Baxter

1st January 2022

DIRECT HEALTHCARE PROFESSIONAL COMMUNICATION

Prismasol 4 mmol/L Potassium Solutions for haemodialysis/haemofiltration:
supply of non-UK labelled batches during the Covid-19 Pandemic

Dear Healthcare Professional,
Summary:

To ensure continuity in supply, Baxter Healthcare Limited has obtained approval from the
Medicines and Healthcare products Regulatory Agency (MHRA) to supply multi-lingual
packs intended for the Italian and Swedish markets.

Product Name Active ingredients UK Replacement| Labelling Batch
and MA Number Product |Product Code| Language | Numbers
Code
French,
Dutch, 21J1410
Calcium chloride 112083 German 21J1411
Prismasol 4 dihydrate, magnesium and Italian
mmol/L chloride hexahydrate, 20J1614
. glucose monohydrate,
Potassium (S)-lactic acid, sodium 112565 Swedish, ggj 1212
PLO0116/0704 chloride, sodium Finnish,
/ hydrogen carbonate, 110189 Danish, 21A1003
potassium chloride Norwegian 21A1004
21A1211
21A1212

Please ensure all relevant staff are made aware of the content of this letter and
that the information is communicated to patients.

Please note the following:

The replacement products are identical to product you will have already been
using. The bags are fully compatible with the continuous renal replacement
therapy (CRRT) systems on which you currently use Prismasol 4.

e The only difference is the languages on the product information. A comparison
of the labelling is provided as an annex to this letter. The labels have key
similarities to those of the UK approved product:

o The product name is the same “Prismasol 4”.

o The main ink colour used on the primary labels and cartons are the
same green as UK Prismasol 4

o The labelling format for presentation of ingredients amounts, chemical
formula etc.
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e Please ensure the UK Summary of Product Characteristics and package leaflet
for Prismasol 4 are followed. Both documents can be found on the Electronic
Medicines Compendium at the following link:
www.medicines.org.uk/emc/product/2151

Alternatively, copies of the Summary of Product Characteristics and package leaflet
can be obtained from Baxter Medical Information, details below. Copies of the UK
labelling can also be provided.

Do you need to do anything different when it comes to placing an order?

No, you order as you always would, using the normal product code. The substitution will
be done behind-the-scenes by Baxter Customer Services, once we receive your order.
You just need to make sure you communicate amongst your staff, so that they aware
that product code they receive on the ICU, may be different to what they normally expect.

You will be charged the same as for your normal product code.

Call for reporting

Healthcare professionals are asked to report suspected adverse reactions to the Yellow
Card Scheme electronically. Report via the website https://yellowcard.mhra.gov.uk/, the
free Yellow Card app available from the Apple App Store or Google Play Store, and some
clinical IT systems (EMIS, SystmOne, Vision, MiDatabank) for healthcare professionals.
Suspected side effects can also be reported by calling 0800 731 6789 for free.

When reporting please provide as much information as possible, including information
about medical history, any concomitant medication, onset timing, treatment dates, and
product brand name.

Adverse Events relating to Baxter products can also be reported direct to Baxter
Pharmacovigilance on 01635 206360, or by email to vigilanceuk@baxter.com.

Any drug product quality complaints (including suspected defective medicines) relating to
Baxter products can be reported directly to the Baxter Country Quality Assurance Team
on 01604 704603, or by email to UK_SHS_QA_ Complaints@baxter.com.

Company contact point

If you have any questions about this letter or require more information about Prismasol
4, please contact Baxter Medical Information on 01635 206345 or email
medinfo_uki@baxter.com.

Yours faithfully
N\

Andrew Warburton
Business Unit Head - Acute Therapies
Baxter UK and Ireland
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Comparison Table of product labelling - UK vs Imported product

UK Prismasol 4
Product code 112565

Prismasol 4 FR/NL/DE/IT language
Product code 112083

Bag Label - Front
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mmol/l Potassium | Kalium | Potassio

4760 ml

Solution pour hémedlalysamémofitration | Losung fir Himofliration und Hamodlalyss |

