NTHO U3BecTyBam e 3a 6e36e4HOCT Ha TepeH

MiniCap Extended Life PD Transfer

FA 6poj: FAV-2024-007

MNpoussoguren: Baxter Healthcare SA (CH-MF-000026124)
Bupa Ha akTUBHOCT: KOpPeKTUBHA MepKa

Hoemspwn 2024

MountyBaHW 30paBCTBEHM PaBOTHULY,

lMpoussoauTenot Baxter Healthcare Corporation (Baxter) usgage kopekTuBHa mepka 3a MiniCap Extended Life PD
CeTOBWTE 3a TpaHCcdep HaBeAEHN NOAO/NY, KOU Ce NPOU3BELEHU CO CUMKOHCKM LIeBKM 06paboTeHn CO NepPOKCU, KaKo
KOMNOHEeHTa Ha naTekata Ha Te4yHoCT. OBMe CeTOBM 3a TpaHCdep ce KOpWCTAT 3a BpemMe Ha Tepanujata Ha
nepuToHeasiHa Aujasv3a 3a Aa Ce NpeHece PacTBOPOT 3a NEPUTOHeasIHa [Mjannsa [0 KaTeTepoT Ha MalMeHTOT Of,
KOHTEjHEepOT CO M3BOPHUOT PACTBOP.

MponssoauTenoT Baxter e cBeceH 3a HEKOJIKY MOB/EKyBarba Of NPOMET OA APYrY NPOU3BOAUTENN MOBP3aHU CO
NOTEHLUMJaSIHUOT PUSKK OA, U3/I0KEHOCT Ha MOJMXIoOPUpPaHn BudeHnnHn KucenuHu (PCBAS) KoM He ce CAUYHM Ha
AvokenH (NDL) u NDL noauxnopupann 6udernnm (PCBs) npu KopucTerbe Ha OAPefeHN MeAULMHCKM CPeacTBa 3a
nepuToHeasHa aujannsa u xemogmjanusa. M3sopot Ha NDL PCBAs u/unu NDL PCBs Bo Tue NnoBJjieKyBara o npomer
bun Kako pesynTaT Ha MPOLLECOT Ha NMPOM3BOACTBO Ha CUMKOHCKUTE LLEBKM, Nnpu Koj ce KOpUCTeN MHMUMjaTop co
XJ10pUpPaH Nnepokcug,

MponssoaunTenoT Baxter e BO Npouec Ha NPOLEHKa Jaiu UCTUTE TUe PU3MLM ce NPUCYTHM Kaj MiniCap Extended Life
PD ceTosuTe 3a TpaHcdep. 3acera Baxter Hema AO0BO/HO NOAATOLM 3a Aa MOXe AedUHUTMBHO Aa YTBPAU Aanu
noctoun besbenHocen pusmk. 3aToa, Baxter Be MHGOPMUPa 3a NOTEHLM[ANHUOT PU3KK 3a Ge36eAHOCTa Ha NaLUeHTUTe
fl0/leKa e BO TeK eBaslyaumjaTa.

