Baxter

1st January 2022

DIRECT HEALTHCARE PROFESSIONAL COMMUNICATION

Hemosol BO 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 French market.

Product Name Active UK Replacemen | Labelling Batch
and MA Number ingredients Product t Languag | Numbers
Code Product e
Code
Lactic acid,
sodium chloride,

Hemosol BO sodium hydrogen Eﬁgﬁh' gigggg?

carbonate, 114229 112084
PLO0116/0702 | calcium chloride and 2112109

. ’ German 21J2110
magnesium
chloride

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:

e 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 Hemosol BO.

e The only difference is the languages of 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 “Hemosol BO”.

o The main ink colour used on the primary labels and cartons are the
same blue as UK Hemosol BO

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 Hemosol BO are followed. Both documents can be found on the Electronic
Medicines Compendium at the following link:
www.medicines.org.uk/emc/product/2136

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 the 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 Hemosol
BO, 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

Baxter Healthcare Ltd

Caxton Way / Thetford / Norfolk /1P24 3SE / Great Britain

T 01842 767000 F 01842 767099

Registered Office: Caxton Way / Thetford / Norfolk / IP24 3SE Registered in England No. 461365


http://www.medicines.org.uk/emc/product/2136
https://yellowcard.mhra.gov.uk/
https://itunes.apple.com/us/app/apple-store/id990237487?pt=117756671&ct=EYC&mt=8
https://play.google.com/store/apps/details?id=uk.org.mhra.yellowcard&referrer=utm_source%3DEYC%26utm_medium%3Dcpc%26anid%3Dadmob
mailto:vigilanceuk@baxter.com
mailto:UK_SHS_QA_Complaints@baxter.com
mailto:medinfo_uki@baxter.com

Baxter

Comparison Table of product labelling - UK vs Imported product

UK Hemosol BO
Product code 114229

Hemosol BO FR/NL/DE language
Product code 112084

Bag Label - Front

[ u

L] ]

=

L]

UK [IE | MT PL sl

Read the package leaflet POM | Malezy zapoznac sig z trescig ulotki przed Pred uporabo preberite priloZeno navodilo!
before use. Sterile and free from zastosowaniem leku. Produkt steryiny nie zawiera | Brez kalija. Sterilno in brez bakterijskih
bacterial endotoxins. endotoksyn bakteryjnych. Sprawdzi¢ szczelnost endotoksinov. Preverite, da ne pusfal Uporabite

Check for leaks. Use only if solution is opakowania. Stosowac jedynie w przypadku gdy 'samo bistro raztopino! Samo za enkratno
clear. For single use only. Any unused roztwor jest p|ze||zy5’ry Do ednorazowego uzytku. |uporabo. Vso neporablieno raztopino je freba
portion must be discarded. Niezuzyta c.zrasr. roztworu nalezy wylzuclc zavreti. Ne uporabljajte hemodializnih

Do not use with a Nie z do kontrolnih zaslonov (monitorjev).

monitor. Not for direct mfugmn Roztwar nie jest przeznaczony do Ni za direktno infundiranje: pred uporabo

mix both compartments before bezposredniego stosowania: przed zmesajte veebino obeh prekatov. Zmesajte
use. Mix additives before connecting zastosowaniem nalezy zmieszac plyn z obu dodatke preden fo weco poveZete na zunajtelesni
this bag to the extracorporeal circuit. komér. Dodatkowe skiadniki zmieszaé przed obtok. Za rok uporabe rekonstituiranega zdravila
Read the leafiet for the shelf life of the podiaczeniem worka do obwodu pozausirojowego. | glejte navodilo za uporabo. Ne shranjujte pri
reconstituted medicine. Do not store Nalezy zapoznaté sig z trescig ulotki w celu tempersmn niZji od +4°C. Zdravlln shranju[te
below +4°C. uzyskania informacji dotyczacej okresu waznosci s in
Keep out of the sight and reach of gotowego do uzycia leku. Nie przechowywat w izdaja zdravila je le na recept, zdrawlo pase

temperaturze ponizej +4°C. Lek przechowywat uporablja samo v javnih zdravstvenih zavodih

migjscu niewidocznym i niedostepnym dla ter pri pravnih in fiziénih osebah, ki opravijajo
dzieci. Lek stosowany wylacznie w Ienzmnlune zdravstveno dejavnost. Ni posebnih zahtev za
zamknigtym — Lz. Bez 3