Eoatrh No: see "ol civasse amed skt
Dio ot iore beiow: =G IS bisd "o A biied s s "ot e il
. ;.
Cle e S SR T | P 8
n v )
MT: WA 127702802 e
=u] PRISMASOL 4
—
B mmol/l Potassium/ Kalium / Potasu
4730 mi
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Solution for hasmodialysds | hasmofitration / Hemodializalo vagy hemofiiracios oldat / Rozbwor do
wnoclallzwmrrmlhwjl
For Infravenous of haemodialysis | Intravenas alkalmazaara és f vagy hemodializishsz |
Pbcmnsnozylns [ [u.l:p Aot
Each 1000 mi contzins / 1000 mi oidat fartaima / Kade 1000 mi z3wisra:
Bafore reconafitution § Oeszeksverts st | Przed odtworzeniemizmisazaniam A B A+B
Caicium chionde 2 H,0 / Kalchm-Korkd, 2 H,0 / Wapnia chiorek, 2 H,0 Sia5g [
Magnesium chioride & HyO f Magnésiurmidond, & HO [ Magnezu chiorek, 6 Ha0 20339 ninzg
Glucose | Gllkz | Glukoza 200y 1.i00g
Lachc ackl [ Tejsav | Kiwas miskowy 54009 0Zg
Sodium chiongde § Nairum-kiond | Soou chiorek 6.450g| 6.128g
Potassium chiorde! Kalum-kiond | Potasy chioek Q314g| 02589
Sodium hyorgen carbonate | Nawium-hidrgen karbonat / Sodu wodoroweglan 3.020g| 29850
e o rmmmmﬂég\@uz | POMOCTICZY I, VEaiEr Tof Fj2cions, Caron Bades NERenaz valn Viz,
Altar udon ! utan | Po odbworzen A+B
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IEWTHLPL Baxier Hoiding B, Kobaltweg 43, 3542 CE Uirecht, Metherands |
Product No_- 112565 Holiandia | Holandla O7-25-00-2538

Oop g voor hier ¥ Mitratis | par ar ofilirazions
Pan-ms Inlra.vnmuaaa stiou nmm | Zur Intra & g Zur Har yas |
of her yae | Per uso alo
Formuls pour1|n|} mi| 10m mi Losung enthaltsn | Elks 1000 mi bavat | Ogni 1000 mi contangono:
Avant | Vo der | Woor | Prima dalla T A B | A+B
Chicrure de caichum | Calcumchicnd | Caklumchionds | Caco cionrm, 2 HyD 5445y 0257 g
Chiorure de magnesium | Magnesiumchiond | Magresiumchionias | Magnesio cionrs, § HyO 20339 D0z g
Glucose | Glucose | Glucose | Glucosko Z0tg 11009
Ackie iactique | Michslore | Medzuur | Ackda Bitioo 5400 g 0270 g
Chiorure de sodium | Natriumchiond | Natriumchionde | 3adio cionm: 6450g | 61289
Chicrune: de potassium | Kallumchiord | Kalumctioride | Potassic conrm o34g | nxseg
Bicarbonate de sodum | Hairumiydrogencarbonat | Nalriumbicarbonant | Blcarbonato dl sodio im0g | 253
Liste dec | #onstigs Bostandbells | | Elenco : Emu pour njecinbles, diaxyde de carbons:
Waszzar f0r Injekonsraweck s, Kohisndiasd | Wabsr voor injscties, kooiSicfioriie | Aqua per prepsrazion] inisSsedl, Anidride carbonica
T Hiution | Mach der 2 ol i | Dopoka A+B
ca* Mg Na* o [T HEDy~ K* [N

mmoll 175 o5 140 1is 3 2 4 &1
Cemotarts ique | |B 10 teorica: 301 mOsm

7-25-00-2585
5000 ml mvwmn;tmmmmm;mm ke it sat : l 4 prt:

Product No_: 112083

allimmis=lons In commencio del
ITJ'FIi'A'ITBEH.Im_ Basier Holding BV, Kobaitweq 43, 3542CE Uirecht, Olandal | Pays-Bas | Niegeriande |
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UK Prismasol 4
Product code 112565

Prismasol 4 FR/NL/DE/IT language

Product code 112083

Bag peel seal
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Code Specific Carton Label

A P R I S M AS O L ll- mmol/l Potassium | Kalium | Potasu

Solution for haemodialysis/haemofiltration | Hemodializalé vagy hemofiltracios oldat |
Roztwér do hemodializy/hemofiltracji
For intravenous use and/or h i
hemodializishez | Podanie doZyine i (Iuh) hemodlsllzﬁ

a ésivagy

Each 1000 mi contains | 1000 ml oldat tartaima | Kazde 1000 ml zawiera:

Before reconstitution | Osszekeverés el6tt | Przed odtworzs i A A+B

Read the package leafiet before use. | POM
Before use check for leaks. Use only if

solution is dear and practically free from partices.
For single use only. Discard any unused solufion
immediately after use. Not for direct infusion:
mix both compartments before use. Read the
package leafiet for sheff life of the reconsfituted
solution. Do not store below: +4°C.