floneka e Bo Tek oBaa esanyauuja, Baxter MCTO Taka e BO npouec Ha TpaH3uLMja Ha OApeAeHN KOLOBU Ha NPOM3BOAM
Ha MiniCap Extended Life PD ceToBuTe 3a TpaHCdEp 04 CUIMKOHCKM LIEBKM 06paboTeHM CO MEPOKCUS, BO CUAMKOHCKU
LieBki obpaboTeHn co nnatuHa. [loctanHute uHdopmaLmm nokaxysaaT aeka NDL PCBAs u NDL PCBs He ce OTKPUEHMU
BO MEAMLMHCKM CpesCcTBa CO OBaa MoAMdULMPaHa Bep3uja Ha CUIMKOHCKM LieBKU. Be MoaMMe MmajTe BO npeasus,
AEKa TOYHOTO Bpeme Ha OBaa TpaH3uuMja Ke ce pas/IvKyBa BO 3aBMCHOCT 0f reorpadCKUOT PernoH 1 Aeka Baxter ke
NpOJO/IKM Aia Ja NpaBu NOCToeYKaTa KOHOUTYPaLMja HA CUAMKOHCKM LieBKM 06paboTeHM CO NEPOKCHUA, Ha CETOBUTE 3a
TpaHcdep A0CTanHW BO HallaTa Ap)aBa [OJEKa He Ce CAyyYu oBaa TpaHauuMia, 6UAejkM BO MOMEHTOB Hema
LeQUHUTVMBHM NOAATOUM KOW YKaxKyBaaT Ha MOCTOEHE Ha PU3MK 3a GesbegHocTa Ha maumentute. Llenta Ha osa
nMcmo e Aa Be MHGOpMMpame 3a OBOj MOMEHTANeH CTaTyC W [a Be M3BECTUMe [JeKa Kora Ke 6MzaT JOCTamnHu
AOMONHWTENHM nojaTouyu, Baxter ke Be MHPOPMMPa MpPeKy AONONHUTENHA KOMYHUKaLMja AOKOMKY Ce HEeOMXO4HM
AONONHUTENIHN MEPKM 33 CETOBUTE 3a TPAHCPEP CO CUTUKOHCKM LIeBKU O6p8601’€HVI CO nepokcua,
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3acerHar npousBog,

Kopg Ha npoussoaoT Onuc Ha npousBoAo0T Cepucku 6poesu
54482 Cet 3a TpaHcoep (MiniCap Extended Life PD
Transfer Set with Twist Clamp)
RECA482 Cet 3a TpaHcdep (er.nCap Fxtended Life PD
Transfer Set with Twist Clamp) CuiTe cepum Kow ce
RSCA482E Cet 3a TpaHcdep (er‘nCap I?xtended Life PD S P
Transfer Set with Twist Clamp) noToe6a
RECA483 Cert 3a TpaHcdep (MiniCap Extended Life PD YIRTR
Transfer Set with Twist Clamp)
Cet 3a TpaHcdep (MiniCap Extended Life PD
i Transfer Set with Twist Clamp)

MoxKeH pusnK

MonuxnopupaHute 6udeHnn ce NOCTojaHN OPraHCKM 3araZyBayn KOM UMaaT HeraTUBHO BAUjaHWUE BP3 EKOCMCTEMOT W
CUTe XMBW CYLITECTBA M MPOAOJIKYBaaT [a MpeTcTaByBaaT CepMO3eH PU3MK 3a 34paBjeTo Ha nyfeTo. Pusmuute
BK/yU4yBaaT HEBPOMCUXO/OLIKM, HEBPObMXejBuOpanHN HeLOoCTaToOLM, AeMeHLM|a, AUCOYHKLMMU HA MMYHONOLLKUOT
cuUcTeM, KapauoBackynapHu 3abonysarba, pak U WTETHU edekTn BP3 penposyKTUBHUOT cucTem. Baxter e Bo npouec
Ha eBanyauuja ganu oBuMe pusnLM ce NpUcyTHU Kaj MiniCap Extended Life PD cetosuTe 3a TpaHcoep. 3acera Baxter
Hema rnogatouy 3a gedbuHUTUBHA NOTBPAA 3a NocToere Ha 6esbegHoceH pusuk. o aeHec, Baxter Hema gobueHo
HWKaKBM MOMJaKM NOBP3aHM CO OBa NpaLlake.

