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ID je u pacientu se srdecnim selhanim problém
ID u srdecniho selhani je resitelny problém

Jak na to



ID je u pacientu se srdecnim selhanim problém
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Vztah mezi deficitem zeleza a anémii

According to the World Heatth Organization criteria, anaema is

Total population defined s a haemoglobin concentration <12 gldL in women and

<13 gldL in men. In patients with HF, iron deficiency is defined as
either a serum ferritin concentration <100 ng/mL or 100299 ng/
L with tranferrin saturation (TSAT) <20%

Iron deficiency

Iron
deficiency
anaemia

Anaemia

McDonagh TA, Merta M, Adamo M et al. 2021 ESC Guidelines for the diagnosis and

Upraveno dle :WHO. Iron Deficiency Anaemia Assessment, Prevention, and Control: A guide for programme treatment of acute and chronic heart Failure, European Heart Journal (2021) 42, 3599-

managers.https://www.who.int/nutrition/publications/micronutrients/anaemia_iron_deficiency/WHO_NHD_01.3/en/ 3726 doi:10.1093/eurheartj/ehab368 5
(accessed April 2021)



Vyskyt ID u pacientu se srde¢nim selhanim
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ID u pacientu se stabilnim srdecnim selhanim
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Iron deficiency defined as: serum ferritin <100 pg/L, or serum ferritin 100-299 pg/L with TSAT <20%.
Klip IT et al. Am Heart J 2013;165:575-82 HF, heart failure; ID, iron deficiency; NYHA, New York Heart Association class; TSAT, transferrin saturation



Vyznam ID u pacientu se srdeénim
selhanim

FENENENG,

Redukovana zatézova ZhorsSena kvalita zZivota Zvysené riziko ZvysSena celkova a KV Zvysena cena péce
kapacita (Qol) hospitalizace mortalita

Marchi G, et al. Intern Emerg Med 2021;16:167-70



ID a anémie jako prediktory omezené zatezove
kapacity u pacientu se srde€nim selhanim

Peak oxygen consumption Ventilatory response to exercise
ID P<0.001 ID P<0.001
Anaemia P=0.15 Anaemia P=0.102
Interactions P=0.94 Interactions P=0.36

Peak VO,
(mL/min/kg)
VE-VCO,
Slope

Anaemia: - + - + Anaemia: - + - +

ID: - - + + ID: - - + +

443 patients with stable HFrEF.
Jankowska EA, et al. J Cardiac Fail 2011;17:899-906 HFrEF, heart failure with reduced ejection fraction; ID, iron deficiency



ID a anémie jako prediktoory mortality
u chronického srdecniho selhani

* Mezinarodni kohortni studie 1506 pacientt s CHSS

Klip IT, et al. Am Heart ) 2013;165:575—-82.e3.

Hazard ratios of mortality among groups with or
without anaemia, divided into patients
with and without ID

0@.0

No ID No ID
No anaemia Anaemia No anaemia Anaemla
P=0.841 P<0.01 P<0.001

This study population consists of patients from 5 cohorts from Poland, Spain and The Netherlands, comprising
1506 chronic HF patients with reduced or preserved left ventricular ejection fraction.
HF, heart failure; ID, iron deficiency



ID u srdecniho selhani je resitelny problém



ESC GUIDELINES
@ E S C European Heart Journal (2021) 42, 35993726

European Society doi:10.1093/eurheartj/ehab368
of Cardiology

2021 ESC Guidelines for the diagnosis and
treatment of acute and chronic heart failure

Developed by the Task Force for the diagnosis and treatment of acute
and chronic heart failure of the European Society of Cardiology (ESC)

Wi ith the special contribution of the Heart Failure Association
(HFA) of the ESC

Authors/Task Force Members: Theresa A. McDonagh* (Chairperson) (United
Kingdom), Marco Metra © * (Chairperson) (Italy), Marianna Adamo (Task Force
Coordinator) (Italy), Roy S. Gardner (Task Force Coordinator) (United Kingdom),
Andreas Baumbach (United Kingdom), Michael Bohm (Germany), Haran Burri
(Switzerland), Javed Butler (United States of America), Jelena Celutkienée
(Lithuania), Ovidiu Chioncel (Romania), John G.F. Cleland (United Kingdom),
Andrew ).S. Coats (United Kingdom), Maria G. Crespo-Leiro (Spain),

