXET rapaHTUpoBaTb MNpaBu/ibHOE (YHKLMOHMPOBaHWE MPOAYKUMW [N Aunanusa [pyrux
NPOV3BOAUTENEN NPU MOAKMOYEHWUN K U3LeNnaM KoMnaHun Baxter.

MpaBnna ncnonbL3oBaHUA
OTCcoefnHEHVE BO BPEMS 38[ePXKU

1 3akpolite nepexosfHyto Tpy6Ky.
2. 3aKpoiiTe 3aKMM Ha MarmcTpaiu naumeHTa 04HOPa30BOro KOMM/EKTa.

MpepocTepexxeHne. Cobntogarite npasmia acenTUKM.
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No o~

8.

Cnepyite WHCTPYKUMAM, MPeLOCTaB/IEHHbIM NevaliymM BpadoM. HafeHbTe 3alyTHYHO
Macky. BbIMOViTe ¥ BbICYLUMTE PYKM U BOCMO/b3YWTECH Ae3MH(DULMPYIOLWUM CPEACTBOM.
MOMHOCTBLIO BbICYLLUTE PYKU.

OTKpoliTe yNakoBKy C 0TCOeAMHAEMbIM Konnavykom OplKCap.

OTcoefnHMTE NMepexoHyro TPY6Ky OT MarucTpany nauveHTa 04HOpa3oBoOro KOMI/IEKTA.

MomecTuTe MarncTpasib naLmeHTa B opraHavisep.

YpepxuBaiiTe nepexofHyto TpyOKy B HanpaB/eHUWM BHU3 U Cpasy XXe MNOACOeAUHUTE
0TCOeAMHseMbI konnavyok M1nlCap.

[0 KOHLIa 3aKpyTMTe 0TCOEAMHSIEMbIV Konnavyok M1nlCap.

MpumevaHme. N36eraiTe nepekpy4nBaHUS 0TCOEAMHSEMOro Konnadka M1nlCap.

0.

MpucoeanHnTe Konnayok Mex1Cap K pasbeMy MarucTpanum nalueHTa B OpraHaiisepe.

10. [Jo KOHLa 3aKpyTUTE OTCOeAMHSEMDI Konnayok Mex1Cap.

MoBTOPHOE NOAK/IOUEHWNE 1 MPOAO/HKEHNE NIeYeHNS

MpepocTepexxeHne. CobnogainTe npasmia acenTUKK.

1

no

CnefyiiTe WHCTPYKUMAM, NPeAoCcTaBNeHHbIM Nevalium BpadoM. HageHbTe 3aWwpyTHYHO
MacKy. BbIMOWTe M BbICYLUMTE PYKN MU BOCMONb3YATECH AE3MHPULMPYIOLLMM CPEACTBOM.
MMONHOCTLIO BbICYLLMTE PYKMN.

OTcoefnHMTe MarucTpanb nalyeHTa 04HOPa30BOr0 KOMMIEKTa OT opraHarisepa.
OT1coeamHute konnavyok Plex1Cap OT pasbema Maructpaiv nauueHta O4HOPas0oBOro
KOMI/IEKTA.

MpumeyaHue. Ecnv NOBWAOH-M0L He BUAEH B pasbeme MarucTpain nauueHTa, YTUAU3MpyinTe
0AHOPa30BbIVi KOMMN/IEKT.

4.
5.

6.
7.
8.

OtcoeguHuTe Konna4ok Min!Cap oT pasbema NepexofHon TpyoKu.

Cpasy Xe MOACOeAMHUTE pasbeM MarucTpaau naumeHTa O04HOPA30BOr0 KOMIJIEKTA K
nepexofHom Tpy6Ke nauyieHTa.

OTKpOTE 320KUM Ha MarucTpasin naumeHTa.

OTKpoWiTe NepexoaHyHo TPyOKYy.

YT1unusnpyiite oba 0TCOeAMHSAEMbIX KOMMayka B COOTBETCTBMUM C MECTHbIMW Mpasunamu
yTUIn3aumm 0TX0L0B.

KOHCTPYKUMA MeANLIMHCKOTO 13aenmsi
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O6nacTb NpUMeHeHUA

B KauyecTBe pacxXOAHOr0 MaTepuasa Mpu 3aMecTUTENIbHOM MOYEYHON Tepanuu METOLOM
aBTOMATUYECKOr0 MEepPUTOHeasIbHOTO Auann3a BO Bpemsi (hasbl BPEMEHHOW OCTaHOBKW B

nevyeHnn.

Mcnonb3yemble matepuansi

KomMmnoHeHT MaTepsan MapKa/llocTaBU|HK
Konnavyok MonunatuneH HU3KoM nnoTHocTk, uBeT  EM1870AAAVestlake Chemical
Plex1Cap Genblii Corp. Ti-PURE R-101/Dupont
Konnayok MonuatuneH HW3Kol NioTHocTK, ugeT  EMSOOAA/Westlake Chemical
MT1Cap Genblii Corp.

