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hrHo hgeecrvearue sa 6eg6e4Ftocr Ha repex

MiniCap Extended Life PD Transfer
FA 6poj: FAV-2024-007

['l porseo4rrea : Baxte r Hea lthca re SA (CH- M F- 000026124)
Br4 Ha aKThBHocr: KopexrnaHa MepKa

Hoemepr 2024

flovrryeaH naL{heHT,

flponsso,qrreror Baxter Healthcare Corporation (Baxter) h3AaAe KopeKrt4BHa MepKa aa MiniCap Extended Life PD

ceroBhre sa rpaHcQep HaBeAeHh noAo,fly, Koh ce npoh3BeAeHV co cnnu|ioHcKr4 LleBKh o6pa6oreHr co nepoKct4A 3a

npeHoc Ha pacrBopor Ao v1 oA nauheHror.

flporaeo4rreror Baxter e cBeceH 3a HeKonKy noBneKyBaFba oA npoMer oA Apyril npo13BoAt4renh noBp3aHh co
noreHqrjalHvlor pnsnK oA h3noxeHocr Ha nonhxnopilpanv 6nfieannHt KVcennHr,r (PCBAs) Koh He ce c,nhqHh Ha

Ar4oKcr4H (NDL) n NDL nolrxaophpaHh 6u$eunnv (PCBs) nph Kopl4crebe Ha oApeAeHil MeAilL{t4HcKt4 cpeAcrBa 3a

nephroHea.nna gnjanuta r xemo,qrjanuza.Vlteopor Ha NDL PCBAs ,afunu NDL PCBs Bo rile noBneKyBaba oA npoMer
6Nn xaxo pe3ynrar Ha npol{ecor Ha npoil3BoAcrBo Ha cta,nhKoHcKhre qeBKh.

flporseo4rrenor Baxter e Bo npoqec Ha npo4eHKa Aann vcrhrerne pv3u\u ce npficyrHu xaj nreHrre il.Q ceroen aa

rpaHcQep. 3acera Baxter HeMa AoBonHo noAarol{v sa Aa Mox{e,qeQrHrrlreHo Aa yrBpAV Aann nocror 6ea6e4uoceH
pvr3tlK.3aroa, Baxter ae rHQopnnvpa 3a noreHurianHror pustll sa 6ea6e4Hocra Ha naqheHrhre AoAeKa e Bo reK
eoanya4ujara.

,{o4exa oBaa eBanyaqraja e Bo reK, Baxter Hcro raKa e Bo npoqec Ha rpaH3rqraja na oApeAeHH KoAoBl/ Ha l-lfl
ceroBl,lre sa rpaHcQep oA cvnvloHcKr4 L{eBKh o6pa6oreHr co nepoKct4A Bo cnnnloHcKt4 LleBKil o6pa6oreHr co
n,4arhHa.,[,ocranHure r,rH$opnnaqrah noKaxyBaar AeKa NDL PCBAs r NDL PCBs He ce orKpheHr Bo MeAfir]v1HCRv1

cpeAcrBa co oBaa nno4mQrqupaua eeparja Ha cn,nhKoHcKl4 qeBKLt. Be monrnne rnajre npeABilA AeKa roqHoro BpeMe
Ha oBaa rpaHarqrja ke ce pasauKyBa Bo 3aBhcHocr o4 reorpaQcKhor pethoH h AeKa Baxter (e npoAonxk Aa ia npaBh
nocroeqKara KoH0hrvpauilia Ha chlt14xoHcxt4 Lleexta o6pa6oreH]4 co nepoxct4A Ha ceroeilre sa rpaHcdep aocranHil eo
Haujara A0xaea AoAexa He ce cnvqh oeaa rpaHghuhia,6hAei(il so ttnonneHroe Hetl a.4edrHhrileHil noAarouh xoH
vxaxveaar Ha nocroeFbe Ha p!4gr4x ga 6ea6eAnocra Ha nauheHrilre. l-lenra Ha oBa nhcMo e Aa Be NHsopnnrpanne sa
oeoj monneura,fleH craryc il Aa Be il3BecrhMe AeKa Hofa ke 6ugat AocranHr AononHhrenHh noAarol{n, Baxter (e oe
,fHQopMfipa npeKy AononHhrenHa KoMyH14Kaqrja 4oxonKy ce HeonxoAH14 Aonon+W":!_IllL_I_e"pKt4 3a ceroBhre 3a

rpaHcQep co c!4,nrKoHcKt4 L{eBKil o6pa6oreHr co nepoKcl4A 
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3acerHar npoh3BoA

