UTHO usBecryBarbe 3a 6e3beaHOCT Ha TepeH

AK 98

FA 6poj: FAV-2024-006 Follow Up

Mpoussopuren: Gambro Lundia AB (SRN SE-MF-000018119)
Bua Ha akTMBHOCT: KOpeKTUBHa MepKa

Hoemspu 2025 roaunHa

lMo4nTyBaHM 3apaBCTBEHU paboTHULYM,

Osa e nocnepoBaTeNlHa KOMYHWKaLIMja Ha U3BECTYBAKETO 3a 6e3begHOCHa KOPEKTMBHA MepKa LITO ro Jo6uBTe OA
npoussoautenot Vantive, nopaHelweH Baxter, og Hoemspu 2024 roguHa. Vantive ro wuspgage npeTxoaHoTo
W3BECTYBatbe 3a Aa MM MHPOPMMPa NaUMeHTUTe 3a NoTeHUMjanHuTe 6e36eAHOCHU PU3ULLM NOBP3AHU CO M3/IONKEHOCT
Ha nonuxnopupann 6udeHnntn kucenuHn (PCBAS) Kou He ce C/IMYHM Ha AMOKCHMH (NDL) u NDL nonuxnopupaHm
6udennnu (PCBs) npu ynotpeba Ha oapeaeHn MeauUmMHCKY CpeAcTBa 3a NnepuTtoHeanHa Aujanvsa v xemoaujanusa.
OBa npBu4HO M3BecTyBatbe ce 6asmMpano Ha jaBHO JOCTaNHM uHpopmauum Bo Toa Bpeme. Bo Toa Bpeme Vantive 6un
BO Mpouec Ha eBanyalmja Aau UCTUTE OBUE PU3NLYM Buie NpucyTHU Kaj anapatuTe 3a xemoaujanusa AK 98 (,AK 98").

Mpoussogurenor Vantive cera uma npoL,eHKa Ha TOKCUKONOLLKUOT pu3uk (TRA) BO 0AHOC Ha peanHuTe penaTUBHM
PU3MUM noBpsaHK co ynotpebara Ha 6uno koj anapar AK 98 Koj COAPHU KOMMOHEHTM Ha CHMAMKOHCKM LieBKM
obpaboreHu co nepokcua,. fobueHure PE3yNTaTh Of} TECTOBUTE MOMEHTA/IHO MOKaXKyBaaT AeKa NPUCYCTBOTO Ha
KOMMOHEHTHU KOM COAPMKAT CU/IMKOHCKU LieBKK 06paboTteHu co nepoKcug BepojaTHo Hema A3 npeTcraByBa PU3MK 32
NauneHTh co TenecHa TeXuHa norosnema op 25kg, 6e3 ornep Ha BpemetpaereTo Ha paboTa Ha MawMWHara
(3abeneluka: 25kg € MUHMMaNHaTa TEKUHA Ha NayMeHToT WITO e HaBeaeHa 3a AK 98). CoopBeTHo, npousBoguTenor
Vantive yTBpaun pexa He ce NoTpe6HU KOPEKTUBHM MEPKU 33 CUTEe MEeAULMHCKKW CPeacTBa LITO MOMEHTaNHO M
MMa3aT KOPUCHULIMTE, 3 NauMeHTUTe MOXKaT A3 NPoAO/KAT fa ja NpMmaar Tepanujata co MOMEHTa/NHaTa
KoHpurypaumja Ha AK 98.

3acerHaTto MeMLMHCKO CpeacTBO

Me'q}:'zi::“om Onuc Ha MeANLMHCKOTO cpeacTBO Cepucku Gpoesu
cpeacrso
115248 AK 98, 230V, BIO Gl e s
955403 AK 98 V2 230V Cure el
955603 AK 98V3 230V BIO VERSION - CTK"‘O%;’;;‘W;—m

MoxxeH pusuk

Ha KOMNOHEHTU OA CUIMKOHCKU LieBKW 06paboTenu co nepokeua 8o AK 98 sepojatHo Hema Aa m@#&;ﬁ%f’ 7K 33
MauneHTn co TenecHa TexxuHa norosema ogn 25kg, 6e3 ornes Ha paboTHUTE 4YacoBWM Ha MalLVi —10 feHec,
npowussoauTenot Vantive He 406U HUKaKBM NOMNAKM 33 KOW € YTBPAEHO feKa ce noBp3aHuK Co 0Ba Npailarbe,

AKTUBHOCTH KoM Tpeba Aa rv npesemar og, KOpUCHULUTE
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1. He e notpebHa noHaTtamollHa aKTUBHOCT, cuTe MalMHM AK 98, 6e3 ornen Ha paboTHWUTE 4YacoBM Ha
MallluHaTa, MOXaT Aa NPOA0/IKaT Aa Ce KOPUCTAT U He ce NOTPEBHU HUKAKBU KOPEKTUBHWN MePKMU.

