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hrHo nseecrveaFbe ga 6es6eAxocr Ha repeFl

AK 98

FA 6poj: FAV-2024-006
flporaeo4rren: Gambro Lundia AB (SRN SE-MF-000018119)
B14 ua aKTHBHocr: Kopexrrana MepKa

HoemapN 2024

[1ov Nryaa H r 3Apa BcrBeH u pa6oruu4n,

flporeao,qrreaor Baxter Healthcare Corporation (Baxter) caKa Aa Be rnQopnnrapa AeKa e Bo npoqec Ha

hMn,neMeHrhpaFbe Ha KopeKrhBHa MepKa sa xenno4mjann3Htt Malxt4Hh AK 98 HaBeAeHh noAony. Oere nne,qnL{hHcKt4

cpeAcrBa ce npor3Be4eHt4 co Kopl4creFbe Ha cil,nhKoHcKh qeBKh o6pa6oreHr co nepoKcl,lA Bo xt44paynhqHoro Ko.no.

Anaparor za gujanuza Ha Baxter, AK 98, e HaMeHer Aa ce Koprcrr 3a hHTepMrreHrHa xenno,qrjalrza ufvtnu
v3onvpaHn rperMaHil co ynrpa$rnrpar4rja Ha naqreHrh co xpoHt4r{Ha nnn aKyrHa 6y6pexHa rHcyQr,rr4r,reH1nja unu
npeonToBa pyBaFbe co Teq HocT14.

flporseo4rrenor Baxter e cBeceH 3a HeKonKy noBneKyBaFba oA npoMer oA Apyrh npoh3BoAr4re.nh noBp3aHil co
noreuqrjanHHor pl43l4K oA h3noxeHocr Ha nonuxnopvpaun 6nSeunnHn RVcenvHra (PCBAs) Kot4 He ce c.nrLtHh Ha

AvloRCtAH (NDL) r NDL nonrxropnpaHw 6nseannn (PCBs) npfi Kopr4crerbe Ha oApeAeHm MeAhL{klHcKt4 cpeAcrBa 3a
nepilroHeanaa gnjanuta u xennopujanuta.Vlzaopor Ha NDL PCBAs ufvnu NDL PCBs Bo rme noB/teKyBaFba oA npoMer
6ra xaxo pe3ynrar Ha npoqecor Ha npor43BoAcrBo Ha cilllhKoHcKltre LleBKV, npvt xoj ce Kopt4cren rHrqmjarop co
xnopilpaH nepoKct4A.

flporseo4rrenor Baxter e Bo npoqec Ha npo4eHKa Aanvl vlcrnrerne pv3vlqtA ce nphcyrHt4 xaj AK 98 nnauNurre. ly'axo
ilHrepHoro recrHpaFbe e Bo reK, 3acera Baxter HeMa noAaroL{H 3a Aa Moxe 4e$rHrrreHo Aa yrBpAV Aanu nocrol4
6es6e4HoceH pil3uK.3atoa, Baxter se ru$opnnrpa sa norenuriarHror pvstllaa 6ee6e4r-rocra Ha naqheHrilre AoAeKa
e Bo reK eaalyaqmjara.

lo4exa oBaa eBanyar4raja e Bo reK, Baxter ilcro raKa e Bo npollec Ha rpaH3nL{nja Ha oApe4eHil KoMnoHeHrh eo AK 98
MauhHilTe oA cnnuKo{cKh L{eBKLl o6pa6oreHr co nepoKO4A Bo cnnvKoHcKr qeBKLt o6pa6oreHn co n.narhHa.
p,ocranHrre nH$opnnarlrah noKaxyBaar AeKa NDL PCBAs N NDL PCBs He ce orKplteHr,t Bo MeAhL{mHcKtl cpeAcrBa co
oeaa nno4r$h{ilpaHa eepsr,rja Ha ch,nhKoHcKr4 L{eBKil" ToqHoro BpeMe Ha oBaa rpaHsNrlr,rja (e ce parnmKyBa Bo
3aBhcHocr o4 reorpaQcKhor periloH, Ho Baxter ke npo4onx<A Aa ja npaeN nocroeqKara xoH$rarypaqr,rja Ha AK 98
MalrhHhre AocranHh Bo Hauara ApxaBa AoAeKa He ce cnyqil oBaa rpaH3rr4rja" 3ae,qHo co npoh3BoAhrenor Baxter
ke ee NHQopMHpaMe Aono.nHhrenHo urroM e AocranHa r,rHQopnnaqraja sa apennero Ha rp,aua4q4f .
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Farma Trejd dooel
Anton Popov 1/1-3
L000, Skopje

Macedonia
Tel +389 23298782
Fax +389 23298782
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FJI]T*TA TUGN$S}

