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U'unvrarinn'unmdnanofhEn Biologic shviTufnwt‘mw0^UTUU,‘J4 

(an Omalizumab an Benralizumab iiasan Duplilumab) 

(wnwvi'&jianwuEUwem vl fifi 0416.2/n 228 aorum 24 mtnam 2567)

1. HO!fiiJijS“ua'Jfifn'U'wajTunal
eunuviajnu'ifiviCin'nt'yan^a^LiluEifntnAian'ynaviSRTnwwi’ajj'i'um iQQaQeu.asiffrw 'iIifi TwaS 

tiwvioia^ntJvii^^niJ^ia'uT.TLiJtia 2 iiwwSuvjviyLavi'i^vt'i^eii'yia'U vivifaijasi^jLifif’n'ttiilcyvi'ULvnnl’au 

vlaiaajiinwaanTifluas/viiam^fntn
_ a/«* /Vo aJ
2. Piaisjj'u^'ua-atmviaiwvnmnnw

2.1 L^uiivjviywt^aj'3<su'iaj,n,l^r-l''uvi,U'3aaa'U3J^vi^€JT^<u ^ <5^nna‘VNriyeirin,li4Gj(n,,u'ian£j?«3ine!Pi*fL,3Pi'3S‘u,uv « * * ft
4St n  « ,  « < ■  c> g) cy r«i* A  »/  «sf ( a  v » a

vn^i^'uvnoUuf)«/n7s7nqmiPi‘5iiD‘uvn-3u?mvnola m aoiotflnaw 'jbflflm ri ftmlfjijirm'u 

lusioTuvio'njnaw'iJJife l
_ _ < v u . <=fo v%j Vo <r oft/rft * «/ ** a/
2.2 ananuwiaj'mliJvHfliuiiauviinamnwaninomib^Yminsi lvatmiiyiviEJWflii.a wflwiunTnntnft v v

LiaaWolnn^nn^fnwiwifTajbfiMW'uu^'uii.t^yilwajn Omalizumab tn Benralizumab VilaanV 1
Duplilumab ^^^aainanqiimvialiFiisiJ'uvn^^'uvnalaufis/i'nsQnq^fliiiU'uvn'Ji^’Uvnajta

ca v  v  d  V  d  d  w  t »  U  o >--S <u

vila aio'aravioT'jR/iSim t o  Winii'U’u^nvisnsi'un'i'sd^pia m iTu m iJln tn  itasmiwrmn'fen1 ftj *A
I'uri'iinnmjwaa'iia^aia^iwvial'jfi^sjij'uvn^i^'uvnota vilaanaTLmyiol^FifiSiwmiltiwa^wilQaiijnft/ ft ft V ft) ft)
H'wiau^iviTumiwnaaa'u

3. intu'MnTjiSaQajTiPiuasfmuimw^a^a

3.1 w,i!)Tai'l?ff'unn?QU3Qai.iluI?aMR,{f,u,3mi'5-3 {severe asthma) uasldfnimnnTUfwainn'atw 

(fotJtn inhaled corticosteroid Ĵ‘U'î î '3 I'lunu long-acting beta-2 agonist cmi GINA guideline 

step 5 inal'uistisnfn ;> 6 ilau

3.2 wiiQajliJeinijn?amufjjja'inT5M?i’l^  wiiJ,,uaWavm<! wattl'd

3.2.1 wna spirometry vm FEV1 m fm faaas 80 ‘fja^iiJfiw

■ 3.2.2 LPiatavia'Biaivna/U) (intubation) Vila mechanical ventilatory support

3.2.3 S a im in in u a d 'm m m  (severe exacerbation) twaiwtliowa^tw systemic corticosteroid 

iviEimvh oral prednisolone :> 30 mg w^wafrumaw 3 Tmtultl :> 2 fra watl

3.2.4 dtl?t:,TwniiHan?!i,wa<5aawaydwf‘utl‘3«viTu (prednisolone) > 10 mg waru www'anu 

tnm nurm  30 t u

.  4  a  i  i

4. inawamiwfmitirmtJfnEn
ft

wiJQaitiFtdw '̂ULii'jvidi.naimdaQaa'njwiW'ya 3ftj ft ^
4.1 aiidwnniidna'iEJfl'ien Benralizumab Hiwtijt'aBdw’utn'ui.ira ■adwala^T'urla^ (severeft ft ftj

eosinophilic asthma) W ltlu a n m m iy n u m ifn tm w ti (add-on maintenance treatment)
ft/ i/  &  d  |

tuwtJiioYidanEi^uw 18 t! duttl twEjflwauttiMwat'iJ'uftj ft
4.1.1 Sismj blood eosinophil ;> 150 cell/pl