Dimitrios Farmakis (Greece), Martine Gilard (France), Stephane Heymans



ESC GUIDELINES
@ E s C European Heart Journal (2021) 42, 3599 —-3726
European S

uropean Society doi:10.1093/eurheartj/ehab368
of Cardiology

2021 ESC Guidelines for the diagnosis and
treatment of acute and chronic heart failure

Developed by the Task Force for the diagnosis and treatment of acute
and chronic heart failure of the European Society of Cardiology (ESC)

Wi ith the special contribution of the Heart Failure Association
(HFA) of the ESC

Iron deficiency, which can be present independently of anaemia, is
present in up to of chronic HF patients and in up t0| 80% |ofthose




Studie FAIR-HF

e NEW ENGLAND
JOURNAL of MEDICINE

ORIGINAL ARTICLE ‘

Ferric Carboxymaltose in Patients with Heart
Failure and Iron Deficiency

Stefan D. Anker, M.D., Ph.D., Josep Comin Colet, M.D.,
Gerasimos Filippatos, M.D., Ronnie Willenheimer, M.D.,
Kenneth Dickstein, M.D., Ph.D., Helmut Drexler, M.D.,*

Thomas F. Liischer, M.D., Boris Bart, M.D., Waldemar Banasiak, M.D., Ph.D.,
Joanna Niegowska, M.D., Bridget-Anne Kirwan, Ph.D., Claudio Mori, M.D.,
Barbara von Eisenhart Rothe, M.D., Stuart ). Pocock, Ph.D.,

Philip A. Poole-Wilson, M.D.,* and Piotr Ponikowski, M.D., Ph.D.,
for the FAIR-HF Trial InvestigatorsT

Anker SD, et al. N Engl J Med. 2009;361(25):2436-2448.



FAIR-HF : Design studie

Correction Phase* Maintenance Phase

* Symptomatic CHF NYHA class Il or 11l
* LVEF (£40% in NYHA class Il or <45% in NYHA
class 1)
« ID (ferritin level <100 pg/L or 100-299 ug/L, if FCM, n =304
TSAT was <20%), either with or without anaemia
(Hb level 9.5-13.5 g/dL) I

200mg IV Fe tydné 200mg IV Feco 4ty

i
Screening :
i
|

Normalni solny roztok
tydné

I Solny roztok co 4ty

Placebo, n =155
Randomizované, Double-blind, Placebo-controlled, Multicenter, Parallel Group Study
* Total dose required calculated by the Ganzoni formula: Total iron dose (mg iron) = body weight (kg) x (target-actual Hb) (g/dL) x 2.4 + iron for iron stores (mg iron); Iron stores: body weight <

35 kg = 15 mg/kg body weight; body weight > 35 kg = 500 mg.

FAIR-HF, FCM assessment in patients with iron deficiency and chronic heart failure; FCM, ferric carboxymaltose; IV, intravenous; NYHA, New York Heart Association; PGA, Patient Global Assessment; R, randomisation.
Anker SD, et al. Eur J Heart Fail 2009;11:1084-91



FAIR-HF: PGA a NYHA Funk¢ni trida,
Anemicky versus neanemicky pacient

Improvements in PGA and NYHA tridé v FCM skupiné
Nezavisle na pocatecni anemii

Self-Reported PGA NYHA Functional Class
FCM Placebo Odds Ratio P Value for FCM Placebo Odds Ratio P Value for
Subgroup No. of Patients (95% Cl) Interaction No. of Patients (95% CI) Interaction

<120 (gfliter)

il

Placebo Better FCM Better Placebo Better FCM Better

il

Cl, confidence interval; FAIR-HF, FCM assessment in patients with iron deficiency and chronic heart failure; FCM, ferric carboxymaltose; Hb, haemoglobin; NYHA, New York Heart Association; PGA, Patient Global Assessment.

Adapted from Anker SD, et al. N EnglJ Med. 2009;361(25):2436—-2448.



Studie CONFIRM-HF

E Heart Journal (2015) 36, 657668 FASTTRACK ESC HOT LINE
uropean eart journa X —66 ‘ :
EUROPEAN doi:10.1093/eurheartj/ehu385 Heart fg,ture/card;omyopathy

SOCIETY OF
CARDIOLOGY®

Beneficial effects of long-term intravenous iron
therapy with ferric carboxymaltose in patients with
symptomatic heart failure and iron deficiency’

Piotr Ponikowski'2* Dirk J. van Veldhuisen3, Josep Comin-Colet*, Georg Ertl>$,
Michel Komajda’, Viacheslav Mareev®, TheresaMcDonagh?, Alexander Parkhomenko9,
Luigi Tavazzi'l, Victoria Levesque'?, Claudio Mori'2, Bernard Roubert'?,

Gerasimos Filippatos'3, Frank Ruschitzka'4, and Stefan D. Anker'>, for the
CONFIRM-HF Investigators

CONFIRM-HF, Ferric CarboxymaltOse evaluatioN on perFormance in patients with IRon deficiency in coMbination with chronic Heart Failure.

