Baxter

Date: March 2021
DIRECT HEALTHCARE PROFESSIONAL COMMUNICATION

Finomel Emulsion for Infusion (1435ml - 1101320)
Interim Supply of Belgian Stock to Mitigate Supply Disruption
(42% glucose solution, a 10% amino acid solution with electrolytes, and a 20% lipid emulsion)

Dear Healthcare Professional,

Summary: Baxter Healthcare Ltd is currently experiencing supply disruption with Finomel Emulsion for
Infusion, in the UK.

To ensure continuity in supply during the current Covid-19 situation, Baxter has obtained approval from
the MHRA to supply Belgian product NQM20001; 4 x 1435ml.

Please note the following:

e This product is considered licensed in the UK (PL00116/0661).

e The product from Belgium has the same formulation as the UK product

e The product from Belgium is manufactured according to the same manufacturing process and
quality controls as the UK product.

e There are minor differences between the Belgian and UK product information. Please ensure the
UK Summary of Product Characteristics (SPC) and Patient Information Leaflet (PIL) are followed.

* Please refer to the UK approved SPC and PIL supplied with the United Kingdom packs. Discard
the Belgium leaflet in the pack.

o For additional copies of the leaflet, please contact the company contact point (see below).

* The MHRA has approved this product under a batch specific variation to the marketing
authorisation.

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

Images of imported product if labelling differs from standard UK product:
(Note that the labelling is the same; the only differences are the name of the product and the language)

Baxter Healthcare Ltd

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

T 01842 767000 F 01842 767099

Registered Office: Caxton Way / Thetford / Norfolk /1P24 3SE Registered in England No. 461365



GENTHAL Visie intraveineuss centrale /A usage unigue | Line |a salice svent
4 uliisation { Tonir hars cie ba vwe of de b poriée des enfants
1 567 1 276 1 2 U Lalser uniguement 5i bes sdlitons cacides aminds of o ghucose sont
1 | mpides. si Pesulsion Fpicique ¢ je midange Traf awés recorstituion
Total celories Non-protzin calories Mitrogen sant hemogines et ot un aspect aiteux at i b peche ost inface /e
el el g pasadeinislier sane avoir rempu s saudares el sans sveir mifeegé|e
= canterw des § comparimets / Les ajsuts dohent 5¢ faire de maniére
= - . asepque / Ne pas cangeler | Conserver dans be surerisollage / Ut ser
O s 5 cenfient / beval ! enthik immédiatement npris recanstitutian
2.0= -3-a
E ‘W 2 :‘:;n:l:lﬂ:h lnm!:maga cids :gﬁ 9 Veur cenlraalinvensus gesnak / Usbuitend woer ey gebui |
D_-E = 9 Lees vear het gebruk de bilshiter / Sulien het zcht an barek van
c g == Refined soya-bean ol 16,380 Kintees housen
SC- T N L .
m 3553 Medium-chain triglycerides 13650 I e p— qen
a =] = hellder zin, ce pidenesukie en el eindmengse na reconstiutie
E s homngeen in met een melkachig uberbjc en de 72k onbeschasid is
=] -
% E = g 1509 Typsine 020 / Teadienen nadat de lssnaden geapend 2ijn en d2 inhoud van de 3
=53 Argising 838g valine azig compartimermen gemeagd is/ Supplemenien moeten ender aseptische
EEE Chyzne 751§ Sodum acetate, i) f
& © W Hisikdine Py £100 in de builenzai | Deveiddeli gebruikess v reconsiiulie
Isaloucing 4379 Pomssumctioide 3279 Zur restralvenasen Biusion | Nus rum einmaligen Gebrauch |
Leing 5379 Magresum sulfale Pacsungsoelage seacnien / Arznaimittel fur Knger unzuginghcn
1 435 I Lysre 47%g heptahydrate 1609 auftewahren
m s Lysine byckochlride) (5,28 ) Cakium chibride dhydrale 0,58y e — . —
Melhionre 2009 Sotums ghesroshosghate . verwesden, wesn e Aminesiuress und Glucaselasung Hlar un
die Lipizamulsien wnd die gekrachsforge Missung hemegan und
2% Ghusose solutian Phenylsleive 408G mydrated 432y ki #nd, e wenn des Beills itk st/ Diss Arenemitied rur
10% Amino acid solution with Frebne A28y A sl gy 0017 varabrmcran, wern cie Tranv=Hiaftn zwsshin den 3 Kammen gedine:
Sectromytes Serre 3655 Glucose 189 sing und der bl der 3 Kammeen sargidlsg gemischl wurde | Zusiie
20% Lipid emulsion Thragning 3069 (a3 Glucoss menohyrate) mussen Lter astgtschen Bedirgungen Tinzugefugt werden NIt
cormespendsnt 3/ overeenkement Iryafophan 139 2o00g) winlriesen /| det Umvespaciung sulbewahiven / Salor nach des
et / antsprechend Mischen versareizhe
Lipids &g
Amin Acits T3g
Mitrogen 120§ Electrolytes : _
ucose 182y [
%‘;’!& 7w Sodlum si3mma Ine 0,06 mmel g
cileries 1567
Normgiuiin cofuies 1278 ik fataszum el Sutie Hotiiiod Emulsion pour perfusion. H
Morepretein caloresinitregen rate Magnesium T3mmol  Chioride 80,1 mmel Emulsiol DDEJ Fpe i3I0 g
X et 108 kel Calcum 3,7 mmol  Acetate 105 mmal lc:fm..llsw: VOO |I fusie 0
Gilucose caberies 755 Ph 1 mulsion zur Infusion
Lipid calories 51 el . b mmd
los caeees dox phospialces el bt las pseaphiies apparids parl ki Beidigue | belusiel fesfast it
mur mpdes bda# i e bl debeizeni=ubon  ErachBellch oes Prooph ats aus o Lpdanibeen
igen voer iyt | Ersc s eer Kafane
aut Prearholipide aus Ber cur rjektion
T S — H BO Osmofarity 1440 mosmAl
BE: Baxtor SA
B=T860 Lessines Eqgg phaspholpis %or injecton, Elycerel,
ML: Baxter BV o BE: BE539493
Sedhm oleate, Alac-o-copnirol
Kobafhweg 48, 5547 CF Uirect, Neserland .
B Py Sodhum hydrorid, Glaciol acatic acid Fa¥ LG 121854
i .;.‘?fn,‘,’m‘-.:‘:,i'!? Hyrirectleric acid, Water for injections. ‘_’{A
Gareesm dod oo redah 1
vaerscrit | OTHER TPN2-11011314-001
Venchveitusgsslichiip
L UR [ e
Fort d'admisiszraton / Fort d'injectian /
Aanpeispoart Biispuipoort /
Inusianaanschluss Tuapritzanschhuss

