2 itesi
i R “\q@rs‘l b o
"Q\S\TES/ W

& %
= -
v >
_\:‘ =
73 S~
o iy P Y
7994 \

Kocaeli Universitesi Tip Fakiiltesi

Cocuk Saghg ve Hastaliklar
Anabilim Dali

Cocuk Alerji-Immiinoloji Bilim Dali
Olgu Sunumu
17 Eyldl 2021 Cuma

RS A TS LA



http://www.google.com.tr/url?sa=i&rct=j&q=&esrc=s&source=images&cd=&cad=rja&uact=8&docid=ZkkNiTtCktXDVM&tbnid=aWM6YrR6szdVTM:&ved=0CAUQjRw&url=http://bte.bilgem.tubitak.gov.tr/tr/konusmacilar&ei=UtqVU-PzJ8iyOdPKgNAE&bvm=bv.68445247,d.ZGU&psig=AFQjCNG1EtNy5oLuyzshUNNshmkugK3TXA&ust=1402416033638035

Sikayet
* 15 yasinda erkek hasta

* Vlcutta yaygin dokunti ve kasinti sikayeti



Hikaye
* Son 4 aydir hemen her gin olan kasintili dokuntuler,

* Antihistaminik kullanimi ile azalmis fakat gecmemis.



Hikaye

Ozgecmis: Term, C/S ile, 3600gr
Atopi oykusu yok (atopik dermatit, alerjik rinit, astim).

5 yasinda birkac hafta benzer doktntuleri olup ilacla
tamamen ge¢cmis.

Soygecmis:

Anne: 47 yasinda, sag saglikli
Baba: 60 yasinda, sag, saglikli

Anne ve baba arasinda akrabalik yok.
Ailede atopi yok.

1.cocuk: 16 yasinda
2.cocuk: hastamiz



Fizik muayene

* Agirlik :55 kg (25P) Boy :168 cm (50p)

* Genel durumu iyi

* Sac ve sacli deri dogal, kafa yapisi simetrik, boyunda kitle LAP yok.
* Bilateral i1sik rekleksi dogal, pupiller izokorik.

* Her iki hemitoraks solunuma esit katiliyor. Toraks deformitesi yok. Ral ve ronkis yok.
Ekspiryum uzunlugu yok.

e S1(+), S2(+) dogal S3 yok, ritmik, ek ses yok.

* Batin rahat, hepato-splenomegali yok

* Haricen erkek, anomali yok

e Derin tendon refleksleri normoaktif, klonus yok.

» Kas giicli muayenesi bilateral 5/5



Fizik muayene

* Vlcutta yaygin eritematdz ylzeyden kabarik basmakla solan yer yer
birlesme egiliminde olan lezyonlar






* [lac kullanim éykisi ?

e Gida iliskisi?

* Enfeksiyon éykusu?

e Sicak-soguk-basin¢-glines-su maruziyeti ile alevlenme?
* Ek hastalik-semptom varligi ?

* Tetkikler?



%ﬁﬂ (L6kosit)

NEU (Notrofil Sayis1)

NEU % (Natrofil Yizdes1)
LYM (Lenfosit Sayist)
LYM % (Lenfosit Yizdesi)
MONO (Monosit Sayizt)
MONO % (Monesit Yizdesi)
EOS (Eozinofil Sayist)
EOS % (Eozinofil Yizdesi)
BASO (Basofil Sayist)
BASO % (Basofil Yiizdesi)
REC (Entrosit)

HGE (Hemoglobin)

HCT (Hematokrit)

BCV (Ortalama Eritrosit Hacmi)
MCH (Ortalama Hilere Hemoglobin)
MCHC (Ortalama Hilcre Hemog Konzant )

RDW-3D
EDW-CV
PLT (Trombosit)

8.08
3,490
679
1,330
233
0,580
12
0,100
12
0,030
0.4
496
13,40
306
19,30
27,00
33,80
34,60
12.00
263

o ]

AST (3GOT)
ALT (3GPT)
Albumin
Sodyum (Na)
Potasyum (K)

