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Nujno varnostno obvestilo — Odpoklic serije

smartbag — Kontaminacija z neodimom
Datum: 31. julij, 2026

Spostovani kupec,

med pregledom je proizvajalec Fresenius Medical Care odkril okvarjeno €rpalko, ki je bila
uporabljena v proizvodnem procesu. Okvarjena &rpalka je bila Ze zamenjana, vendar so
testiranja ze proizvedenih vreCk smartbag pokazala obCasno prisotnost neodima,
lantanoidne kovine, ki se je izlo€al iz magnetnega pogona ¢Erpalke.

Ceprav zakonska meja za neodim ni dolo&ena, je bila zaznana raven ocenjena v toksikolodki
oceni tveganja. Zaradi omejenih toksikoloskih podatkov za neodim je bil uporabljen
konservativen pristop za oceno potencialne toksi¢nosti zaradi kronicnega zauzitja pri
odraslih in otrocih, pri Cemer so uporabili tudi podatke iz analognih snovi lantanoidnih kovin.

Fresenius Medical Care ni prejel nobenih poroc€il o Skodljivih zdravstvenih ug€inkih,
povezanih s potencialno prizadetimi izdelki.

Vendar pa ob upostevanju najslabSega scenarija izpostavljenosti in upoStevanju visokih
varnostnih faktorjev ni mogoce izklju€iti moznosti bioakumulacije ter morebitnih
toksikoloskih ucinkov. Zato se je treba uporabi prizadetih izdelkov izogibati, da se zmanj3ajo
morebitna tveganja.

Pomembno je poudariti, da med proizvodnjo eno serijo polnita dva lo€ena polnilna stroja (liniji
Ain M). Okvarjena &rpalka je bila nameséena samo na liniji M.

Na vrecCkah je oznaceno, ali so bile polnjene v liniji A ali M (glejte sliko 1 za pregled in sliko 2
za veC podrobnosti).

Samo vrece iz linije M se ne smejo ve¢ uporabljati, medtem ko vrece iz linije A niso
prizadete!

Ena Skatla vreCk smartbag lahko vsebuje vreCke iz obeh polnilnih linij, A in M. Ta
identifikacijska ¢rka ni del serijske Stevilke, natisnjene na Skatli. Zato je potrebno:

1. Ugotovite, ali imate prizadete serije na zalogi — glejte Prilogo .
2. Odprite Skatle (i) katerih Stevilka serije se zacne z G2G ali H2G in (ii) z datumom
poteka od 2027-04 do 2028-03 (glejte sliko 2).

Page 1 of 7



A
\ 4
v

FRESENIUS
MEDICAL CARE

3. Preverite spremenljive podatke, natisnjene na vre€ah (glejte sliko 1).
4. Identificirajte prizadete vre€e smartbag z M in jih loCite (glejte sliko 2).
5. Sledite navodilom lokalne kontaktne osebe za vracilo ali uni¢enje vre€¢ smartbag z M.

Uporabo prizadetih vreck smartbag je treba takoj prekiniti. . Za potencialno prizadete
serije glejte Prilogo I.

Slika 1. oznacevanje vreCk smartbag — pregled serijske Stevilke. Natis na vreci prikazuje, ali je bila vreca
smartbag polnjena na liniji A ali M.

Slika 2. oznacevanje vreck smartbag — podrobnosti. “A” za serijsko Stevilko predstavija vrece
smartbag, polnjene na liniji A in se lahko uporabijo. “M” za serijsko Stevilko predstavija vrece
smartbag polnjene na liniji M in se ne smejo uporabiti!
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Iskreno se opravi€ujemo za morebitne nastale nevsecnosti. Proizvajalec Fresenius Medical
Care je zavezan zagotavljanju, da nasi izdelki in storitve dosledno izpolnjujejo najvisje

standarde kakovosti in varnosti za paciente in zdravstvene delavce.

Prosimo, da to obvestilo o odpoklicu razdelite vsem v vasi organizaciji, ki morajo biti
obveséeni o njem.