Ponikowski P, et al. Eur Heart J. 2015;36(11):657-668.



CONFIRM-HF : Design studie

* Symptomatic CHF NYHA class Il or Il

* LVEF <45%

*BNP >100 pg/mL and/or NT-proBNP >400 pg/mL)
*ID (ferritin <100 ng/mL or 100 — 300 ng/mL

if TSAT <20%; Hb <15 g/dL) FCM up to 2000 mg Treatment continues
*Hb <15 g/dL (2x1000 mg) if ID is not corrected
Screening " =300
\ Placebo I I
DO W6 W12 W24 W36 w52

Double-blind, Prospective, Randomised, Multi-centre, 2-arm Study

CONFIRM-HF, Ferric CarboxymaltOse evaluatioN on perFormance in patients with IRon deficiency in coMbination with chronic Heart Failure; D, day; EP, erythropoietin; FCM, ferric carboxymaltose; ID, iron deficiency;
R, randomisation; W, week; 6MWT, 6-minute walk test.

Ponikowski P, et al. ESC Heart Fail. 2014;:52—-8



CONFIRM-HF : primarni Endpoint

FCM zlepsil 6MWT v tydnu 24
FCM vs. Placebo: 33 = 11 m (LSM =+ SE)
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FCM, ferric carboxymaltose; LSM, least squares mean; SE, standard error; 6MWT, 6-minute walk test.

Ponikowski P, et al. Eur Heart J 2015;36:657-68



CONFIRM-HF: 6MWT A oproti vychozim
hodnotam v prubéhu casu

6MWT
(b}
o =
§ 38 : p= 16 P 10 P =.001 P<.001 P< 001
8 _ %0 1 t -1
- i
= E= 0
S90% -10
O 4= -20
O 30 - —8— FCM +
8’ -40 | —#— Placebo
2 '50 | | | | | | | | | |
o BL 6 12 18 24 30 36 42 48 52
FCM Weeks Since Randomisation
No. of patients 143 137 130 122 125
LSM (95% CI) 14 (0, 28) 15 (1, 29) 19 (5, 34) 20 (5, 34) 14 (-1, 29)
Placebo
No. of patients 148 146 131 123 121
LSM (95% ClI) 1(-13,14)  -1(-15,12) -14(-28, 1) -22 (-37, -8) -22 (-37, -7)
FCM vs Placebo 14 (-5,33) 16 (-3, 35) 33 (13, 53) 42 (21, 62) 36 (16, 57)

Cl, confidence interval; CONFIRM-HF, Ferric CarboxymaltOse evaluatioN on perFormance in patients with IRon deficiency in coMbination with chronic Heart Failure; FCM, ferric carboxymaltose; LSM, least squares mean; 6MWT, 6-minute
walk test.

Ponikowski P, et al. Eur Heart J. 2015;36(11):657-668.



Metaanalyza studii s FCM 2018

e Qveérit si, jaky efekt ma FCM versus placebo na opakované hospitalizace a
mortalitu u HF s ID

* Individualni data ze 4 randomizovanych, kontrolovanych klinickych studii s
FCM:

— FER-CARS-01

— FER-CARS-02 (FAIR-HF)

— FER-CARS-03 (EFFICACY-HF)
— FER-CARS-05 (CONFIRM-HF)

e VSichni pacienti byli ambulantni, systolické CHF patients with ID

CHF, chronic heart failure; FCM, ferric carboxymaltose; HF, heart failure; ID, iron deficiency.

Anker SD, et al. Eur J Heart Fail. 2018;20(1)125-133.



Metaanalyza studii s FCM 2018

Total Events, n (incidence per 100 patient-years of

follow up)
FCM Pool Placebo Pool
(n=504) UEEEL)
CV Hospitalisations and CV Mortality 69 (23.0) 92 (40.9)
HF Hospitalisations and CV Mortality 39 (13.0) 60 (26.7)
CV Hospitalisations and All-cause Mortality 71 (23.7) 94 (41.8)
HF Hospitalisations and All-cause Mortality 41 (13.7) 62 (27.6)

All-cause Hospitalisations and All-cause

mortality 108 (36.1) 118 (52.5)

HF Hospitalisations 22 (7.3) 43 (19.1)

CV Hospitalisations 52 (17.4) 75 (33.3)