4.2 a'udwmiwnanofinon Omalizumab a iv iM if ld m w m ra  wwodimeH (severe 
Hitl'uani.djjiijjmjn'i^inyiiwti (add-on maintenance treatment) tumbtmda; 

Iw odw aiA ^w altld
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4.2.1 Swmism sensitization one antigen TfltnB skin prick test Vila specific IgE

4.2.2 Total IgE Tuiaafl absmj 30 - 1500 lU/ml

4.3 a-uuwmiLCna'itJfhtn Dupilumab ^nviiD Tna^tfD n D im  ^D flalaalD vJa^ (severe 

eosinophilic asthma) KifiuynmDinynDmnfnwnimJ (add - on maintenance treatment) 

lunoifnwnlnammnamDaayD tDmbyvmany muei 18 tlW liJ Tflym1aDl^$Vlfi,uaviik
V

V  1 V* , *=(

fl-aeiaVuu

4.3.1 msmj blood eosinophil ;> 150 cell/pl uas/ula 5m  FeNO ;> 25 ppb

4.3.2 daonn?wivnIaafKmj (Atopic Dermatitis) isAD^nDnm-acmmm uas/vna Sanfm 

Iflaemaun (nasal polyp) oiDlnmnu

5.1 ifi&ui&nuBtrmm™
i

%>

5.2

6. imnsnvuvutun
A

an Biologic maan Kmarifruyn ICS/LABA uas; LAMA viwiJnaMfuadmu

6.1 ymnanW yn Omalizumab ‘trim 75 - 375 mg QfllwwnviD4 vjn 2 - 4 leiyilfuTiDnei
\j

mDDnvtun uasismj serum IgE

6.2 ‘wmnonWtn Benralizumab m m  30 mg yjn 4 mtonw I d  3 m-mm tiasviawnDU

tvmn 8 efiJm'M

6.3 w sm a n M yn  Dupilumab iDW ibyanawnnfm  18 cl 5ut\J “UDOflanviH 300 Daanfy 

QfiMwnviD-3 vi n 2

mnaiviw nniturmymyn Dupilumab Iwunla 1 wu wafmKal* uniQU nnimiDHynm-min 

tm unw w  200 fiaaniD 2 raw Vila m m  300 Saanfw 2 toj Vila 200 Ctaanfu uas 300 Smmci 

aancat! 1 mjjj

7. nn îl'asi.DDWfinn'sfnyn

7.1 iJnsiiDDW3nniinmiia»'UD5n‘lDn,«is;i,DyDaynn‘uayvin 3 iwau

7.2 wflauausnc'iarmfn'an (responder) v m y m  wOiytfSaonn^vmflauntnmu Teiymntuvi
v

mivInaiDDwannifntn w u

7.2.1 mamnniitbsawDwannnfncmami'jrivi nnw ^nyflBDaua^afm ifm ov

vtoononWynena uasibstDDiaDnfltiJYifi 24 atlenw TflaSmnjwnn^wauaua^piaEn 

^atwaviw mcrialiJu

- annnnwrinimayD'wauawn ;> iayas 50

- arnmneian corticosteroids ciDmoibamu^flytDvhWannn^auya'S

- anmimum/fapMA (asthma symptom control) flTJua^uintumlnm niu aytmsmj 

controlled mu GINA guideline Vila Asthma Control Test (ACT)

7.2.2 insuwnniibsHuuwannnnnmnauvi 2 tilumAil Witasifiuyjn 24 
flIWneM Itnymnoiwmflauerua'W'aun tfalatfavim meiaViJu

- annnnwnniluiQyuwauaflm ;> fayas 80



- 3 -

- anumwEn corticosteroids •ouATUibsvn'u'lfl > saaas 80 vilepmmnviaAEn 

prednisolone

- tnna spirometry wa FEV1 aalunajmlnei > faeas 80 predicted

v h u  ^alm viviaw'wnnn'iin'W 'i'uti^n'iiaija'tia'awtloya^liiu'U'uvIaiijnnn'unn'jHEJi uastn'uvian^'ru 

maiJisjIa'ij'in'um^Pi^aaa'uaum’nn'naVi'yi'Vsa'U'ua'aviKi'ua'uasiii îa^

8. inaiwm'vmeien Wvi&flanujaS^awOTaWaviCw MeiaUltJ

8.1 wtbaldwa\jaua<]wann?in'fcn Inuriv

8.1.1 wdiauanmw^tliii.aau'wmiadi^pnai'ua'j anuiwwmiliJLSaijwmjT^awa^i^aiiJiaiimaijmj
-u

