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1 HA3BA JIIKAPCBKOI'O 3ACOBY
Armtiopan, cyOiHrpansHuit crpeii.

2 SIkicuumii Ta KibRiCHHIT cKia)

Boxnuit  pozmim excrpaxty(in)  amepremy.  Komumenrpartia CKCTPAKTY  QJICpreiry
CTaHMapTU30BAHA IMYHOXIMIYHUMH METOJAMH, a i 3HAYEHHS 3aJICXKUTh Bil ajlepreny, 1o
BXOAUTH 110 CKJIAZly BaKIIMHH.

Hopruiinepenix 1onoMikHEX pedoBHH HapereHo Bposaii-6-——m

3 JIKAPCbBKA ®OPMA
Cybminrsaibuuii cipeit.
[Tpozopwuit po3uu, 6e36apsHuii a6o 31erka 3a0apBieHHIt 3a/1e)KHO Bl anepreny.

4. KJITHIYHIA THOOPMAILIS

4.1 TepaneBruuni nokazanus

Aniopaﬂ CyOmHrBaJIbHMI cripelt — wue anepren-crenupidHmii 1\1) HOTEpaNeBTHYHUN
TKapChKAit 3aci6, npusHaueHuil A TiKyBaHHS aJIEPriYHOro PHMHITY, KOH IOHKTUBITY Ta/abo
CE30HHOT 9M LINOPiYHOT GPOHXIANBHOT ACTMH, CHIPUIHHEHOT aepoajiepreHamH.

Armiopai, cyOmiHrBaTEHMI crpeit mokasanuii 10pocIuM, MiuTiTKaM Ta JiTsM cTapiie S poKiB.

4.2 Croci6 3acrocyBanns Ta 103n

Z!OByBaHHﬂ

JlikyBauns Amiopan, cy6rminrBamsHmif CIIpei, CKIAJA€eThCAd 3 JIBOX €TalliB: [MOYaToK ado
[IOYATKOBE JIIKYBAHHS Ta MPOJOBXKEHHS ab0 MiATPHMYIOUe mikyBaHHs. [lig gac nepmoi ¢aszu
03y TIOCTYNOBO 30UTBLIYIOTH 0 MAKCUMAIBHOI 103H, fKY MEPEHOCHTH HarieHt. Ilia gac
APYTOro eTamy MakCHMallbHa /103a BBOAMTHCS IO THS.

Amniopaj, cyOmiHrBaIBHUI CHpeil CKIaIaeThes 3 OJHOro abo KinbkoX (hiakonis, 1 (uiakon
HU3bKOI KOHIEHTpaLii Ta 2 (IaKOH MaKCHMAIBHOT konuenTpanii. Konnenrpanis 1 duakony
CTaHOBUTH l;’S Bi/l KOHIIEHTpaLii 2 (1akony.

pEKOMeH)]yCTbCSI KiJIbKa MOJKITHBHUX CXEM 3aCTOCYBaHHA I IIbOTO IIlKaprKOTO 3&006)’, pi(~
BKA3aHO KUIBKICTh iHraIAMiii Ha JeHb 1Is KokHOro ¢uakoHa. Paszose 3aCTOCYBaHHS
JIKAapehKOro 3acoby Amiopan, cy6IriHrBaIbHMiL crpeii - exBiBagentHe 0,1 mur. Ti um immi
CXEMHU NPHHOMY BCTAHOBIIIOIOTHCS JIiKapeM-CIIeliamicTOM.

3euuaiinui epachix

[TouaTkoBe nikyBauHs:

- ®riakoH 1 BBOISTH NPOTATOM YOTHPHOX AHIB, MOYMHAIOYH 3 2 IHra/sIif, a 1MoTiM
AOJ1a0YM 1€ 2 iHTalsILil IO/THs, A0CSTarou § iHranAmiil Ha yeTBepTHil AeHb.

HlinTpumyroue jikyBaHHs:

- Y BHNAJKY 3arajbHOTO 3aCTOCYBAHHA: [OYMHAIOYH 3 [I'STOTO JIHSA ¢nakon 2
3aCTOCOBYIOTH 3a CXeMOIO 2 HraIsmil Ha 100y 10 KiHIs TiKyBaHHS.

