UTHO u3BecTyBame 3a 6e36e4HOCT Ha TepeH

AK 98

FA 6poj: FAV-2024-006

Npoussoauren: Gambro Lundia AB (SRN SE-MF-000018119)
Bra Ha aKTMBHOCT: KOpeKTMBHa MepKa

Hoemspwu 2024

MounTyBaHW 34paBCTBEHN PaBOTHMLM,

NpoussoauTenor Baxter Healthcare Corporation (Baxter) caka ga Be uHPopmMpa fgeka e BO Mpouec Ha
UMNJIEMEHTUPAHKE Ha KOPEKTUBHA MePKa 3a XxemoanjanmsHm mawnuu AK 98 HaBeaeHu nogosny. OBMe MeONUMUHCKM
CpefcTBa Ce NPOU3BEAEHN CO KOPUCTEHE Ha CU/IMKOHCKM LieBKM 06paboTeHn co NepoKcus, Bo XnapayanyHoTo Kono.

AnapatoT 3a Aujanusa Ha Baxter, AK 98, e HameHeT Aa ce KOPUCTU 3a MHTEPMUTEHTHa xemogmjanusa u/mnu
“30IMPaHN TPETMaHW €O YATPaUATPaLMja Ha NaLMEHTV CO XPOHUYHA UAK aKkyTHa BybpeskHa uHcyduumeHumja uam
npeonToBapyBakbe CO TEYHOCTHU.

MpounssoauTenot Baxter e cBeceH 3a HEKO/KY MOB/EKyBarba Of, NPOMET 04, APYrM NPOU3BOAUTENN NOBP3aHU CO
NOTEHUMJaIHUOT PU3MK Of, U3NOXKEHOCT Ha NOAUXAopUpaHn GudpeHnnHn kucennmHn (PCBAS) Kou He ce CNUYHM Ha
AvoKeuH (NDL) u NDL nonuxnopupanu 6udeHunmn (PCBs) npu KOpUCTere Ha oApefeHn MeAUUMHCKK CpeacTBa 3a
nepuToHeasHa Aunjanusa n xemoaujanusa. M3sopot Ha NDL PCBAs u/unm NDL PCBs BO Tve noB/ieKkyBatba 0f, NpomeT
Oun Kako pesynTaT Ha MPOLLECOT HAa MPOM3BOACTBO Ha CUAMKOHCKUTE LIEBKM, NPU KOj ce KOPUCTEN UHUUMJATOP €O
X/I0pUpPaH NepoKkcua.

lMpoussoamuTenoT Baxter e BO NpoLec Ha NPOLIEHKa ANy UCTUTe TUE PU3ULYM Ce NPUCYTHM Kaj AK 98 mawwmHuTe. Mako
WHTEPHOTO TeCTUpakbe € BO Tek, 3acera Baxter Hema nogaToum 3a fa MOXKe AePUHUTUBHO Aa YTBPAM [aau NOCTou
besbenHoceH pusuk. 3aToa, Baxter Be MHGOPMMPA 3@ NOTEHLM[aNIHUOT PUBHK 3a 6e36eHOCTa Ha MaLMEeHTUTe L0AEKa
e BO TeK eBaJslyauujaTa.

Honexa oBaa eBasnyaumja e BO Tek, Baxter UCTO Taka e Bo npoLec Ha TpaH3uUMja Ha OApeaeHN KOMNOHeHTH Bo AK 98
MalIMHUTE Of CUIMKOHCKM LeBKu 06paboTeHW co nepoKcuf BO CUAMKOHCKM LeBKW 06paboTeHn co nnaTvHa.
HAocrannute nHdopmaumun nokaxysaar fgeka NDL PCBAs 1 NDL PCBs He ce OTKpUEHU BO MeAMLMHCKM cpeacTsa co
oBaa moAuduuMpaHa Bepsuja Ha CUIMKOHCKM LIeBKM. TOUHOTO BpEMe Ha OBaa TpaH3uLMja Ke ce pas/uKyBa BO
3aBMCHOCT 04 reorpadCKUOT pernoH, HO Baxter Ke Npofo/KM Aa ja npasBu nocToedkaTta KoHourypaumja Ha AK 98
MallnHUTE AOCTanHW BO HallaTa ApXaBa [o4eKa He ce C/1y4u OBaa TpaH3uuuja. 3ae4HO CO NpousBoAUTENoT Baxter
Ke Be MHpopMMpame [ONOTHUTETHO LUTOM € AOCTanHa MHpopMaLja 3a BpEMeTo Ha ”Tpa.ua»mJ,mj‘g,

