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hrHo hseecrvearoe ga 6eg6e4Hocr xa repeH

MiniCap Extended Life PD Transfer
FA 6poj: FAV-2024-007
fl porseo4rren: Baxter Healthcare SA (CH-MF-000026124)
Bn4 xa aKrnBHocr: Kopexrnena MepKa

Hoettaeon 2024

flov Nryaa H n 3Apa BcrBeH u pa6otuutlu,

flponsao,qrrenor Baxter Healthcare Corporation (Baxter) h3AaAe KopeKrhBHa MepKa aa MiniCap Extended Life PD
ceroBfiTe aa rpaHcQep HaBeAeHil noAo,ny, KoH ce npoil3BeAeHn co ctlnvloHcKl4 L{eBKr o6pa6oreHr co nepoKct4A KaKo
KoMnoHeHTa Ha nareKara Ha reqHocr. Oehe ceroBr4 ea rpaHcQep ce Koprlcrar 3a BpeMe ua repanrjara Ha
nephroHeanua guianuza 3a Aa ce npeHece pacrBopor 3a nephroHeanHa gnjannea Ao Karerepor Ha na4neHTor oA
xoHrejHepor co yt3BopH t4or pacrBop.

f'lpoNeao4rrelor Baxter e cBeceH 3a HeKo,nKy noB,neKyBaFba oA npoMer oA Apyfr4 npokr3BoAr,lrenh noBp3aHil co
noreHqrjalHuor pv13t4r oA t43,nolxeHocr Ha nonhxnoprpann 6uQenunlti KvlcenuHra (PCBAs) Koh He ce cnhqHh Ha

At4oKcvl{ (NDL) r NDL nolrxnopilpaHh 6u$enunu {PCBs) nph Kop,4creFbe Ha oApeAeH14 MeAilqr4HcKl4 cpeAcrBa 3a
nepilroHean ua gniannta N xemo,qrja nuza. Vlnopor na N DL PCBAs vtf wnu N DL PCBs Bo rfie noBneKyBa Fba oA n poMer
6un xaxo pe3ynrar Ha npoqecor Ha npoH3BoAcrBo Ha ch,nilKoHcKhre LleBKV, npll xoj ce Kopl4cren rHrLlrjarop co
xnophpaH nepoKct4A.

llponsao4rreror Baxter e Bo npol{ec Ha npoLleHRa Aanv ncrnrerve pn3v\n ce nphcyrHil xaj MiniCap Extended Life
PD ceroehre aa rpanc$ep. 3acera Baxter HeMa AoBonHo noAaroqv sa Aa nnoxe 4eSrHfirhBHo Aa yrlp1r Aann
nocrol4 6ea6e4HoceH ph314K. 3atoa, Baxter ee rHQopnnrpa sa noreHurialHror pu3v1l sa 6es6e4Hocra Ha naUt4eHrilre
AoAeKa e Bo reK eealyaqrjara.

lo4exa e Bo reK oBaa eBanyaqrja, Baxter rcro raKa e Bo npoqec Ha rpaH3ill{nja na oApeAeHr KoAoBrl Ha nporsBoAl4
Ha MiniCap Extended Life PD ceroBxTe aa rpaHcQep oAcnnuloHcKr4 L{eBKr o6pa6orenra co nepoKchA Bo cr4nhKoHcKr4
qeBKil o6pa6oreHr co nnarfiHa. ,[,ocranHrre raHQopnna4rah noKa]KyBaar AeKa NDL PCBAs r NDL PCBs He ce orKpileHil
Bo MeAhL{hHcKl4 cpeAcrBa co oBaa trcgnQnrrypaHa aeperja Ha cnnnloHcKh L{eBKh. Be nnonrnne rnnajre Bo npeABrA
AeKa roLlHoro BpeMe Ha oBaa rpaHsrqrja (e ce pae.nnKyBa Bo 3aBrcHocr o,4 reorpaQcKr4or periloH .4 AeKa Baxter (e
nOoAonlxh Ea ia n0aBh nocroeqxara xoHdilrvpauria Ha chnilxoncxr4 ueexil o6pa6oreHLt co nepoKctlA Ha ceroBhre 3a

oBaa ToaH3
NTNBHU BAAT HA N hx sa 6es6eaHocra Ha , Uerra Ha oBa

nhcMo e Aa Be nHQopnnnpaMe 3a oeoj nnomeHTa,neH craryc t4 Aa Be il3BecrhMe AeKa Kora ke 6ugat AocranHh
Aono,4Hhre,nHH noAaroqr, Baxter ke ae rn$opMhpa npeKy AononHrre,nHa KoMyHt4Kar4raja 4oxonxy ce Heonxo4Ht4

Farma Trejd dooel
Anton Popov 1-/1-3

1000, Skopje
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3aceruar npolr3BoA

Ko4 ua npoh3BoAor Onnc Ha npoh3BoAor Ceprcxr 6poeer

5C4482
Cer sa rpauc$ep (MiniCap Extended Life

Transfer Set with Twist Clamp)

PD

Cure cepnr Kofi ce

co BaxeqKil poK Ha

ynorpe6a

R5C4482
Cer sa rpaHcQep (MiniCap Extended Life PD

Transfer Set with Twist Clamp)