Mpoknagka MonvnponwueH, UBeT rony6oi POLYFORT PP2801-
’ 6435/A. Schulman
My6ka MonnypeTaHoBas neHa, LBeT 6enblii Elngl;llgg llasrzp/ir?tl el:leLci'([jlcel
JlaMVHMPOBaHHbIA NakeT w3 Holfeld Graphics Easing with
a/IlOMVHMEBOI (ONbIN, Amcor Flexibles
MakeTt M3rOTOBJIEHHBIA MO TEXHOOT U

(hopMMpPOBaHUS, HaMOMHEHNS 1
YKYMOpKM

TpaHCMOPTHbIM Kraft mailer

P " P TpaHCNopTHas KOpobKa 13 KpadT- aft marle
KOHTeHep 4n1a 6vMari
OTNpaBKM y
YcnoBHble 0603HaYEHUS

YcnoBHoe YcnoBHoe

PacLunmpoBka PacwwimngppoBka
00603Ha4eHme ®p 0003HaueHne (bp
MpounssoaunTeNs:

Baxter Healthcare SA
8010 Zirich, Switzerland

|
I I I He ncnonb3oBatb NMOBTOPHO
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Mcnonb3oBath A0 LOT Koz napTuu

CofepXX1T NOBUAOH-M0A

PVP-|

3Hak Conformit é
Européenne (EBponeiiekoe

O 1 2 3 CooTBeTCTBME)

nin XpaHuTb BAasn ot
MCTOYHMKOB Tena

O6paTnTech K MHCTPYKLWN

C a Mo WUCMO/Ib30BaHUIO

He ncnonb3oBaTb, ecnm
ynakoBKa nospexaeHa

XpaHUTb NpX KOMHATHOW
RT Temneparype

"apaHTUiiHble 06513aTeIbCTBA U CPOK FOAHOCTY

Mpon3BoAMTENb rapaHTUPYeT e00TBETCTBME KauecTBa MEAULIMHCKOTO M3Aenuns npu eobnreHnn
Tpe6oBaHWiA K TPAHCMOPTUPOBAHMIO, XPAHEHUIO N NMPUMEHEHUIO U3LENUS.

Mpy  cOGNIOAEHWMN NpaBUN  XPaHEHUA W TPAHEMOPTUPOBKM OXWUAAeMbIA CPOK TOAHOCTU
COCTaB/IfieT OAWH oA (12 mecsues).

TpeboBaHWNS 6€30MaCHON0 YHUUTOXEHUSA U YyTUNN3aL MM

3T0 u3genve  NpefHa3sHAYeHO  MEKMOUUTENBHO ANl OfHOPA30BOr0  MCMO/b30BaHMUs
OTcoeauHsemblii konnadok OptiCap yTuM3MpyeTcs B COOTBETCTBUM C MECTHLIMM MpaBUIaMM
YTUM3aLMN 0TXO/0B.

Afpec Npov3BOAUTENS U MecTa NPOU3BOACTBA:

MponssoamnTens:

BakcTep Xenekeé CA, 8010, Zurich, Switzerland (LLBseliuapus)

MeeTo Npon3BOACTBA:

BakcTtep Xenekea C.A., Foxford Road, Swinford, Co.Mayo, Ireland (MipnaHgus).
¥YNOMHOMOYeHHbIN NpeAcTaBuTeb [pon3BoanTens Ha Tepputopumn Poccuiickoii deaepauum:
3A0 KomnaHus «bakctep»,

125171, MoekBa, SleHnHrpaackoe wocce, [.16A, cTp.l, TenedoH: 8(495) 647-6807, e-mail:
Russia@baxter.eom

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



ithik 2
o> liedtltti 11;r

MT..» | KH%'{(

-»I»x< «&bD> »» it

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

S
‘ *é’*mm f kﬂ\% lw& «

Fign

Or



MepeBoj AaHHOTNO TEKCTa C aHIIMIACKOro A3biKa Ha PyCCKUIA A3bIK CAiesiaH MHOM, nepeBofuYMkoM Mamefosa
TumMypom [>KaBaHLUMpoBMYeM. Tpe6oBaHWs K TeKCTY nepeBofa (MakcUManbHasi TOYHOCTb, FPpamMoTHOe

I/I3]'IO)K6HI/I€) MHE pa3bACHEHbI.

MpuHmato Ha cebs JINYHYK0O OTBETCTBEHHOCTDb 3a BEPHOCTb BbINMO/IHEHHLIX MHOK MEPeBoaOoB.

NOANUCH

ropop Mocksa
BocemHaguaToro mapra e TbiCAYM NATHAALATOrO roga

A, Akumos 'ne6 bopucosumy, HoTapuyc ropoga MocKsbl
nognucu, caenaHHou nepesogumkoM Mamegosbim Tumy]
NPUCYTCTBUN. JINYHOCTb €ro yCTaHOB/IEHA.

3apernctpmposaHo B peectpe 3a No Cbb

B3bickaHo no Tapudy 100 py6.

HoTapuyc

NoANWUCH

FepboBasi nevyaTb
HoTapuyca r.MOCKBbI

AkumoBa [ .b.

Bcero npoLuHypoBaHo, NPOHYMePOBaHO

N CKpenneHo neyatbio_ 11 nucToB

Hotapuyc [MOAMNUCH]

oontonee, 18 MPTB

. Akumos M156 Cl<p“COsAnY,n/1| p11)18rBPBAIMOOLLbI,
mBpuoco, Awii ko ( 110NeiioMCMZ011) 1IM«lAM.BMOBAL
NPUNUOOK. BOYBPKHYrbI/ CAML N VHBIX IMNMOpMHbIX
KaKvX-/IM60 000bon. TOKXAH«.

MHow. nuuy. bli{iickHMMamye« M CcM*plu«m |
[eiCT3ns. pa3bsAcuBLpP, Wro NpU eMUUTBMCTL
[OKYMEHTa He MofAlb»pPAALWCX 3aKOHHOC/b
COOTBETCT3VE U3M10XKbIMbIX | Ham ()Mkros L

ppoBavio * peecpe 3a Ne
B3bickaHo HO Tapuday
Holapuyc
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Bcero npoLunto, npoHyMepoBaHo,
CKpensieHo reHarbto /A nncra(os)

HoTapuwc