Ce imate kakréna koli vprasanja, se obrnite na nas:

L

Fresenius Medical Care Slovenija d.o.o0.
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Priloga I: Samo vrece smartbags z “M” za serijsko Stevilko so potencialno prizadeti!

Artikel Eovilln | e Stida In datmm Serije
poteka
smartbag 111,5
rooooosap | 472 G2GE304 |G2GE305 |G261191 |G261192
Expiry date 2027-04,
2027-08
G2GE201 |G2GE202 |G2GE203 |G2GE204 |G2GE211 | G2GE212 | 6266014 | G26G015
6266021 |G266022 |G6266023 |G266024 [G266031 | 6266033 | 6266034 | 6266035
6266143 |G266144 |G266145 |G26H282 |G26H283 | G2GH284 | G2GH285 | G2GH291
6261021 |G261175 |[G261181 [G261182 [G261183 | G2cko77 | G2GKo78 | G2GK079
G26K081 |G2GK083 |G26K163 |G2cki6a |G2ckies |G2ck233 | G26K234 | G2GK235
G26k241 |G26L061 |G26L062 |G26Lo63 [ G2cLoe4 | G2cLoes |G26L071 | G26L072
smartbag 211.25 G26L073 |G26L074 |G26L075 |G26L091 [G26L101 |G26L184 | G26L185 | G26L186
4.7Lx2) G26L191 |G26L192 [G26L193 [G26L301 [G26Mo11 |G2GMo12 |G2GMo13 | G2GMo14
Expiry date 2027-04,
Fo000065p | 2927-06 202707, G2GM021 |G2GM022 |G2G6Mo91 |G26Mo92 |G26Mo93 | GoeMosa | G2GMoss | G2cM101
2027-08, 2027-09, G26M173 |G26M175 |G26M181 |G26M182 |G2cM183 | GoGM184 | G2GM193 | G2GM194
2027-10, 2027-11,
2027-12, 2028-01, G2GM195 |G2GM221 |H2GA161 [H2GA162 |H2GA163 |H2GA164 |H2GA221 |H2GA222
202802 H2GA223 |H2GA224 |H2GA225 |H2GA231 |H2GA232 |H2GA233 |H2GA234 | H2GA251
H2GA261 |H2GB054 |H2GBOS5 |H2GBO61 |H2GB062 |H2GB063 |H2GB064 | H2GB091
H2GB133 |H2GB134 |H2GB135 |H2GB151 |H2GB161 |H2GB162 |H2GB163 | H2GB164
H2GB165 |H2GB171 |H2GB172 |H2GB193 |H2GB194 |H2GB195 |H2GB201 |H2GB202
H2GB203 |H2GB204 |H2GC026 |H2GC031 |H2GC032 |H2GC033 |H2GC034 |H2GC041
H26C042 |H26C043 |H2G6C121 |H26C122 |H26C123 |H2GC124 |H2GC125 | H2GC131
H26C132 |H26C133
G2GE261 |G2GE262 |G2GE263 |G2GE264 |G2GE265 | G2GE271 | G2GE272 | G2GFO61
G2GF062 | G2GF063 |G2GFo64 |G2GF191 |[G2GF192 | G2GF201 | G2GF251 | G2GF252
G2GF253 | G2GF254 |G26F255 |G2cF261 |G2oF262 | G2oF263 | G26F264 | G2GF271
6266084 |G26G085 |G26G091 |G266092 |G266093 |G26G094 |G266151 | G266152
smartbag 211.5 G26G153 |G2GG154 |G261032 [G261033 [G261034 | G26I093 | G2GI004 | G2GI095
(4.702) 6261101 [G261102 |G261103 |G2oi161  [G261162 | G261242 | 6261243 | 6261244
Expiry date 2027-04,