CRFP
C3 (Kompleman 3)
C4 (Kompleman 4)
IgA (Immiin kompleks)
TG (Immiin kompleks)
IeM (Immiin kompleks)
Anti ndkleer antikor (ANA)
POZITIF(+)

AC 2 NOKLEER YOG UN INCE BEMEKLI 1+

T

179
15,3
438
139
4%
8,33
1,73

0,32
1,23

8.87
223



Urtiker aktivite skoru

Tablo 3. Urtiker aktivite skoru

SNar | KT | BB Bl b
0 Yok | 0 Yok
1 Hafif {<20/24 saat) 'l 1 Hafif {var ama rahatsiz
edici dedil)
2 Orta (20-50/24 saat) ! 2 Orta {rahatsiz edici ama

qunlik aktivite ya da
uykuyu bozmiuyor)

3 Sickdetli 3 Siddetli (seddetli kasinti,
gunlik aktivite wveya
uykuyu bozuyor)

LS vedi glndlk Urtiker aktivite skoru; toplami {(minimum O-maksirmum 42) (as?

=y g 5 S5 11 sl 7-15 arasi odmasi hafif 16-27F arasi olmmas orta ve
.':.-42 clrnas ise 5.-'.'iE|E'|:|| urisker oprak def;erlm-:lmln?'.:r g

*Hastanin plak sayisi >50
*Kasinti yogunlugu 2/3

*UAS: 38



* Hasta kronik spontan urtiker tanisi ile takibe alindi.
e Antihistaminik yliksek doz (4x), 2 hafta.

* Ketotifen ve montelukast eklendi, 2 hafta.

* Omalizumab (anti-IgE).



Kronik spontan drtiker

 Alti hafta veya daha uzun suredir tekrarlayan urtikeri olan
hastalar

« "Spontan" terimi, KSU'i i1s1, soquk, basing, egzersiz, su,
titresim ve gunes 1s1gi1 gibi fiziksel uyaranlarla tetiklenen
cesitli fiziksel artiker bicimlerinden ayirmak icin dahil
edilmistir. Fiziksel Grtikere "uyarilabilir urtiker" de denir.

» Anjioodem olabilir-olmayabilir.



Kronik spontan drtiker

* Allerjik hastaliklar

] Am Acad Dermatol 2019; 81:129.

e Otoimmun hastalikar

| Allergy Clin Immunol 2012; 129:1307.

* Tiroid bozukluklari

Curr Opin Allergy Clin Immunol 2005; 5:408.

* Malignite

Eur Ann Allergy Clin Immunol 2007; 39:225.