- 3aCTOC)BaH}IH 3TIAHO TIepejce30HHOro rpadiky (muaok): daakon 2 3ac@@mbyuo

7 pnanas
2 IHrausuil Ha 1 STHI JAeHb, a MOTIM 10 3 BBeJeHHS MIOIHS 10 KiHI JiKYBaHHs SRS

Tepminoeuit epagpix
[TouaTkoBe ikyBanus: _
- [lepmoro aus B MEJAHYHOMY HEHTPI BBOASTH (hakoH 2 mo | iHLZ:
XBHJIMH 3HOBY BBOJATH | iHrassuio. N



[lixTpumyrove nikysanms:

- Y BHNAJIKY 3arajbHOrO 3aCTOCYBAHHS: MOUHHAIOYH 3 Apyroro jHs (GIakoH 2 BBOIATH
o 2 iHrassmii Ha 100y 10 KiHIs JikyBans.

- 3acTOCYBaHHS 3TifHO MepeICe30HHOr0 rpadiky (MUJI0K): MOYHHAIOYH 3 JAPYrOro JHS
(hraxon 2 BBOAATE 110 3 iHramANUii Ha 00y /10 KIHLS JIKYBaHHS.

Jlixapcbkwuif 3aci6 PEKOMEHIYETHCA 3aCTOCOBYBATH HATILECEPIIe a0 mepe/l TKEFO.

[Tepw nik 36inbmmTa 103y, HEOGXiMTHO MEPEKOHATHCS, IO MONEPEAHS /[03a HE BHUKIMKaIa
JKOIHUX NMOOIYHUX peakiliil, ki He PEKOMEHAYOTH TT. KO ue 1aK, JorpuMyiirecs 0cTaHHbOT
JI03H, SKY [EPEHOCUB [1aLlI€HT.

Ak mpasuiio. anepres-crenudiuna IMYHOTEpArtis MPOBOAMTHCS HE MEHIIE TPhOX DOKIB.
JlikyBanus He ciin npummHSTH paHilile BCTAaHOBJICHOTO TEPMiHY.

Jos toro, mo6 sikysanus G6yno edexTHBHIM, JIKapchKuil 3acib HeoOXiZHO 3acTOCOBYBATH
PEryApHO. YV pasi npormycky npuifoMy 1031 CIIiI JOTPUMYBATHCS BCTAHOBJICHOIO rpadika, He
BBOIAYH [O/IBiHHY 103y.

Edexrunicts msoro nikapeskoro 3acody BUpaxaeTbes B ojunnngx EI'Y/ v abo BAO/mo. L
OJIMHWII HE € B3aEMO3AMIHHHUMH 3 OJMHHILIMH. SKi BUKOPUCTOBYIOTBCA ISl BHPaKEHHS
eexTUBHOCTI iHMMX aJIEPreH-CrennpiuHuX IMyHOTepaneBTUYHUX TiKAPCHKUX 3aCO0IB.

Himu
Iudopmanis Bigcyrns. 3aramom ajepre-crenndiuna iMyHOTeparis He PeKOMEHIYETHCS 10
3aCTOCYBAHHS AITAM BIKOM 10 5 pOKiB.

Llnax BBeteHHs
Arntiopai, CyOIiHrBaIbHUIL cTpeil PH3HAYEHHUIT BUKITIOYHO JUTS CyOIIHTBAEHOTO BBEICHHS.

Heodxiano noTpumysatucs nux BkasiBok oo BBEICHHS:

- [Tepent koxHO0O 103010 06epeskHO CTpYLIYHTE (hTaKOH.

- Tpumaiite prakon y BEPTUKAJIbHOMY IOJIO’KEHHI BECh Yac.

- ITepen eremensm nepuol 1034 3pobith 3 abo 4 3arTsKKu MOBITPSAM, MO0 MOBHICTIO
3aMOBHUTH KOHTYD 1 KJaNaH J03yBAIBHOTO PO3INIIOBAILHOIO HACOCA.

- Beenite Binmosinny mosy min ssux i TPUMaNTe B MICII HAHECEHHS MPOTAroM 2-3
XBUJIHH JIO TIOBHOTO BCMOKTYBaHHS. Biapasy X mic/is boro mpokoBTHITH Oyab-SIKY 3aJTHINOK
JHKapCBKOTO 3ac00y, 110 3ATHIIHBCS TTi/T I3HKOM.