children.
UK: PL 00116/0702
IE: PA 2299/051/002
MT: MA 1277102801

dotyczacych usuwania. Pozwoleme nr 18580

AT | BE BE | NL FR|BE | LU

Packungsbeilage beachien. Steril und Lees voor het gebruik de bisiuter. Steriel | Lire |a notice avant utiisation. Stérle et exempte
frei von bakteriellen Endotoxinen. Auf en vri| van bacteriéle endotoxinen. d'endotoxines bactériennes. Vérifier lintégrite de
Undichtheit priifen. Mur klare Lésungen Controleer op lekken. Alleen gebruiken lemballage. A utiliser seulement si |a solution est impide.
werwenden. Mur zum einmaligen Gebrauch, | als de oplassing helder is. Uitsluitend Ausage unique. Les quantités de solution non utilisées
Restiésungen entsorgen. Nicht zusammen | V0OT éénmalig gebruik. Niet- doivent &tre jstées. Me pas uiiliser avec un générateur
mit einem Hamodialyselbsnwachungsgerat | @ebruikts oplossing dient te worden dhémadiatyse. Ne pas injecter directement :
Sinsetzen. Meht zur direkten INfusicn: wor weggegcord Nist gebruiken met sen mélanger les deux compartiments avant utiisation.
der Anwendung die beiden itor. Miet voor directe Mélanger |les additifs avant de connecter cette poche au
mischen. Zusitze vor dem Anschiielen |nfu5»e beide compartimenten mengen circuit extracorporel. Tenir hors de lavue et de la poree

; - fusitze woor gebik. Meng tosvosgingen des enfants. Pour connaitre |a durée de consenvation du
dieses Beutels an den extrakorporalen wooraleer de zak wordt verbonden met | médicament reconstitué, consulter |a notice d'utilisation.

Fred 513.""’ Z’.“'m'm" Arzneimittel far K.'"der et extracorporele circuit. Buiten het zicht | Lot - voir "LOT. EXP : voir "EXF". Ne pas conserver en
A - - en bereik van kinderen houden. Lees de | dessous de : +4°C.

der gebrauchsfertigen Losung: siehe bijsluiter voor de houdbaarheid van het | FR: Médicament autorisé n*: 3400938382938

Packungsbeilage. Ch-B.: siehe "LOT". verw. | gereconstituserde geneesmiddel. Lot Médicament soumis 3 prescription médicale.

bis: siehe “EXP". Nicht unter +4°C lagem. zie "LOT". EXP: zie "EXF". Niet bewaren | |iste | - Uniquement sur ordonnance. Respecter les
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HEMOSOL BO

Solution for i i ion | Roztwor do
Potassium free | Nie zawiera potasu | Brez kalija

For intravenous use and/or continuous haemodialysis | Podanie dozylne i (lub) ciagta hemodializa | za intravensko uporabo
in/ali kontinuirano hemodializo

AT50 ml

ji | raztopina za hemodializo/hemofiltracijo

AT: Rezept- und apothekenpfiichtig benaden +4°C. doses prescrites.
AT:Z Nr. 1-2333 BE: Geneesmddel op medisch voorschrift | BE: Médicament soumis & prescription médicale
BE: Verschreibungspfiichtig BE: BE32753 BE: BE327591
BE: BE327591 NL: mmwu“ LU: 2009010011

‘e 1 HEMOSOL BO

4750 ml

HimodialysesHi S 10 ing voor b
Kaliumfrei | Kaliumvrij | Sans potassium
Zur intravendsen A a4 diod

ie | Solution pour hémodialyse/hémofiltration

Each 1000 ml contains | Kazde 1000 ml zawiera | 1000 ml raz(uplne vsebuje:

Before itution | Przed zmi iem | Pred r A B
Calcium chloride, 2 H,O | Wapnia chlorek, 2 H,O | kalcijev klorid dihidrat 5145g
Magnesium chioride, 6 H,O | Magnezu chlorek, 6 H,0 | magnezijev klorid heksahidrat 20339
Lactic acid | Kwas miekowy | mieéna kislina 5,400 g
Sodium chioride | Sodu chlorek | natrijev klorid 6,450 g
‘Sodium hydrogen carbonate | Sodu | natrijev hi 3,090 g
List of | Wykaz ji | Ps Ine smovi:
Water for injections, carbon dioxide | Woda do wstrzykiwan, dwutlenek wegla | voda za injekcije, ogljikov dioksid
After ion | Po | Po ituciji, A+ B
Catr Mg~ Na® cr CHOS HCO,"
mmol/l 175 05 140 09,5 3 32
mEg/l 3,50 1.0 140 09,5 3 32
Theoretical osmolarity | O: 3¢ Y | Te itna osmolarnost: 287 mOsmyl
Marketing authorisation holder | Podmiot iedzialny | Imetnik ljenja za promet z zdravilom:
500 0 m I UK: Baxter Healthcare Ltd, Caxton Way, Thetford, Norfolk, 1P24 3SE, United Kingdom
Product Mo.: 114229 |EMT/PL/SI: Baxter Holding B.V., Kobaltweg 49, 3542 CE Utrecht, Netherlands | Holandia | Nizozemska
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Voor infraveneus gebruik en/of continue | Vioie i etiou
1000 ml Lésung | Elke 1000 ml bevat | Formule pour 1000 ml
Vor dem Mischen | Voor i | Awant A B
Calciumchlorid | Calcit ide | Chiorure de calcium, 2 H,O 51459
Magnesiumchlorid | Magnesiumchioride | Chlorure de magnésium, & H.O 2033g
Milchsaure | Melkzuur | Acide lactique 5400 g
Matriumchlorid | Natriumchioride | Chlorure de sodium 6,450 g
MNatri | Natriumbi i de sodium 3.000g
Sonstige ile | Lijst van | Liste des excipients : Wasser fiir Injektionszwecke, Kohlendicxid
Water voor injecties, ke iowide | Eau pour préparations i bles, dioxyds da carbone
Mach dem Mischen | Na itutie | Aprés itution, A+ B
ca™ Mg Na* cI C,H, 0, HCO,
mimolil 1,75 05 140 100.5 ] 2
mEg/l 3,50 10 140 100.5 ] 2
Theoretische Osmolaritit | Th it osmolariteit | O ité théori : 287 mOsmil
50 0 0 m I ! | i | Titulaire de I'autorisation de mise sur le marché :
Baxter Haiding B.\/, Kobaltweg 40, 3543CE Utrecht, Nisderlands | Nederiand | Pays-Bas
Product No.: 112084 FR: Exploitant : BAXTER SAS. Immeuble Berioz. 4 bis rue de la Redoute 78280 Guyancourt. FRANCE
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Baxter

o7




Baxter

UK Hemosol BO Hemosol BO FR/NL/DE language
Product code 114229 Product code 112084

Bag peel seal

Open seal Otworzyé zgrzew Odprite tesnilo Die Trenn-Naht 6ffnen Ouvrir la soudure pelable Open de lasnaad