3aceruar npoh3BoA

KoA ua
npousBog

Onrc Ha npohsBog, Cepucrcr 6poeau

115248 AK 98,230V, BIO
Cure cepuu co noManKy
og 500 pa6orur LracoBr4

955403 AK 98 V2 23OV
Cnre cepnn co noManKy
og 500 pa6orHr LiacoBkl

955603 AK 98V3 23OV BIO VERSION
Crre cepnr co noMaflKy
on 500 pa6orur L{acoBr4

Moxes pnsnr

fioluxloprpaHrre 6n$eunnu ce nocrojauil opraHcKr 3afaAyBaqr,r Ko14 hMaar HerarrBHo envtjauue Bp3 eKocr4creMor 14

cl4re x<rlBvi cyurecrBa il npoAonlxyBaar Aa npercraByBaar cepho3eH ph3hK ea egpanjero Ha lyfero. Baxter e eo

npoqec Ha esanyaqnja Aanu oBile prcv\u ce npucyrHil Kaj AK 98 MauhHilre. Pnemqnre BKnyqyBaar

HeBponchxonouKn, neapo6raxejBLropanHh HeAocraroqH, AeMeHqnja, guc$yHKqhh Ha HMyHonoluK14or o4creM,

KapAfioBacKynapHil sa6onyaarua, paK h lurerH]4 eQexrr Bp3 penpo4yKn4BHr4or o,rcreM.

p,ocranurre nxSopnnar4rr4 noKalxyBaar AeKa HhBoara Ha NDL PCBA r,r NDL PCB (e ce HannanyBaar Bo reKor Ha

BpeMero co ynorpe6a Ha Ma[.uhHara.

flo 4eHec, Baxter Henna 4o6neHo HhKaKBu non,naKil noBp3aHil co oBa npauaFbe.

AxrhsHocrh xor rpe6a Aa ce npe3eMar

flporaeo4rrenor Baxter aKTHBHo pa6orr Ha rpaH3nL{nja Ha Hoarre npoh3BeAeHil KoMnoHeHTh Ha ch,flr4KoHcKl,t LleBKfi

o6pa6oreHr,r co nJ'tarhHa eo AK 98 Ma[IhHhre r eo mefyepeMe rr npenopaqyBaMe cneAHrre aKTLIBHocn4:

L He ro npexrauyeajTe rperMaHor co 4tajanma xaj naqreHrhre Ha Ko,r t,rM e norpe6eu. Kora (e craHar

AocranHr HoBilTe KoMnoHeHrv Ha cnnnr.oHcKr qeBKr o6pa6oreHra co nnaruHa xaj nnaunHrre AK 98, 3aeAHo

co npoil3BoAhrenor Baxter (e ee xoFrraKrupaMe 3a Aa yrBpAnMe Aann rnna norpe6a Aa ce KoptArnpaar v+t4

3aMeHaT BaUJhTe nOCTOeqKN MeAHqilHCKh CpeACrBa. BO mefyepeMe, Bil npenopaqyBaMe Aa npoAonxilTe Aa
rh Kopl4cil4Te BauhTe AocranHn MeAilqilHcKfi cpeAcrBa, nphroa ntrcjkn npeABilA AeKa MauilHilre co noee(e
pa6ornr LracoBr4 (e rnnaar noMa.flh HVBoa Ha NDL PCBA vr NDL PCB; 3aroa, aKo hMare Ha pacnonafaFbe

noee(e MeAr4ilHcKr4 cpeAcrBa AK 98, Moxe Aa pa3Milcnilre Aa Ropncrnre Ma[JhHr4 co noee(e pa6orHm
qacoBH npeA Aa Kopl4crlrre noHoBr4 MaurHh.3AEE/|ELllKA: Bo CoegrHerilre AnneprxaHcxr,[,pxaar, Ha

Kopt4cHr4l14re ilM ce coBeryBa Aa pa3Mhcnar 3a Kopr4crebe MaluilHr co noee(e o4 500 pa6orHr t{acoBil KaAe

ulro r4croro e AocranHo. Vnarcreara 3a roa KaKo Aa ce Haj4ar BKynHhre pa6orHr qacoBr ce BK.nyLreHil Bo

flprror A.

