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Prismacomfort™

The Prismacomfort is a blood warmer specially designed for the
Prismailex System.

The Prismacomfort is used to wann the return blood flow in order
to replace heat loss to the atmosphere and effluent flow during a
Prismaflex treatment.
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The Barkey Prismacomiort blood warmer is designed for use with &ll
models of Prismaflex System and the appropriate Frismaflex Sat for
the therapy in use and may be used with any of the Prismaflex Systern
therapy choices, when heat loss may cause undesirable cooling of
tha patiant.

Eifective
~ Directly heating retuming bloodstream increasss sfficacy
— Nao need of additicnal extension line with [blood} priming volume
— Detects connected devices automatically
Flexible 4 14
~Reist heating EMDeraTE HOM 837G 10 A3°0.N 0,576 jncrerments
- Swiich between different languages
- Change sleevas for different applications (e.g. tubing diameters)

Safe

- Multipfe heat sensors prevent over temperature in the blood circuil
— Clear user guidance by intuitive interface

- Integrated seff-test
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can put pressure on
ICU resources

Prismaflex is a single device that provides
individualised and effective therapies for patients,
which could help simplify the complexities faced by
the ICU and ease lhe burden on [CU resources,

How can the Prismaflex system simplify individualised
CRRT prescriptions?

* Intuitive step- b}’ step instructions 4'312

Prismaflexis an easy-to-learn system o__ff:e‘fring confidence in prescribing

and injtiating therapy suited to your patients’ needs.
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'optimtsmg traat _'w'enf Whlte

reduicing the humber -,
.of mah ual mtervennons requ:red

'..-'Pre connected sets ta avozd
contammatmn

Colour-coded lines and barcode
reader* give confidence and
reassurance in accurate therapy
delivery, which may reduce the risk
of human error

Automatic adjustment of flow
rates to help ensure the delivery
of the prescribed anticeagulation
dose [in RCA)

History screen that provides
cornprehensive overview of key,
treatment parameters and helps
to monitor the' prescrlphon

Fluid detection system to alert
lo leakage

Automated pressure monitoring
and calibration with real-tima
‘tracking

Patented air removal chamber
designed to eliminate the need
for manuat air removal

Accurate fluid management
through a scale-baséd system
and intelligent algorithms

Battery back-up helps to ensure
treatment continuity

Altornatic adjustment of flow
rates in case of fluid disbatance
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allyloaded pnmed and recbgwtsed by the tachine #ybyah the barcede reader.
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care therapies without th
and training efficiencies

. Lw.r conc,entr*ted mtrale Pplarament _
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FLEX]TRATE .

Fuily, mtagraled citrate and caldium’ o
rhanagernent ¢ ghables delivery af regional --
cnlrate anh\.QE}UlaLICn fer all G _PT mmitha ;

Prot‘.ccls for C\M—I_a\;_ CWHDF vgl(h
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The Prismaftex system powers a wide ra nag'e-aof' ext;acd'rp?;real
hlood puriﬁ'cat?an fhe_rapi,_es for multi-organ support on one. device.
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- _mltupcn years of
tgve nneds of the IC%}

RESEARCH

» Research and development - |‘ndapead’éﬁt l'abBrafaﬁ
and clinical research to advance Baxter ICU nroducls
and therapies .

. SHARESOURCE CONNEL

» Simplified Connectivity to Patient Data Management System automates bedsida
data caplure throughout therapy delivery and provides clinic-specific insights S
across ali Prismafiex devices in the ICU e

« Acute Therapy Analysis and Reperting helps to identify trends in treatment -~ ~ .

delivery and improve therapy administration by disptaying clinical questions

retated to filter life, risk factors for clotting, and treatment efficlency <.
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ANTIGOAGULATION

GAMCATH HIGH ELOW ™ 5™ i I g
. CATHETERS N - .