2027-05, 2027-06, 6261251 |G261252 [G26K211 [G26K212 [G26K213 | G2GK214 | G26K215 | G2GL114
FO000066D 5057 08, 2027-09
202710, 202711 6261121 |G26L122 |G261123 |G26L124 [G26L125 |G26L126 | 6261127 |G26L131
2027-12, 2028-01, G26M032 |G26M033 |G26M034 |G26Moa1 |G26Moa2 | G2oMoa3 | G26Moaa | G2GMoas
2028-02, 2028-03
H2GA201 |H2GA202 |H2GA203 |H2GA204 |H2GB111 |H2GB112 |H2GB113 |H2GB114
H2GB205 |H2GB231 |H2GB232 |H2GB233 |H2GB234 |H2GB235 |H2GB236 |H2GC175
H26c181 |H26c182 |H2Gc183 |H26C231 |H26C232 | H2G6C233 | H26C234 | H2GC235
H26C241 |H26C242 |H2G6C243 |H2G6C244 |H2GD072 | H2GD073 | H2GD074 | H2GDO75
H2G6D076 | H2GD081
smartbag 311,25 G26E232 | G2GE233 | G26E235 |G2GE236 | G26F302 | G2GF303 | G26I044 | G2GK084
4.702)
F0000067p | EXPIVdate 202704, | G20K0B5 | G20K091 |G26L171 [G626L172 |G626L173 | G26L174 |H26C184 | H2GC185
2027-05, 2027-08,
2027-09, 2027-10, H26C191 | H2GC262
202802
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G2GE213 | G2GE214 | G2GE221 | G2GE222 | G2GE223 | G2GE224 | G2GE225 | G2GE231
G2GF011 | G2GF012 | G2GF021 | G2GF022 | G2GF023 | G2GF173 | G2GF174 | G2GF181
G2GF182 | G2GF183 | G2GF184 |G2GF185 |G2GG164 |G2GG165 | G2GG171 | G2GH265
smartbag 311,5
(4.7Lx2) G2GH271 | G2GH272 | G2GH273 | G2GH274 | G2GH281 | G2GI084 | G2GI091 | G2GI092
Expiry date 2027-04,
2027-05, 2027-06, G26GI163 | G2GI1171 | G2GI172 | G2GI173 | G2GI174 | G2GK171 | G2GK172 | G2GK173
F0000068D | 2027-07,2027-08, G26K174 | G2GK191 |G2GK201 |G2GK202 | G2GK203 | G2GK204 |G2GL132 | G2GL133
2027-09, 2027-10,
2027-11, 2027-12, G2GL134 |G26L141 |G2GL282 | G2GL283 | G2GL284 | G2GM151 | G2GM152 | G2GM153
;gig'g;’ 2028-02, G2GM154 | G2GM155 | G2GM161 |H2GA205 |H2GA211 | H2GA212 | H2GA213 | H2GB094
H2GB095 | H2GB096 | H2GB101 |H2GB102 |H2GB103 |H2GB104 |H2GB174 |H2GB181
H2GB182 |H2GB245 |H2GB251 |H2GB252 |H2GB253 |H2GB254 | H2GB255 | H2GC192
H2GC193 | H2GC194 |H2GC195 |H2GC201 |H2GC202 | H2GC203 | H2GD083
G2GE161 | G2GE162 | G2GE163 | G2GE164 | G2GE273 | G2GE274 | G2GE281 | G2GE282
G2GE283 | G2GE284 | G2GE285 | G2GE286 | G2GE291 | G2GE292 | G2GE293 | G2GE294
G2GE295 | G2GE301 | G2GE302 | G2GE303 | G2GF133 | G2GF161 | G2GF162 | G2GF163
G2GF164 | G2GF165 |G2GF171 |G2GF172 | G2GG032 | G2GG041 | G2GG042 | G2GG043
G2GG172 | G2GG173 | G2GH251 | G2GH252 | G2GH253 | G2GH254 | G2GH255 | G2GH261
G2GH262 | G2GH263 | G2GH264 | G2GI051 | G2GI052 | G2GI053 | G2GI211 | G26GI221