Ko4 ua npoh3BoAor Onrc ua npor3eoAor Ceprcxr 6poeer

5C4482
Cer sa rpaHc$ep (MiniCap Extended Life PD

Transfer Set with Twist Clamp)

Cnre ceprr KoH ce

co BaxeqKt4 poK Ha

ynorpe6a

R5C4482
Cer sa rpaHcQep (MiniCap Extended Life PD

Transfer Set with Twist Clamp)

R5C4482E
Cer sa rpaHc$ep (MiniCap Extended Life

Transfer Set with Twist Clamp)

PD

R5C4483
Cer sa rpaucQep (MiniCap Extended Life PD

Transfer Set with Twist Clamp)

R5C4484
Cer ea rpaHcQep (MiniCap Extended Life

Transfer Set with Twist Clamp)

PD

Moxeu pnsnr
flolrxlopNpaHilTe 6uSeunnu ce nocrojau14 opraHcKr,r 3araAyBaqil Ko14 hMaar HerarilBHo enujanue Bp3 eKoo4creMor 14

cnre x<tABrt cyurecrBa il npoAonxyBaar Aa npercraByBaar cepilo3eH pm3hK aa a4paajero ua nyfero. PnenqNre

BKnyqyBaar HeBponcilxonouJRV, Heapo6rxejBuopanHr HeAocraroqr, AeMeHqr4ja, 4rcSyHxr-{r4h Ha t,tMyHonouKr4or

chcreM, KapAhoBacKynap+V sa6olyeana , pal v urerHh e$exrr Bp3 penpoAyKTl4BHrlor cl4creM. Baxter e Bo npolr,ec

Ha eBanyaquja pann oBile pil3rl-lr ce nprcyrHra xaj MiniCap Extended Life PD ceroBhre aa rpaHc$ep. 3acera Baxter
HeMa noAaro4h 3a 4eSmurrreHa norBpAa 3a nocroeFbe Ha 6es6eAHoceH pttsu<. p,o geuec, Baxter Hema 4o6ueuo
HilKaKBh non.naKh noBp3aH14 co oBa npauaFbe.

AxrheFrocrr4 xor rpe6a Aa ce npe3eMar oA naqneHrhre

Be nnoarnne npoAonlxere co npenopaqaHara repannja Ha nephroHea/rHa gnjanuea, Axo nnnare 6ilro xaxeh

npauaFba Bo BpcKa co repanrjara Ha nepilroHea.nHa gujanvea, Be Mo,nilMe KoHraKTilpajre ro eaurrorneKap
n f nnu MeAil L{r4 HcKa cecrpa.
llononuere ro nphnoxeHmor Sopmynap 3a o4foBop Ha KopHcHhK h Bparere ro Ha Hocl4re,nor Ha pelxeHhe 3a

3aniluyBaFbe Bo pefilcrepor Ha MeAhL{r4HcKr4 cpe4crBa AocranH14 Bo Peny6nrxa Ceeepua Maxe4ourja,
OAPMA TPEJA AOOE,I] - Cxonje co cKeHilpaFbe r Hcnpa(arue no e-noura Ha mariia@farmatreid.com.mk,

Aypvlv1 aKo HeMare Ha 3a.flhxa. Haepenneuoro epa(arue ua Qopruynapor3a oAroBop (e ro norapAil npueMor

Ha oBa r43BecryBaFbe r (e cnpeqfi ga go6ueate noBropHlt h3BecryBaFba.

flononurreanr ruQop rrt.al4nn vr noAApuKa

Axo rmare 6nno xaxeu npauaFba Bo BpcKa co repanrjara Ha nepilroHea.nHa gnjanuaa, Be Mo,nrMe xouraxrrpajre ro

Baulilor neKap n/nnn MeAilLlhHcKa cecrpa.
3a onLrrr npalxaFba Bo BpcKa co oBaa KoMyHfiKallnja unn xoj 6nno npo6nenn co xoj ce coolryBare Bo BpcKa co

npoh3BoAor, KoHraxTilpajre ro Hochre,nor Ha peueHhe 3a 3anuuyBaFbe Bo perilcrepor Ha MeA/L44HcKl,r cpeAcrBa

AocranHr eo Peny6nnxa CeeepHa Maxe4oHrja, OAPMA TPEJA AOOEI - Cxonje xaj o4roaopHoro nhqe 3a

MarephoBhrvna+\a, Mapraja lyneaa Ha re.n. +389 78 338 676 n e-mail: mariia@farmatreid.com.mk.