For safe and proper use of these
devices, refer to the appropriate
{nstruciions for Use, Operators
Manual or Uger's Giside

Prismaflex "j__s a ven%séti{'e. tfﬁs:"teci machi_ﬁ_é with acom pi‘eheﬁ‘sﬁi"e pirt duét m;ferihg.
Baxter offers'training, supportand expertise to help deliver optimiséd-outcomes
forthe ICU. *
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| » New Syringe Holder
|- Therapeutlc Plasma Exchange

Automated Citrate Anticoagulation :
Oxiris / Septex e
» Low Body Weight Patients - HF 20 :
= Haemoperfusion: Prismaflex Adsorba kits
Saline Recirculation

i

Flexitrate: Integrated Calcium Management
far RCA :
X-MARS )5
Controlled Blood Recirculation :
New Power Supply wzth Battery Backup

of continually | lmprovmg
device functionality and
regular software
upgrades

* New Syringe Carrier ;
* Improved Usability
» Improved Alarm and Pressure Management [ “-
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* Improved Graphical User Interface - ' -
» Launch of Education Portal R
- Improved cennectivity to PDMS

o n P d = el
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. Compliance to [EC 60601 3rd edition )
;| » PrismalLung}
= New Stand, Including Fluid Leak Detection .
* USB Functionality
= Sharescurce Connect Software
— <

Your feedback will help shape the future,

| We listen te aur customers to centinually evelve
the offering in extracarporeal therapies based on
your heeds
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Baxter

§
Prismaflex sets with the AN 69 membrane for CRRT
Prismaflex M60, M100, M180 sets
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Making possible personal,