https://www.uptodate.com/contents/chronic-spontaneous-urticaria-clinical-manifestations-diagnosis-pathogenesis-and-natural-history/abstract/15
https://www.uptodate.com/contents/chronic-spontaneous-urticaria-clinical-manifestations-diagnosis-pathogenesis-and-natural-history/abstract/15
https://www.uptodate.com/contents/chronic-spontaneous-urticaria-clinical-manifestations-diagnosis-pathogenesis-and-natural-history/abstract/15
https://www.uptodate.com/contents/chronic-spontaneous-urticaria-clinical-manifestations-diagnosis-pathogenesis-and-natural-history/abstract/15
https://www.uptodate.com/contents/chronic-spontaneous-urticaria-clinical-manifestations-diagnosis-pathogenesis-and-natural-history/abstract/15
https://www.uptodate.com/contents/chronic-spontaneous-urticaria-clinical-manifestations-diagnosis-pathogenesis-and-natural-history/abstract/15
https://www.uptodate.com/contents/chronic-spontaneous-urticaria-clinical-manifestations-diagnosis-pathogenesis-and-natural-history/abstract/15
https://www.uptodate.com/contents/chronic-spontaneous-urticaria-clinical-manifestations-diagnosis-pathogenesis-and-natural-history/abstract/15
https://www.uptodate.com/contents/chronic-spontaneous-urticaria-clinical-manifestations-diagnosis-pathogenesis-and-natural-history/abstract/5
https://www.uptodate.com/contents/chronic-spontaneous-urticaria-clinical-manifestations-diagnosis-pathogenesis-and-natural-history/abstract/5
https://www.uptodate.com/contents/chronic-spontaneous-urticaria-clinical-manifestations-diagnosis-pathogenesis-and-natural-history/abstract/5
https://www.uptodate.com/contents/chronic-spontaneous-urticaria-clinical-manifestations-diagnosis-pathogenesis-and-natural-history/abstract/5
https://www.uptodate.com/contents/chronic-spontaneous-urticaria-clinical-manifestations-diagnosis-pathogenesis-and-natural-history/abstract/5
https://www.uptodate.com/contents/chronic-spontaneous-urticaria-clinical-manifestations-diagnosis-pathogenesis-and-natural-history/abstract/5
https://www.uptodate.com/contents/chronic-spontaneous-urticaria-clinical-manifestations-diagnosis-pathogenesis-and-natural-history/abstract/5
https://www.uptodate.com/contents/chronic-spontaneous-urticaria-clinical-manifestations-diagnosis-pathogenesis-and-natural-history/abstract/5
https://www.uptodate.com/contents/chronic-spontaneous-urticaria-clinical-manifestations-diagnosis-pathogenesis-and-natural-history/abstract/5
https://www.uptodate.com/contents/chronic-spontaneous-urticaria-clinical-manifestations-diagnosis-pathogenesis-and-natural-history/abstract/5
https://www.uptodate.com/contents/chronic-spontaneous-urticaria-clinical-manifestations-diagnosis-pathogenesis-and-natural-history/abstract/18
https://www.uptodate.com/contents/chronic-spontaneous-urticaria-clinical-manifestations-diagnosis-pathogenesis-and-natural-history/abstract/18
https://www.uptodate.com/contents/chronic-spontaneous-urticaria-clinical-manifestations-diagnosis-pathogenesis-and-natural-history/abstract/18
https://www.uptodate.com/contents/chronic-spontaneous-urticaria-clinical-manifestations-diagnosis-pathogenesis-and-natural-history/abstract/18
https://www.uptodate.com/contents/chronic-spontaneous-urticaria-clinical-manifestations-diagnosis-pathogenesis-and-natural-history/abstract/18
https://www.uptodate.com/contents/chronic-spontaneous-urticaria-clinical-manifestations-diagnosis-pathogenesis-and-natural-history/abstract/18
https://www.uptodate.com/contents/chronic-spontaneous-urticaria-clinical-manifestations-diagnosis-pathogenesis-and-natural-history/abstract/18
https://www.uptodate.com/contents/chronic-spontaneous-urticaria-clinical-manifestations-diagnosis-pathogenesis-and-natural-history/abstract/18
https://www.uptodate.com/contents/chronic-spontaneous-urticaria-clinical-manifestations-diagnosis-pathogenesis-and-natural-history/abstract/18
https://www.uptodate.com/contents/chronic-spontaneous-urticaria-clinical-manifestations-diagnosis-pathogenesis-and-natural-history/abstract/18
https://www.uptodate.com/contents/chronic-spontaneous-urticaria-clinical-manifestations-diagnosis-pathogenesis-and-natural-history/abstract/18
https://www.uptodate.com/contents/chronic-spontaneous-urticaria-clinical-manifestations-diagnosis-pathogenesis-and-natural-history/abstract/18
https://www.uptodate.com/contents/chronic-spontaneous-urticaria-clinical-manifestations-diagnosis-pathogenesis-and-natural-history/abstract/18
https://www.uptodate.com/contents/chronic-spontaneous-urticaria-clinical-manifestations-diagnosis-pathogenesis-and-natural-history/abstract/25
https://www.uptodate.com/contents/chronic-spontaneous-urticaria-clinical-manifestations-diagnosis-pathogenesis-and-natural-history/abstract/25
https://www.uptodate.com/contents/chronic-spontaneous-urticaria-clinical-manifestations-diagnosis-pathogenesis-and-natural-history/abstract/25
https://www.uptodate.com/contents/chronic-spontaneous-urticaria-clinical-manifestations-diagnosis-pathogenesis-and-natural-history/abstract/25
https://www.uptodate.com/contents/chronic-spontaneous-urticaria-clinical-manifestations-diagnosis-pathogenesis-and-natural-history/abstract/25
https://www.uptodate.com/contents/chronic-spontaneous-urticaria-clinical-manifestations-diagnosis-pathogenesis-and-natural-history/abstract/25
https://www.uptodate.com/contents/chronic-spontaneous-urticaria-clinical-manifestations-diagnosis-pathogenesis-and-natural-history/abstract/25
https://www.uptodate.com/contents/chronic-spontaneous-urticaria-clinical-manifestations-diagnosis-pathogenesis-and-natural-history/abstract/25
https://www.uptodate.com/contents/chronic-spontaneous-urticaria-clinical-manifestations-diagnosis-pathogenesis-and-natural-history/abstract/25
https://www.uptodate.com/contents/chronic-spontaneous-urticaria-clinical-manifestations-diagnosis-pathogenesis-and-natural-history/abstract/25
https://www.uptodate.com/contents/chronic-spontaneous-urticaria-clinical-manifestations-diagnosis-pathogenesis-and-natural-history/abstract/25
https://www.uptodate.com/contents/chronic-spontaneous-urticaria-clinical-manifestations-diagnosis-pathogenesis-and-natural-history/abstract/25

