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hrHo hgeecrvealbe sa 6eg6eAHocr Ha repeH

AK 98
FA 6poj: FAV-2024..006 Follow Up
flporaeo4nren: Gambro Lundia AB (SRN SE-MF-000019119)
Br4 xa aKThBHocr: KopexrneHa MepKa

Hoemepu 2025 rognaa

fl ov rryea n n 3Apa BcrBe H u pa6ot ut'tt4a,

oea e nocneAoBarenHa KoMyHuxaquia Ha a43BecryBaFbero aa 6es6egHocHa KopeKTt4BHa MepKa [rro ro,qo6rare o,q
npoh3Bo4hrenor Vantive, nopaHe[ueH Baxter, oA HoeMBpu 2024 roArHa. Vantive ro h3AaAe nperxoAHoro
H3BecryBaFbe 3a Aa rr rnQopnnrapa rlaqHeHTHTe 3a noreuqnjarHilre 6es6eAHocHt4 pu3utlv noBp3aHil co r43,noxeHocr
Ha no.nHx,nopvpa{l/, 1nSeunnnu Hacenvlu (PCBAs) Kon He ce c.flr4qHh Ha AhoKcrH (NDL) ra NDL nonrxnopilpaHh
1nQeuunn (PcBs) nph ynorpe6a xa o4peAeHh MeAHLlhHcKh cpeAcrBa 3a nephroHeanHa gnjannza n xemognjanvrca.
Oaa npanruo H3BecryBaFbe ce 6asrpralo Ha jaeHo AocranHH raHQopnnaqrat4 Bo roa BpeMe. Bo roa BpeMe Vantive 6rn
Bo npoqec Ha eBanyaqhia fuanu vcrure oBhe ph3vqn 6une nphcyrHt4 xaj anaparrre 3a xeMoAujanuza AK 98 (,,AK gg").

llponaeo4rre.nor Vantive cera hMa lnpoqeHKa Ha roxo,rKo/tourKhor pnsll (TRA) eo oAHoc Ha pea.nHhre penarhBHh
p[svttll4 noBp3aHh co ynorpe6ara Ha 6rano xoj anapar AK 98 xoj cogpxr,r KoMnoHeHru Ha canu1oHcKh LleBKx
o6pa6orexr co nepoKcxg, flo6neaure pe3ynrarn oA TecroBrre MoMeHTanHo noKaxyBaar AeKa nphcycrBoro Ha
KoMnoHeHr,l Ko14 coApx(ar chnHKoHcKh qeBKh o6paSoreHr co nepoKch4 eepojarno HeMa Aa npercraByBa p63hK 3a
naLlheHTl4 co renecHa rexhHa noroneMa o4 25kg, 6es orneA Ha BpeMerpaelbero na pa6ora Ha MaulhHara
(aa6eneuxa:25kg e MhHhMa/IHara lex(hHa Ha naqheHTor urro e HaBeAeHa aa AK 98). Coo4eeruo, npoh3BoAnrenor
Vantive yrBpAhn AeKa He ce norpe6xh KopeKrhBHh Mepxh 3a chre Me4r,r-lhHcmr4 cpeAcrBa urro MoMeHTa/rHo rh
hMaaT KophcHhl-{HTe, a naqheHThre Mo}KaT Aa npoAonxaT Aa ja nprarvraar repanujaTa co MoMeHra/tHaTa
xoxQr,rrypaqnja xa AK 98.