AKTUBHOCTU KOU Tpeﬁa Aa ce npesemat o4 KOpUcHuULUuTe

[opneka npoaoKyBa TeKoBHaTa eBayalmja Ha Baxter 3a 0Ba NoTeHUMjaHO Npaluakbe, rv npenopadyBame cnegHuTe
aKTUBHOCTU:

1. 3ppasctBeHuTe ycraHoBu Tpeba fa npogomKat aAa obe3beayBaaT TpeTMaHM 3a Aujaausa Ha cBoOuUTe
nauuneHTy, buaejku cuctemute 3a NepuTOHEaNHA AMjanAu3a ce K/AYUYHM 33 rpudKaTta 3a nauuveHtute. Cé
fogeka Baxter Hema gocTanHu JONOAHWUTENHU MHOPMaLMKM, NpenopadyBame KOHTUMHyMpaHa ynoTtpeba Ha
CEeTOBUTE CO CUIMKOHCKM LieBKM 06paboTeHmn co nepokeua, 3a Aa ce 0b6e3beam ycornaceHoCT Ha NaLMeHToT co
nponuiaHaTta Tepanuja.

2. TlononHete ro Nnpuao}KeHWOT Gopmynap 3a 04roBOp M BpaTeTe ro Ha HOCUTE/IOT Ha PELLIEeHKe 33 3aMnuLlyBarbe
BO PErucrepoT Ha MefMLMHCKM cpefcTsa AocTtanHu Bo Penybnuka CeBepHa MakegoHuja, DAPMA TPEI]
JOOEN - Ckonje co CKeHupatbe 1 ucnpakarbe No e-nowta Ha marija@farmatrejd.com.mk, aypu 1 ako Hemarte
Ha 3anuxa. HaBpemeHoTO BpaKare Ha GopmMynapoT 3a 0AroBop Ke ro NoTBpAM NPUEMOT HA OBA M3BECTYBaHbE
n Ke cnpeun ga gobusate NOBTOPHU U3BECTYBabA.

3. [oKosKy CTe ro Kynuae 0BOj NPOW3BOL 04, ANCTPMBYTEp, UMajTe NpeaBua, AeKa 04T0BOP NPEKy NopTanoT 3a
KNMEeHTU Ha Baxter He e npumeHAnBO. [lOKONKY BaWMOT AUCTPpMBYTEP UK Beneaporepuja Gapa oArosop, se

MOJIMMe 0AroBopeTe Ha gobasysadoT CBE“&CHQTHEEQ@Te -
: ALLLE N
PN

/’ ,“\{\ WE &,
4. [I0KOAKy CTe ro auctpubyupane OI;ij)ﬂﬁﬁmgoA Ha
MONUME NpocneaeTe Konuja og, oé,%;ug%eq“ ¥
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5. Ako cTe Besiefjporepuja / AncTpubyTep UM NPOU3BOANUTE/ HA OPUTMHANHA OMPEMa Koj AUCTpUBYMpan 61uno
KakoB 3acCerHaT NpoM3BO/, Ha APYrv NOAPYKHWULM, Be MOMME UHOOPMUPA]TE TV BaLLMUTE KOPUCHULM 33 0Ba
“3BECTyBakbe BO COMIaCHOCT CO BalUMTe BOOBWYAEHM NpoLeaypy.

AononnutenHu nHpopmaunm u nogapLuka

3a onwTK npawarba BO BPCKa CO OBaa KOMYHWKalumja wam Koj 6uno npobrem co Koj ce coouyBaTe BO BPCKa CO
NPOU3BOAOT, KOHTAKTUPAjTE rO HOCMTE/IOT Ha PelleHue 33 3anullyBarbe BO PErucTepoT Ha MeAMLMHCKW CpeAcTBa
AocTanHn Bo Penybnuka CesepHa MakegoHnuja, ®APMA TPEJZ [OOOE/l - Ckonje Kaj OAroBOpHOTO /MUe 3a
maTtepuosurunaHua, Mapuja MNynesa Ha Ten. +389 78 338 676 1 e-mail: marija@farmatrejd.com.mk.

3a oBa 6e36e1HOCHO M3BECTYyBatbE € U3BECTEHA AreHuyjaTa 3a IEKOBU U MeAULMHCKM cpeactea (MAJIMEL).