Laboratuvar degerlendirmesi

* Tam kan sayimi
* CRP veya ESR
* Arastirma testleri...



PATOGENEZ TEORILERI

* Otoimmun teori
Otolog serum cilt testi
Otoantikorlar:

e|gE reseptor alfa alt birimine (anti-Fc-epsilon-R1-alfa)

elgE'nin Fc bolgesine (anti-IgE)



* Periferik kan eozinopenisi ve bazopeni, tedaviye direncli hastalik icin
biyolojik belirtecler olabilir.



KSU-Tedavi

* H1 antihistaminikler, KSU icin farmakoterapinin temel tasidir ve cogu
hastada bir dereceye kadar semptomlari kontrol eder.

e Setirizin, levosetirizin, feksofenadin, loratadin, desloratadin,
rupadatin..

* Haftalik-iki haftalik, 4 kata kadar artis..
* Montelukast-ketotifen..

* Glukokortikoid, antiinlamatuvar, immunsipresan..

Am | Clin Dermatol 2011: 12:361.
Allergy 2009; 64:1427.
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OMALIZUMAB



Tarihce

Prausnitz-Kiistner
reaction

Naming of IgE
Ishizakas’ Biochemical
discovery of yE analysis of FceRI

Molecular
structure of
FceRl

FDA approval
Omalizumab
for asthma

FDA approval
Omalizumab
for CIU

Clemens von Pirquet
introduces the
concept of allergy

&) %) Tof2

Johansson and Human Igt
Bennich found c¢DNA cloned
myeloma ND

Development 3-D structure
and clinical trials | of IgE Fc-FceRlI
of anti-IgE mAbs complex

JImmunol, 2016, 197 (11) 4187-4192




* Bir monoklonal anti-IgE antikoru olan Omalizumab 6nce
* Avustralya'da (2002),

 Amerika Birlesik Devletleri (2003),

* Avrupa Birligi (2005)

 Japonya'da (2009), 6nce yetiskinlerde ve sonra cocuklarda siddetli
kontrolsiiz astim icin onaylandi.

* Omalizumab, 6zellikle atopik kosullarin genellikle astimin klinik
seyrini belirledigi cocukluk ¢agi astiminda faydalidir.

* Kronik spontan Urtiker
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Omalizumab..
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Allergol Int. 2020 Apr;69(2):167-177.