4.3 Ilporunoxkazanus
- [TixBumena 4yTnuBicTh 10 Oyab-9KOT 3 JOMOMDKHUX PEYOBMH, HABEACHHUX Y PO3JIiJIi
6.1.

- Baskkuit imynoneiuut abo aktusHe ayTOIMYHHE 3aXBOPIOBAHHS.
- Pak.

- Hecrabinbna a6o norano kouTpomsosana actMa.

- byne-aka npwdnna, mo mepemkoizkae BBeTEHHIO alpeHalliny y pa:
aJIepPrivyHol peakuii. o
& JlikyBauHs nikapchkumMu 3acodamu OeTa-a1peHo0I0KaTOpaMH.
- ["apsiuka. f
5 [leuxiuni posnaam abo Gymp-sxi inmmi TPY/IHOMI, 11O nepemxo.&;ﬁagﬁérg.
JOTPUMAHHIO JIIKYBAHHSI. L\




4.4 OcoduauBocTi 3aCTOCYBAHHS
AmOpu CyOUIHTBaIbHUIH crpeil NpU3HAYCHHH BHKITIOUHO JUTS CyOJIIHIBAJILHOIO BBE/ICHHS,
Horo ue CJT1JL BBOZUTH OVIb-SKUM THTITHM 1T1TSIXOM.

Baxiusum € peryjspHe CIIOCTEpECIKEIIIIST 3a fIﬂL[iCIITOM mrcapeM CII@I.II[IJ'I]CTO\I AKHEH
BIIIOBI/1a€ 3a BHECCHHSI 3M1H /10 J'IIK\ BaHHS, SIKE MOYKE 3HALOOUTHUCS nauluuy

———Hepea nouartkom — AiKyRaHHS—HKAPCHKHM — 3ac06&w—x¥mep&a—ey6n tHFBaJIbHIIT — CTipeit;

HEOOXIZIHO KOHTPOIOBATU CHMITOMH aneprii, AKi BUSBJISIOTHCA Y MAIi€HTa, 32 JOIOMOIOIO
BI/IIOBITHOTO JIIKyBaHHS, SIKIIO HEOOXiAHO. Y pa3i BUHHUKHEHHS Oy/1b-SKOT M06iuHOT peakiii,
COPHYMHEHOT BBEACHHAM LbOTrO JIKApCHKOTO 3acofy, HEOOXiAHO OUHHTH, UH  CIid
MATPUMYBATH, 3MIHIOBATH a00 NPUITHHNTH BCTAHOB/ICHHMT rpaQik JiKyBaHHS.

Y PIAKICHHX BHIIAZIKAX MOXe BHHUKHYTH cepiio3Ha anepriyHa peaxiis (axaditakTHuHHIT
WOK). AHainakTHyHi peakiii BMUMAraioTh TepMIHOBOrO BBEICHHS nimkipao  abo
BHYTPIIIHLOM 53080 1/1000 ampenaniny, ske MPH  HEOOXiTHOCTI MOMKHA NOBTOPUTH.
Pexomennosana xo3a s niteit cranosuts 0,01 Ma/Kr Mach Tina, He nepeBuuryrodn 0,5 MIL
Opi€HTOBHI 1030 JUIs IPABUITEHOTO BBEIEHHS aJIpeHasliny:

- Jitu 10 6 pokis: 0,2 M
- Hitu Bikom Bix 6 Ta 12 pokis: 0,4 M
- Hopocmi: 0.5 - 0,8 mi

JIKINO reHepaizoBaHa peakilis He MPOXOAWTH, 1l J03M MOYKHA MOBTOPIOBATH KOXHI 15
XBUIHH MaxkcuMym 3 pasu. llpu HeoOXiZHOCTI IepeBecTH XBOPOTO JI0 BiUlisieHHS
HEBIKIIAIHOI JOIIOMOTH.