3acerHaro MeArqHHcKo cpeAcrBo :l

Moxer pnrrx

Hajuosnre pesy

HA KOMNOHCHTh

ndL{h€HTh CO Tr

Ko4 ua
MeAhLlhHcKoTo

cpeA,CTBo

Onrc xa MeAhqhHcKoro cpeAcrBo Ceprcxn 6poean

115248 AK gg, 230V, Blo
Cure cepuu noHilcKt4 oA

AK07830s

955403 AK 98 V2 23OV
Cnte cepun noHhcKt4 oA

AK07830s

955603 AK 98V3 23OV BIO VERSION
Crre ceprn no+lz,cKvtg

AKOTSzOsZov :4qQ

//r'o*l-'.'t:!\1?
3ynraril oArecroBl4re cnpoBeAeHil oA crpaHa Ha npoil3BoAhrenorVantive no*\frQft
fn oAc.4nvKoHcKl4 L{eBK]4 o6pa6oreHra co nepoKch4 eo AK gg eepojarHo HeMa AN
TenecHa rexhHa norO,r'teMa o4 25kg, 6ee orae4 Ha pa60rnrre qacoBr4 Ha MaU AEH

npoh3BoAHTeaor Vantive ue 4o6rn HIKaKBu nonnaKh 3a Koh e yrBp4eHo AeKa ce noBp3aHn co oBa npauaFbe.

AxrheHocrr xon rpe6a Aa rh npe3eMar oA KopHcHt4t4hre
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He e norpe6Ha noHaraMoluHa aKThBHocr; chre
MauhHaTa, MoxaTAa npoAonxaTAa ce Kopl4cTaT h
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MauhHtr AK 98, 6ea orne4 na pa6orHrre qacoBh Ha
He ce norpe6Hil Hr4xarxst4 KopeKT[BHh MepKil.

flononuere fo nphnoxenraor Qopnnynap 3a oAroBop Ha Kopr4cHr4K 14 Bpa'rere ro Ha Hocl4Tenor Ha peueHhero
3a 3anhuyBaFbe Bo perhcrepor Ha MeAhLlhHcKr4 CpeACrBa AocranHn eo Peny6nrxa ceeepua Maxe4oHrja,
QAPMA TPEJA AooEn - cxonje co cKeHhpaFbe r rcnpa(arue no e-noura ua mariia@farmatreid.com.mk rrr
hcnparere ro no noura ua <DAPMA TPEJA AOOEI - Cxonje, yn. Anrou fl,ofloB 6p. 1,/L-3,1000 Cxonje , Aypu v
aKo HeMare Ha 3anhxa. HaepenneHoro epakaroe Ha Qopnnynapor 3a o4roBop Ha Kop4cHt4x (e ro norBpAt4
npheMor Ha oBa il3BecryBaFbe u (e cnpeqh 4a 4o6raaare noBTopHt4 t43BecryBaFba.

,(oxoaxy cre ro Kynilne oBa MeAhL$4HcKo cpe4crBo og guctpu6yrep, rnnajre npeABuA AeKa oAfoBapabero
npeKy Qopmynapor 3a oAroBop Ha Kopr4cHrax Ha OAPMA TPEJA AOOEfi - Cxonje He e nphMeH.rtilBo. .Qoxonxy
Bauhor 4racrpra6yrep vnlr Bene4porepraja 6apa o4roeop, Be MonhMe oAroBopere Ha 4o6aaysaqor cotnacHo
HefoBrTe ynaTcTBa.

floxonxy cre ro +nctpn6yupane oeoj npoil3BoA Ha Apyrh noApyxHt4qn vnv o|pLenh so Bauara ycrauoea, Be
MonilMe npocneAere xonrja oA oBa t43BecryBaFbe Ao HhB.

5. ,(oxonxy cre BeneAporeprja / guctpulyrep vntt npoh3BoAuren Ha ophrilHanHa onpeMa xoj 4racrpr,r6ynpan
6ilno xaxso 3acerHaro MeArqilHcKo cpeAcrBo Ha Apyril noApyxHuqr, Bc' ruonnnne rHQoprunpajre rra Bau:rre
Kopl4cH14t-114 3a oBa t,t3BecryBaFbe Bo cornacHocr co Baurre eoo6hqaeHh npoLleAypt4.