In Patients with Allergic Asthma with a Viral Infection d

o [FN-a
gt ¢ .
°
&' \ . a “
ll"h eytdid ~.; Allergen Bound JIFN- aTypel a ﬂ

aadritic (gr IgE on pDCs * Antiviral Response “

Virus
Proliferates
With Treatment with Omalizumab
 _%s0e
: :': :.:. IFN-a
o:}o' @ “
** Decreased ;
Wi macythia o Allergen Bound _ |IFN-aType 1 Fewer Viral
“\ na: .1 1(,(, ce .} IgE on pDCs ~ Antiviral Response Infections
Fewer Viral Asthma
Exacerbations
Decreased Duration of
Viral Infections

Decreased Viral Shedding

J Immunol. 2010 Jun 1; 184(11): 5999-6006.
J.Allergy Clin. Immun. 2019 Mar;143(3):923-926.e1.

J Allergy Clin Immunol. 2018 May;141(5):1735-1743.e9.
Am J Respir Crit Care Med. 2017 Oct 15;196(8):985-992
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» Omalizumab improves early- and late-phase responses to allergen
challenge’®
GM-CSF = granulocyte-macrophage colony-stimulating factor;

FeeRI = high-affinity IgE receptor; FeNO = fraction of exhaled nitric oxide;
IgE = immunoglobulin E; IL- = interleukin,

1. Noga O, et al. J Allergy Clin Immunol 2006;117:1493-9; 2. Holgate S, et al. Allergy 2009,64:1728-36; 3. Simon HU, et al. Eur J
Immunol 2003:33:834-9; 4, Corren J. Discov Med 2012;13:305-12; 5. Dyukanovic R, et al, Am J Respir Cnt Care Med 2004;170:583~

93; 6. Hanania HA, et al. Am J Respir Cril Care Med 2013;:Mar 7 [Epub ahead of print]; 7. Fahy J, et al. Am J Respir Crit Care Med
1997;155:1828-34; 8. van Rensen ELJ, et al. Allergy 2009,64:72-80.



Summary of ‘real-world’ studies of omalizumab
(212 months of treatment)

Location
oty | | ourston_| ey ings o matzmab ections |

‘United States’ +837 5years  2-Year interim analysis: 1 asthma control; 1 QoL; | use
(EXCELS) ' y of OCS and rescue medication

| exacerbations; 1 asthma control; | symptoms; 1 lung

International® 925 54 morihe function (FEV,, PEF); 1t QoL; | healthcare utilization;

(eXpeRience) | use of OCS and rescue medication; 70% with
good/excellent response by physician's GETE

France?® 20.4 months . e

(PAX) 767 (mean) | ED visits and hospitalizations
| ED visits and hospitalizations, | exacerbations;

Italy* 142 252 weeks | use of OCS; 49%/28% with good/very good response
by physician’s GETE

Belgium® | exacerbations; | symptoms; t FEV,; 1 QoL

(PERSIST) 158 52 weeks | healthcare utilization; >72% with good/excellent
response by physician's GETE

UKS | exacerbations; 1 asthma control; 1 QoL; | use of OCS;

(APEX) 136 52 Wosks | ED visits and hospitalizations;

*Comparisons vs. baseline or previous year. ED = emergency department; FEV, = forced expiratory volume in 1 second;

GETE = Global Evaluation of Treatment Effectiveness; OCS = oral corticosteroid; PEF = peak expiratory flow; Qol = quality-ol-life.
1. Eisner M, et al. J Asthma 2012;49:642-8; 2. Braunstahl G-J, et al. Respir Med 2013;107:1141-51;

3. Grimaldi-Bensouda L, et al. Chest 2013,143:398-405; 4, Cazzola M, et al. Respr Med 2010;104:1410-6;

5. Brusselle G, et al. Respir Med 2009;103:1633-42,6. Barnes N, et al. J Asthma 2013:50:529-36.




Adults & adolescents
12+ years

Personalized asthma management
Assess, Adjust, Review
for individual patient needs

CONTROLLER and
PREFERRED RELIEVER
(Track 1). Using |CS-formoterol

as reliever reduces the risk of
exacerbations compared with

using a SABA reliever

CONTROLLER and
ALTERNATIVE RELIEVER

{Track 2). Before considering a

regimen with SABA reliever,
check if the patient is likely to be

adherant with daily controller

Other controlier options
for either track

GINA 2021, Box 3-5A © Global Initiative for Asthma, www.ginasthma.org

Confirmation of diagnosis if necessary
S_-,-m?n:ﬂm cortrol & modifiable

rigk factors (including lung funchion)
Comortaities

inhaier technigue & adherence
Palient preferences and goals

Symploms

Exacarbalions N ;
Side-effocts ' Treatment of modifiabie risk factors
Lurng furrction o and comorbiditios