UK: PL OD116/0704 IE: PA 220910521004

MT: MA 1277/02902

Calcium chlonide 2 H,0 | Kalcium-kiorid, 2 HoO | Wapnia chiorek, 2 HoO 5.145¢g 0257 ¢

Haszndlat eldlf olvassa el a melidkell
Hasznélat eldtt ellendrizze,

Magnesium chloride 6 H,0 | Magnézium-klorid, 6 H,0 | Magnezu chlorek, § H,0 2033g 0.102¢g

Glucese | Glukdz | Glukoza 2200¢g 1.100 g

Lactic acid | Tejsav | Kwas mlekowy 5400g 02709

Sodium chloride | Natrium-klorid | Sodu chiorek G450g(6.1280

Potassium chloride | Kalium-klorid | Potasu chlorek 0314g(0288¢q

Sodium hydrogen carbenate | Natrium-hidrogén-karbonat | Sedu wodoroweglan 3.090g(2936g

List of excipients | Segédanyagok felsorolasa | Wykaz substancji pomocniczych: Water for injections, Carbon
dioxide | Injekcidhoz valé viz, szén-dioxid | Woda do wstrzykiwan, dwutlenek wegla

hogy nincse szivirgds. Kizirdlag akkor
hasznda fel, ha az oldat fiszta, ssgyakutmlag
nincsenek benne szemmel 1&thatd
Kizirdlag egyszer haszndlatra. A fel nam
haszndlt oldatot az alkaimazas befejezése utin
azonnal dobja el. Nem adhatd be kizvetleniil
infizioban: hasznalat elgit a két rekesz
tartalmat Gssze kell keverni. Az osszedllitot
u\da‘[ sz:tmosssg:w:si kapesolathan olvassa e
meliékell belegidjékozialol. Ne tarolja +4°C
a\am hémérsékieten. Orvosi  rendelvén)
mmrl gyogyszer (Il OGYIT21178108 2 =
mi

After reconstitution | Osszekeverés utan | Po odtworzenil i iu, A+B

Ca* Mg2* Na* cr- CHs07 HCO3™ CgH10g

tabbrétegil poliolefin anyaghdl készit
(4 &s B) zsakba toltve, szeleppel

mmoll  1.75 05 140 135 3 32 6.1

Theoretical osmolarity | EIméleti ozmolaritas | Teoretyczna osmolarnosc: 301 mOsm/l

Marketing authorisation holder | A forgalomba hozatali engedély j Itja | Podmiot
pozwolenie na dopuszczenie do obrotu: UK: Baxter Healthcare Ltd, Caxton Way, Thetford, Norfolk, IP24 3SE, UNITED KINGDOM
IE/MT/HUIPL: Baxter Holding B.V., Kobaltweg 49, 3542 CE Utrecht, Netheriands | Hollandia | Holandia

Batch No |
Gy.sz|
Numer seri

Expiry date |
Le;arau idd |

Product No.: 112565

Nalezy zapoznaé

sie 7 frescia

ulotki przed

leku. Przed

levclemsDrawuz\c

Usz:x Jedynie,

gdy roziwdr jest przezroczysty i nie zawiera
czastek statych. Wytacznie do jednorazowego
uzytku. Niezuzyty roztwdr naleZy natychmiast
wyrzucic. Nie uzywac do bezposrednich
przetoczen: pized uZyciem  zmieszac
zawarto$¢ obu komér. Okres przydatmosci
roziworu odtworzonego: patrz ulotka wewnatrz
opakowania. Nie przechowywat w temperaturze
ponize) +4°C. Produkt leczniczy SIDSUWJW
wylacznie w lecznictwie zamknigtym -
Pozwolenie nr 16148

07-06-00-1530

PRISMASOL 4 mmol/l Potassium |

250 ml Kalium | Potassio

Selution pour hémodialyse/hémofiltration | Lésung fiir Himofiltration und Himodialyse |
Oplossing voor hemodialyse/hemafiltratie | Soluzione per emodialisi/emofiltrazione
r

