UTHO u3BectyBare 3a 6e36e4HOCT Ha TepeH

MiniCap Extended Life PD Transfer

FA 6poj: FAV-2024-007

MNpoussoauten: Baxter Healthcare SA (CH-MF-000026124)
Bua Ha akTUBHOCT: KOpPEKTMBHA MepKa

Hoemspu 2024

MoynTyBaH NaumeHT,

Mpoussoautenot Baxter Healthcare Corporation (Baxter) usmase KopektmBHa mepka 3a MiniCap Extended Life PD
CETOBWTE 3a TpaHChep HaBeAEeHWN MOAONY, KOU Ce NMPOU3BEAEHM CO CUMKOHCKM LIEBKM 06paboTeHn COo NepoKcua, 3a
MPEHOC Ha PacTBOPOT A0 U Of, NaLMEHTOT.

MpoussoauTenoT Baxter e cBeCeH 3a HEKO/IKY MOB/IEKYBakba O NPOMET Of APYrY NPOU3BOAMUTENM MOBP3aHM CO
NOTEHUMJAIHUOT PU3UK Of, U3NOMKEHOCT Ha MOAUXAopUpaHu BudeHunHu kucenuHu (PCBAS) KoM He ce CAMYHM Ha
Avokend (NDL) n NDL noauxnopupaHu 6udenunnm (PCBs) npu kopucTerhe Ha O4peAeHN MeAMLUMHCKU CpeacTBa 3a
neputoHeasHa aujannsa U xemogujanusa. M3sopot Ha NDL PCBAs u/unu NDL PCBs BO Tve noBneKyBatba o/, NpomeT
61N Kako pesynTaT Ha MPOLLECOT Ha NMPOM3BOLCTBO HAa CUIMKOHCKUTE LIEBKM.

MpoussoauTenoT Baxter e BO NpoLec Ha NPOLIEHKA Aanv UCTUTE TUE PUSULIM Ce MPUCYTHU Kaj HUBHUTe T[], ceToBMU 3a
TpaHcdep. 3acera Baxter Hema [,0BO/IHO NOAATOLM 33 4@ MOKe AePUHUTUMBHO Aa YTBPAM Aanun noctoun 6esbesHoceH
pu3mMK. 3atoa, Baxter Be uHPpopmmpa 3a NOTEHUM[aNHWUOT pU3KK 3a Be3begHOCTa Ha NaLMEHTUTe [J0JeKa e BO TeK
eBa/iyaymjaTa.

Hopneka osaa esanyaluja e Bo Tek, Baxter ucto Taka e BO npouec Ha TpaH3MuUMja Ha oapeneHW KoaoBu Ha [,
CeToBUTe 3a TpaHCEep Of, CUIMKOHCKM LIeBKM 06paboTEHU CO MEPOKCUA BO CUAMKOHCKM LEeBKM 06paboTeHn co
nnatiHa. [locranuute nHpopmaummn nokaxysaat geka NDL PCBAs u NDL PCBs He ce OTKpPUEHW BO MeAWLMHCKM
CpeAcTBa CO OBaa MoAnduLMpaHa Bep3unja Ha CUIMKOHCKM LIEBKU. Be MoanMe MmajTe npeaBua, feKka TOYHOTO Bpeme
Ha oBaa TpaH3MUMja Ke ce pas/viKyBa BO 3aBUCHOCT 04, reorpadCcKMOT PErMoH 1 Aeka Baxter ke npoao/Kv Aa ja npasu
nocroeykara KOHdUrypaLmja Ha CUAMKOHCKN LieBKM 06paboTeHn co NePOKCUA Ha CeTOBUTE 3a TpaHcdep AOCTaNHM BO
HawlaTa ApXasa [OSEKa He ce C/lyyun OBaa TpaH3uumia, buaejkv BO MOMEHTOB HEMA AePUHUTUBHU MOAATOLM KOU
YKa)KyBaaT Ha mocToerbe Ha pu3uk 3a besbegHocTa Ha nauueHtuTe. Lienta Ha oBa NUCMO e A3 Be MHPOopMMpame 3a
OBOj MOMEHTA/IEH CTATyC U [a Be M3BECTUME [eKa Kora ke 6uaaT AocTanHu JONOAHUTENHW nodaTouu, Baxter ke Be
MHbOpMMpPa NpeKy AOMONHUTENHA KOMYHUKALMja JOKOAKY Ce HEONXOAHM p,ononHMTenHM MepKM 3a ceTosuTe 3a
TpaHCdEp CO CUMKOHCKM LieBKM 06paboTeHM CO NepoKcus.
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3acerHar npousBoy,