45 Bsaemonis 3 immuvu JikapcbKuMH 32c00aMu T i BHIH B3aeVoTiii.
Hocnipkenns B3aeMoii He poBOAIIIICS.

HIK_YBElHHH OeTa—OTIOKaTOpaMI/I BBAYKAETHCS IIPOTUIIOKA3aHHAM 10 ajepreu- CI'ICLIH(l)l‘IHOl
IVIyHOTepaI'IIl HCPC3 SHHIKCHHS C(beKTI/IBHOC[l J'[lK)(BaHHH aﬂpeHaﬂIHOM ¥ pa31 aHa(pUIal(Cll

4.6 DepTHABLHICTD, BATITHICTD TA JaKTallist

Baritnicts

Hespaatoun ma Te, mo anepren-crenudiuna imy HOTEparis He MPOTHIIOKA3aHa Ml 4Yac
BariTHOCTI, HemMae iHpopMmaLli 1po Gesneky 3acTocyBanus Amiopalt, cyOIiHIBaIbHUI CHIpeii y
BariTHUX 5KiHOK, TOMY {{Or0 3aCTOCYBAHHS I Yac BATITHOCTI He PEKOMEHIYEThCS.

Y pasi BaritHocTi mix wac 3acTocyBamHs JIKapchKoro 3aco0y Amiopai, cyG/iHrBagbHumil
CNpeii, MPOIOBKEHHS MOTOYHOTO JIiKyBaHHS CIiA PO3IJSAATH JHIIE TOMI, KOMM MOTeHIiiina
KOPHCTB TIepeBaKaE HA/l PUBHKAMH.

CoxyBanHg rpymuo
Hesiznomo, un Buainserscs nikapeskuit 3aci Amiopasn, cyOmiHrBajIbHUIA cnpmmm
MOJIOKO JIIOIMHH. g

rOJly BaHHSI rpymro Hemae uubopuaun Mpo Oe3rneKy 3acToCyBaHHA nmapcu\g cooyu_
Aniopajt, cyOmiHrBaTBHUIT CIIPei, y KiHOK. SIKi FOAYIOTH TPYAIIO, TOMY uor' : acw_yiaamm
M/l 9ac roayBaHHs IPYUII0 HE PEKOMEH/YETHCA. ‘ '




[Ipo mpomokenns norounoro JKyBaHHA Ariopan, cyOniHrBajgbHMil crpeif mig uac
TOAYBaHHs I'PYIUIIO CIIiJL PO3IIISAATH JIUINE TOMi, KOJM MOTeHIiHHa KOPHCTH IIepeBakae Haj
pPH3HKaMHu.

DepTHIBHICTD.

Hociypkennss  depruaprocti i3 3aCTOCYBAHHSAM  JIIKApChKOro  3aco0y  Amiopai,
CYOIHIBaIBHMIA CIIpeil He TPOBOAMIIHCA.

Hocnimkenns alepreH-cuenu@IqHol iMyHOTepanii Ha TBapMHAX HE BHSBIUIM IIKiIMBOTO
BIUTHBY Ha PCIPOYKTHBHY TOKCUYHICTh.

4.7 Bnaue Ha 3matmicTs KepyBaTh TPAHCHOPTHHMH 3aco00aMH Ta HOpPaNIOBATH 3
mMexaHizsMamu

Amiopan, cybmiHrBanteHmit cipei He BIuIMBae ab0 Mae HE3HAYHMil BIUIMB HA 3ATHICTH
KE€pYBaTH aBTOMOOLIEM Ta IHIIMMH MeXaHI3MaMHU.

4.8 IMoGiuni peaxuii

Y HOOZMHOKHX BUNAIKAX MOKYTb 3°ABHTHCS reHepasli3oBaHi cepifo3Hi pecnipaTopri peakii,
CHIILHUI CBepOIX B JONOHAX abo MiZoImBax, HYJ10Ta, roJIOBHUH Oinb, OpoHXOCHa3M,
aHTIOHEBPOTHYHMIT Habpsik  abo aHadinaktnunuit mox. I[li cummromMu mOTpeGYIOTH
HEBIAKIIATHOT TOIIOMOTH B MEIHYHOMY HEHTPI (AUB. po3in 4.4).

Haituacrime wmicnesi peaxuii noxanizyiotscst B POTOBIH TOPOKHUHI i KIAaCU(IKYyIOTBCA SK
CHHIPOM  ajieprii poTOBOT NOPOXKHUHU (CBEpOLK, 3amameHHs, HaOPSK ToOmO). SIKIO
3'ABISIEThCS OlIblua MiclieBa peakitis, HeOOXITHO MPUIHATH JiKapchKi 3ac06M ab0 BKUTH
HEOOX1/(HI 3aX0/I1 TIPOTH 1ii€T peaKiii.