Ce M3BMHYBame 3a HeﬂpMjaTHOCTMTe KOW LWTO MOXKe Oa 614,an npeans3ByUKaHu o4 OBa U3BECTyBatbe.

Co nouwur,

Mapuja l'ynesa
OAroBopHO nLLe 3a MaTepuoBUrMIaHLa
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lMomepda 3a npuem Ha ussecmysare
(MNCMO 3A BE3BEHOCHA KOPEKTUBHA MEPKA Of] HOEMBPU 2024)

UME HA MEANLIMHCKOTO CPEAICTBO: EXTENDED LIFE PD TRANSFER SET, MINICAP EXTEND LIFE
Ko Ha npoussopa: 5C4482, R5C4482, R5C4482E, R5C4483, R5C4484
Cepucku 6poesu: cuTe cepum Ko ce CO BarKeuKn PoK Ha ynotpeba

Be monume nonosiHeTe 1 ucnparete efgHa Konuja o, 0Boj popmynap 3a cekoja ycTaHOBa Ha
cnejHata e-maui agpeca: marija@farmatrejd.com.mk Kako noTBpAa AeKa cTe ro npumune

OBa U3BECTyBatbe.

Mme Ha ycTaHOBa U agpeca:

MoTBpaaTa 3a Nnpuem e
nonoJiHeTe of, CTpaHa Ha:
(Be monume Hasedeme ume)

PyHKUMja:
(Be monume nononHeme)

E-maunn u/unv tenepoHckm
6poj

(BKNYUyBajkM NOBMKYBaUKM
6poj):

Motnuc/Aarym:
3AOONTKUTENHO MONE

l'o npumme ropeHaBeeHOTO NMCMO U MM U3BPLLNB aKTUBHOCTUTE HaBeaAeHW BO MUCMOTO.
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Baxter

Urgent Field Safety Notice

MiniCap Extended Life PD transfer

FA Number: FAV-2024-007

Manufacturer: Baxter Healthcare SA (CH-MF-000026124)
Type of Action: Correction

Month DD, YYYY (to be adapted locally)

Dear Sir/Madam,

Baxter Healthcare Corporation (Baxter) is issuing a Correction for the MiniCap Extended Life PD transfer sets listed
below, which are manufactured with peroxide-cured silicone tubing as a fluid pathway component. These transfer
sets are used during Peritoneal Dialysis therapy to transfer peritoneal dialysis solution to the patient catheter from
the source solution bag.

Baxter is aware of several recalls by other manufacturers related to the potential risk of exposure to non-dioxin-like
(NDL) polychlorinated biphenyl acids (PCBAs) and NDL polychlorinated biphenyls (PCBs) when using certain
peritoneal dialysis and hemodialysis devices. The source of the NDL PCBAs and/or NDL PCBs in those recalls was
due to the manufacturing process of the silicone tubing, which used a chlorinated peroxide initiator.

Baxter is in the process of evaluating whether these same risks are present with the MiniCap Extended Life PD
transfer sets. At this time Baxter does not have data to definitively conclude whether there is a safety risk.
Therefore, Baxter is informing you of the potential patient safety risk while our evaluation is in process.

While this evaluation is ongoing, Baxter is also in the process of transitioning certain product codes of the MiniCap
Extended Life PD transfer sets from peroxide-cured silicone tubing to platinum-cured silicone tubing. Available
information indicates that NDL PCBAs and NDL PCBs are not detected in medical devices with this modified version
of silicone tubing. Please note that the exact timing of this transition will vary by geographic region, and that Baxter
will continue to make the existing peroxide-cured silicone tubing configuration of the transfer sets available in your
country until this transition occurs, as there is currently no definitive data to demonstrate that a patient safety risk
exists. The purpose of this letter is to inform you of this current status, and to let you know thatqyadduonal data
becomes available, Baxter will provide you with further communication if any mltlgat|9n<m\ea$€uggs arerrnecessary
for Transfer Sets with the peroxide cured silicone tubing components.
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Affected Product (to be adapted)