Kog Ha npoussogoT Onuc Ha NPousBoAoT Cepucku 6poesn
54482 Cet 3a TpaHcdep (M|r‘nCap I?xtended Life PD
Transfer Set with Twist Clamp)
REC4482 CeT 3a TpaHcdep (er_nCap [?xtended Life PD
Transfer Set with Twist Clamp) Cute cepun Kow ce
RECA4BIE CeT 3a TpaHcohep (er.uCap If_xtended Life PD R Sy
Transfer Set with Twist Clamp) noToe6a
RECA483 Cert 3a TpaHcdep (MiniCap Extended Life PD ynotp
Transfer Set with Twist Clamp)
Cert 3a TpaHcdep (MiniCap Extended Life PD
Rotdasa Transfer Set with Twist Clamp)

MoxKeH pU3nK

MonuxnopuparHute 6udeHUnn ce NOCTOjaHN OPraHCKK 3araZlyBayu KOW MMaaT HEeraTUBHO BAIMjaHUE BP3 eKOCUCTEMOT U
CUTE KMBW CYLITECTBA W NPOAOJIXKYBAaT Ja NpeTcTaByBaaT CEPUO3EH PUBMK 3a 34paBjeTo Ha ayfeto. Pusuuute
BK/IyuYyBaaT HeBPOMNCUXONOLIKM, HEBPODOUXEjBMOPANHA HedoCTaTouu, AemeHuumja, ANCOYHKUMU Ha MMYHOJOLIKUOT
cucTeM, KapauoBacKynapHU 3abonyBara, pak U WTeTHN edeKTu Bp3 penpoayKTMBHMOT cuctem. Baxter e Bo mpouec
Ha eBasyaluja 4anu OBMe PU3ULM ce NpUCyTHU Kaj MiniCap Extended Life PD cetoBuTe 3a TpaHcdep. 3acera Baxter
Hema nogaTouu 3a gedMHUTUBHA NOTBPAA 3a NOCToere Ha besbepHoceH pusmnK. o aeHec, Baxter Hema gobueHo
HWUKAKBW MOMaKK NOBP3aHM CO OBa Mpallakse.

AKTUBHOCTHK Kou Tpeba Aa ce npesemat of, nauueHTUTe

1. Be monume npoponxKere CO NpernopavyaHarta Tepanuja Ha NepUTOHeasIHA AMjanunsa. AKO MMmaTe BUM0 KaKBK
npalllakba BO BPCKa CO TepanujaTa Ha NeputoHeasHa Aujanusa, Be MOJIMME KOHTaKTUpajTe ro BalMOT SeKap
u/Mnu MmeaMUMHCKa cecTpa.

2. TlononHeTe ro NpUNoXKeHUOT popmynap 3a OA4roBOP Ha KOPUCHUK U BpaTeTe o Ha HOCUTE/IOT Ha pelleHue 3a
3anuLlyBatbe BO PErUCTEPOT Ha MeAMUMHCKM CpeacTBa foctanHu Bo Penybnuka CeBepHa MakefoHuja,
®APMA TPEJA AOOE/ - CKonje CO CKeHuparbe U Mcnpakakbe no e-nowTta Ha marija@farmatrejd.com.mk,
[ypy 1 aKo HemaTe Ha 3anuxa. HaBpemeHOTO BpaKarse Ha opmMynapoT 3a 04roBop Ke ro noTspan npuemot
Ha OBa U3BeCTyBatbe U Ke cnpeuu fa fobusate NOBTOPHM U3BECTYBaH:A.