Prismaflex M60 set/ M100 set / M130 set

VRIS HIT) BUROT5

The Prismaflex set is ndicaed or uge oaly with the Pris!ma'llex Conitrol Siving coelliclent - - R
Urit in providing condinuaus fuid managemen: and rena! replacement . . =
izraptes. Me system in inlended for patients who have acuis rengl OEE-Q T; ‘0;-';2";:‘:" gc% ol T 420 r?n(hr;m
fature, fluid overioad, ot beth. This sel is intendad for use in the EJ A fv P, = 1, ui = 005
torowing veng-vanous therapies: SCUR CYVH. CYVHD, CVVHCF, h d’fjg:é:ﬂ-__’_‘{; 5; ’ ;u-t:urn . t::j :;‘1 i lnute = 0 90,
General Data CVWH performiances ~
Prismztox P fismatlex Prismatlex "I vitro™ uinrefittration with bived (in post-ditution]
1166 st H100 e Mi5) s {values £ 15%] (Contnuaus vencvanous hiemotifialion)
Weight 780y 0 5603 (Bovine b'ood gt 37°C, Hematoorit 3255 Pe* " €0 o).
Ovarall demesisions xPubom | Ax2xGim P 2MeR2x8om HA
in o DT w wAE e e VERS i 4
Binod volums 1 52 2 10 % Bm 152 150 mi :"; ]
bhnmat patieni ez g H! kg 30k e hg ;::g -
‘Materialg B - _ Tt
AM B3 HF holiow tiber t\crylonunie ani sow.hu*w meihc.llyl su-fona'e T “:3 :
Copoiymer £
Fiter hguaing end headers: Polycarkonzla .E —_l
Fitier poling compound: Polyurethane Z L2405 - Ibmifmn &
Tubina malerial: Plasticized polyviny! ¢hicride (PYC) " et L‘ IM','"
Carlridgs. FETG ? Emlinn
Stenkizetion mede. E1O {eihyiane omde}
rr.te[ operallng 3 alion L 1
: s RN
Maximum TMP* (mmHa‘kPan 450/60
Maximum blood pressure (mmHgkPa) 500/65.6 CVVHD clearances T T
Range of bioud tow rate- Ciaarances yarsus it diaiveate i 1afe
;::222:: ::1‘1’3(?:'&'5?; Ega":’l!:":n {Continuous vencvenous hemodialysis) (Sziina, 1 = 37+C)
" Prismaflex 1150 set 1G0-250 miimin ) Eﬁm?:‘][ex:::‘i:a E'r’mafglx!*‘[il}ﬁ :‘ris:na.;f:;xr:ﬂi%sd
- - - = |6 mldmir Yz 1HIm ** 2 2D mld
Fiter oata ) - - gt =bmths | Gt =0ntim g, =Gt
Noming! physical characterisics a 1 las s s lastalalilas]adce
1 Eficcive surface zroa - i vle|w |vle|shw|rle|e|m
Prismafles M0 set 6 ¥ 4,13.2
Prismaflex MIGG set: 0.9 m? 4. 3.3 Uses {210 LA - 5 Wl |e]sle]a &)
Prismafles M15¢ satr 1.5 m?®
Yitgrn B t=20% 14 ol [ e T BT IO O AR P I o
Fiber internal diemeier (261 240 pm i ! 3 i Tl =
Finer wak tickness 50 pm Tenin (+20%) IV B || 5| B DY |58
. e - " - " “Tranamambransg prasisure
4n Vitro Performances Access blood fow rate.
" e : S e T Protein concentration,
Blcoc pnmmg \.o!ume hiter&10% .. - . smer|pprafiuration flow Gt e“l
Prismallax M50 sut: 42 mt #The virsfiration fiow rate s the “paban! Muid removal flow rais +
Prismatiex L1109 sut. 66 it enlacamant thow rala + pre- b.ood—wn w2 Hlow rate”.
i Prismallex 150 sed: 125 mi
%, | Biood pressure drop tin pést diwon mode) . . Ordeting Iniormation
' {Bovine blood, Hematoedt 27% Per =80 g4 T = 37°C) K S F O pritetox g
Friamafiex | Prismaflex | Prismafiex
. - Prismafiax i oot 6 |
E5 g A1 se tA350 ¢ 3
5 - e 0 st Prisrazitax b€ 503 {471 113355 §
7« M- 0,77 = 1k Stonry | 2mey Prismallex B100 52t el
- Lrayde H
: w i i G, =7 5 kg - 4
: [3 Al T ; i o Prismafiex 41080 st £ T A :
PRI s 51 maaky i
:{f i ﬁ; ;‘ Prismnfiox 153 522 W | ‘_
RIS i Prismallex 1% 5 00 115307
T i 5-tion it 008 i SR | A0iSPAIa)
; o N2 | SEEED
N Befiter by elilpasy 10760 P4 kif}
"i- - o a - L
Vet wew baxter.com AQENTIUNITHINTINBNITUSEMATI DGV TBLUNS
" Baxler Reehpare/Samire Lencia A8, Wapelraizvigen 19 3E-20010 Lure, SWILER - q
146 2 16 50 0 .00 UIEsungsunTe
1 #
' :“l'— romby e BRSO £ 1eafoe s aE TS Ay = At haent b e 1P Tty e ‘ L
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The Frismaflex TPE1004/TPE200Y set is indicated for use oaly with the Prismatiex condrat oni orwith the PrisMax control unit lin countries where
PrisMax ¢ cl2ared or registeted]. Both sels ere intended for use in therapeutic plasmaz excliange, 165 in dizeaszs wherz removal of plasma components
Is indicales.

i
i
| TPE 1000 / TPE 2000 set
|
|

The plasmalilier is pre-connectsd 1o a bload sezess Une [red-stviped), a bload refum line [Slue-siriped], and an efffueri cullet hinz fyellow-¢iripzd], The
other pre-cornetied liries of the setinclude a post-filter replacement solution ling Tpurple-siriredl. 2 pre-blood pump line lwhite-stripes! and a syringe .
Fumg line for extrzcorpereal anticoagulation.

ki éi-” T T
o+ {Performances

|
| ) 5 _
| TPE 1000 Set TFE. 2000 Set Sieving coefficient
| T .
| Weight 5111} 7749 iin viva dala, 1% trealments]
smiin = 0.97, 195 - 1, Auolipeprotein B = 0.85, Igh = 0.
‘ Blocd volume in set 215 % 723 127 Albumin = 0.97, 195 - 1, Apolipcpratein 0.55, IgM = 0.%2
E Btesd volume in plasmatilter 22 ml 0% £1 ml, 210% Flasma filtration with blood
. ] . - In vitre data, velues £20%
Manimal pattent weight Skg adlt |Boving bioed 5t 379C, Het* 32%, Preteln concenleation 40 gfii
Materials Plasma filtrztion is conlrolied by Prismallex snd Priskax oystems.