/ \
Baxter cortiontbovat/ ok Baxter azn on ey s &
1101314 Fish ol rich in omega-3-acids 10829 1101314 10% Amino acid solution [7od e, sk | e

Refined ofive oil 13659 with electrlytes i |
4 % 1435 ml Refined soya=bean oil 16389 4 %1435 ml
Mediumechain triglycerides 136859
—-H 15099 Toreonine 2069
8385 Tysloban 1y
T3p Tyusne EH
3509 Ve 4239 2
‘S0085¢12682875 4379 Sockum acetate. tinydrate 4109
52y P

g Potsssum crbride 3779
4235 Magnesium subate hegtanyrate 1309
0549

BE: Medcament Lysie
(s ysine ycosthoice)  Cakam chlorde dinrae

L00-4061-452 15

OMEGOMEL
OMEGOMEL

souns 3 pescron oF Baxtersh
- et e TN B s
Gy JCarreN T e A I g
wdech vorent Prane 4585 Cheote i1a Kotsg 19,
Uerscahngaprienig v H
Serine. 3850 (28 Glucase menohydrate) {2000 ¢ 3562 CE Utreent o
ML UR Mederhna [ earemitel fr Krder urugieghit 1.fbewshven

Call for reporting

Healthcare professionals are asked to report any suspected adverse reactions to the Yellow Card Scheme
electronically. Report via the website https://www.gov.uk/yellowcard, 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 effect 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, treatment dates, and product brand name.

Company contact point
If you have any clinical questions about the information contained in this letter, or the use of Finomel
Emulsion for Infusion, please contact Baxter Medical Information on 01635 206345 or email

Baxter Healthcare Ltd

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

T 01842 767000 F 01842 767099
Registered Office: Caxton Way / Thetford / Norfolk /1P24 3SE Registered in England No. 461365


https://www.gov.uk/yellowcard
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

medinfo uki@baxter.com.

Kind Regards

Paul East
Clinical Nutrition Business Unit Manger
Baxter Healthcare Ltd
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