Lire la notice avant utilisation. Vérifier [absence de fuites
avant I'utilisation. La solution ne doit étre utilisée que si
elle est limpide et pratiquement exempte de pamcules
Ausage unique. Les quantités de soluti utl\lsees
doivent &tre jetées immédiatement aprés usag e pas
injecter directement: mélanger les solutions des deux
compammems avant utilisation. Pour de plus am| Ies

Par voie intravei etiou u undioder zur
Arsoml | yoori jiening enlof jalyse | Per uso elo

Formule pour 1000 ml | 1000 ml L8sung enthalten | Elke 1000 ml bevat | Ogni 1000 ml contengono:

r la durée de conservation de Ia sol
reconstituée, I\re la notice. Ne pas conserver a une
temperature mfeneure a +4 C.

Avant itution | Vor der Mischung | V66r reconstitutie | Prima della miscelazi A B

Chlorure de calcium | Calciumchlorid | Calciumehloride | Calcio cloruro, 2 H,.0 5145¢9

Chlorure de & | id | ide | Magnesio cloruro, 6 H,0 2,033¢g

Exploitant BAXTER SAS \mmeuble Bemoz 4 b\s rue de
la Redoute, 78280 Guyancourt, FRANCE

Médicament autorisé no.: 34009 3840143 1

BE: Médicament soumis a prescription médicale
BE335501

Glucose | Glucose | Glucose | Glucosio 22009

Acide lactique | Milchsaure | Melkzuur | Acido lattico 54009

Chlorure de sodium | Natriumchlorid | | Sedio clorure 6,450 g

n. Auf L
uberpruuen Nur k\are und pamke\lrele Losungen
ligen Gebrauch. Restlosungen
icht zur direkten

Infusion; Vor der Anwendung die Losungen del

Chlorure de potassium | | Kaliumchloride | Potassio cloruro 0314g

r
beiden mlschen ezuglich der Haltbarkeit

Bicarbonate de sodium | | | Bicarbonato di sodio 3,090 g

jer gebral Losung beachten Sie bitte die
Packungsbeilage. Nicht unter-ht"c lagern.

AT: Rezept- und apothekenpflichtig. Z.Nr. 1-25100
BE: il ichtig BE335501

Liste des Excipients | Sonstige Bestanditeile | Hulpstoffen | Elenco degli eccipienti: Eau pour pré injectables, dic ]
Wasser fur Injektionszwecke, Kohlendioxid | Water voor injecties, koo\sioidlux\ueMcqua per preparazioni iniettabili, Anidride carbonica.

Aprésr itution | Nach der i | Na q | Dopo la mi i A+B

ca* Mg Na' cr C,HO, HCo,” K CH,.0,

mmol/l 1,75 05 140 113,56 3 32 4 6.1

Lees voor het gebruik de bijsluiter. Controleer voor
gebruik op lekken. Gebruik het product alleen als de
(l)})loss\ng helder is en nagenoeg geen deeltjes bevat
itsluitend voor éénmalig gebruik_Alle ongebruikte
oplossing onmiddellijk na gebruik weggooien. Niet
voor directe IIINSIE vermen%oplossm en uit beide

Osmolarité théorique | Theoretische O itat | osmolariteit | Osmolarita teorica: 301 mOsm/|

LOT|Ch.B.|
Lotnummer | Lotto:

Titulaire de I'autorisation de mise sur le marché | Pharmazeutischer Unternehmer |
Houder van de vergunning voor het in de handel brengen | Titolare dell

r gebruil d udbaarheid
van het samen ev de product de buslu\(er lezen. Niet
bewaren beneden: 4°C.
NL: U.R. RVG 28877
BE: op medisch BE335501

allimmissione in commercio del prodotto:
IT/FRIAT/BE/LUNL: Baxter Holding B.V., Kobaltweg 49, 3542CE Utrecht, Olanda | Pays-Bas |
Niederiande | Nederland

Date de péremption |
Verwendbar bis |
Utterste:
gebruiksdatum |
Data di scadenza

Leggere il foglio illustrativo prima dell'uso. Controllare
che non vi siano perdite. Usare solo se la soluzione

& chiara e praticamente priva di particelle. Monouso.
Eliminare le eventuali quantita di soluzione inutilizzata
immediatamente dopo I'uso. Non infondere direttamente:
miscelare insieme il contenuto dei due comparti prima
dell'uso. Leggere il r%;Ileito illustrativo per la scadenza
della soluzione ricosti Non conservare a temperature
inferiori ai +4°C. Uso riservato agli ospedali o alle cliniche
e alle case di cura. Vietata la vendita al pubblico.