Patient satisfaction

MNon-pharmacological stralegies
Asthma medications (adjust downdup/between tracky
Education & skills trainimng

STEP 4
STEP 3 Medium dose
STEPS1-2 Low dose maintenance
As-needed low dose ICS-formaterol ICS-fo i

RELIEVER: As-needed low-dose |ICS-formoterol

STEP 4 Add-on LAMA
STEP 3 Medium/high Refer for phenotypic
STEP Low dose dose maintenance assessment + anti-IgE,
STEP 1 Low dus: maintenance ICS-LABA anti-IL5/5R, anti-IL4R
Take ICS whenever maintenance ICS ICS-LABA
SABA taken

RELIEVER: As-needed short-acting B2-agonist

Add LAMA or LTRA or

HOM SLIT, or swiich ho
high dosze ICS

Medium dosge ICS, or
add LTRA, or add
HDM SLIT

Low doze [C5 whenever

SABA taken, or dally LTRA,
or add HOM SLIT

Add szithromycin (adulfs) or
LTRA; add low doss OCS
but consider side-affecis



KSU-Omalizumab

« Semptomlari yuksek doz antihistaminikler tarafindan
yeterince kontrol edilemeyen hastalar icin, uluslararasi
kilavuzlar, sonraki en uygun mudahale olarak
omalizumabin eklenmesini 6nermektedir.

Allergy, 2018 Jul;73(7):1393-1414


https://www.uptodate.com/contents/omalizumab-drug-information?search=omalizumab&topicRef=8111&source=see_link

KSU-Omalizumab

e Giivenlik: Direncli KSU icin kanitlanmis etkinligi olan tim
antihistaminik olmayan tedaviler arasinda, omalizumab en cok
calisilan, en yaygin kullanilan tedavidir ve ciddi yan etki insidansi cok
dasuktur.

e Uzun vadeli etki: Omalizumabin uzun vadeli hastaligi modifiye edici
bir etkisi oldugu gosterilmemistir, bu nedenle omalizumab
azaltildiginda veya kesildiginde ntks gorulebilir.

J Allergy Clin Immunol 2016; 137:1742.

J Allergy Clin Immunol 2015; 135:407.
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KSU-Omalizumab

 2-3 ay sure ile semptomu olmayan hastada doz dusurulebilir
(150 mg'a kadar) ve enjeksiyonlar arasindaki aralik kademels
olarak uzatilabilir. Her sekiz haftada bir 150 mg ile hastanin
semptomu yoksa, tedavi durdurulabilir.



Omalizumab endikasyon disi kullanim alanlari

Alerjik rinit,

Alerjik bronkopulmoner aspergilloz,
Anafilaksi,

Gida alerjisi,

llac alerjisi,

Urtiker anjiyo6dem,

Atopik olmayan astim,

Atopik dermatit,

Nazal polipler,

Churg-Strauss sendromu,

Alerjene 6zgl immiinoterapide (venom)

Clin Rev Allergy Immunol. 2016 Feb;50(1):84-96.






Raporlama: Kronik Idiyopatik Urtiker

 SUT eki 4/F madde 49b'de " Kronik idiyopatik urtiker
hastalarindan daha once en az 6 ay sureyle antihistaminik tedavisi
almis ancak yanit alinamamis olan hastalarda, universite ve egitim
arastirma hastanelerinde dermotoloji ve/veya alerji ve/veya
immunoloji uzman hekimlerinden en az birinin bulundugu saglik
kurulu raporuna istinaden tedaviye baglanir. Rapor suresi 3 ayi
gecemez. llk 3 aylik omalizumab ile tedavi suresi sonunda yanit
alindiginin raporda belirtiimesi kosulu ile hekim tarafindan uygun
gorulen zaman dilimi sonrasinda ikinci 3 aylik tedavi verilebilir.
Tedavi suresi 6 aya tamamlanarak tedavi sonlandirilir. 6. aydan
sonra nuks olan hastalarda bu durumun raporda belirtiimesi
kosuluyla, tekrar 6 ay sureyle antihistaminik tedavisi alma kosulu
aranmaksizin ayni kosullarda tedavi tekrarlanabilir." denmektedir.