smartbag 211,75
(4.7Lx2) G2GI222 | G2GI223 | G2GI224 | G2GK0B4 | G2GK065 | G2GK071 | G2GK072 | G2GK073
Expiry date 2027-04, G2GK074 | G2GK075 | G2GK076 | G2GK103 | G2GK131 | G2GL181 |G2GL182 | G2GL271
2027-05, 2027-06,
F0000232D | 5057 07, 2027-08. G2GL272 | G2GL273 |G2GL274 |G2GL275 |G2GM111 | G2GM112 | G2GM113 | G2GM114
2027-09, 2027-10, G2GM115 | G2GM121 | G2GM122 | G2GM123 | G2GM124 | G2GM141 | G2GM185 | G2GM186
2027-11, 2027-12,
2028-01, 2028-02 G2GM191 | G2GM192 | G2GM232 | G2GM233 | H2GA071 | H2GA072 | H2GA073 | H2GA074
H2GA075 | H2GA081 |H2GA082 |H2GA083 |H2GA084 |H2GA0S5 | H2GA273 | H2GA274
H2GA275 | H2GA281 |H2GA282 |H2GA283 |H2GA284 |H2GA285 |H2GA291 |H2GB106
H2GB261 | H2GB262 | H2GB263 |H2GB264 |H2GB265 |H2GB271 | H2GB272 | H2GB273
H2GB274 | H2GB275 |H2GC052 |H2GC053 |H2GC063 |H2GC065 |H2GC134 | H2GC135
H2GC161 |H2GC162 |H2GC163 |H2GC164 |H2GC165 |H2GC171 |H2GC172 | H2GC204
H2GC221
G2GF105 | G2GF112 |G2GG212 |G2GG213 | G2GG214 | G2GG215 | G26G221 | G2GG222
smartbag CA211,5 G2GG223 | G26G224 | G2GG231 | G2GG232 | G2GG233 | G2GG234 | G2GG235 | G2GI291
(4.70x2) 6261292 | G2GI1293 | G2GI294 | G2GI295 | G2GI301 | G2GI302 | G2GK294 | G2GK295
Expiry date 2027-05,
F00005286 | 2027-06, 2027-08, G2GK301 | G2GK302 | G2GK303 | G2GK304 | G2GK311 |G2GL201 | G2GL202 | G2GL203
2027-09, 2027-10,
2027-12. 2028-01, G2GL204 | G2GL205 | G2GL211 | G2GL212 | H2GA091 | H2GA092 | H2GA093 | H2GA094
2028-02 H2GA121 | H2GA122 | H2GA123 |H2GA124 |H2GA125 |H2GA131 |H2GA132 |H2GA133
H2GA134 |H2GB021 |H2GB022 |H2GB023 |H2GB024 |H2GB025 |H2GC114 |H2GC115
G2GF114 | G2GF122 | G2GG253 | G2GG254 | G2GG271 | G2GG281 | G2GG282 | G2GG283
smartbag CA311,5
(4.71x2) G2GG284 | G2GG291 | G2GG292 | G2GG293 | G2GG294 | G2GG297 | G2GI303 | G2GI304
Expiry date 2027-05, G2GK011 | G2GK012 | G2GK013 | G2GK014 | G2GK015 | G2GK016 | G2GK021 | G2GL033
F00005287 | 2027-06, 2027-08,
2027-09, 2027-10, G26L034 | G2GL041 | G2GL042 | G2GL043 | G2GL213 | G2GL214 | G2GL231 | G2GL241
;gi;'ég’ 2028-01, H2GA142 | H2GA143 |H2GA144 | H2GA151 |H2GA152 | H2GB031 |H2GB032 | H2GB033
H2GB034 | H2GC095 |H2GC101 |H2GC102 | H2GC103
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G2GF091 G2GF092 G2GF093 G2GF094 G2GF101 G2GF103 G2GG298 | G2GG301
G2GG302 | G2GG303 | G2GG304 | G2GG305 | G2GG311 | G2GG312 | G2GG313 | G2GG314