Prezzo: 51,01 € IC n° 036146049

07-06-00-2437
Product No.: 112083 | RESPECTER LES DOSES PRESCRITES

Liste I-Uniquement sur ordonnance

Baxter
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UK Prismasol 4
Product code 112565

Prismasol 4 SE/FI/DK/NO language
Product code 110189

Bag Label - Front

L]
Baxter :
L L] L]
]
k
L] -
L] [ ]
0732414091279
LK T IE 1 MT HU PL
e the package before [ POM 0 Ohvmesa = & mebikel Waiery zaponac s z Fedcly otk pre=d Zasiosowaniem
use. Steffie and fre= from bacenal Sieril s bakierialls endoborinokbs menbes. Hasmaint o0 | k. Produkt oy | woiny od endotnksmn bakisngaych.
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fomparticies. Forsingieuse ony. Discardany | sTemmed e resz=cskik Kz a0 egysoer hasmaiira. | Wwaceie 00 jecnorzowegn gty Mencedy mewdr mmol/l Kalium
Immediatetyofter use Notior | A nem Faszmat cldeint oz alkaimazas befeienise AR | ny ey natyrhmisstayrouse Mis 1zywss o bapotrsdnich |_250m1_|
direet Infussion: mix both = e achats bo komvotienll USSR, | conaticgon: \Ceyolem Zmisczst zawariots o a/ Hemodialyysi i i b ialyse-/
pefors addves befors haczrdiat @0t 2 ké rekess farfalmdd Sesze kel | pome Tocunoae shisoni Zmesme przed podacmnem B haamoflluenngsvaeske* Her hemofiltreri
je; g 30 B ESOOIDONes CrTult Kasp | keveenl Tovabel cidaths hens EEveEsit = Len - s 0
out of the cight and ressh of ohl umw-ﬂmmn:mm‘““ Sl RO DN o mil i i
o = e e | “-h.n!:n P g nclluwanemmﬂ::mw E:modlalys‘;?'ll'lirlmavenes bruk og"eller hemodlalysejafml hemodiaty m brug oglelier
recoRsStuled soiLfion Expiny date: sae e Az Smsresiiof oids RWEOSsIgAVEl
Exirh Mo see "o, olvessael amelk mﬂ“mﬂ m,um"msmm
Do not Sione: below: +8°G. IO krsd “eap”. A il sramar iSsd Nior. Ne ol
Fpd— g ey mmwﬂ,.mm&m iz 1000 ml innehdlier! 1000 ml sisiltsa/ 1000 mi indeholders 1000 ml inneholder
1= Pa EneR00 Gyogrmer 1. OOVIT21ITARS 2 X 000 m iharstegd | Pozwolenia nr 1834 Fore iingl Ennen Fer ing/ Fer blanding A B | A+B
e takve, szsleppel ) i Calcii chloridum dihydricum 5,145g 0,257 g
Magnesii chloridum hexahydricum 2033g 0,102g
Glucosum 22009 1,100 g
A Acidum lacticum 5400 g 0,270g
Natrii chloridum 8450 g| 8,128
2:30 mi - .
— Kalii chioridum 0,314g] 0,208 g
B mmol/l Potassium/ Kalium / Potasu Natl hydregenocarbonas 2009] 22208
Aqua ad iniectabilia. carbonii dioxidum
AT mi ] Efter ing/ Sekoittamisen jilkeen/ Efter blanding/ Etter blanding, A+ B
ca?t mg2* Nat cr C3Hs05 HCOg K CgHy30g
smuummrrmnmamrnmmm: Hemodiallzalo vagy hemonitracios oldat / Roziwor do m 175 05 140 135 3 32 1 51
hemodiallzy | mnmm mme : . v ]
For Infravanous usa [n.l:p a1 or ngemodialysia f Intravenas 3 @8 | vagy hemo: tanez | Teoretisk osmolaritet/ Teoreettinen osmolarisuus: 301 mOsmi
Podan 'UCRFI'IB smocl
Each 1000 mi eontaine / 1000 mi olat tartaima / Ka2oe 1000 mi zawlera: SE FI DK NO