Product Code Product Description Lot Numbers
5C448) Transfer Set (xln\li:ﬁ TE;(\;(::ggdmLFi)f)e PD Transfer
R5CA482 Transfer Set (Sl\gi[n\i;?: fﬁigggdngge PD Transfer

PRI franster set (xinjﬁ:ﬁfjvﬁ::ggi:ge e All lots within expiry
rscss | T st )
R5C4484 Transfer Set (MiniCap Extended Life PD Transfer

Set with Twist Clamp)

Hazard Involved

Polychlorinated biphenyls are persistent organic pollutants that have a negative impact on the ecosystem and all
living beings and continue to represent a serious risk to human health. The risks include neuropsychological,
neurobehavioral deficits, dementia, immune system dysfunctions, cardiovascular diseases, cancer and harmful
effects on the reproductive system. Baxter is in the process of evaluating whether these risks are present with the
MiniCap Extended Life PD transfer sets. At this time Baxter does not have data to definitively conclude whether
there is a safety risk. To date, Baxter has not received any complaints related to this issue.

Actions to be Taken by Customers

While Baxter’s ongoing evaluation into this potential issue continues, we are recommending the following actions:

1.

FAV-2024-007

Healthcare providers should continue to provide dialysis treatments to their patients, as peritoneal
dialysis systems are critical to patient care. Until Baxter has further information available, we recommend
the continued use of the peroxide-cured silicone tubing sets to ensure patient compliance with the
prescribed therapy.

Complete the enclosed customer reply form and return it to Baxter by either scanning and e-mailing it to
(insert local contact information) or sending it by post to (insert local contact information), even if you don’t
have any inventory. Returning the customer reply form promptly will confirm your receipt of this
notification and prevent you from receiving repeat notices.

If you purchased this product from a distributor, please note that responding via the Baxter customer portal
is not applicable. If a response is requested by your distributor or wholesaler, please respond to the supplier
according to their instructions.

If you distributed this product to other facmt' S, Or depa(tmen\ within your institution, please forward a
copy of this communication to them. ~ }
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Baxter

5. If you are a dealer, wholesaler, distributor/reseller, or original equipment manufacturer (OEM) that
distributed any affected product to other facilities, please notify your customers of this notification in
accordance with your customary procedures. (to be adapted locally)

Further Information and Support
For general questions regarding this communication or any product issue you are experiencing, contact Baxter at
(insert local contact information), between the hours of (insert local information).

The local Ministry of Health (MOH) has been notified of this action. (to be adapted locally)

We apologize for any inconvenience this may cause you and your staff.

Sincerely,

Name (to be adapted locally)
Title (to be adapted locally)
Baxter Healthcare Corporation (to be adapted locally)

Enclosures: Baxter Customer Reply Form
Peritoneal Dialysis Patient Letter
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Baxter

Confirmation of receipt of communication
(CORRECTION LETTER DATED XX (TO BE COMPLETED LOCALLY)

DEVICE NAME: EXTENDED LIFE PD TRANSFER SET, MINICAP EXTEND LIFE
Product code : 5C4482, R5C4482, R5C4482E, R5C4483, R5C4484 (to be completed locally)
Batch numbers : All lots within expiry

Please complete and return one copy of this form per facility by e-mail ( ) as
confirmation that you have received this notification.
A fax cover sheet is not required.

(Can be adapted locally)

Facility Name and Address:

Reply Confirmation
Completed By:
(Please print name)
Title:

(Please print)

Email and/or Telephone Number
(including Area Code):

Signature/Date:
REQUIRED FIELD

We have received the above-mentioned letter, performed the actions outlined in the letter, arf\dh
disseminated the information / documentation to our staff, other services/facilities and cusf@mgf

At M=)

applicable. [l g

, as

Baxter is a registered frademark of Baxter International, Inc. FAV-2024-007