G2GH011 | G2GH012 | G2GH013 | G2GI253 G2GI254 G2GI255 G2GI261 G2GI262
smartbag CA 211,75
(4.7Lx2) G2GI263 G2GK033 G2GK051 G2GK061 G2GK062 G2GK063 G2GK242 G2GK243
Expiry date 2027-05, G2GK244 G2GK245 G2GK246 G2GK247 G2GK248 G2GK261 G2GK271 G2GK272
F00005537 2027-06, 2027-07,
2027-08, 2027-09, G2GK273 | G2GL044 | G2GL045 | G2GLO51 | G2GL052 | G2GL0O53 | G2GL243 | G2GL244
2822'32’2027'12’ G26L251 | G2GL252 | G2GL253 | G2GL254 | G2GL255 | G2GL261 | G2GL262 | G2GL263
G2GL264 H2GA153 H2GA154 H2GA155 H2GA292 H2GA293 H2GA294 H2GA295
H2GA301 H2GA302 H2GA303 H2GA304 H2GC105 H2GC106 H2GC111 H2GC112
H2GC113
smartbag CA311,75 | 6266237 | G2GG241 | G2GG242 | G2GG243 | G2GG244 | G2GG245 | G2GG251 | G2GG252
(4.7Lx2)
F00005538 | Expiry date 2027-06, G2GK024 | G2GK025 | G2GK026 | G2GK031 | G2GK032 | G2GK274 | G2GK275 | G2GK281
2027-09, 2027-10,
2028-01, 2028-02 G2GK282 G2GK283 G2GK284 G2GK285 G2GK291 G2GK292 G2GK293 G2GL242
H2GB044 H2GC081 | H2GC091 | H2GC092 | H2GC093 | H2GC094
smartbag CA211.5
FO0006557 (4'2.LX2) G2GG182 | G2GG183 | G2GG184 | G2GG211 | G2GK312 H2GA135
Expiry date 2027-06,
2027-09, 2027-12
smartbag CA411.5
(4.2Lx2)
FO0006560 Expiry date 2027-05, G2GF131 G2GL021 H2GB043
2027-10, 2028-01
smartbag 111.25 (4.7L
FO0006883 X2) G2GM107
Expiry date 2027-11
smartbag 411,25 (4.7L
x2)
F00007041 Expiry date 2027-04, G2GE234 G2GF304 G2GG011 | G2GK232 H2GC021 | H2GCO022
2027-05, 2027-06,
2027-09, 2028-02
smartbag CA 211,50-
0.75 (4.2Lx2)
F00007043 Expiry date 2027-08, G2GI264 H2GA141 H2GB173
2027-12,2028-01
smartbag CA 311,50-
0.75 (4.2L x2)
FO00007046 Expiry date 2027-06, G2GG236 | G2GK023 G2GK313 G2GK314 H2GB042
2027-09
smartbag 311.75 (4.7L
FO0007575 x2) G2GF024
Expiry date 2027-05
smartbag 411.50 (4.7L
X2)
FO0007576 Expiry date 2027-11, G2GM106 | H2GB105
2028-01
smartbag 111.25 (4.2L
FO0007957 x2) G2GK094
Expiry date 2027-09
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smartbag 111.50 (4.2L
x2)
F00007958 Expiry date 202705, | 266105 | 6266111 | H2GD082
2028-03
G2GF031 | G2GF032 | G2GF033 | G2GF034 | G2GF035 | G2GF041 | G2GF042 | G2GF043
G2GF044 | G2GF051 | G2GG112 |G2GG113 | G2GG114 | G2GG115 | G2GG116 | G2GG141
smartbag211.25 (4.2L | 6266142 | G2GH293 | G2GH294 | G2GH295 | G2GI011 | G26I012 | G2GI013 | G2GI081