HaiMm

8.1.2 Sanmsmuanlipmmjw uncontrolled emu GINA guideline

8.2 iffowa^ifiawnnnyitfanwmnm^

8.3 wtb&aalu'asmj controlled mnu GINA guideline (am Tun'npm aaj 

pin PEF variability < iaua» 15 tmraaaufiyu 1 tl ua^vivtaAtn



ituuvtewirinmjfmHen Omalizumab 

tfau’̂ nm m nisifanviOTum m w tiSflnuu'wa'j (severe allergic asthma)

wtJna .} w i f e

1. VO ........... ana............................... ....................  2. ivra O  ina O  vtfrj
3. HN........... 4. BTEJ ................... Cl ..... _______lwbu 5. UTWuneh......... .......nlansu
6. fbuq*...... ........... lUURiojen

Jt i
7. m im y n t m u ............. .....em'mjjins

8. 3viamii3n O  nsuOtyffnait O  au i .......................

fohftH^i&Wafogi^ fs"’' ,r,.' ;^y-1
n. nmtaoWtnfnmTO

Tu/iaau/tl vttmn........../......... j ..........  Qu/isieu/Cl vfaifono........./........../..........

1. HOiEjâ iinnwuat)8̂ iiwidwwEni('i{\j(HnviI'5W5siJvivi'Mi«'uvinal,oirasni'3»:inqa‘[,5f!R«vi\Jvi'ML«Tiwa'l'ii/antJ5f,inanf 
TtRjQUUW

2. (severe asthma) uasfldlifjlj'biWfat) ICS/LA8A (uncontrolled 
■ snu GINA guideline step 5) unitlu^sti»nan z 6 laau

TliAwau/O vj&iHf ICS/LA6A........./........ J ......... isutiufi (ICS/LABA)...... -.....................................

tfstjfluintia'i Other controllers (rh£J)........................................................................................
3. Hl)'}BJJ8ntlK4U« 6 fl Cultl

U 1

4. flnn'Sflt'j'ajmrianwiiw entjnTismaaau skin prick test u lo  specific IgE (naanirianfliivftuannnf'i 
(aero - allergen) Lvwamn

5. Sssm) serum total IgE (atbsvriu 30 -1,500 lU/mL) Ttbflsstj.........................................  lU/mL

6. wtbalyanimnfldURijannntwi'lA wiircaWfowk Rtoia'liiu

6.1 wna spirometry vnj FEV1 < Ceoas 80 ‘iiawtiniri

fin FEVl fauns.................................... Tu/iRBii/tl v iw «a ........... /......... j . ..........

6.2 Ifll/LdviaihinnaUi (intubation) Vila mechanical ventilatory support

6.3 Saimsri'HftJBEh'rstHU-i (severe exacerbation) TpiejhB'J'Ir systemic corticosteroids ivltnnvh 

oral prednisolone * 30 mg RflWBfTUfWiei 3 "JUmatJ Vila a 2 nfa (riot]

6.4 SilisTRnn^HfJiiaREJrafjatlUfiTUtJicvinTJ (Prednisolone) > 10 mg/TU iniwami > 30 tu

o  o  

o  o

o  o  
o  o

o  o

o  o

o  o  
o  o

o  o

u nTstJraifl'UHam'nrfcn
O  ninll<fftnnf4U?n ibsujuwavi 12tftJ(mw (fnwibuaatjauatwenitif'ny'i Mfniaauasthsuluwaiin 24&Jw'iv)

istjwan'vnbsiii'u_______________________________________________________ 1______________
O  mwl'amm'Jiiriflf'SM 2 iCliimihi tlssiSuwa^n 24 tftJenw

...............  tu/ibbu/3 vtlvftn........ J ..........J ...........