CucremHi peakuii, Taki sx PHHIT, KOH'IOHKTHBIT, acTMa Ta/alo KpOIMB'SHKA,
croctepiraiothes pimme. [lpu nossi Gyap-sikoi 3 mux moGiummx peakiliif ¢ BBOAUTH
aHTUrICTaMiHHI JliKapchKi 3aco0u, Oponxoauiaratopu abo HaBiTh iH eKuiiiHi KopTHKOIM,
TPUMAIOYH NALIEHTA I1i] HATJISAIOM JIiKaps.

Lositomiaenns npo moGiuni peakiii

Baxcineo nopizomiata npo mno6ivmi peaxuii micas peectpauii Jikapeskoro 3acody. Lle
AOSBOJIE  [IPOBOAUTH  MOCTIMHMA MOHITOPMHT  CIIiBBifHOLIEHHA KOpMCTI Ta PU3UKY
JKAapChKoro 3acoly. Meauauux NPALIBHUKIB [POCATh [MOBIAOMIATA Npo  Oyab-siKi
Mi03proBani mobiuui peakmii yepes HalllOHAJIbHY CHCTEMY 3BITHOCTI.

4.9 [TepenosyBanus

Y pasi nepenosyBaHHS OMIKYETHCS MiABHINCHHI PU3UK PO3BUTKY NOOIYHUX peakiii,
onucaHnx y posaini 4.8. Y ubomy BuNajAKy MaLieHTy HEOOXiAHO OTpUMATH HEBIAKIAAHY
JOTIOMOrY B MEIMYHOMY 3aKJIaii

5 ®PAPMAKOJIOTTYHI BJACTUBOCTI

5.1 ®apmakoanHamivni BiracTHBOCTI 18
PapmaxoTeparieBTHYHA rpyNa: eKCTPAKTH aneprenis, kog ATX: VO1AA

s A
o

Mexauni3m aii ta hapmakoauuamiugi edhexT o, W
Aneprencnenudiuna IMyHOTeparis mossrae y [IOBTOPHOMY BBE/ICHHI aJIepreHIB -IalienTaM 3

AJIEPriuHUM PUHITOM, KOH'IOHKTHBITOM Ta/aBo acTMOK 3 METOIO0 aKTHBAllll MeXaHi3MiB
IMYHOMOZYJISILT, OCSTHEHHSA AOBrOTPUBAIOrO [MOJICIIUEHHS CHUMITOMIB Ta 3MEHIIEHHS




NOTPEOU B CUMIITOMATHYHOMY JHKYBAHHI, 4 TAKOK MOJIIIICHHS SKOCTI KUTTS MAlieHTa micis
HOAAJIHILOTO BIIHBY HABKOJIMIIHBOTO CEPE/IOBHIIA Alepreny.

Meroro papmakoaunamiunoro edexry a ajnepren-crientnivunoi imyHoTepanii € iMmyHHa cucTema
MAUIEHTA, 110 BUKIMKAE IMYHHY BiIOBI/b [pOTH BBeACHOrO ajepreny. OCHOBHOIO METOIO €
BIJHOBJICHHS [epH(epUIHOL IMYHOTOrIYHOI  TOJIepaHTHOCTI 10 ajepremy, HPUTHIYCHHS
HeraifHux Ta Blﬂ,CTpO‘!EHH‘( QICPrivHuX  peakuiil, IHAYKLis asepred- crienupiaaux

— PETYIATOPHUX  [IACPYIL  KAITHHE T4 4x—@ynpecnpnm:—ummemm—}——mﬂe{eyﬁ——a——?aﬁex&—
upurHidenus IgE pasom i3 IHAyKUIi€o npoaykuii lgG4. Mexanism i HeT0CTAaTHBO J1006pe
3A/I0KYMEHTOBAIIMII i 1€ BIZOMUIT TIOBHICTIO.