2. llononHere ro npt4nolxeuror $opnny/rap 3a oAroBop 14 Bparere ro Ha Hocr,rre,nor Ha pelxeHhe 3a 3anuuyBalbe
Bo perhcrepor Ha MeAil4r,rHcKr4 cpeAcrBa AocranHh so Peny6nnxa CeeepHa Maxe4ourja, OAPMA TPEJA

AOOEI - Cxonje co cKeHilpalbe r rcnpa(aroe .mK, Aypl4 H aKo HeMaTe

Ha 3anuxa. HaspenneHoro apa(arue Ha Qop Ke fo norBpAh npheMor Ha oBa il3BecryBaFbe

n (e cnpevr 4a 4o6ueare noBropH14

-florl
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Farma Trejd dooel
Anton Popov 1/1-3
1000, Skopje
Macedonia
Tel +389 23298782
Fax +389 23298782
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f,dl3nffidh Yrilg3f$

,{oxorxy cre ro Kynhne oeoj nporsBoA oA 4racrpra6yrep, unnajre npeABhA AeKa o4roBapaFbero npeKy
nopranor 3a KnheHrlt na Baxter He e nphMeH/u4Bo. ,{oxonxy Barxror 4racrpr6yrep unv Beneqporeprja 6apa
oAroBop/ Be Mo,nhMe oAroBopere xa 4o6aeysaqor cornacHo HeroBhre ynarcrBa.

floxolxy cre ro guctpu1ynpane oeoj npoil3BoA Ha Apynt noApylKHr4t-ltl vnv oP,p:enh Bo Baruara rHcrrryqmja,
Be Mo/rilMe npocne4ere Konilja oA oBaa KoMyHilKaLlhja 4o Hraa.

5. Axo cre Bene4porepuja / gnctpn6yrep vnv npov3loAhren Ha ophruHanHa onpeMa xoj gvtctpw6yvpan KaKoB

6hno sacerHar npolr3BoA Ha Apyrh noApylxHr4qil, Be MonhMe rxSopnnnpajre rN Baluhre Kopr4cHr4qr4 3a oBa

h3BecryBaFbe Bo cornacHocr co Bauilre eoo6ilqaeHh npoqeAypt4.

flono.nurrenxn unQopMaqnh r noA4puKa

3a onulrr npauaFba Bo BpcKa co oBaa KoMyHilKaquja unn xoj 6uno npo6nenn co xoj ce coor{yBare Bo BpcKa co
npoil3BoAor, KoHraKrhpajre ro Hocilre,nor Ha pelxeHhe 3a 3anh[xyBaFbe Bo pefilcrepor Ha MeAhLlt4HcKr4 cpeAcrBa

AocranHh eo Peny6nrxa Ceeepua Maxe4onrja, OAPMA TPEJA AOOEI - Cxonje xaj o4roeopHoro nLtqe 3a

MarepiloBhrh.naHL{a, Mapuja l-yneea Ha re,n. +389 78 338 676 n e-mail: mariia@farmatreid.com.mk.

3a oea 6es6e,qHocHo r43BecryBalbe e h3BecreHa Arenqnjara ea.neKoBh h MeAhLll4HcKh cpeAcrBa (MAnMEA).

Ce rserHyaaMe 3a HenprjarHocrrre KoH lrro Moxe Aa 6upar npeAil3Bl4KaHh oA oBa il3BecryBaFbe.

Co noqNr,

Maprja fynesa
O,qroeopHo n hL{e 3a MarepiloBhruna H Ll'a

3.

4.

Farma Trejd dooel
Anton Popov 1/1-3
L000, Skopje

Macedonia
Tel +389 23298782
Fax +389 23298782
.9gn-t"e-cl@_flr.AAgeidCS-m..!d
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llprnor A: Kaxo Aa rh h4eHrh0hxveare pa6orHHle .{acoen xai AK 98

3a 4a rn Haj4ere BKynHhre paSornr qacoBr4 xaj AK 98 nnau:rua xoja e eo ynorpe6a, rs6epere fh c,neAHhre on4ilH Ha

onepaThBH14OT eKpaH:

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

Macedonia
Tel +389 23298782
Fax +389 23298782
9,9n,t-a-c-t@-f armalre-id.-sam.ml
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Farma Trejd dooel
Anton Popov 1/1-3
1000, Skopje

Macedonia
Tel +389 23298782
Fax +389 23298782
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OEPA3EI-I3A OA|.OBOP HA KOPI4CH14K noBp3aHo co nl4cMo 3a 6e36eAHocHa KopeKrhBHa MepKa oA
Hoeruepn 2024

Hrne uo npouaeod: AK 98, 230V, BIO; AK 98 V2 230V; AK 98V3 230V BIO VERSION

Ko4 na npo'1r3Bog: LL5248;955403; 955603
Cepncxn 6poj: Crre cepuu co noMa/rKy o4 500 pa6orxn qacoBh

Be monrme nono.nHere h hcnparere e4Ha xonraja o4 oaoj Qopnnynap aa cexoja ycraHoBa Ha c.neAHara e-Mavn aApeca:
mariia@farmatreid.com.mk KaKo norBpAa AeKa cre ro nphMune ola h3BecryBaFbe,

ly'me Ha ycraHoBa il aApeca:

florap4ara 3a npHeM e nononHere oA
crpaHa na (Be Mo.nuMe uaeedeme ume):