■jsfuwamsibKiflu.... ............... ........................ ............... ........................................... ........

ft. nttumincusinTswtJWEn gixji'ial.y.-iifmu-i
O  flBimsM^niutJiStitJwauamtwa'.ua-i antnufiflmilmaatJYiaulsiara'UWBi'UlomMOun'uriBuWin
O  uncontrolled (mu GINA guideline
O  inANatfwfla^inn^WunTOeqiiiitN
O  8t)lans«u controlled fnu GINA guideline (onmi wanrismaajJtinniYnJaw) f iu n W i ^^variability <k\j%

Wtnriaaufmj l tl uaaHiujflm ( j  j \ \
v.(-1__XyLmiifty-----Li;

TjasusB̂ dnift'unTiusn'mntbsn'n \  

nrda.............................................imYiEJwMwT

/

(.. ..)
TU/lRBU/tl



i i u u v t o f o f h n u n T j W t n  B e n ra lizu m a b
tfaii$4dnmu?nwobflWfl'UU^uus<i imsiaiafl'i'uvJam (severe eosinophilic asthma)

1. t!a..................................... ana............................... ...................  2. lYlfl O  Tina O  V1Q4
3. HN........................ ............. 4. ana................... 3 ..... ............ lrb'j  • 5. unviuntm................ nlansir

6. sbufja.................. wuRiorwi 7. ■wu^wbn'tmEj............ .....mrmuwj
8. Svitimsiun O  maruty^nant O  BTJ *| .......................

• j.  v

0 O

0 O

0 O
0 O

0 O

0 O
0 O

0 O

.finwwntiia^wunwwB^iw^^vf'ifliuviniiaS^V^.''^?-5', ....:;< : ■ y5- /, .tA&ss*
■-- . : < » - - .  . ; * w  P Cb... i ;-.,■■>•* ' -  .,. 7 •- . ■- ■-y .  •■; ^  , .: " ^ - r ^  ^ti); V ' !>•■ f *-VV /Li.-r :

n. nsEUTJ0W£nA?W5n
Tu/iwaii/tl nlwtn ...............y ...............y ................. Tu/iaau/tl vnuaaa............. y ............... y .................

1. âaaol'un'i'swuatJo-JiiviviEJŵ tJT'Hncym'u'i'SR̂ KtJiJvinJiwuMnti'ltiiiaEnn'JcaniifilwittJtJVin'jiw'uvinaWonsjTf'iian̂
bflfjBiiH

2. nu0aWnmnnJWHunoi3ubfi3atfi4,5miT'5 (severe asthma) tiasjflnufluluWhtj ICS/LABA (uncontrolled 
will GINA guideline step 5) iniiiustasi'jan a 6 i$iau
TU/LR0U/ti villoiW ICS/LABA........J ........ J .........SKIl-iTUfi (ICS/LABA)............. ..........................
■JiitJTnjirnjÔ  Other controllers ( m 3 ) .....................................................................................................................................................

3. rMiaBanq&ufi 18 3 Suit)
4. Stswu blood eosinophil s 150 cells/pl nnatu 3 iwau riaunTSWtmtunWtn

TU/tROU/t) vlenna........ y .........y .........."Sirijm blood eosinophil..............................cells/pl
5. «Jnal3aoan™nnufly0nm™Rlfl gniroalfraaviua eut'i'a'hJti

5.1 ana spirometry hu FEV1 < faoas 80 tia-jRTdnw
h i FEV1 iotas.................................. tuArou/3 viei'm..........J ........../..........

5.2 ifitila’via^Ttivnala (intubation) visa mechanical ventilatory support
5.3 flannnirhb'uaa'm'uuS'S (severe exacerbation) systemic corticosteroids iviiiiiivh

oral prednisolone 2 30 mg RRwanutMUR 3 TUthilti Vila 2 2 r a  eiatl
5.4 fi-U-j '̂JKmsHaniElRâ BUR'tfURtLnJsKvnu (Prednisolone) > 10 mg/TU OTPiodamj > 30 tu

u  nordisiSuw anniam n
O  m t S H t n a f - t i u n  tb siB u w a v! 12  tfiJanw ( n n w v h t m a u a 'u a 't fla n n 'n n u n  W t n f l 'a u H t i l i s i B u w a v i n  24 tfvlR m i)

■ftnjwamTtbsiSii__ _____ ________________ _________ ________ _________________________ ___
O  m tu W m tn w p n 'JM  2  iflirwultl rlistSuwayjn 24 ^ vJr t m

m ^ v f t n n it u L S u p if w ..........................  n u/iR au /3  vftvfan...............y . ................./ ...................
aKUNannstbsifiii.................................... ......................................... ................................................. ............................ ........... ....... .......................... ...................