“u,
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3acerHar npousBsop,

Kopm Ha
npoussoga, Onuvc Ha Nnpon3Bop, Cepuckm 6poesu

115248 AK 98, 230V, BIO Cute cepuu co noManky
o4 500 paboTHM YacoBu
Cwrte cepuu co noMarnky

965403 ARERIRA RSN o4, 500 paboTHM YacoBH
Cwnte cepumn co nomank

955603 AK 98V3 230V BIO VERSION P y
o 500 paboTHK YacoBwM

MoxeH pusnK

MonuxnopupaHute 6upeHnN ce NOCTOjaHN OPraHCKM 3araflyBayu KOM UMaaT HEFaTUBHO BIMjaHWE BP3 EKOCUCTEMOT U
CUTe XMBW CylITECTBA W NPOAOJIKYBaaT Ada MPETCTaByBaaT CepuMo3eH PU3UK 3a 34paBjeTo Ha AyfeTo. Baxter e Bo
npouec Ha eBanyauuja fanud oOBME PU3MLM Ce MPUCYTHM Kaj AK 98 mawuHuTe. PusnuMTe BKAyyyBaaTt
HEBPOMCUXO/OLLKK, HEBPOOUXEjBUOPaNHM HeJoCTaToLM, AemeHuuja, AUCOYHKLMU Ha WMMYHONOLKUOT CUCTEM,
KapZuoBacKynapHu 3abonyBarba, pak U WTETHWU edeKkTU BP3 PenpoayKTUBHUOT CUCTEM.

[ocTtanHute MHGOPMaLLMM MOKaxKyBaaT Aeka Hueoata Ha NDL PCBA u NDL PCB ke ce HamanyBaaT BO TEKOT Ha
BpemeTo co ynotpeba Ha malumHaTa.

[lo neHec, Baxter Hema 406MeHO HUKAKBK NOMNJIaKM NOBP3aHM CO OBa Npatlakbe.
AKTMBHOCTM KoM Tpeba ga ce npesemar

MpoussoauTenoT Baxter akTMBHO paboTH Ha TPaH3ULMja HAa HOBUTE NPOU3BEAEHN KOMMOHEHTU HA CUIMKOHCKM LLeBKM
o6paboTeHu co naaTuHa Bo AK 98 malumHuTe M BO MmefyBpeme v npenopadyBame cNeHnUTe akTUBHOCTY:

1. He ro npekuHyBajTe TPETMaHOT CO AMja/n3a Kaj NauMeHTUTEe HAa KoM um e noTpebeH. Kora ke craHaT
[O0CTaNHU HOBUTE KOMMOHEHTU HA CUJIMKOHCKM LieBKM 06paboTeHu co naaTMHa Kaj mawuHuTte AK 98, 3aegHo
CO npousBoauTenoT Baxter ke Be KOHTaKTMpame 3a Ja yTBpAMME Aaau uma noTtpeba aa ce KopurmpaaT uau
3aMeHaT BalLMTE MOCTOEYKU MeAMLMHCKM cpeacTBa. Bo mefyBpeme, BM NpenopadvyBame [a NPoJo/IXKuUTe 4a
T KOPUCTUTE BalLWUTE AOCTaNHU MeAULMHCKY CpeacTsa, NpuToa MMajkv npeaBua, AeKa MmallMHUTe co noBeKe
paboTHM 4YacoBW Ke uMmaaT nomanu HuBoa Ha NDL PCBA u NDL PCB; 3aToa, ako umarte Ha pacnojararbe
rnoseke mMeauMUMHCKU cpeactBa AK 98, moxe ga pasmucanTe ga KOPUCTUTE MallMHM CO noBeke pPaboTHU
YyacoBM npepn, ga Kopuctute noHosu mawmHw. 3ABEJIELLKA: Bo CoepnuHeTute AmepuKaHCKM [pKasu, Ha
KOPUCHULIMTE UM Ce COBETYBa Ja Pa3smMMUCAaT 33 KOPUCTEHE MalliMHK co noseke o 500 paboTHM YacoBU Kage
LITO UCTOTO e AO0CTanHo. YnaTcTBaTa 3a TOa Kako [a Ce HajaaT BKYNHUTE pPaboTHWM 4YaCOBM Ce BK/IYYEHW BO
Mpunor A.