Ce rsarHyeaMe 3a HenpiljarHocrnre Koh lxro Moxe Aa 6ngat npeAH3BHKaHn oryoBa h3BecryBaFbe.

Co noqrr,
Maprja [yneaa

O4roeopuo /n4qe 3a MarephoBl4fltnaHUa .. ,,,
i

FAv-2024-007 : ',

Farma Trejd dooel
Anton Popov 1/L-3
1000, Skopje

Macedonia
Tel +389 23298782
Fax +389 23298782

-c-en"!"q-cl@"f "qmsl.t-e-id."sqm..-mk

L

aL.

i,

rjj

'!t
-_1

. ,\'-.
l':,

:. -'li ,
ti
*.:iti"..ji



#ffiffi
f-ffi;-l ffiffiffiqhtrtwffi I tre%ffiffi&wffiffiJjffi
-'@''f*

ITomepda sa npueM Hd useecmyeorbe
(nucMo 34 6E3;EAHOCHA KOpEKTt4BHA MEpKA OA HOEMB?U 2024)

UME HA MEAU$UHCKOTA CPEACTBO: EXTENDED LIFE PD TRANSFER SET, MINICAP EXTEND LIFE

Ko,q na npou3Bo4:5C44E2, R5C4482, R5C4482E, R5C4483, R5C4484
Cepucxr,r 6poear: cHTe cepr4H KoH ce co BaH{eqKh poK xa ynorpe6a

Be monrnne nono.nHere il Bparere e4Ha xonrja o,q oeoj Qopnnynap Ha cneAHara e-Mail.n

aApeca: mariia@farmatreid.com.mk KaKo norBpAa AeKa cre fo npilMh,fle oBa r3BecryBaFbe.

ly'nne:

E-nna rn n / nnu reneQoncxr
6poj
(axnyvyaaj(il noBh KyBaLtKt4

6poi):

flornnc/flaryrvr:
3AAOIiKhTEIHO nO/tE

fo 4o6ne fopeHaBe4eHoro nilcMo il rfi cnpoBeAoB aKTLIBHocnrre HaBeAeHil Bo nilcMoro.

Farma Trejd dooel
Anton Popov 1/1-3
1000, Skopje

Macedonia
Tel +389 23298782
Fax +389 23298782
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Eaxter
Ureent Field Safetv Notice

MiniCap Extended Life PD transfer
FA Number: F AV -2024-007
Ma n ufactu rer: Baxte r H ea lth ca re SA (CH- M F-0000261241
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 willcontinue to
make the existing peroxide-cured silicone tubing configuration of the transfer sets available in vour countrv until
this transition occurs, as there is currentlv no definitive data to demonstrate that a patient safetv 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 Description

Transfer Set (MiniCap Extended Life PD Transfer
Set with Twist Clamp)
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Transfer Set (MiniCap Extended Life PD Transfer
Set with Twist Clamp)

Transfer Set (MiniCap Extended Life PD Transfer
Set with Twist Clamp)

Transfer Set (MiniCap Extended Life PD Transfer
Set with Twist Clamp)

FAV-2024-007 Page 1 of 2



Itaxfer
R5C4484

Transfer Set (MiniCap Extended Life PD Transfer
Set with Twist Clamp)

Hazard lnvolved

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 whetherthese 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

t. Please continue your prescribed PD therapy" lf 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 postto (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

lf 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

FAV-2024-007 lnc. or its subsidiaries Page 2 of 2
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Confirmation of receipt of communication
(j)RRECT\ON LETTER DATED XX (TO BE COMqLETED LOCALLY)

DEVICE NAME: EXTENDED LIFE PD TRANSFER SET, MINICAP EXTEND LIFE

Product code : 5C4482, R5C4482, R5C4482E, RSC4483, R5C4484 (to he completed locally)
Batch nunnbers z AII lots within expiry

Pleasecomp|eteandreturnonecopyofthisformbye-mai|(-)asconfirmation
that you have received this notification.

(Can be adapted locolly)

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 lnternational, Inc. FAV-2024-007