Ftasmafillzr hellew fiber: Polypropylenc

Plasma Filtration Rate [QF) capability and

Filler heusing and headers: Polycarbenzle e
transmembrane pressure [TMP) with increased

Tuking materisl: Piasticized polyvinyl chloride [PYLE

fleod flow rate [Gb).
Cartridge: PETG Adeguale plasma fillration rate can be achieved wilh small increases
Sterilization mede: ELO [ethylene cxido) in THP.
Filter operating specifications TPE 1000 set
0 . .
Maxitnum blead flow rale: z o
TPE 1000 set: T80 mi/min £ w a.;wmu::in o
TRE 2000 set: 400 mlfmin < 4 max ey mlimm
o ] . - e ,= 109 miswin
Minirum blcod How rale: 5w £, max w22 mimin
TFE 1009 ££1: 50 mifmin ] /——7 .
= o . 0, = B lPmin
u LI @ maz = 16mifmin
Filter data § - /_-
T [
Hominal ghycical charatleristics u o w4 @ m m m w w wm
Effective surface area: Tk (mmHg)
TFE it00 sel: 5,10 m? - .
TPEZN0eet: 0.35m”> 413,85
Fiber internal diameter lwall: 330 ym TPE 2000 set
Fiber wall thicknese: : 150 pra g [N I R S G0 mlmin
e @ mas e 147 mifrhin
12
0, = 300 mi/ryin

T moz = 1M rbfmin

G o 200 nlfmin

Ptasnig hitraiwn reta imbfminl
z

|
|
]
|
|
|
|
!
i - TRE 2600 set: 100 ml/min
|
|

e i o al- G mexe T¥ mifmin
Code No. Ne. unitsfbax
z2f, - 6, o 100 mlfmin

TPE 1000 Set 107143 ‘ » & ma s &3 ml/min

TPE 1000 St CKT 115314 .

TPE 2000 St 107144 . v " P e et o e

TPE 2000 Set CKT 115316 ? menlly

* Hematacqik
| AT INNS RSy
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| : ) [M/ﬁ' Yismnsadiimseting
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5 4 meunswnn
E . s . b.ﬂwl'i‘.la,“““" seepinadne
_ Hat sll areducts anc therapies are rvailabia i afl cousivias, btk it Ll L L T f’ﬁﬁm'ﬁ
, - For safe and smaper urz £ ihe Jevites mentionad hersin, -
cleape rier 1o e inptiyctiont for Use, m-ﬁ“l' a........ LT T T T v W
| werw.baxier.com serttissnniiennven s TN
i Earter Hedlthoere/Gamdbro Luadis AR, Hegittratevioen 16, 56-22 16 Lund, SWEDEN
| trade S8 15 BOG0
Baerer, Prismatler and Pristay are trademvarks of Baxtes Intethationad Inc. or it subs.diries. : GLBL/MGIZ119-6303 April 2017
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Baxter Healtheare {Thailand) Co., Ltd

11" Floar, Thanapoom Tower 1550 New Petchburi Road, Makasan, Rajthevi, Bangkok 10400, Thafland

Tel: 0.2667.0505 Fax 0.2652,7770
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Baxter

aguAuA . TeanBariudn dunudnnhe
tnfusien System Vented Paclitaxel Sot (MT) Buretrol Set WiBlug Siide Clamp U §aFa vinfun vl
' IV Solubion Administration Set Molumatric Sump Set Wiluer Lock 1ol 2 pmsAnSE e d $u B - 9
Blood O Blood Campooents Sal ,EVO 1G Infugion Pump YR LERABEARY
EVO I} HUB~S Pump, EVO 1Q LVP TLD IFIPOSNRU NS
EVO IQ Caner Optional Pump Handle Tnr.02-656-9800 Insans, 02-656-9701