2. TlonosnHeTe ro NpuUaoKeHWoT Gpopmynap 3a OAroBOP U BpaTeTe ro Ha HOCUTENIOT Ha PeLLIeHUE 3a 3anullyBatbe
BO PEerucrepoT Ha MeAMLMHCKM cpefcTBa AoctanHu Bo Penybauka CesepHa MakepoHuja, ®APMA TPEJ[,
JOOE - CKonje co CKeHUparbe U ucnpakare [JO’\? nouna Ha marija@farmatrejd.com.mk, aAypu 1 ako HemaTe
Ha 3a/1Mxa. HaBpemeHOTO BpaKatbe Ha dpop népgqraa\ogﬁéa‘% Ke ro noTBpAM NPUEMOT Ha 0Ba U3BECTyBatbe
u ke cnpeun aa fobusaTe NOBTOPHU U3BE ] >\
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3. [oKosiKy cTe ro Kynuie OBOj MPOM3BOL Of, AUCTpMOYTEp, MMajTe NpPeaBui, AeKa OAroBaparbero npeky
nopTasoT 3a KANEeHTW Ha Baxter He e npMMeHNMBO. [JOKO/IKY BaWMOT AMCTpUbYTep uau Beneaporepuja 6apa
OAroBOp, BE MO/IMME OZroBOpeTe Ha A00aByBaYOT COMIACHO HEroBMTE YNaTCTBa.

4. [lokoskry cTe ro auctpubympane 0BOj NPOU3BOL, HA APYIM MOAPYKHULM WAN OALENN BO BallaTa MHCTUTYLM]a,
BEe MO/IMME Npocae/eTe KOoMnuja o 0Baa KOMYHUKaLMja A0 HUB.

5. AKko cTe Benegporepuja / AMCTpubYTEP MAKU NPOU3BOANTEN Ha OPUTMHA/IHAE ONPEMA KOj ANCTPUBYMpan KakoB
Buno 3acerHat NpousBoO/, Ha APYrY MOAPYKHULM, Be MOSIMME MHGOPMUPAjTE T BaLLMTE KOPUCHMLM 33 OBa
“3BecTyBatbe BO COMMTAaCHOCT CO BalIMTE BOOGMUYAEHU NPoLIEeaypy.

[ononHutenHu nHpopmauum n nogapLuKa

3a onwTK npawarba BO BPCKa CO OBaa KOMyHMKaUMja MAWM KOj Buao npobiem CO KOj ce coouyBaTe BO BpPCKa CO
NPOU3BOAOT, KOHTAKTUPAjTE O HOCUTENOT Ha PeLleHMe 3a 3anullyBatbe BO PErmcTepPOT Ha MeAMLUMHCKM CpeacTBa
foctanHn Bo Penybnuka CesepHa MakepoHuja, ®PAPMA TPEJA AOOE/ - CKonje Kaj OAroBOPHOTO /iMUe 3a
MaTtepuosurunaHua, Mapuja lN'ynesa Ha Ten. +389 78 338 676 u e-mail: marija@farmatrejd.com.mk.

3a oBa 6e3beJHOCHO M3BeCTyBatbe € U3BECTEHA AreHumjaTa 3a JIEKOBU U MeANLMHCKKM cpeacTtsa (MAZIMEL).

Ce u3BMHYBaMe 33 HENMPU]aTHOCTUTE KOW LUTO MOXKe fa 6uaaT npean3BuKaHu o/, 0Ba U3BECTYBatbe.

Co nouwur,

Mapuja lN'ynesa
OAroBOpHO NULE 38 MaTEPUOBUTUIAHLA
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Mpunor A: Kako aa ru ngeHtudukysare paboTHuTe Yacosu Kaj AK 98

3a Aia r'v HajaeTe BKyNHWUTe paboTHM YacoBK Kaj AK 98 malumHa Koja e Bo ynotpeba, nsbepeTe ri CefHUTE ONLMK Ha

ONepaTrMBHUOT eKpaH:

Yekop: CnuKa og, eKpaHoT:
1. KaunkHeTe Ha KonyeTo : ‘
“Functions”.