R5C4482E
Cer sa rpaHc$ep (MiniCap Extended Life PD

Transfer Set with Twist Clamo)

R5C4483
Cer sa rpaHcQep (MiniCap Extended Life PD

Transfer Set with Twist Clamp)

R5C4484
Cer sa rpauc$ep (MiniCap Extended Life PD

Transfer Set with Twist Clamp)

Moxes pnsnr

flolrxnoprpaHhre 6u$eunnn ce nocrojauh opraHcKr4 3araAyBaqr Koh HMaar HerarhBHo ennjaavte Bp3 eKocl4creMor t4

chre )KhBr4 cyr.xrecrBa h npoAonxyBaar Aa npercraByBaar cepho3eH pH3r4K aa a,qpasjero Ha lyiero. Prsrqrre
BKnyqyBaar HeBponchxonouJltl, Heepo6nxejBtopan+vl HeAocraroqil, AeMeHL{rlja, 4rac$yHxWln Ha hMyHono[xKt4or
cficreM, KapAroBacKynapHil ea6onyearsa , pal v urrerHil eQexrr Bp3 penpoAyKrr4BHr4or o4creM. Baxter e Bo npollec
Ha eBanyaqnja pann oBhe pil3r4l{h ce nphcyrHr xaj MiniCap Extended Life PD ceroBilre aa rpancQep. 3acera Baxter
HeMa noAarolln 3a ge$uunrueHa norBpAa 3a nocroebe Ha 6es6eAHoceH pv3l4<. p,o p,eHec, Baxter Henna 4o6reHo
HilKaKBr nonnaKil noBp3aHr co oBa npauaFbe.

AxrHeHocrh xon rpe6a Aa ce npe3eMar oA KophcHr,iqhre

,{o4exa npoAon}KyBa reKoBHara eeanyaqrja Ha Baxter3a oBa noreHqnjanHo npauaFbe, rh npenopaqyBaMe c,neAHilre
A KTh BHOCTl4:

34paecreeuhre ycraHoeu rpe6a Aa npogon*(ar Aa o6ee6e4yeaar rperMaHu ta gujanr3a Ha cBorre
naqreHrh, 6ngej*n cncreMhre 3a nephroHea/rHa gujannea ce KlyrtHh 3a rpxlKara 3a nallheHrrre. Cd

AoAeKa Baxter HeMa AocranHh AononHnren+n rH$opnna4ril, npenopaqyBaMe KoHn4Hyhpaua ynorpe6a Ha

ceroBhre co cv,nhKoHcKl,r 4eBKLl o6pa60reun co nepoK04A 3a Aa ce o6es6e4r ycornaceHocr Ha naLlileHror co

nponnuaHara repanrja.

l-lonorHere fo nprnoxeHror Qopnnynap 3a o4roBop H Bparere ro Ha Hoo4re.flor Ha peueHre 3a 3aniluyBaFbe

Bo perhcrepor Ha MeAilL{r,lHcKl4 cpeAcrBa AocranHr eo Peny6nrxa Ceeepua Maxe4oHrja, OAPMA TPEJA

AOOEI - Cxonje co cKeHilpaFbe r rcnpaka$e no e-norxra Ha mariia@farmatreid.com.mk, Aypvl h aKo HeMare

Hasannxa. HaepenneHoro spa(arue Ha Qoptuyrapor3a oAfoBop (e ro norepAh npheMor Ha oBa h3BecryBaFbe

r (e cnpevr ga po1veate noBropHr4 r43BecryBaFba.

.{oxorxy cre fo Kynilne oeoj nporaeo4 oA grcrpra6yrep, nmajre npe4Brl4 AeKa oAroBop npeKy nopra.ror 3a

Rnne+rv Ha Baxter He e nphMeHnnlo.,[oxonxy Bauhor 4r,rcrpN6yrep vnv Beneqporeprja 6apa o4rosop, ee

4. ,{oxonxy cre ro 4rcrpr6yrpane
Mo.n14Me npocneAere xonrja o4

199e 
Ha noApylKHl4l_lt4 vtnv oAAe.4t4 8o Bauara ycTaHoBa, Be

lblrab ecrvea rse no 
-tM6'.' \
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Anton Popov 1/1-3
1000, Skopje
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Tel +389 23298782
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5' Axo cre BeneAporepnja / gncrpvr6ytep unn npoh3BoAl4ren Ha ophrhHa/rHa onpeMa xoj gnctpu6yupan 6vtno
KaKoB 3acerHar npoil3BoA Ha Apvtt4 no4pylxHr4Ll4, Be Mo.nhMe rHQoprurpajre rr Baluhre KoprcHrlqr 3a oBa
h3BecryBaFbe Bo cofnacHocr co Bauhre eoo6HqaeHh npoqeAyph.

flononxrrennr rxQopMaqhh h noAApuJKa

3a onulru npauaFba Bo BpcKa co oBaa KoMyHHKaL{nja nnu xoj 6uno npo6nenn co xoj ce cooqyBare Bo BpcKa co
npoh3BoAor, KoHTaKThpajre ro Hochre.flor Ha peueHhe 3a 3anhtryBaFbe Bo perhcrepor Ha MeAhL{t4HcKh cpeAcrBa
AocranHh ao Peny6nrxa Ceoepna Maxe4onraja, OAPMA TPEJA AOOEI - Cxonje xaj o,qroeopHoro nhqe 3a
MareproBnrnna+\a, Maprja fyneaa Ha re.n. +389 78 338 676 u e-mail: mariia@farmatreid.com.mk.