Kniniuna edekriruicts Ta 6e3nexa

Kuiniuna epexturnicTs ajepreH-crueuudiuHol iMyHOTepanil OLIHIOETHCS 3a 3HIDKEHHSIM 0aTiB
CUMITOMIB ajieprii Ta BUKOPUCTAHHSM CHMITOMATHUHIX JiKapchKHX 3aco0iB. Kinbka
KIHIYHIX JOCII/DKEeHb, CHCTEMATHYIHUX OTJISIAIB Ta MeTa-aHasli3iB NPOAEMOHCTPYBAH, 11O
cyOuHrBagbHa iMyHOTeparmis CIIpHIHHSE 3HAYHE 3HIDKCHHSA 000X aCHeKTiB, sIK Y JOpPOCIIHX,
TaK 1 y Aiteif, ToMmy BoOHa PO3IVIANAETECA K TPIOPUTETHUH TepaneBTHYHUH BapiaHT Ui
JIKYBAaHHS allepriqvHOro PHHOKOH IOHKTHBITY Ta aCTMH.

5.2 ®apmakokineTH4Hi BIacTHBOCTI

dapmakokiHeTHYHi JOCIIJIKEHHS HEMOIKJIUBI JUIS ajiepre’-crenupiyHux
myHOTepanequHH\c JKapChbKUX 3aco0iB. PiBeHs akTHBHOI PEYOBHHH B IIIasMmi 111 yac
TIKYBaHHS HEMOKIIHBO BUMIPSATH Yepe3 HpUpPOJY JIKapchKOro 3acoby, OCKiNbKU OIIKH, 10
BiJUTOBIAOTH Ait0uiii PEYOBHHI, IBUIKO METAGOMI3YIOTHCS 10 MENTHAIB Ta AMIHOKHCIIOT.

5.3 Joxiiniuni gauni 3 6e3nexn

BBakaeTbesa, mo aokimiHiuHI g0CTiDKEHHS TOKCHYHOCTI HE € HEOOXIIHHUMH, OCKLIBKH
anepreHna cyO IiHrBajbHa IMyHOTEpamis B JaHuif yac KIIHI9HO BUKOPHCTOBYETLCA YV JIHOAEIH.
Jani npo TokcuuHicTs, OTPUMAaHI B PI3HUX OCTIIKEHHIX 3 EKCTpaKkTaMH ajepreHiB, He
BHABUIIN JKOIHOTO BXKIIMBOTO PUBKKY JUIS KJIHIYHOIO 3aCTOCYBAHHS.

6 DPAPMAIIEBTUYHA THO®OPMAIILIS
6.1 Honomizkui peqoBunu

a Hatpiro xmopun

= Denon

] ["ninepun

u Hunatpito rizpodocpar

= Hatpiro qurizpodocdar

= Bona ounmena

0.2 OcuoBHi BUDaaku HecyMicHoCTI
He 3actocoByioTs.

6.3 Tepmin npuaarnocri
18 micsi

6.4 OcobummBi 3an106ikHi 3ax010 IpH 30epiranxi s _
30epirat B XOMOAMIBHUKY (mpu temneparypi Bix 2°C - 8°C). He ;aMOpoxcyf;am i

6.5  Tun ta Bmicr MEPBHHHOT YHAKOBKH
Posunn y cknstnomy draxoni, 3AKPHTHH JI03YBAILHHM HACOCOM- poslmmosa



Pizni popmarn nikapcrkoro 3acofy Amiopai, cyOiHIBaJIBHUI Clpell CKIAJAlOThCS 3 IBOX

TUMIB (IaKoHIB:
®naxon 1: 3enenuil GrakoH. 3.5 v
®nakon 2: YepBouuii dhakou. 9,5 ma

[loyaTkoBe JliKyBaHHS
- Kommexr 1: 1 ®nakon 2
_ - ~ Kommexr 2: 2 dpakon 2

=t
‘71

- Komrutekt 3: 1 dakon 112 ¢paakonn 2

IiagTpuMyroye mikyBaHHs

- Kowmmnekr 1: 1 ®nakon 2
- Kowmmiekt 2: 2 ®nakon 2
- Kommuiext 3: 3 ®nakon 2
- Kommnekr 4: 4 ®nakon 2

He Bci posmipy ynakoBok MoskyTs 6yTH npoaani.