QyHxqrja (Be monume nononueme):

E-marr n / nnn reneQoHcxm 6poj
( exnyvysaj(h noBHKyBaqxra 6poj):

Be MO,nnMe HaBeAeTe ril noAony cneqrQrvHNre npok3Bo4il N cepilcxhre 6poesu co nol anxv oA 500 pa6orHLl
Ll Bo Baulara vctaHoga*:

*Molxe 
Aa nphKaqilTe AononHHTe.rteH nilcr AoKonKy e norpe6uo.

Baulror nornhc noAony norBpAyBa AeKa cre ro nphMhne nphKaqeHoro nficMo; cre rh cnpoBene aKrfiBHocrilre
HaBeAeHh Bo nhcMoro KaKo lxro e norpe6Ho; n cre ja npocne4rare oBaa raH$opnnaqraja ua nepcoHa.nor H ocraHarhre
cnyx<6u hnil noApyxH 14r-{r4, coo4BerHo.

Ko4 Ha npoh3BoA Ceprcxr 6poj

llornuc/,{arynn:

3A4OnlKhTE/tHO nOIE

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

Macedonia
Tel +389 23298782
Fax +389 23298182
,c_en"t-a"cj_@_f_qmA-tt:"e-id,-qg.rn.m!
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Urgent Field Safetv 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 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 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
All serials with runtime

less than 500 hours

1.1.5248 AK 98, 230V, BIO
All serials with runtime

,..'''G.is tf!?rt"5oo h o u rs

115249 AK 98, 115V, BIO -/i
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115250 AK 98, 230V, SELF-CARE i
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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
sysrem.

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. lnstructions on how to find the total hor.jr3 are included in Attachment A., 

$_iT,.,.hg,tj 
rS'arqi n c I u d e d i n Atta c h m e nt A.

,1 ,.:.i' ,.,. - , \'r'-' ' '' - -\
,.,(tu'rn it to Baxter'b,Vleither scanning and e-mailing it to2. Complete the enclosed customer reply form a

(insert local contact information) or sending it
have any inventory. Returning the custom
notification and prevent you from receiving

:l I 1l'::"T I :::l:ffi i:l'll::,11'' : llr-' y : il l': ! .d : l, I
,form prompll*,:fi/ill confirm your receipt of this

955403 AK 98 V2 23OV
All serials with runtime

less than 500 hours

955404 AK 98 V2 230V, SELF-CARE
All serials with runtime

less than 500 hours

955406 AK 98 V2 115V, BIO VERSION
All serials with runtime

less than 500 hours

955603 AK 98V3 23OV BIO VERSION
All serials with runtime

less than 500 hours

955604 AK 98V3 23OV SELF-CARE
All serials with runtime

less than 500 hours

955989 AK 98 AK98 V3RU
All serials with runtime

less than 500 hours

FAV-2024-006 Page 2 of 3



Faxfer
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 them
according to their instructions

lf you distributed this product to other facilities or departments within your institution, please forward a

copy of this communication to them.

5. lf you are a dealer, wholesaler, dlstributor/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 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 ldentify Runtime Hours on AK 9g
Peritoneal Dialysis Patient Letter (to be adapted locally)

3,

4,

FAV-2024-006 Baxter and AK 98 are trademarks of Baxter lnternational lnc. or its subsidiarres Page 3 of 3



ffaxter
Attachment A: How to ldentifv Runtime l-lours on AK g8

To find the total Runtime hours the AK 98 machine has been in operation, select the following options on the operating
Q'TAAN'

Step: Screenshot:

1. Click on the "Functions"
button.
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2. Click on the "Service"
button.
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(Cu sto mer com m u nicotio n )

CUSTOMER REPLY FORTV! related to Product Correction letter dated XXXXXX (to be compteted tocatly)

Produet Name: AK 98 (ta be adapted locally)
Froduct code: (to be adapted locally)

Seriol Number: All with run tirne less thon SA0 hours

P|easecomp|eteandreturnonecopyofthisformperfaci|itybye-mai|(-)asconfirmation
that you have received this notificati on.. (Can be adapted localty)"

Facility Name and Address:

Reply Confirmation Completed By

(Please Print):

fiile (Pleose 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.

letteras needed; and disseminated this information to staff and otherservices orfacilities as

Your signature below indicates that you have received the attached letter; performed the actions as outlined in the

Signature/Date:

REQUIRED FIELD

Baxter and AK 98 are trademarks of Baxter International Inc. or its subsidiaries FAV-2024-006