All-cause Hospitalisations 89 (29.7) 99 (44.0)

Anker SD, et al. Eur J Heart Fail 2018;20:125-33

RR (95% Cl)

0.59 (0.40-0.88)
0.53 (0.33-0.86)

0.60 (0.41-0.88)

0.54 (0.34-0.87)

0.73 (0.52-1.01)

0.41 (0.23-0.73)
0.54(0.36-0.83)

0.71 (0.50-1.01)

.011

.009

.011

.060

.056



Studie AFFIRM-AHF

Articles

Ferric carboxymaltose for iron deficiency at discharge after @)
acute heart failure: a multicentre, double-blind, randomised,

controlled trial

Piotr Ponikowski, Bridget-Anne Kirwan, Stefan D Anker, Theresa McDonagh, Maria Dorobantu, Jarostaw Drozdz, Vincent Fabien,

Gerasimos Filippatos, Udo Michael GGhring, Andre Keren, Irakli Khintibidze, Hans Kragten, Felipe A Martinez, Marco Metra, Davor Milicic,

José CNicolau, Marcus Ohlsson, Alexander Parkhomenko, Domingo A Pascual-Figal, Frank Ruschitzka, David Sim, Hadi Skouri, Peter van der Meer,
Basil S Lewis, Josep Comin-Colet, Stephan von Haehling, Alain Cohen-Solal, Nicolas Danchin, Wolfram Doehner, Henry | Dargie, Michael Motro,
Javed Butler, Tim Friede, Klaus H Jensen, Stuart Pocock, Ewa A Jankowska, on behalf of the AFFIRM-AHF investigators*

CrossMark

Ponikowski P et al. AFFIRM AHF investigators. Lancet. 2020 doi: 10.1016/50140-6736(20)32339-4. [Epub ahead of print]

Published Online
November 13, 2020
https://doi.org
10.1016/S0140-
6736(20)32339

23



AFFIRM-AHF: Design studie

1st davka pfi FCM2 FCMP FCMP
propusténi

------L

klinicka

Hospitalizace pro stabilizace Randomizace

akutni HF 1:1
PLP

--1---I

I
TC1 TC2 V3 V4 V5 TC3 V6
W2 w4 W6 W12 W24 W36 W52

Pre-screening
(in-hospital)

Follow-up /

Study treatment administration2 Follow-up

Screening / Randomisation “

aThe repletion dose of study treatment will be administered based on the iron need assessed at the baseline visit. "Study treatment to be administered only if iron deficiency persisted.

FCM=ferric carboxymaltose, HF=heart failure; PL=placebo; TC=telephone contact; V=visit; W=week.
Ponikowski P, et al. Eur J Heart Fail. 2019;21(12):1651-1658.

24



AFFIRM-AHF
Primarni Endpoint: HF Hospitalizace a umrti na CV

100 -

90 - Rate ratio (95% Cl): 0.79 (0.62-1.01); P=0.059 (narrowly missed) Celkové udilosti

80 + ARR: 15 events per 100 py (73 vs 57)
70 A
60 A 293
50 A
40 -
30 A

20 -

Mean cumulative events per 100 patients

Placebo

10 1 —— FCM
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0 4 12 24 36 52
Cas od randomizace (tydny)
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AFFIRM-AHF: HF Hospitalizace

100 -

90 A

80 A

70 A

60 A

50 -

40 A

30 A

20 -

Mean cumulative events per 100 patients

10 A

Rate ratio (95% Cl): 0.79 (0.62-1.01); P=0.059 (narrowly missed) Celkové udalosti

ARR: 15 events per 100 py (73 vs 57)

293

Placebo

— FCM

12 24 36 52
Cas od randomizace (tydny)

mITT population.

ARR=absoll ; FCM=ferric

ute risk reduction; C i interval; C\
Ponikowski P, et al. Lancet. 2020; https://doi.org/10. 1140-6736(20)32339.

HF=heart failure; miTT=modified intention-to-treat; py=patient-years.

26



AFFIRM-AHF: KV amrti

1.0 7
0.9 7 Hazard ratio (95% CI): 0.96 (0.70-1.32); P=0.809
087 ARR: 0.2 events per 100 py (16.1 vs 15.9)
c
S 0.7
()
£ 06 A
2
c 0.5
o
b Placebo
S 0.4 -
o —— FCM imrti
£ 03- CV umrti
0.2 1
L —
0.1 L .
OO 7 = ] 4—I'__ ] ] ] ] ] ] ] ] ] 1
0 4 12 24 36 52
Number at risk Cas od randomizace (tydny)
FCM 544 509 483 468 289
Control 537 511 486 465 285

mITT population.