6.6 Ocodunsi 3ano06ixui 3ax0an npu 36epiranni
bes ocobnuBux BUMOT.

A BJIACHHUK PEECTPAIIMHOI'O ITOCBI{YEHHSI
ACAK ®apmacsrorikan Imyronomki, C.A.

Kanpikomio 5

03006 Anixaure (Icnianis)

8. HOMEP PEE€CTPAIIIHHOI'O MOCBIIYEHHSI
He 3actocoByeTthes.

9, JATA  MEPIIOI
3ACOBY

He 3actocoByeTncs.

PEE€CTPAIII/TIEPEPEECTPALLII

10. AATA OCTAHHBLOI'O MEPEIJISITY
Yeprens 2020

JIKAPCBKOI'O




LA [19517 /0202
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IncTpykuist 3 BHUKOpHCTAHNS: Indopmanis 1ias naunicara

AIITIOPAUJL, cupeii cyOainrsaasnmii
[Tepconanizopana cy6inrpansia ateprerma IMyHOTCparig, crupei

[lepm wik nouatn npmitmarn ueii npenapar, yBaKHO NPOYHTAHTE BCI0 IHCTPYKIIO,

OCKITEKYW BOHA MICTHTH BAAINBY JUIH BAC iH(popmairio.

- 30epiraiite 10 JIMCTIBKY. MOXIMBO, BAM JIOBEIETHCS IPOUNTATH i1 111€ pas.

- SIKIIO y BaC BUHMKHYI'b JJOJATKOBI 3alUTaHHA, 3BEPHITHCS 110 CBOTO JiKaps abo (apmanenTa.

- i mixw nmpuanavyeno nume sam. He tepeasaitie Ix iHwmum. e Mmoke saBiatu 1Ko, HABITH
SIKILO O3HAKHM XBOPOOH TaKi XK, K Y BaC.

- SIkmo y Bac € sikich no6iuni edextu, . 3BEPHITBCA 10 CBOrO Jikaps a6o ¢apmanesra. Croau
BXOIATE Oy b-siKi MOK/INBI MOGIYHI eeKTH, HE 3a3HAYEH] B Wiii iHcTpyKuii. J{us. Po3zain 4.

3micT iHeTpyKRIii:

1. Ilo Take Amiopai, cnpeii cy6iHrBajIbHUI i 715 9OTO BiH BHKOPHUCTOBYETBHCS
2. llo noTpiGHO 3HaTH, NMepIn Hik MpUitMaTH Arniopai, crpeit cyoIiHrBagbHUIT
3. SIx npuiiMat Aniopas, cripeit cy6iHrBaIbHUIA

4. Moxusi nodiuni edexn

5. Sl 36epirati Amiopan, cripeit cy6iHrBaTbHMI

6. 3MICT yakoBKH Ta iHma inopmaris

1. o Take Aniopau, cnipeii cyGaiHrBabHuii i 1711 40ro BiH BHKOPHCTOBY€ThCS

Armiopan, cmpeit cybminrsBambHuMil - e IMYHOTEpANeBTHYHUI Mpenapar (BakLMHA), MO
CKJIAZA€TBCA 3 allePreHHHX €KCTPAKTIB, 10 SAKUX MALIEHT ceHCHOiLTiz0BaHmil. Moro BBOAATH
CYO/HTBJILHUM  [UIAXOM  JUISI JIKYBaHHS ~ajJepreHHuX 3axBOPIOBaHb. Armiopan, —crpeii
CYOMIHIBaNbHUI TOTYETECS IHAMBIAYATLHO JUIS KOKHOTO MALIEHTA, OCKiMbKHM KOYKHA JTIOIMHA
MA€ PI3HY YyTJIHBICTb 10 NEBHUX PEUOBHH, SKi HA3MBAIOTHCS asepreHamu. ToMy JiKap NOBHHEH
BU3HAYUTH CKJIaJ Amiopal, crpei cyOmiHrBaibHui, KUl MiIX0IUTh IS KOKHOTO KOHKPETHOTO
BHIIAAKY. Armmiopai, cnpeif cyOmiHrBajbHMH 3aCTOCOBYETHCS JUIsl JIKyBAaHHS aJylepriyHux
3aXBOPIOBAHb, [OB’S3aHUX 3 PHHITOM, PHHOKOH IOKTHBITOM Ta / ab0 Ce30HHOK a60
0aratopiuno0  OPOHXIaTBHOK  aCTMOIO. CIPUYHHEHOK  IHTalsIiHHUMHU  aJlepreHaMu.
®apmakoTeparneBTHYHA rpylia: eKCTpakTi anepreny. Kox V01 AA.