3a oea 6es6e4HocHo t43BecryBaFbe e h3Becrena Arenqrjara aa.fleKoBl4 h MeAhLlt4HcKl4 cpeAcrBa (MAnMEA).

Ce reerHyeaMe 3a Henphjaruocrnre Koh rxro Moxe Aa 6ngar npeAh3BHKa Hn oAoBa h3BecryBaFbe.

Co noqrr,

Maprja fyreea
O4roeopuo nhqe 3a MarephoBilrhnaHqa

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

Macedonia
Tel +389 23298782
Fax +389 2 3298 782
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flomepda so npueM Hq useecmyedrbe
fincMo 3A 6ES6EAHOCHA KO?EKT|4BHA MEpKA OA HOEMBpn 2024)

l4ME llA MEAWUUHCKOTO CPEACTBO: EXTENDED LIFE PD TRANSFER SET, MINICAP EXTEND LIFE

Ko4 na npoh3BoA: 5C4482, R5C4482, R5C4482E, R5C4483, R5C4484
Cepucxlr 6poean: cHTe cepnh KoH ce co BaxeqKH poK na ynorpe6a

Be molrnne nono,flHere il rcnparere e4Ha xonrja o4 oaoj Sopnynap aa cexoja ycraHoBa Ha

cneAHara e-Mat4n aApeca: mariia(ofarmatreid.com.mk KaKo norBpAa AeKa cre ro nphMhne
oBa r3BecryBaFbe.

ly'ue Ha ycraHoBa h aApeca:

llorap4ara 3a npheM e

nono.nHeTe oA cTpaHa Ha:
(Be uonune uoeedeme uue)

OyHxLqrja:
( Be mon u ttte n on ortu e me )

E-tttaun uf nnu rene$oHcxr
6poj
(exnyvyaaj(h noBhKyBaqKh
6poi):

l-lorn rac/flaryrvr :

3A4OI )+r t4TElr H O n O,[ E

lo nprMhB ropeHaBeAeHOTO nhCMO V1 r\l Vl3BpWVtB aKTtIBHOCThTe HaBeAeHh BO nilCMOTO,

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

Macedonia
Tel +389 2 3298 782
Fax +389 23298182
9-an-t-a-c-!.@-f-?r:m-aire-id""sqm,m.k
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Ureent Field Safetv Notice

MiniCap Extended Life PD transfer
FA Number: F AV -2024-007

M a nufactu rer: Baxter H ea lthca re SA (CH- M F-000026124)
Type of Action: Correction

Month DD, YYYY (to be adapted locally)

Dear Sir/Madam,

Baxter Healthcare Corporation (Baxter) is issuing a Correction forthe 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 thatthe exacttiming of thistransition willvary bygeographic region, and that Baxter
willcontinue to make the existing peroxide-cured silicone tubinR configuration of the transfer sets available in vour
countrv untilthis 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 nal data
becomes available, Baxter will provide you with further communication if any mitigatlgrfi-U{,$ ry
for Transfer Sets with the peroxide cured silicone tubing components,

\l ltartuv'\' rrtrt..) '',
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Affected Product (to be adapted)

Product Code Product Description Lot Numbers

sc4482
Transfer Set (MiniCap Extended Life PD Transfer

Set with Twist Clamp)

AII lots within expiry

R5C4482
Transfer Set (MiniCap Extended Life PD Transfer

Set with Twist Clamp)

R5C4482E
Transfer Set (MiniCap Extended Life PD Transfer

Set with Twist Clamp)

R5C4483
Transfer Set (MiniCap Extended Life PD Transfer

Set with Twist Clamp)

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:

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 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.

lf you purchased this product from a distributor, please note that responding via the Baxter customer portal

is not applicable. lf a response is requested by your distributor or wholesaler, please respond to the supplier

according to their instructions.

please forward a

2.

{9,!)"1;l
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5. lf 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 lnformation 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 apologlze 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 Dialvsis Patient Letter
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Confirmation of receipt of communication
(j)RRECT\ON LETTER DATED XX (TO BE COMzLETED LOCALLY)

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

Product code: 5C4482, R5C4482, R5C4482E, R5C4483, R5C4484 (to be completed locally)
Batch numbers : AII lots within expiry

Please complete and return one copy of this form per facility by e-mail ( ,d5

confirmation that you have received this notification.
A fax cover sheet is not required.

(Can be adapted locolly)

Facility Name and Address:

Reply Confirmation
Completed By:

(Pleose print name)

Tirle:
(Pleose print)

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

Signature/Date:
REQUIRED FIELD

Baxter is a reqistered trademark of Baxter lnternational. Inc. FAV-2024-007