ARR=absolute risk reduction; C i interval; CV=cardi ; FCM=ferric
Ponikowski P, et al. Lancet. 2020; https://doi.org/10.1016/50140-6736(20)32339.

miTT=modified i i

27



AFFIRM-AHF:

80% pacientu na aktivni lécbe dostalo 1-2 davky FCM

FCM

R 1-2 doses
B 3-4 doses

FCM=ferric carboxymaltose; SD=standard deviation.

Ponikowski P, et al. Lancet. 2020; https://doi.org/10.1016/50140-6736(20)32339.



Recommendations for the management of anaemia and

@ ESC E Heart | 1(2021) 42, 35993726 ESC GUIDELINES
E;lrcoarﬁ?gs;;iety doi:1g.1093/eurheartj/ehab368 ' |r0n def|c|ency |n patlents w|th heart fallure
2021 ESC Guidelines for the diagnosis and Recommendations Class* Level®

treatment of acute and chronic heart failure

Developed by the Task Force for the diagnosis and treatment of acute It is recommended that all patients with HF be

and chronic heart failure of the European Society of Cardiology (ESC)

periodically screened for anaemia and iron defi-

Wi ith the special contribution of the Heart Failure Association : ; it
ien ith a fi d count, serum ferritin
(HFA) of the ESC ciency with a full blood count, serum ferrit

concentration, and TSAT.

Intravenous iron supplementation with ferric
carboxymaltose should be considered in symp-
tomatic patients with LVEF <45% and iron defi-
ciency, defined as serum ferritin <100 ng/mL or
serum ferritin 100—299 ng/mL with TSAT
<20%, to alleviate HF symptoms, improve exer-

cise capacity and QOL./2%722724

carboxymaltose should be considered in symp-

tomatic HF patients recently hospitalized for HF

and with LVEF <50% and iron deficiency, defined lla
as serum ferritin <100 ng/mL or serum ferritin

100—299 ng/mL with TSAT <20%, to reduce

the risk of HF hospitalization.’'?




ID je u pacientu se srdecnim selhanim problém
ID u srdecniho selhani je resitelny problém

Jak na to



Co nam stoji v cesteé?

® Lo Tormika, 2008



Co nam stoji v cesteé?

ID nediaghostikujeme
- neni to nasim zvykem (obvyklym postupem)
- nejde to tak snadno
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Co nam stoji v cesteé?

Jak Ferinject objednat ?
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Co nam stoji v cesteé?

Jak Ferinject podat?
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*ZoVZP") zverejfiuje Seznam cen a...

Hlaseni neZzadoucich Géinku

Databdze 16kl

DatabaZerexaren

% Novela registracni vyhlédky (&, 27/2022
Sb.) - nazvy légivych latek v eském jazyce

- v e . . A arws s avs 4 PR RN

Prodejci vyhrazenych Ié&iv

Nejnoveéjsi clanky
29. 04, 2022

FI kvéten 2022
Farmakoterapeutické informace 5/2022

29. 04. 2022

Dnem 23. 5. 2022 bude ukonéena platnost
stanoviska odboru klinickych hodnoceni
lé&ivych pFipravkd SUKL ze dne 22, 11, 2021

29. 04, 2022
Upozornéni na aktualizaci Seznamu lé&ivych



Lééiva Zdravotnické prostiedky  Lékarny | Zdravotnicka zafizeni | Farmaceuticky pramysl  Distribuce SUKL

Uvod / Databéze 1ék&

Vyhledavani N&vod k vyhledavani

E R E C E P T Kéd SUKL:

|

|

ATC skupina: | |

Pomoc U krajiné Zatatek ndzvu Ucinné Iatky: | |

Cesta podani: (- nerozhoduje - D)

Stav registrace: (- nerozhoduie - )
HlSeni nezadoucich Géinki [N Hrazené ?

Lécivé pripravky vazané na lékafsky predpis
Lécivé pFipravky vazané na lékarsky predpis s modrym pruhem
Lécivé pripravky vazané na lékafsky predpis s omezenim

e, Databéze Iékil Lécivé pripravky bez lékarského predpisu

PIné hrazené ?
Obchodované ?

Nehrazené ?