DononHutenHn nupopmaumm 1 NoJapLIKA

AKO MmaTe 6MI0 KaKBU Npallakba BO BPCKa CO Tepanujata Ha NepuToHea Ha Anjannsa, Be MOJIMMe KOHTaKTMpajTe ro
BALLKMOT SIeKap U/MNu MeguLMHCKa cecTpa.

3a onwTK npalwarba BO BPCKA CO OBaa KOMyHMKauMja uam Koj 6uno npobnem co Koj ce cooyysBaTe BO BPCKa CO
NpPou3BOAOT, KOHTAKTMpajTe ro HOCUTE/IOT Ha pelleHue 3a 3anullyBarbe BO PErucrepoT Ha MeAMLMHCKW cpeacTsa
jocranHn Bo Penybnuka CesepHa Makegonuja, ®PAPMA TPEJO OOOEN - Ckonje Kaj 0Ar0OBOPHOTO /iMUe 3a
maTepuosurinaHua, Mapuja l'ynesa Ha Ten. +389 78 338 676 n e-mail: marija@farmatrejd.com.mk.

Ce U3BMHyBaMe 33 HENPMW]jaTHOCTUTE KOM LUTO MOKe fa 61aaT npeM3BUKaHM O 0Ba U3BECTYBatbE.

Co nouur,
Mapwja l'ynesa
OAroBOpHO NULLE 33 MAaTEPUOBUTNIaHLE
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Momepda 3a npuem Ha ussecmysare
(MTUCMO 3A BE3BEAHOCHA KOPEKTUBHA MEPKA O] HOEMBPU 2024)

UME HA MEAWLIMHCKOTO CPEACTBO: EXTENDED LIFE PD TRANSFER SET, MINICAP EXTEND LIFE
Kop Ha npoussoa: 5C4482, R5C4482, R5C4482E, R5C4483, R5C4484
Cepucku 6poesu: cuTe cepun KoM ce Co BayKeuyku poK Ha ynotpeba

Be mosvme nonosiHeTe u BpaTeTe efjHa Konuja 0g, 0BOj popMy/ap Ha cieaHaTa e-Maun
agpeca: marija@farmatrejd.com.mk Kako NoTBpAa AeKa CTe ro NpuMU/e 0Ba U3BECTYBabeE.

Nme:

E-maun u/unu tenepoHckn
6poj

(BKAYYYBajKkM NOBUKYBAYUKM
6poj):

Motnuc/Jatym:
3AO0TKUTENHO NOJE

lo LI,O6I/IB ropeHaBegeHOoToO NUCMO U T cnpoBedoB aKTUBHOCTUTE HaBeaeHU BO MMCMOTO.
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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 Peritoneal Dialysis Patient:

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 that transfers solution to and from the patient.

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.

Baxter is in the process of evaluating whether these same risks are present with its 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 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 that as additional data becomes
available, Baxter will provide you with further communication if any mitigation measures are necessary for transfer
sets with the peroxide-cured silicone tubing components.

Affected Product (to be adapted)

Product Code Product Description
54482 Transfer Set (M|n|§ap Ext_ended Life PD Transfer
Set with Twist Clamp)
R5C4482 Transfer Set (M|n|C.ap Ex'gended Life PD Transfer
Set with Twist Clamp) *
- ) All lots withirsexpifys
Transfer Set (MiniCap Extended Life PD Transfer Ne. o
R5C4482E . .
Set with Twist Clamp)
Transfer Set (MiniCap Extended Life PD Transfer
RS Set with Twist Clamp)
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Baxter

Transfer Set (MiniCap Extended Life PD Transfer

RECASES 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 Patients

1. Please continue your prescribed PD therapy. If you have any questions about your PD therapy, please
contact your doctor and/or nurse.

2. 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.

Further Information and Support
If you have any questions about your PD therapy, please contact your doctor and/or nurse. (to be adapted)

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).

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
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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 by e-mail ( ) as confirmation
that you have received this notification.

(Can be adapted locally)

Name:

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

Signature/Date:
REQUIRED FIELD

I have received the above-mentioned letter and performed the actions outlined in the letter.

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