Raporlama: Astim

 SUT Ek 4/F Madde 49a'da "12 yas ve Uzeri hastalarda agir persistan
alerjik astimli ve vucut agirligr 20-150 kg olan, yuksek doz
kortikosteroid ve uzun etkili beta 2 agonist ve/veya lokotrien reseptor
antagonisti tedavisine ragmen yanit alinamayan, ev tozu akari,
kedi kopek tuyu, hamambocegi ve mold sporlari gibi en az bir
prenial alerjene duyarli oldugu gosterilmis (cilt testleri veya
spesifik IgE pozitifligi ile ) serum Ig E duzeyinin 30-1500 IU/L
oldugu belirtilen durumlarda, alerji, gogus hastaliklari ve klinik
Immunoloji uzman hekimlerinden en az ikisinin yer aldigi 16 hafta
sureli saglik kurulu raporuna dayanilarak bu hekimlerce recetelenir.
16 haftanin sonunda tedaviden cevap alinmasi halinde bu durumun
belirtilecegi 1 yil sureli yeni saglik kurulu raporu duzenlenir"
denmektedir



Bagtangs Vucut agirhg: (kg)

ot S | >20.28 | >28.30 | >30.40 | »40-50 | >50-60 | >60-70 | »70.80 | >80.90 ]—n-nsfnt&

| —

*30-100
»100-200

e ——

150(>150-200

VR 4 haftada hu uyguleme  CENEEER § fafads Dy uygidama




=

Kullanma talimati.. eyt

==

150 mg/mL

* Etkin madde: 1.2 ml'lik flakon 150 mg omalizumab igerir. Kullanima
hazir duruma getirilen XOLAIR, her 1 ml’sinde 125 mg omalizumab

icerir.

* Yardimci madde(ler):Stikroz, L-histidin, L-histidin hidroklorGr
monohidrat ve polisorbat 2

* Yarilanma émru 26 gun
* Pik serum konsantrasyonu;7-8 gln



Subkutan enjeksiyon

Caregiver
use only

front back



Yan etkiler

* Anafilaksi:

Anafilaksi oykusu, astim siddeti ve atopi anafilaksi icin risk faktorleri
* Malignite
 Kardiyovaskuler hastalik ile belirsiz iliski

 Parazit enfeksiyonuna duyarllik

J Allergy Clin Immunol 2014: 134:560.

JACI, 2017 May;139(5):1431-1444,
J Allergy Clin Immunol 2017: 139:1489.

Clin Exp Allergy 2007; 37:197.
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Yan etkiler: Ciddi

* Trombositopeni
e Churg — Strauss sendromu
e Serum hastaligl



Yan etkiler: Diger

Cok yaygin:

e Cocuklarda bas agrisi ve ates

Yaygin:

e Bas agrisi

e Enjeksiyon yerinde agri, siskinlik, kasinti ve kizariklik gibi reaksiyonlar,

e Karinin st kisminda agri (cocuklarda)

e Bogaz agrisi ve burun tikanikhgi (nazofarenijit)

e Yanaklarda ve alinda basing veya agri hissi (sinlizit ve sinls bas agrisi)

e Farinks enflamasyonu ve soguk alginhgi gibi st solunum yolu enfeksiyonu

e idrar yaparken yanma veya agri hissi ve sik idrara ¢citkma (bir idrar yolu enfeksiyonunun olasi
semptomlari)

e Ust ya da alt uzuvlarda agri (kollar ve/veya bacaklar)

e Kaslarda ve/veya kemiklerde ve/veya eklemlerde agri (iskelet-kas agrisi, miyalji, artralji)