X2) G2GI082 | G2GI083 | G2GI184 | G2GI185 |G2GI186 | G2GK144 | G2GK151 | G2GK152
Expiry date 2027-05,
Fo0007950 | 2027-06,2027-07, G2GK153 | G2GK154 | G2GK161 |G2GK162 |G2GL102 |G2GL103 |G2GL104 |G2GL111
2027-08, 2027-09, G2GM102 | G2GM103 | G2GM104 | G2GM105 | G2GM164 | G2GM165 |G2GM171 | G2GM172
2027-10, 2027-11,
2027-12, 2028-01, G2GM222 | G2GM223 | G2GM224 | H2GA191 | H2GA192 | H2GA193 | H2GA262 | H2GA263
2028-02
0280 H2GA264 | H2GB045 | H2GB051 | H2GB052 | H2GB053 | H2GB092 | H2GB093 | H2GB183
H2GB184 |H2GB185 |H2GB191 |H2GB192 |H2GC263 |H2GC264 |H2GC265 | H2GC271
H2GC272 | H2GC273
G2GE191 | G2GE192 | G2GE193 |G2GE194 |G2GE195 |G2GF052 | G2GF053 | G2GF054
G2GF055 | G2GG012 | G2GG013 | G2GG071 | G2GG072 | G2GG073 | G2GG081 | G2GG082
smartbag 211,50 (4.2L | 6266083 | G2GG161 |G2GG162 | G26G163 |G2GI014 | G2GI015 | 6261022 | 6261023
X2) G2GI024 | G2GI025 | G2GI031 | G2GI232 | G2GI233 | G2GI234 | G2GK132 | G2GK133
Expiry date 2027-04,
Fo0007s60 | 2027-05,2027-06, G2GK134 | G2GK135 | G2GK141 |G2GK142 |G2GK143 |G2GK221 | G2GK222 | G2GK223
2027-08, 2027-09
’ ’ 2GK224 | G2GL112 | G2GL11 2GM02 2GM024 | G2GM02 2GM031 | G2GM162
202710, 2027-11. 626 626 G2GL113 | G2GM023 | G2GMO G2GM025 | G2GM031 | G2GM16
2027-12, 2028-01, G2GM163 | G2GM225 | G2GM231 | H2GA194 |H2GA195 |H2GB115 |H2GB121 | H2GB122
2028-02, 2028-03
H2GB123 | H2GB124 |H2GB125 |H2GB241 |H2GB242 |H2GB243 | H2GB244 | H2GC044
H2GC045 | H2GC051 |H2GC173 | H2GC174 |H2GC245 |H2GC251 | H2GC252 | H2GC253
H2GC254 | H2GC274 | H2GD071
smartbag 211.75 (4.2L | G2GG044 | G2GG061 |G2GG174 | G2GG181 | G2GK101 |G2GK102 |G2GL183 | G2GL281
x2)
F00007961 Expiry date 2027-06,
2027-09, 2027-10, H2GA271 | H2GA272 | H2GB107
2027-12, 2028-01
smartbag 311,25 (4.2L | G2GF272 | G2GF273 | G2GF291 | G2GF301 |G2GG101 |G2GG102 |G2GG103 | G2GG104
x2)
Expiry date 2027-05, | 6261041 | G2CI042 | 6261043 | G2GI225 | G2GI231 | G2GK092 | G2GK093 | G2GK225
FO0007962 | 2027-06, 2027-08, G2GK231 |G2GL142 |G2GL143 |G2GL144 |G2GL161 |G2GMO51 |G2GM052 | G2GM053
2027-09, 2027-10,
2027-11, 2027-12,
2028-01, 2028-02 H2GA214 |H2GB131 |H2GB132 |H2GC023 |H2GC024 |H2GC025 |H2GC255 | H2GC261
smartbag CA311,5
(4.2Lx2)
F0002007D | Expiry date 2027-05, | G2GF124 | G2GK022 |G2GL031 |G2GL032 | H2GB035 | H2GB041
2027-09, 2027-10,
2028-01
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