Databaze lékaren Lécivé pripravky bez |ékarského predpisu s omezenim
Lécivé pripravky bez lékarského predpisu s omezenim (RLPO)
Vice parametrd »

Databaze klinic. hodnoceni
Registr zdrav. prostiedkd Strénkovat vypis po zaznamech

Seznamy odchylek od povinnosti opatfit, €i neopatfit pfipravek ochrannymi prvky (€lanek 45

nafizeni EU 2016/ 161

Dilezitd upozornéni Tyto seznamy obsahuji lé¢ivé pripravky ¢&i kategorii pripravkd podléhajicich omezeni vydeje na Iékarsky

predpis, které nesmi byt opatieny ochrannymi prvky (White list) a seznamy lécivych pFipravki &i kategorii

pripravk nepodléhajicich omezeni vydeje na Iékafsky predpis, které musi byt opatfeny ochrannymi prvky

Informace k Brexitu (Black list)

Prodejci vyhrazenych lé¢iv

Konopi k lé¢ebnym Géeldim

HlaSeni pro SUKL

Ochranné prvk
prviey Pocget nalezenych zéznami: 7

Dodavky a jind hodnoceni Registrovany nazev LP Doplnék nazvu
Kod SUKL Registraéni éislo spc? PIL? ATC sk. Stav registr. ?
Prehledy a seznamy
=/FERINJECT 50MG/ML INJ/INF SOL 2X2ML
Otevfena data
0192372 12/ 747/07-C ferinject.pdf ferinject.pdf BO3AC R
Vypadky 1éké -
=/FERINJECT 50MG/ML INJ/INF SOL 5X2ML
Databaze distributord léciv 0102918 12/ 747/07-C ferinject.pdf ferinject.pdf BO3AC R
=/FERINJECT 50MG/ML INJ/INF SOL 1X20ML
. p 3 0202875 12/ 747/07-C ferinject.pdf ferinject.pdf BO3AC R
OCHRANA OSOBNICH UDAJU
=/FERINJECT 50MG/ML INJ/INF SOL 2X10ML

N I SZ P Narodni informaéni systém
zdravotnickych prostfedkd

= LFERINJECT 50MG/ML INJ/INF SOL 1X10ML

0155379 12/ 747/07-C ferinject.pdf ferinject.pdf BO3AC




SOUHRN UDAJU O PRIPRAVKU

1. NAZEV PRIPRAVKU

2. KVALITATIVNI A KVANTITATIVNI SLOZENI
Jeden ml roztoku obsahuje carboxymaltosum ferricum odpovidajici 50 mg Zeleza.

Jedna injekéni lahvicka o obsahu 2 ml obsahuje carboxymaltosum ferricum odpovidajici
100 mg zeleza.
Jedna injek¢ni lahvicka o obsahu 10 ml obsahuje carboxymaltosum ferricum odpovidajici
500 mg zeleza.

edna 1njekeni lahvicka o obsahu 20 ml obsahuje carboxymaltosum ferricum odpovidajici
1000 mg Zeleza.

SPC Ferinject (Sp. zn. sukls326378/2021)



3. LEKOVA FORMA

Injek¢ni/infuzni roztok. Tmavé hnédy nepruhledny vodny roztok.

ferinject”
50 mg Zeleza/ml -
in}eki‘:nm' nfuznfi::uz::k

SPC Ferinject (Sp. zn. sukls326378/2021)



41  Terapeuticke indikace

Fermyect je indikovan k 1¢cbé deficitu Zeleza, pokud (viz bod 3.1):

jsou peroralni pripravky nelcinne,
nemohou byt peroralni pripravky pouzivany,
existuje klmicka potieba rychleho prisunu Zeleza.

Diagndza nedostatku Zeleza musi byt stanovena na zakladé laboratornich vySetieni.

SPC Ferinject (Sp. zn. sukls326378/2021)



Tabulka 1:  Stanoveni potreby Zeleza
Hb Télesna hmotnost pacienta
o/dl mmol/l pod 35 kg 35 kg az <70 kg 70 kg a vice
<10 <6,2 500 mg 1 500 mg 2 000 mg
10 az <14 6,2 az <8,7 500 mg 1 000 mg 1 500 mg
>14 >8,7 500 mg 500 mg 500 mg

SPC Ferinject (Sp. zn. sukls326378/2021)



Pi1 jednom podani piipravku Fermject by davka neméla byt vyssi nez:
o 115 mg zeleza na g t€lesne hmotnosti (intravenozni njekce) nebo 20 mg zeleza na kg

o |! OOO mg 7eleza (20 ml pfipravku Ferm ect

SPC Ferinject (Sp. zn. sukls326378/2021)



Zpusob podani

Pripravek Ferinject musi byt podavan pouze intravendzni cestou:
° injekci nebo
° infuzi, nebo
° béhem hemodialyzy nefedény pfimo do Zilni vétve dialyzatoru

Ferinject nesmi byt podan subkutanni nebo intramuskularni cestou.