T
m tSm incuwm wm tn

1/ *1 %/ I m 1 - T

O  fio'inTJHfimiluiQfJunmjadn^RBiuo-t aiumjMfin'usmQrrj^auWaRa-r alouJioumaununo'uHoT 
O  uncontrolled (mar GINA guideline 
O  inflwatfn̂ iRoaannnn^HmTmsmmi'sa 
O  aalim flu controlled snu GINA guideline (onpu wano'SR'maimnfnvnJtR) iiarnuefa ™^afia^|rt>fc;^ 

Ivfmw'aauimu 1 3 umlwiqpim h U

TianusBmoifivifmaraitYinvbsnna

a « a .............................................imviaw^Htn

iti/iRau/tl.
..)



uuuvJa^nnmjfm'l'wtn Dupilumab 
njualfia l̂irolam (severe eosinophilic asthma) vifa FeNo > 25 ppb

| § § 1 $ »

1 . t l a ..................... ........................................ a n a ...................................................... ................................. ' 2. ivrn O  m o O  VttlM
3. H N ...................... ......................................... 4. a n a .................................i l .......... ......................m a n  5. u n v n j n m ............ *»Y u.. n la n s y
6. m u m .............

^ J* ,
................wupiujw'j 7 . Y ru yiw T5 'u m u ...................... .........m i n i u m

8. ^vism siu n  O  niuucyilnano O  a u  1 ........................................

RWwnfogyjlypA •.-'£< '•••’■•••" ^»y *\v '£ U  -IxTItJ .
n. ntfmiaWtnfwu'in

7u/wau/3 vftvm........ J .........J .......... fu/ifleu/tl vnuaoiu........./......... /.........

l. MbaaulumsfluatiwuriYiuwmmmtiJmufamwumwumalaiiasnnnmnqnlimwumwymBVan^mam 
IsR/ini™w v

2.i,uaQamuin{U9ivivn,'nfltjl'5RviOT'û 'uu?-5 (severe asthma) uas/vila nannnwwu-aaniatj (Atopic Dermatitis) 
ssmnhunan'j - ■sullt-j tias/wle uanrmffleltraaun (nasal polyp) iilulsfl-hu iiasmuflulwlswitJ 
IC5/LABA (uncontrolled mu GINA guideline step 5) nouhraSEisnan 2 6 iftau 
Tu/iaau/fl vuluK ICS/LABA........ /......../.........ssuwa (ICS/LABA)........................................

o  o  

o  o

ikuduriib-i Other controllers (m u ). 
£

3. wibtiuanqmiyri 181) w ill

4 rtasRU blood eosinophil & 150 cells/pl uas/ine uwafirM FeNo 2 25 ppb main 3 irbu naumnwtrvinjnWEn
Tu/iinau/il vlmisi........ y........../.........
isum blood eosinophil.......................cells/pl
strum FeNo........................................ ppb

5. wdoalnanunsnmuRuannosviAlR mntmlw‘fifmu4 mwalilu
5.1 mna spirometry wu FEVl < settas 80 riiatfmlnfii

m FEVl faaaB ...................................Tu/iweu/il w m a .........../........../..........
5.2 ifltileivia'ibtjvnula (intubation) wla mechanical ventilatory support
5.3 uaonnsnntsuaEh^uus-i (severe exacerbation) IflOflaVlfl systemic corticosteroids tviauivin 

oral prednisolone 2 30 mg Rflwenumuw 3 Tumili) vtla 2 2 n>t wail ,
5.4 ndsB^nnsHmiaflusaamiURruibsivnu (Prednisolone) > 10 mg/nu waasnu > 30 tu

o  o  
o  o

o  o

o  o  
o  o

o  o
u msdstiSuwarrmnun

O  m tfiH a n Ftf'a ti's n  ib s iu u w a vf 12  sfiJera ( n o H i h a « 0 u a u 8 < iria rm s n w o  W a n f l a i i a s i b s t u ii w a Y m  24 tftl?nw )

O  nstulwnmLtirffil'tw 2 iiluwiitiJ ibsiu uw ayin  24 aiJm w
n n s H m n s t u iilu m -™ ..........................  T u /w e u /tl V ild a n ................/ ................J ....................
SBUwanoTtbsiyu............................. ........................................................................... ........

ntfuminnjwmivtasian minintwiinviw mriaTilu
O  jj0inisitRn^nutSaimiTuam-t(fiai-u0t munuuAnoimQouuauluafla* luaidiauiaaunuriauWtn 

O  uncontrolled mu GINA guideline
O  inflwarn-HRO'imnnmlwnwmmi'i'j . ,  x .
O  atiltnsmj controlled any GINA guideline (onnu warmws'j'iiau'nam'wilofl) sounu/y' r a ^ i ^ t y ^ l 5 % ^ ' 

Iwngiaaumu 1 tl iiml vMtjflm * j ’p  J-)?

wsusarhiilumnuratinil'jjjnns 

a-t^a.............................................tmvifjumHrr-^
(..

TU/tRBU/l)