2. KnuKHeTe Ha KOn4yeTo
“Service”.

Pauss Treatment

: New blood circuit

Manual priming
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3. Mpernepajre ru
paboTHMTe Yacosu Ha AK
98 malumHaTa.
a. [llpumep 3a mallnHa
co noseke o 500
Main version: 3,11
paboTHU YacoBw. | Serial number: 012321

| CunBnt 1P: 169.254.135
b. Mpumep 3a malumHa MA ACH

aoare £
co nomasnky oz 500 e o]

paboTHWU YacoBM.
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OBPA3EL, 3A OAroBOP HA KOPUCHUK nospsaHo co nucmo 3a 6e3begHOCHa KOPEKTUBHA MepKa of,
Hoemspwu 2024
Nme Ha npouseod: AK 98, 230V, BIO; AK 98 V2 230V; AK 98V3 230V BIO VERSION
Kop Ha npoussoa: 115248; 955403; 955603
Cepucku 6poj: Cute cepum co nomasnky og 500 paboTHU YacoBU

Be mosvme nonosiHeTe 1 ucnpateTe efHa Konuja o 0Boj Gopmynap 3a CEKOja yCTaHOBa Ha CiefHaTa e-Maua agpeca:
marija@farmatrejd.com.mk Kako NoTBpAa AeKa CTe ro NpUMUIE 0Ba U3BECTYBakbe.

Mme Ha yCTaHOBa U agpeca:

MoTBpaaTa 3a Npuem e NonosiHeTe of,
CTpaHa Ha (Be Monume Hasedeme ume):

®yHKumja (Be mosume nomnonHeme):

E-maun u/unu tenedpoHckmn 6poj
(BKNYYyBajkM NOBUKYBAYKM 6poj):

Be monnme HaBepdeTe ru nojony cneumduyHWTe NPOM3BOAM M cepuckute 6poeBu co nomasnky of 500 paboTHu
4acoBM BO BallaTa ycTaHoBa*:
Ko Ha npoussoz Cepuckun 6poj

HKuv ™
—

BawwnoT notnuc nogonay norspAyBa AeKa CTe ro npumune npuKadyeHoTo MUCMO; CTe TU CnpoBesie aKTUBHOCTUTE
HaBedeHW BO MMCMOTO KaKo LUTO e FIOTpeGHO; ucre ja npocnegune osaa MHd)OleaLl,Mja Ha NepcoHaNnoT U OCTaHaTUTe
Cﬂy)~K6M WKW NoApPYKHULN, COOABETHO.

* o
*MoxKe fa npuKaunTe JOMNOAHUTENEH IUCT AOKO/KY e noTpebHo. i

\ SN o,
e Kond

s st

Mortnuc/Jarym:

3A0O0/TKUTENIHO MNOJIE
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Baxter

Urgent Field Safety Notice

AK 98

FA Number: FAV-2024-006

Manufacturer: Gambro Lundia AB (SRN SE-MF-000018119)
Type of Action: Correction

Month DD, YYYY (to be adapted locally)

Dear Dialysis Provider: to be adapted locally)

Baxter Healthcare Corporation (Baxter) wants to inform you that it is in the process of implementing a Correction
for the AK 98 hemodialysis machines listed below. These devices are manufactured using peroxide-cured silicone
tubing within the hydraulic circuit.

The Baxter AK 98 dialysis machine is intended to be used for intermittent hemodialysis and/or isolated ultrafiltration
treatments of patients with chronic or acute renal failure or fluid overload.

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 recalis was
due to the manufacturing process of the silicone tubing, which used a chiorinated peroxide initiator.

Baxter is in the process of evaluating whether these same risks are present with the AK 98 machines. Although our
internal testing is ongoing, 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 components in the AK 98
machines 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. The
exact timing of this transition will vary by geographic region, but Baxter will continue to make the existing
configuration of AK 98 machines available in your country until this transition occurs. Once the transition timing is
available, Baxter will communicate further.