Bafore reconsitution [ Osszekeverts eitd | Przed odtworzenlemizmisazaniem A B A*B Las |. o bfi‘;:m Lue ennen k3ymis. Le=s indlagesadien inden brug. Sterl og Lesmmgilu?‘:‘:?m;w Tﬂ- Seeril
- Sterd och fr frin bakterizendotoxiner. | Ster, o sis3ll3 bakleerien i for bakterielle endotoksiner. Kontroliér | og it for ba endotoksiner.
ICE'C*UHG'W::E? H;O; Kﬂlﬂlﬂ‘-:;“ﬂ- 2H, 0-:"10'13@10"3- 2(’““;0_3 - i‘:;g iﬂg Kaniroller att pésen int= acker. endotoksiineja. Tarkists, 5 pussi for utmtheder inden brug. M kun Kontroller for lekkasjer. M3 ikke
um chioride 6 Hx0 / Magnezium o, & H0/ Magnezu .BH0 9 g Arwangs endast om 1Gsningen 3T KT | oo ehis. Kyt vain os uss on anvendes, hvs umskenes Karogston [ BrUkes med mncre uemsken e Kar
Glucose | Gk [ Gikoz 22009 1.100g - e‘ng: e parthar nda=) | nirkasta, ek sisaa hikkasia. Vain | set i for partiier. Kun  engangsbrug :f;’:an'gsbmk“ugu?m:;e ol
Lacic ackl [ Tejsav | Kwas miskowy 54009 0Zg oz e ieaseens odelbort keriakyts6n. Havit kaysamats Kassér alubrugt vesske siaks efer mms iddloar st bmk
Sodium chloride  Naium-klond / Soou chiorek: 6450 g| 6.128g Férvaras utom syn- och rickh3ll for | [3Anyt fuos vaittémasti k3ytén jalkeen. | brugen. Opbevares "
Pofaesium crvonges K Ko | Pt ciorek FETT =T e chen s st | B wexetoidnsstanenasn | begge ore i g T *“.T o v g "”..".""f“’
- innehallen i bida kamrama fore : infusjon: bla eler far
SOOI Iyurgen Cartxnate § Natum-hidmgen-karmonat / ool widbrmweoian | ____|30e0g] 25569 anvindning Blandning av tilsatser | sekoita liuokset ennen kiytta. af additiver skal ske far posen fisluttes | bruk. Bland tisetninger far posen
Lkt of fmmmm: \g\mz | pomocnicZyehc Water for INfeCtans, camaon e INfekosonaz vak viz, ska utféras innan pisen ansiuts tl Lisdykset on sekoitettava ennen pussin | det ekstrakorporale kredslab. Der kobles il den ekstrakorporale kretsen.
—— p-:%g den extrakorporeala kretsen. Las fittamist3 kehonulkoiseen kiertoon henvises ti Les pakningsvediagg:
! ‘odtworzeniwzmi 3 -
ufion eazani, 4+8 ::Pdgkzedre\;‘ f:: hallbarnet hos Valmiiksisaatetun liuoksen kestoaika, for den opplosning et e o
P e - N —— landad produ 5 e o R . - : -
Ha o Caay ] h Cetlualy se "lot”. Utgangsdatum: se "=xp” katso p: seloste Brd, ks “lof”. | wasske. Batch nr- se "lof”. Udle “ | Utiopsdato: s mexp®. M3 ikke
Kayt. vim., ks. “exp”. Al s3iyts alle | se"exp”. M3 ikke opbevares ved
mmodl 175 05 140 135 3 2 4 [X] Féruaras & under: +4°C. i : e oppbevares undar: +4°C
: - tempe S MTnr 02-1624
Theorstical cemolarity | Eimelst] czmolaritas | Teoretyema camolamose: 301 mOsmi SE: MT nr 19182 MT nr 17941 WTnr 34572

5000 ml

Marksting authorisation holder fcq;ﬂorma Isn@del, a I Podmio Gambro Lundia AB, Magi - - .
m‘m , Magistratsvagen 18, 226 43 Lund, SVERIGE/ RUOTSI
5000 ml R B embcars i oo Ve Toatord. ik, 224 352, LNTED KINGDOM Product No.: 110189