IV Stand EVO 1Q HUE Ducking (4 Pump)

5% Dextroze InfUsp  SOMY, 5% Dexdrose 1 0.45% NACL 1000ml
IV Sohdion 5% Daxtrose In 0.3% NACL 1000m1,0.9% Sodium Chiaride 100M?
0.9% Sotlum Civoride $000MI , Loctsted Ringer's In], USP 4000ml

Phamaey Crug Balivary EXACTAMD, EVA BAG 2S0ME, SOUML, 1000ML, 2000ML
Rep Pump, Repeater Pump Tube S=t Venled

Nutritian Clnolelc 20% 250 mi

Camevit Thailand 10 vial *
CRCEnomel N4-550E 1500 ml, 2600 ml
Cliclinomel N7-10002 1000 mi, 1600 ml, 2000 mi
Ofimef N12E 650 ml, 1000 ml, 1500 mi

Anesthesla Aerrana 250 mil , Suprang 240 ml, Sevollurane 250 mL

Hernodynamic Manitoring Staring Menltor,Slarfing Monitor with Sp02,51arling SpO2 Module
Starlng Slmutator, Slarling sensars

Stailing Patient Cable ,Staring Power Cable

Starling Roll Sland Passive Leg Raisa Lift,$laring Pole Maum
Large Adult MIBP Cuff 31,Standard Adull $BP Culf 23

NIBP Hose Staring Battar Pack,Starling RRT Bag

Oncology Endoxan tab 50 mg, Endoxan In] 200 mg, Endoxan Inj. 1g
Holaxan inj_ 1 g, 500 mg.

Mitgxantrone 10 mg., 20 mg.

Lromitexan 400 mg.M ml.

Navelbine 10MG 1ML {FL TR, Navalbine 50MG SML 1FL TH

Advance Surgery jHemeslatic-Cossal Surgical Sealam 2 ml.4 mb

Tisseel Fibtin Sealan wilh Synthetic Aprofinin 2 ml, 4 ml
Floses VEHD 5mi NOLFREE, Flossal VSHD 10 i NDLFREE
Coseal Spray Set

Duplotip Snap Lock 206 x 10CM

HEMOPATCH BICARS 2.2 7CM, 4.524.5CM, 4 5x3CM.
Duplocatch 180 Cmidt! Sler

Floseal Malleagle Tig Kit 14cm (Floseal Special Applicator Tips)
Flosea] Fasl Prep 5ml, Floseal Fes! Prep 10mi
TISSEEL,VHSD FROZEN PRIMA 2ML
TISSEELVHSD,FROZEN, PRIMA 4ML

EASYSPRAY 2BAR CE OPTIMIZED DESIGN

Renal HD |Revacisar 300, Revaclzar 400

Palyfiux $40H, Polyflux 170H, Polyfux 210H

Polyfiux 140, Polyflux 471, Polyliux 210

|AK. B8, 230V, BIO
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Renal FD

Tharanova 400, Theranova 500

APD Highdase Low Calciem 1.5% , 2.5% , 4.25% 5000 ML.

APD Highdose Normal Calgivrn 1.5% , 2.5% , 4.25% 5000 ML,
CAPD FD4 (Low Calcium} 1.5 % , 2.5%, 4.25% Yirehag 2000 ML.

CARD FD2 (Morma! Calcium) 1.5 % . 2.5%, 4.25% Twinbag 2000 ML.

CAFDY PD4 {Low Calciumn) 1.5 % . 2.5%, 4.25% Twinbag 2000 ML.
Exraneal Ulrabzg f Homechoita [icodextrin 7 5%)

Minicap (Exiend e Pd Trasfer Se0

Qut Port Clamp B15C4527

Tilanfum Adaptar For Fetilonegal Dialysis

Homecheice Claria APD Cycler

i 2a%a whdhy i
teA 2 e AR TEAof 54 8- 9
DtuAYHEN rieng Y
VARG EINTY

trir.02-656-2800 Twsans, 02-656-9701

Renal Acule

Prismafiex Oxirls_Haparinl,& af.4._112018
EfMuent Bag SL [CRRT Prismaflex)_115959
FRISMAFLEX M100 SET