SPC Ferinject (Sp. zn. sukls326378/2021)



Tabulka2:  Rychlost podavani intravenoznich injekei pripravku Ferinject

Pozadované mnozstvi | Ekvivalentni davka zeleza Rychlost podavani /
pripravku minimalni doba
Ferinject podavani

Neni piedepsana mimimalni

doba

2 az 4ml 100 az 200 mg

SPC Ferinject (Sp. zn. sukls326378/2021)



Tabulka 3:  Schéma redéni pripravku Ferinject pro intravenozni infuzi

Maximalni mnozstvi | Minimalni
Pozadovane Ekvivalentni davka Zeleza | sterilniho 0,9% (m/V) doba
mnoZzstvi roztoku chloridu podavani
pripravku sodného
Ferinject
2 az 4ml | 100 az 200 mg 50 ml Neni
piedepsan
a
minimalni
doba
>4 a7z 10ml | >200 az 500 mg 100 ml 6 minut
>10 az  20ml | >500 az 1000 mg 250 ml 15 minut

SPC Ferinject (Sp. zn. sukls326378/2021)




Pripravek Fermject muze byt podan pouze personalem kvalitikovanym pro vyhodnocen

a zvladnuti anatylaktickych reakct a v zafizeni, ve kterém je zajiSténo kompletni vybaveni k
resuscitact. Pactenty je nutné sledovat z hlediska moZznosti vzniku nezadoucich ucinku
minimalné po dobu 30 minut po kazdém podani pripravku Ferinject. Pokud se béhem
podavani objevi hypersenzitivni reakce nebo piiznaky intolerance, leCba musi byt okamzite
ukonCena. Musi byt k dispozici vybaveni pro kardiopulmonalni resuscitact a vybaveni pro
zvladnuti akutnich anafylaktickych/anafylaktoidnich reakei veetné mjekéniho roztoku
adrenalinu 1:1000. Doplikova 1éCba antihistaminiky a/mebo kortikosteroidy ma byt podavana
podle potieby.

f Adrenalin Lé¢iva [ELLTILT

SPC Ferinject (Sp. zn. sukls326378/2021)



Co nam stoji v cesteé?

Kdo lécbu zaplati?




| NFORMACE O DRUHE UHRADE ZE ZDRAVOTNIiHO POJI STENI

Zvysena jadrova uhrada ze 2105,10 K¢

zdravotniho poji§téni *

Zvysena maximalni uhrada 2800,56 Ké

ze zdravotniho pojisténi *

Pravni zaklad ahrady ze Zvysena Uhrada byla stanovena dle zakona.
zdravotniho pojisténi ’

| ndikaéni omezeni ahrady ? Zelezita stl karboxymaltosy (FCM) je hrazena v |é¢bé nedostatku Zeleza (bez

ohledu na Eﬁ’tomnost anémiez u Eacientu S chronickx’m srdecnim selhanim a

funkcni tridou NYHA L1111 s ejekc“:nl' frakci levé komorx mensi nez 45 %,
kteri jsou soucasné léceni ACE inhibitory.

(Pfi ndkupu Ferinjectu za 2800,56 K¢/1 amp.
www.sukl.cz (2.5.2022) doplatek pro paCienta 0)



http://www.sukl.cz/

I | NFORMACE O ZAKLADNI UHRADE

Jadrova uhrada ze 788,76 K¢

zdravotniho pojisténi ?

Maximalni uhrada ze 1118,90 K¢é

zdravotniho pojisténi ?

Pri nakupu Ferinjectu za 2800,56 K¢/1 amp.
doplatek pro pacienta 1682 K¢/1 amp.
3 364 Kc/2 amp.

www.sukl.cz (2.5.2022)



http://www.sukl.cz/

a) zvysSena uhrada (2)
pacient s deficitem zeleza a chronickym srdecnim selhanim s EFLK < 45 % v lécbé ACEi
PACIENT NIC NEPLATI
podminky zvysené Uhrady
chronické srdecni selhani (Dg. 1501)
EFLK < 45 %
laborator:
Ferritin < 100 pg/I
nebo
Ferritin 100 — 300 pg/I + saturace transferinu < 20 %
|écba ACE inhibitory