2. TlononHeTe ro NPUNOXEHWOT Gopmynap 3a OArOBOP Ha KOPUCHUK U BpaTeTe ro Ha HOCUTENOT Ha pelleHneTo
3a 3anuilyBarbe BO PErucTepoT Ha MeAULMHCKU CpeacTea goctanHu Bo Peny6ivka CesepHa MakegoHuja,
®APMA TPEJZ, IOOE/ - Ckonje co CKeHWpatbe U Ucnpakarbe no e-nowTa Ha marija@farmatreid.com.mk unm
ucnparete ro no nowra Ha ®PAPMA TPEJZ IOOEN — Ckonje, ya. AutoH Monos 6p. 1/1-3, 1000 Cronje, aypm u
aKko HemaTe Ha 3aauxa. HaBpemeHoTO Bpakare Ha GOpMynapoT 3a OArOBOP HAa KOPUCHMK ke ro noTBpAM
NpUemoT Ha OBa U3BECTyBarbe U Ke cnpeun Aa AobuBaTe NOBTOPHU M3BECTYBatbA.

3. [loKo/iKy CTe ro Kynune oBa MeULMHCKO CPeacTso o, Auctpubyrtep, MmajTe npeasus geka ofrosapareTo
npeky GopmynapoT 3a OAroBOp Ha KOPUCHUK Ha PAPMA TPEJ[ IOOE/ - Ckonje He e NPUMEHANBO. [JOKONIKY
BawWMoT AuctpubyTep unu Beneaporepuja bapa oarosop, Be Moaume oarosopeTe Ha A06aByBaYOT COrNacHo
HeroeuTe ynaTcTea.

4. [okonky cTe ro anuctpnbynpane 0Boj NPONU3BOA Ha APYTM NOAPYKHULM AW OAAENN BO BalaTa ycTaHoBa, Be
MOAIMMe NpocneaeTe Konuja o, 0Ba U3BECTYBaHE [0 HUMB.

5. [okonky cre senegporepuja / pucTpubytep MAM NpousBoauTeN Ha OpWUrMHaNHa onpema Koj guctpubyupan
6110 KaKBo 3acerHaTo MeAMLMHCKO CPEACTBO Ha APYrv NOAPYKHULYM, Be Monume UHbopmupajTe rv Bawwmte
KOPUCHMLW 3a 0Ba M3BECTYBatbe BO COMNACHOCT Co Bawwute BoobuyaeHn npoueaypu.

LononHutenHun uHGopmMaLuKn U NOALPLLKA

3a onwTK npawaka BO BPCKA CO OBa M3BECTyBate WMAM GUNO Koj npobnem co Koj ce coodyBaTe BO BpPCKa cO
MEeJMLMHCKOTO CPeACTBO, KOHTaKTUpajTe ro HOCUTE/NOT Ha peleHWeTo 3a 3anullyBarbe BO PerMcTepoT Ha
MeAMUMHCKM cpeacTa goctandu Bo Penybauka CesepHa Makeponuja, ®APMA TPEJL [OOEN - Cxonje npekry
OArOBOPHOTO /MUe 3a maTtepuoBurmnanHua, Mapuja [ynesa Ha Ten. +389 78 338 676 M e-nowTa:
marija@farmatrejd.com.mk.

3a oBa 6e36eHOCHO U3BeCTyBatbe e N3BecTeHa AreHLyjaTa 3a IEKOBU U MeAMLMHCKU CpeacTBa (MANMEL).

Ce 13BMHyBaMe 3@ HENPUjaTHOCTUTE KOM LITO MO3Ke Aa 61AaT Npeau3BUKaHU O/, 0Ba M3BECTYBakbE.

Co nouwur,

Mapuwuja lN'ynesa
OAroBOPHO ML 32 MaTepuoBUrMAaHLA
®APMA TPEJ[, IOOEN - Ckonje

yA. AuToH Monoe 6p. 1/1-3, 1000 Ck
Ten/dakc: +389 2 3298 782
Mob: +389 78 338 676 ,
E-mail: marija@farmatrejd.com.mk!