IEWTHLUPL Baxier Hoiding BV, Kiobaltweg 43, 3542 CE Ulrecht, Metherands |

Product No_: 112565 Holiandia | Holandla

O7-25-00-2838

GAMBRO

725000323




Baxter

UK Prismasol 4
Product code 112565

Prismasol 4 SE/FI/DK/NO language

Product code 110189

Bag peel seal
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Oppna férseglingen

Avaa sinatti

v

Abn forsegling

Apne farsegling
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Code Specific Carton Label

A |PRISMASOL 4

mmnu’l Potassium | Kdllum | Potasu

Solution for 6 vagy hemofiltracios oldat |
Roztwor do hamudla\lzyfhemollllraql
For intravenous use and/or

hemodializishez | Podanie dozylne i (Iub) hemodializa

a ésivagy

4750 ml

Each 1000 ml contains | 1000 ml oldat tartalma | Kazde 1000 ml zawiera:

Before reconstitution | O és elétt | Przed lzmieszaniem A+B

Read the package keafiet before use. | POM
Before use check for leaks. Use only if

solution is ciear and practically free flom particies.
For single use only. Discard any unused solufion
immediately afier use. Not for direct infusion:
mix both compartments before use. Read the
package leaflet for sheff life of the reconsfituted
‘solution. Do not store below: +4°C.

UK: PL00116/0704 IE: PA 2299/052/004

MT: MA 1277/02902

Calcium chloride 2 H,0 | Kalcium-klorid, 2 H,0 | Wapnia chlorek, 2 H,0 0257g

Haszndiat el oivassa el a meliéket

Magnesium chloride 6 Ho0 | Magnézium-klorid, 6 HoO | Magnezu chlorek, 6 HoO 0.102¢g

Glucose | GIOkéz | Glukoza . 1.1009

Lactic acid | Tejsav | Kwas mlekowy 0270¢g

Sodium chloride | Natrium-klorid | Sodu chiorek 64509 6.1289

Potassium chloride | Kalium-klorid | Potasu chlorek 0314g| 02889

Sodium hydrogen carbonate | Natrium-hidrogén-karbonat | Sodu wodorowgglan 3000g| 29369

List of excipients | Segédanyagok felsorolasa | Wykaz substancji pomocniczych: Water for injections, Carbon
dioxide | Injekcidhoz valé viz, szén-dioxid | Woda do wstrzykiwar, dwutlenek wegla

After reconstitution | Osszekeverés utan | Po odiworzeniu/zmieszaniu, A + B

Ca?* Mg2* Na* cr- CH504~ HCO5~ CeHi20

dlat eltt ellenrizze,
hogy nincse Szivargas. Iﬁzamlag akkor
haszndlja fel, ha az oldat fiszta, és gyakoriatilag
nincsenek bene szemmel lathato részecskék
Kizarblag egyszer haszndlaira. A fel nem
hasznalt okdatot az alkalimazas befejezése utan
:azonnal dobja el. Nem adhatd be kozvetleniil
infiziéhan: hasznalat eldtt a ket rekesz
tartalmét dssze kell keverni. Az Gsszedlit
oldat szavatossagaval kapcsolathan olvassa el
a melidkelt betegtijékoztatot Ne tirolja +4°C
alatti hdmérsékleten. Orvosi rendelvényhez
kitdtt gyoayszer (). OGYRT-217B08 2 x
5000 m mbbmtegu policlefin anyaghdl keészalt
kétrekeszes (A és B) zsakba tolive, szeleppel

mmoll  1.75 05 140 1135 3 32 61

Theoretical osmolarity | EIméleti ozmolaritas | Teoretyczna osmolarnes$c: 301 mOsmil

Marketing authorisation holder | A forgalomba hozatali engedély j Itia | Podmiot
pozwolenie na dopuszczenie do obrotu: UK: Baxter Healthcare Ltd, Caxton Way, Thetford, Norfolk, IP24 3SE, UNITED KINGDOM
IE/MT/HU/PL: Baxter Holding B.V., Kobaltweg 43, 3542 CE Utrecht, Nethsﬂands \Hu\lnnﬂn ] Hnl:mﬂn

Batch No |
Gy sz |
Numer serii

Expiry date |
Legarat id5 |
Temin
waznodci

Baxter

Product No.: 112565

Nalezy zapoznat

sie Z rescig

ulotki przed

leku. Przed

ufyciemsprawdzm

szczelnost.