Affected Product (to be adapted)

Product Code Product Description Serial Numbers
115244 AK 98, 230V, EFFICIENT A4 R SHOVURTIE
o | e | e
e pra e & A{:essirﬁfhvgmﬂr?e
115250 AK 98, 230V, SELF-CARE d AllssreBwity &“3:'::6

FAV-2024-006 Page 1 of 3



Baxter

All serials with runtime
Sols AK 98 V2230V less than 500 hours
955404 AK 98 V2 230V, SELF-CARE All Beials With runtime
less than 500 hours
All serials with runtime
955406 AK 98 V2 115V, BIO VERSION
less than 500 hours
All serials with runtime
955603 AK 98V3 230V BIO VERSION
less than 500 hours
955604 AK 98V3 230V SELF-CARE All serjals with Funtime
less than 500 hours
All serials with runtime
955989 AK 98 AK98 V3RU less than 500 hours

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. Baxter is in the process of evaluating whether
these risks are present with the AK 98 machines. The risks include neuropsychological, neurobehavioral deficits,
dementia, immune system dysfunctions, cardiovascular diseases, cancer and harmful effects on the reproductive

system.

Available information indicates that NDL PCBA and NDL PCB levels will decrease over time with machine use.

To date, Baxter has not received any complaints related to this issue.

Actions to be Taken

Baxter is actively working on the transition to the newly manufactured platinum-cured silicone tubing

components in the AK 98 machines, and in the meantime, we are recommending the following actions:

1.

Do not stop dialysis treatment to patients who need it. When the new platinum-cured silicone tubing
components for AK 98 machines become available, Baxter will contact you to determine whether there is a
need to correct or replace your existing devices. In the meantime, we recommend you continue to use your
available devices while noting that machines with greater runtime hours will have less NDL PCBA and NDL
PCB levels; therefore, if you have multiple AK 98 devices available, you may consider using machines with
higher runtime hours before using newer machines. NOTE: In the United States, customers are being
advised to consider using machines with greater than 500 hours of runtime where they have that
availability. Instructions on how to find the total runtimef h'c)'u"fr‘S' ar-e included in Attachment A.

Complete the enclosed customer reply form ar)ﬁ return |t to Baxter by elther scanning and e-mailing it to
(insert local contact information) or sending it I;{y post to (msert local. cqn act information), even if you don’t
have any inventory. Returning the customéh reply form promptly WI|| confirm your receipt of this
notification and prevent you from receiving repe tnotrces 5 (;7 /

FAV-2024-006 ) Page 2 of 3



Baxter

3. Ifyou 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 them
according to their instructions.

4. If you distributed this product to other facilities or departments within your institution, please forward a
copy of this communication to them.

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

Attachment A: How to Identify Runtime Hours on AK 98
Peritoneal Dialysis Patient Letter (to be adapted locally)
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Attachment A: How to Identifv Runtime Hours on AK 98

To find the total Runtime hours the AK 98 machine has been in operation, select the following options on the operating
screen:

Step: Screenshot:

1. Click on the “Functions”
button.

AR 88

s

.  Continm blcarbonate coneentrats e

2. Click on the *“Service”
button.
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3. Review the Runtime
hours of the AK 98
machine.

a. Example of machine
with over 500 runtime
hours.

b. Example of machine
with less than 500
runtime hours.

Machine

HWain varsion: 3.1.1
Berial numbser: 012321

| Current IP: 169.254.135.99

A

Y

£ AGAIesS. A +
|| Runtime:532 h 10 niin
i 2Uzd-UY

{§8creen,brlgﬁ ness.

Vom:ne -

F48

s
e L L
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(Customer communication)

CUSTOMER REPLY FORM related to Product Correction letter dated XXXXXX (to be completed locally)

Product Name: AK 98 (to be adapted locally)
Product code: (to be adapted locally)

Serial Number: All with run time less than 500 hours

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

that you have received this notification.. (Can be adapted locally).

) as confirmation

Facility Name and Address:

Reply Confirmation Completed By
(Please Print):

Title (Please print):

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

Please list the specific products and serial numbers with run time less than 500 hours in your facility below*:

Product Code

Serial number

*You may attach an additional sheet if required.

Your signature below indicates that you have received the attached letter; performed the actions as outlined in the
letter as needed; and disseminated this information to staff and other services or facilities as applicable.

Signature/Date:

REQUIRED FIELD

Baxter and AK 98 are trademarks of Baxter International Inc. or its subsidiaries
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