flono.nHrrenxr nH$opMaLlhh H noA4purKa

3a onulrr npalxaFba Bo BpcKa co oBa h3BecryBaFbe vnn 6nno xoj npo6nenn co xoj ce cooqyBare Bo BpcKa co
MeAil4HHcKoro cpeAcrBo, xouraxrrpajre ro Hochrenor Ha peueHt4ero 3a 3anh[!yBaFbe Bo perhcrepor Ha
MeAh4rlHcKl4 cpeAcrBa AocranHh eo Peny6nraxa Ceeepua Maxe4oHraja, OAPIVIA TPEJA AOOEn - Cxonje npeKy
oAroBopHoro nilLle 3a MarephoBilrunaHqa, Maprja l-yneea Ha re.fl. +389 78 338 676 t4 e-noulra:
ma riia @fa rmatreid.com. m k.

3a osa 6es6e,qHocHo t43BecryBaFbe e h3Becreua AreHqrjara ea neKoBt4 n MeAhqHHcKl4 cpe4crBa (MAnMEA).

Ce raeuHyeaMe 3a HenprjarHocrhre Koil lrro Moxe ga 6npat npe4r3BhKaHh oA oBa [3BecryBa]be.

Co no.{Hr,

Maprja Fyreea
O,qroeopuo n t4qe 3a MarepiloBi4rilna H qa

OAPMA TPEJA AOOEI - Cxonje
yr. AHrou flonoe 6p. L/t-3, t00O
ren/Qaxc: +389 2 3298782
Mo6: +389 78 338 676
E-mail: mariia@farma

[lprnor: Oopnnyaap 3a oAroBop Ha KophcHt4K

3.

4.
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ooPMynAP 3A oiqroBoP HA KoPl4cHl4K noBp3aHo co nucMo aa 6ea6e4nocHa KopeKr,rBHa MepKa Ha
MeAHqlrHcKo crpe4crBo oA Hoemapn 2025 rognna

l'1me ua meduquncKomo cpedcmeo: AK 98, 2gov, Bto; AK gg v2 230v; AK ggvg 2gov BIo vERstoN
Ko4 xa MeAullt4Hcxoro cpeAcreo: 11524g; 955403;955603

Ceprcxn 6poj: Crare

Be nnonnnne nono.4Here h hcnparere e4na xonuja o4 oeoj Qoprvrynap aa cexoja ycraHoBa Ha cne4Hara e-norlra:
mariia@farmatreid,com.mk KaKo norBpAa AeKa cre ro nphMune oBa x3BecryBaFbe.

Vlne u a4peca Ha ycraHoBara:

florsp4ara 3a npheM e nononHere orq
crpaHa aa (Be MonuMe uaeedeme uture):

Oynxqrja (Be uonune nononueme):

E-noura u f nnu rene$oncxra 6poj
(arnyvyeaj(h noBhKyBaqxr,r 6poj):

Co Baulror nornilc noAony norBpAyBare AeKa cre ro
HaBeAeHh Bo nrcMoro KaKo luro e norpe6Ho u cre ja

nphMh/te nphnoxeHoTo nhcMo; cTe ril cnpoBe/te aKTuBHOCrhre
npocneAhne oeaa rnQopnnar4raja Ha nepcoHa.nor il ocraHarrre

flornr,rc/,Qaryrvr:

3MOnXilTEIHO no/tE
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Farma Trejd dooel
Anton Popov 1/1,-3
L000, Skopje

Macedonia
Tel +389 23298782
Fax +389 23298782
contagJ@farmptreid.com.rn k
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AK 98

FA Number: FAV-2024-006 Follow Up
Manufacturer: Gambro Lundia AU (SRN SE-MF-00001S119)
Type of Action: Correction

Month DD, YYYY (to be adapted locally)

Dear Dialysis Provider:to be adaprted locally)

This communication is a follow-u1l to the attached Correction notification you received from Vantive, formerly
Baxter, dated October 16,2024 (to be adapted). Vantive issued the previous communication to inform patients
about potentialsafety risks related to exposure to non-dioxin-like (NDL) polychlor"inated biphenyl acids (pCBAst
and NDL polychlorinated biphenyls (PCBs) when using certain peritoneal and hemodialysis devices. This initial
notice was based on publicly availlable information at that time, At that time Vantive was in the process of
evaluating whether these same risks are present with the AK 98 hemodialysis machines ("AK gg,,).