PRISMAFLEX M150 SET

PRISMAFLEX MBO SET

PRISMAFLEX HF20 SET

PRISMAFLEX TPE2000 SET
PRISMACOMFORT 220V

Prismallex 80 ROW

PRISMAFLEX 8.1

PRISMASOL B0

Prismaciiraie 180 Non-FVC

Prismbca! B22

Prismaliex Oxits Sel

Prismallex Disposable

MARS TREATMENT KIT TYPE 1116i1 - X-MARS
Prishtax

fangad ECCOZR (Ca2 removal}
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TGk MEDICAL PROTANTYS AUENCY

@ LAKEMEDELSVERKET

dwnces are freely mdrketcd

*M imufgéltlrcr as per definition |

This certificate is va : _unt_lllp\_‘lay 26, 2024

2019-10-28  Dnr: 5.8.2-2018-081411 1{2)

Gambro Lundia AB

Box 10101, ’
Magistratsvigen 16

SE-220 10 Lund

Sweden

fincil Directives 90:385/EEC of 9342/EEC ar 98/79EC

Ann Skdrd f
ior Admlnlsiratlvé%ggc

tat adckess B0 Box 20, 86751 03 Uppsals, BWEQLN
! sting sderass Dag Hammarsieotie vy 42, Unpsals
16!@!0" Phoﬂe AR 1S 17 45 00 Fax: +25 17 54 25 58
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The Ministey for Foreign Aftairs in Stockholm,
hereby certifies that

Ms. Ann Skird

Medical Products Agency

has issued and signed the foregoing
attestation in her official capacity.
Stockholm ¥ December 2019

Nr. 22408 Fee Paid 180 SEK
Lis\rére};ﬁll// \ -
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SWEDIEM MEDISAL FAOGILTS AGEHOY

gf LAKEMEDELSVERKET
j 2019-10-28 Dnr: 5.8.2-2019-081411 2(2)

Prismaflex
Prismafilex 114489
Prismaflex 114870
Prismaflex 115269
Prismaflex o |.115270
Prismaflex L[ 115271
Prismaflex R 0955052
Prsmaflex 955m3,
Piomafles 9555 L
Prismaflex  ~ " <7 . 1955633
T RN 1955662 =
< 955685
-*| 955792

Prismafléx -
Prismaflex«, . 1+
Prismaflex .
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Baxter

To whotn it may concern Gambro Lundia AB
Box 10101
Lund, November 28, 2019 Magistratsviigen 16
SE-220 10 Lund
Sweden
Declaration

We, Gambro Lundia AB, hereby confirm that Gambro Lundia AB, with postal address
Box 10101, SE-220 10 Lund, Sweden is the legal manufacturer of the product listed '
below and on Free Sales Certificate Dur: 5.8.2-2019-081411, issued on October 28,
2019 by the Swedish Medical Products Agency. Physical manufacturer is:

Gambro Dasco S.p.A
Medolla Facillity

Via Modenese 66 .
Medolla (MO)

41036

[taly

Moreover, the difference between the product code is listed and clarified below.

Product name | Device identifier / Part no. Description
Prismatlex 114870 Prismatlex SW 7.XX Row
Prismafiex 955052 Prismaflex SW 8. XX Row

Yours Sincerely,

N\/LUM/\ 200427

M‘:rlp"l(lmg Date @j u*-m'mm'iwmi T5USEMATIRDLET wmsatng
Finance Manager G AMBRO
Gambro Lundia AB : _ﬂ;ﬂﬁm. % crssrsarsrarasnserene UTETIUNTINANS
Gambro Lundia AB is now part of Baxter International fnc AT rensel e U

. adﬁa s nITuNTd

I the undersigned, Gabriel Rudbeck, Notary Public
of the City of Stockholm, Sweden, certify that

#aria Synnive Kling--'
hasthave issued and signed the foregoing document.

Fec Stockholm
Crowns Ex officio: 20 120

I’b