Uzywat jedynie,

gdy roztwor jest przezroczysty i nie zawiera

czastek stalych. Wvlanm\e do jednorazowego

uzytku. Niezuzyty roztwar nalezy natychmiast

wyrzuck. Nie uzywad do Dezposrednich

przetoczer:  przed uZyciem  zmieszac

zawartos¢ obu komdr. Okres przydatnosc
odtworzonego: patrz ulotka wewnatrz

‘opakowania. Nie przechowywac w temperaturze

ponize] +4°C. Produkt leczniczy stosowany

wylgcznie w lecznictwie zamkniglym - Lz

Pozwolenie nr 16148

07-06-00-1530

PRISMASOL 4

mmol/l Kalium
250 ml

Hemolllt“ Cl dtskal H ialyysi-hemofiltr
/hi fittrerir k i Jhemofiltr

Vnr. 04 87 61

4750 ml FOI' intravendst bruk och/eller i /L

L&s bipacksedeln fére anvandning. Steril och fr frén

jaftai
Tili brug ogleller Til intravenes bruk og/eller

oxiner. Konfrollera att pasen inte lacker.

1000 ml innehaller/ 1000 ml siséltéd&/ 1000 ml indeholder/ 1000 ml inneholder

Fore blandning/ Ennen sekoittamista/ Fer blanding/ Fer
blanding A B A+B

Anvands endast om lésningen ar Klar och i stort sett utan
partiklar. Endast for engangsbruk. Eventuell oanvand
losning méste kasseras omedelbart. Ej fér direkt infusion.
Blanda |nneha||e|| i bada kamrarna fére anvéndning.

Calcii chloridum dihydricum 51469 0267 g

Magnesii chloridum hexahydricum 2,033g 0,102g

In for héllbarhet hos blandad produkt
Forvarase under; +4°C. SE: MT nr 19182

Lue pakk loste ennen kayttoa. Sterili, ei sisalla

Glucosum 22009 1,100 g

Acidum lacticum 54009 02709

bakteerien endotoksiineja. Tarkista, etta pussi on ehja.
Kayta vain, jos liuos on kirkasta, eika sisalla hlukkaswa Vain
56n. Havita kayttamatta jagnyt liuos valittomast

Natrii chloridum 6450 g 61289

Kalii chloridum 03149 02989

Natrii hydrogenocarbonas 30909 | 29369

kayton jalkeen. Ei saa infusoida sellaisenaan: sekoita
liuokset ennen kayttda. Valmiiksisaatetun liuoksen
kestoaika, katso pakkausseloste.

Ala sailyta alle: +4°C. MT nr 17941

‘Aqua ad iniectabilia, carbonii dioxidum

Efter blandning/ 1 jalkeen/ Efter blanding/ Etter blanding, A + B

Laes indiagssedlen inden brug. Steril og fri for bakterielle
endotoksiner. Kontrollér for utztheder inden brug. M kun
anvendes, hvis vassken er klar og stort set fri for partikler.

Ca®*  Mg*  Na' CF CyHgOy HCOy K* CgHy20g

mmoll 1,75 05 140 135 3 32 4 61

Kun til ug. Kassér al ubrugt vasske straks efter

brugen. Ikke til direkte infusion: bland begge kamre

|r|den brug. Der henvises til indlegssedlen vedrarende
id for den

Teoretisk osmolaritet/ Teoreettinen esmolarisuus: 301 mOsm/l

Product No.: 110189
SVERIGE/ RUOTSI

Gambro Lundia AB, Magistratsvégen 16, 226 43 Lund,

ske. M ikke

r v
opbeva res ved temperaturer under- 4°C. MTnr 34572
Les pal jsvedlegget far bruk_ Sterilt og fritt for bakterielle
endoloksmer Kontroller for lekkasjer. Ma ikke brukes med
mindre vaesken er klar og praktisk talt fri for partikler. Bare
til engangsbruk. Ubrukt vaeske skal kasseres umiddelbart
etter bruk. Ikke beregnet for direkte infusjon: bland
begge deler for bruk. Les pakningsvedlegget vedrerende
oppbevaringstid for ferdigblandet opplasning. Mé ikke

oppbevares under: +4°C. MTnr 02-1624

07-06-00-0722