Vantive now has a Toxicological llisk Assessment (TRA) with respect to the actual relative risks associated with
the use of any AK 98 machines containing peroxide-cured silicone tubing components. These test results
currently demonstrate that the presence of the peroxide-cured silicone tubing components is unlikely to pose a
risk for patients with a body weight greater than 25kg, irrespective of the run-time of the machine (note: 25kg
is the minimum patient weight inrdicated for AK 9E). Accordingly, Vantive has determined that no correcti;ns
are needed for all devices currenltly with customers, and patients may continue to perform therapy with the
current configuration of AK 98.

Affected Product (to be adapted)

Product Description

AK 98, 230V, EFFICIENT

AK 99, 230V, BtO
All serials lower than

AKo78305

1.1.5249 AK 98, 115V, BIO

AK 98, 230V, SELF-CARE

AK 98 V2 23OV

AK 98 V2 230V, SELF-CARE

AK 98 V2 115V, BIO VERSION

FAV-2024-006 Vantive arrd AK 98 are trademarks of Vantive Health LLC or its affiliates Page 1 of 3



r/sntive

Flazard lnvolved

Vantive's latest test results demonstrate that the presence of the peroxide-cured silicone tubing components in
AK 98 is unlikely to pose a risk for patients with a body weight greater than 25kg, irrespective of the run-time of
the machine, To date, Vantive has not received any complaints determined to be related to this issue.

Actions to be Taken by Customers

L. No further action is necessary; all AK 98 machines, regardless of run-tinre, may continue to be used and no
corrections are required.

2. Cornplete the enclosed customer reply form and return it to Vantive by' either scanning and e-mailing it to
(insert localcontact informafion)or sending it by postto (insert localcontact information), even if you don't
have any inventory. Returning the customer reply form promptly will confirrn your receipt of this
notification and prevent you from receiving repeat notices.

1. lf you purchased this product from a distributor, please note that res5ronding with the Vantive customer
reply form is not applicable. lf a response is requested by your distributor or wholesaler, please respond to
them according to their instructions.

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

copy of this cornmunication to them.

3. lf you are a dealer, wholesaler, d nal equipment manufacturer (OEM) that
distributed any affected product to fy your customers of this notification in

llv)accordance wkh your customary

Further' Information and Support

For general questions regarding this communication or any product issue you are experiencing, contact Vantive at
(insert local contact information), between the hours of (insert local informatiorn).

The local Minisiry of Health (MOH) has been notified of this action. (to be adapted locally)

955603 AK 98V3 23OV BIO VERSION
A,ll serials lower than

AKo78305

9s5604 AK 98V3 23OV SELF-CARE
AJI serials lower than

AKO78305

955989 AK 98 AK98 V3RU
AJI serials lower than

AKo78305
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we apologize for any inconvenierrce this may cause you and your staff.

Sincerely,

Amy McKernan (to be adapted)
Senior Director, Product euality (to be adapted)
Vantive US Healthcare LLC (to be adapted)

Enclosures: Vantive Customer Reply Form
Dialysis provider letter dated october'J-6, 2024(to be adapted)
Home Patient Letter (to be adapted)

rr{nntive
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(Custome r co m m u n i cotio n )

cUsToMER REPTY FoRM related to Product Correction letter dated XXXXXX (to be completed locatty)
Product Name: AK 98 (to be adap:ted locolly)

product code: (to be adapte:d lotcatty) ,

SerialNumber: All

Please complete and return one copy of this form per facility by e_mail (

that you have received this notificati on. (Can be odopted tocatty).

Facility Name and Address:

Reply Confirmation Completed By

(Pleose Print):

Title (Please print):

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

Signature/Date:

REQUIRED FIELD
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