Mpunor: ®opmynap 3a 0ArOBOP Ha KOPUCHUK
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®OPMVY/IAP 3A OArOBOP HA KOPUCHUK noBsp3aHo co nucmo 3a besbeagHoCHa KOPEKTUBHA MepKa Ha
MeauumHCKo cTtpeacteo og Hoemspu 2025 roguna
Hme Ha meduyunckomo cpedcmeo: AK 98, 230V, BIO; AK 98 V2 230V; AK 98V3 230V BIO VERSION
Kopa Ha meguumHcKkoTo cpeacrso: 115248; 955403; 955603
Cepucku 6poj: Cure

—— — — —_—— ——
e — — —————

Be monume nononwete u ucnpatete efHa Konuja oz 0BOj dopmynap 3a cekoja ycTaHOBa Ha cieaHaTa e-noLwTa:
marija@farmatrejd.com.mk kako noTepaa aeka cte ro npumune osa U3BeCTyBae.

Mme 1 appeca Ha ycTaHoBsaTta:

MoTspaara 3a npuem e nonosiHete og,
CTpaHa Ha (Be monume Hasedeme ume):

®yHKumja (Be monume nononHeme):

E-nowra u/vunu tenedomckm 6poj
(BKAyuyBajku noBUKyBauku 6poj):

Co BawwuoT notnuc noaony noTepaysaTe AeKa cTe ro npuMuiIe NPUACKEHOTO NUCMO; CTE Y CrIPOBeae aKTUBHOCTUTE
HABE/AHM BO NMCMOTO KaKo WTO e NoTPeGHO v CTe ja npocieause osaa MHGOPMaLMja Ha MEPCOHANOT U OCTaHaTUTE
CNYX6M AU NOAPYIKHULM, COOABETHO.

Nornuc/Aarym:

3AIONIKUTE/IHO NONE m
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Farma Trejd dooel

Anton Popov 1/1-3

1000, Skopje

Macedonia

Tel +389 2 3298 782

Fax +389 2 3298 782
contact@farmatrejd.com.mk
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Urgent Field Safety Notice

AK 98

FA Number: FAV-2024-006 Follow Up

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)

This communication is a follow-up 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 potential safety risks related to exposure to non-dioxin-like (NDL) polychlorinated biphenyl acids (PCBAs)
and NDL polychlorinated biphenyls (PCBs) when using certain peritoneal and hemodialysis devices. This initial
notice was based on publicly available 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 98”).

Vantive now has a Toxicological Risk 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 indicated for AK 98). Accordingly, Vantive has determined that no corrections
are needed for all devices currently with customers, and patients may continue to perform therapy with the
current configuration of AK 98.

Affected Product (to be adapted)

7roduct Code Product Description Serial Numbers

115244 AK 98, 230V, EFFICIENT A e e e
115248 AK 98, 230V, BIO Al seel st tna
115249 AK 98, 115V, BIO Al Seﬂﬁfm
115250 AK 98, 230V, SELF-CARE a se:wg%:f’i":
955403 AK 98 V2 230V Al seﬁ%;voe;ﬂﬁ :
955404 AK 98 V2 230V, SELF-CARE W Seﬂm(iéjﬂ Eﬁ; "
955406 AK 98 /2 115V, BIO VERSION Al SBXEEEW

FAV-2024-006 Vantive and AK 98 are trademarks of Vantive Health LLC or its affiliates Page 1 0of 3



Yantive

All serials lower than
955603 AK 98V3 230V BIO VERSION AKO78305
955604 AK 98V3 230V SELF-CARE All'senals Jowar than
AKO78305
All serials lower than
955989 AK 98 AK9SS8 V3RU AKO078305

Hazard Involved

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

1.

Further Information and Support

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

Complete the enclosed customer reply form and return it to Vantive by either scanning and e-mailing it to
(insert local contact information) or sending it by post to (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.

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

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

inal equipment manufacturer (OEM) that
tify your customers of this notification in

ally)

distributed any affected product to othﬁr? fatl %})Iea‘&e
accordance with your customary pro egui’es Itg I;Q*Sﬁaptgﬁ

For general questions regardi'ng this communication or any product issue you are experiencing, contact Vantive 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)
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We apologize for any inconvenience this may cause you and your staff,

Sincerely,

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

Enclosures: Vantive Customer Reply Form
Dialysis Provider letter dated October 16, 2024 (to be adapted)
Home Patient Letter (to be adapted)
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(Customer communication)

CUSTOMER REPLY FORM related to Product Correction letter dated X)XXXXX (to be completed locally)
Product Name: AK 98 (to be adapted locally)

Product code: (to be adapted locally)
Serial Number: All

Please complete and return one copy of this form per facility by e-mail ( ) as confirmation
that you have received this notification. (Can be adapted locally).

Il
|
I
|
[

Facility Name and Address:

Reply Confirmation Completed By
(Please Print);

Title (Please print):

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

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

FAV-2024-006