VYKAZANI
VYKON podle aplikace
bud’ 09219 INTRAVENOZNI INJEKCE U DOSPELEHO CI DITETE NAD 10 LET

nebo 09223 INTRAVENOZNI INFUZE U DOSPELEHO NEBO DITETE NAD 10 LET
ZULP

kéd SUKL: 0155379

kategorie Uhrady: Z

Dg.: 1501

FERINJECT 50MG/ML INJ/INF SOL 1X10ML

+ do ZULP vykazat spotrebovany fyziologicky roztok dle druhu a mnozstvi (kdd: 0098872)




Poj/Druh: M L1 v| Pacient WU | SRS

ICP: |64-405-003 | odb.- |101 . ||Interna - Nachod

Zakladni dg- Vedlejsi dg: | El 7 3 &
Y:Datum AKod ;Poéet Dg .Kat lPoznémka 'Vykon

}02032022 09223 1 1501

INTRAVENG 2 N ZE UDOSPELEHO NEBO DFETE 1D 10 LT

N

<

Historie a jiné doklady

[Zl Dop]nit mnoZstvi ZUM a ZULP

¥ Datum 4 Sk |Kad MnoZstvi MJ Pojistowna Pacient Poznamka Nazev Doplnék Zadal Podpis

MEXERIZZH 1 0155379 2,000 560112 72984 'FERINJECT '50MG/ML INJINF SOL 1X10ML ~ RYP AVE | |
02032022 1 0098872 | 0,030 548 11.21] [FYZIOLOGICKY ROZTOK VIAFLO 9GIL INF SOL 30X250ML VE |

IRYP |AVE [ ]




b) zakladni Ghrada
pacient s deficitem zeleza, pokud

a) jsou peroralni pripravky neucinné

b) nemohou byt peroralni pripravky uzivany

c) existuje klinicka potreba rychlého prisunu Zeleza
a zaroven nesplnuje podminky zvySené uhrady (viz vyse)

DOPLATEK PACIENTA

za aplikaci 1 ampule 1682 K¢

za aplikaci 2 ampuli 3 364 K¢

Pacient uhradi v ambulanci oproti pfijmovému dokladu.

VYKAZANI
VYKON podle aplikace
bud’ 09219 INTRAVENOZNI INJEKCE U DOSPELEHO CI DITETE NAD 10 LET

nebo 09223 INTRAVENOZNI INFUZE U DOSPELEHO NEBO DITETE NAD 10 LET

ZULP

kéd SUKL: 0155379

kategorie Uhrady: nevypliiuje se

Dg.: 1501, D509 (anémie z nedostatku Zeleza)

FERINJECT 50MG/ML INJ/INF SOL 1X10ML

+ do ZULP vykazat spotrebovany fyziologicky roztok dle druhu a mnozstvi (kdd: 0098872)




® Lo Tormika, 2006



Kazuistika z ambulantni praxe

* muz narozen 1930

* |éta hypertenze, hypothyreoza

* na nasi ambulanci poprvé v zaveru roku 2020

* na svuj veék fyzicky pomérné aktivni, sobéstacny
* namahova dusnost NYHA Il

* mirné perimaleolarni otoky

e systolicky selest nad aortou

* NT-proBNP 3589 ng/|



Kazuistika z ambulantni praxe

* leden 2021 —TTE — EF LK 25%, hemodynamicky stredné vyznamna az
vyznamna aortalni stendza, stredné vyznamna mitralni a vyznamna
trikuspidalni regurgitace

 |-X11/2021
* titrace léCby CHSS — pomeérné dobra tolerance ACEI, BB a MRA

* po zahdjeni lécby ARNI symptomaticka hypotenze - nutnost navratu k ACEl, vysazeny
i MRA

* trvale NYHA I

* NT-proBNP opakované kolem 3500 ng/|
 Hb 128 — 135 g/I

* Fe 12,6 umol/I

e feritin 62,4 ug/|



Kazuistika z ambulantni praxe

* leden 2022 — progrese namahoveé dusnosti, Unava, zvyraznéni otoku
DK, vzestup hmotnosti o 10 kg

 TTE - progrese aortalni stendzy do hemodynamicky vyznamné,
EF LK 30%

e navrat k MRA, klickova diuretika, gliflozin

e Hb 128...124...119 g/I

e feritin 63,5 ug/|

* 3.2.2022 Ferinject 1000 mg i.v.



Kazuistika z ambulantni praxe

* 31.8.2022 — NT-proBNP 6236 ng/I

* Hb 134 g/I

e Fe 17,7 umol/I

e feritin 156,4 ug/l, saturace transferinu zelezem 23%

* namahova dusnost NYHA II, mirné perimaleolarni otoky, pokles
hmotnosti od 1/2022 o0 9 kg

* sobéstacny, na ambulanci dochazi pesky



Dékuji za pozornost