D05700042
Rev. 2015-02

Code Specific Carton Label

Packungsbellage beachten. Kalumirel. Aut
A Undichiheit prifen Nor kiare Lasungen
verenden Hor m ormalgen Gobrauch
Oplossing voor entsorgen. Nieht zusammen
X m Read the package leaflet before use. |
Solulmn our hémodialyse/hémofiltration mit einem Hamodialyset berwa chungsgerat
Solution for | Roetwér do ' Potassium free. Check fo leaks, Use aly if st::éumsg\earbq P v | : Sinsetzen. Nicht zur direkten Infusion: vor der
2w UK | For ' use only. Any unuse: W"‘“” muss izcars natuse Anwendung die beiden Komponenten mischen_
raztopina 23 hemadializolhemafiliracijo e |wne oeiton. ot for ¥ bot o 4750 ml VDDr intraveneus gebruik en/of continue hellmdlalysz (|) inue oot o oo oocn Lo dore
For intravenous use andlor continuous haemo s | Podanie dozyine i (lub) ciagta par | Before use. Read the leafiet FﬂrmeshelllfeMmeremnsnmmdrredlune Do m paakung,neuage Nicht unter +4°C lagem.
hemodializa | za intravensko uperabe infali kontinuirane hemedializo ot store below +4°C. ezept- und apothekenpflichtig
AT50 Ml | Potacsiom e | Nie zowiera potesu | Brez kala UK- PL 0011610702 E- PA 229500511002 1000 mi Losung enthalten | Elke 1000 ml bevat | Formule pour 1000 ml Avzhcient
MT: MA 1277/02801 Vor dem Mischen | Voor itutie | Avant ‘erschreibungspfiichtig
Each 1000 ml contains | Kazde 1000 ml zawiera | 1000 ml raztopine vsebuje: BE: BE327591
Calciumchlorid | Calciumchloride | Chlorure de calcium, 2 H,0
Bt oo | o b | o ke al® LW b7 gnesumetionds | Chiorurs e magns e e e o
Calcium chloride. 2 H20 | Wapnia chiorek, 2 H20 | kalcijev kiorid dihidrat 5145 g Milch | Melkuur 1 Acide lac - oplossing heider is. Uitsluitend voor éénmalig
Magnesium chicride, & HpO | Magnezu chioreh, 6 Hz0 | magnaziey Korid Nie zawiers potasu. 5909990 768905 (@] ichsaure | Melkzuur | Acide lactique ebruik. Nict-gebruikte oplassing dient te
hehaanidrat . 20329 :pm-dzwcsme‘m npakmms smsmcm eyt E lorid | Natriumchloride | Chlorure de sodium 8450 9| || morden weagegoo
Lactic acid | Kwas mlekowy | mieéna kisina 54009 PL N\uuma zeL razhwora nalezy wyrauclé. Nie stosowat z aparatem do y 1 ] de sodium 309049 beide comparimenten mengen voor gebruik.
‘Sodium chioriae | 50du chiorek | natrjev Klorid 6450 izy. Roz: i stosowa w Sonstige B | Lijst van | Liste des exci| Wasser far Inj gemcunsn‘lueen‘le geneesmiddel. Niet bewaren
450 g nalezy zmieszat plyn z obu kemér. Nalezy zapozn: Kohlendioxid | Water voor injecties, | Eau pour prep: ¢ . dioxyde de Denaden =
Sodwum hyds | Sodu - |nmeu 3.000g sig z treécig ulotki ww\u uzyskania infarmac], doryezsoe] okresu wazn:sc I bone " iddel op medisch voorschri
Exc\plems | Wykaz substancii | . carbon diaxide Lek siosowany wwmew‘mmme Zamknistym - Lz. Baz specjainych Nach dem Mischen | Na reconstitutie | Aprés reconstitution, A + B BE: BE27591 _ NLERVG 23960-UR
aunsserek wegia | voda za njekcie, ogjkov dioksid. , usiwania Pozwolenic nr 16950 g™ Na- o CHO. Liro Ia nofice avant ullisation. Sans potassium.
3 A utiliser seulement si la solution est limpide.
After reconstitution | Po zmieszaniu | Po rekenstituciji, A + B: mmolil 0.5 140 109.5 3 érifier lintégrité de Femballage. A usage
2+ o+ " . _ Pred uporabe preberite prilozeno navodilo! 5 .
Ca; Mg’ Na C __C3H503" HCO3 Brez kalja. Sterino m brez bakteryskih endotoksinov. mEq/l 140 109,5 3 it ELF;g:g;ﬂeied:E:Lﬂl‘lgrﬂ::etﬁws
mmolil 175 05 140 1035 3 32 Freverite. da ne putéa! Uporabite samo bistro raztopino! Same za enkraino T - T fteit | O e 287 mOsmil gcnamwmemmm e Ne pas mecter
UpOrao. VS5 neporabijens faztoping e tress Zaured. Ne Uporabafe hemodaizni - que :
mEg1 3,50 1.0 140 1095 3 3z kontrolnih zaslonew {monitorjev). Hi za direkin infundiranje: pred uporabo zmeiajte g 2 g | Titulaire de I’ G ise sur le avant ubaation. Pous conmaie Ia Gurge G
- 51 | vsetino obeh prekatou. Za rok uporabe rekonsiituiranega dravila gleite navodilo 23 - o Baxtor Holding B v. . 5, 3549CF Utrecht Niederands | Nederiand | Pays.Bas conservation du médicament reconstitué,
Theorseal asmolrky | Osmolamos ieorcyeana | Taresn ssmolrnost 67 msm o, e shrane. B empasou A o H4°C. 28kl sanile redseglfve g g & mareche s Saxter Holdng § s Kobaltueg 49, B642CE Utrech Niederlande | Nes Gwangw,{ Bas ST S nates atincaion e as ssnerer
otrokom! T 0 & €n dessous de : +4°1
) » g ~ predpiscvanie in zdaja zdcavila e l na recept, zdravio pa se uporablia samo - 8- FR: Médicament sournis & prescription médicaie.
U Baite Hesthcars Lt Gaxton Way, Therors, Norl, 1°24 35E. UNITED KINGDOM Z-prece in e na recest. dravio s e uporat g "3 Product No.: 112084 o et S
amvm Baxter Howing B.V.. Kobaitweg 40, 3542 CE Utrecht, Netherlands | Holandia | Nzozemska v jawnh zdravstvenih zavodin ter pri pravnih in fizicnih osebah, ki opravijaio " 32 roduct No.: e cale
zdravstveno dejavnost. Ni pesebnih zahtev 2a odstranjevanje. - 23 ‘Cu m‘;gmmﬂ
Sesmniiont 88D88D8S 2 _gis3k verwenabar b |
St s 12/2020 2275 §3_ ExP - 07-08-00- 1481
iy date o s§izEr cns
Temin watnote 854513802 E’ 82385 o
e & o [ RESPEGTER LES DOSES PRESCRITES |
(01)50085412625535(17)201200(10)88D58DS8 Product No.: 114229 (C) RESPECTER LES DOSES PRESCRITES
Baxter Tiste I~ Uniquement sur ordonnance
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