2. lllo noTpioHo 30aTH, NEPII HIK NpHiiMaTH AmiopaJ, cnpeii cyOuaiHrBaabLuuii

He npuiimaiite Aniopas, cupeii cy6.ainrsansnmii:
- AKINO y Bac aneprist Ha Oyab-AKuil 3 iHrpeIieHTIB BOrO mpenapaTy (mepepaxoBaHuii y po3/isi
6)

- AKIIO Y BAC BaKKa IMyHHA HEIOCTATHICTh D0 aKTHBHE ayTOIMYHHE 3aXBOPIOBAHHS

- SIKIIO Y Bac pak

- AKIIO y Bac Baykka abo 1MoraHo KOHTPOJILOBaHA acTMa

- AKIIO HE MOKHA BBO/MTH aJIpEHANiH

- SKIIO BH OTPUMYETE JIIKyBaHHs OeTa-010KaTopamu

- AKIIO y Bac TeMreparypa

= AKIIO Y BaC € NCUXIUHI po3jIaau

- JKIIO 'y Bac BHHHKAIOTH TPYAHOLL., IO [MEPEHIKOKAIOTH
JIKYBaHHS

Y TPUMAHHIO

Honepexenns Ta 3anobixni 3axoan S ;
[forosopits 3i cBoim sikapem aBo dapmarestom, Mepll HiK NpHiMaTh. Afiiopar, cripeii
cyOminrBanbHuit. Amiopa, crpeii cyGiHIBaIBHMIT CI1i1 BBOANTH CYOJIIHIBajIBHO.



Hepm mix npuitmatn Aniopan. crpeii CyOIHIBAIBHUM, CTiT KOHTPOJIIOBATH CHMIITOMH Y
MailenTa, 3a HeOOXIAHOCTI MPOBOAMTH BiAMOBITHE JiKyBaHHS. Y pasi BUHHKHEHHS OY/Ib-KOT
ModiYHOi peakilii, MpoKoHCYIBTYIiTECH 3 JiKapeM, IO MpH3HAYAE TIperapar, Mepei THM, SK
IPOIOBKYBATH JIIKYBaHHS.

3a HEOOXIAHOCTI NepeBeAiTh MalienTa J10 JiKapHi mBHIKOT goromori. HeoOXiaHo perymsiphe
CHOCTCPEIKEHHs  (axiBIsl, SIKHI BIANOBIZAa€ 3a BHECEHHS OyIb-AKIHX 3MiH /0 JIIKYBaHHS,

HEOOXITHUX MALlIEHTY.

Jiti Ta nixairkn
Sk npasuno, Aniopan, Crpei CyOmurBIbImii 1me ¢1i 3cTOCOBYBATH ITAM BIKOM 10 5 pOKiB.

Bsaemonis 3 inmmvu Jgikamu
llosizomre cBoro mikapst abo dapmalieBra, KO BH OpHiiMacTe, HEIOJaBHO MpUiiMann ado
MOTJIM IpUMMaTH OYab-sKi 1HIUI JTiKH. 0COOIHBO Oerta-6nokaTopu.

Amiopaj, cipeii cy0aiHrBaILHMIT 3 KEI0, HATOAMH T2 AJKOT0IeM
He onmcano sxonunx Bzaemoiit 3 i%ero, HAMOAMH Ta AJIKOTOJIEM.

Barirnicts, roxysanus rpyuno ta pepruibnicrs

JIkmo Bu Barithi aBo rogyere rpyatio, AymaeTe, Mo MOKETe GYTH BAriTHOI 4 IUTAaHYETE
3aBATiTHITH, 3BEPHITBCA 10 CBOro Jiikaps abo (apMaueBTa nepes THM, SK npuiiMaT e
npernapar.

[nopmanis npo Gesmeky miel BakIMHM Mix yac BariTHOCTI Ta rOyBaHHS TPYIK0 BIACYTHS.
Tomy GakaHo He BHKOPHCTOBYBATH MpPOAYKT y TAKHX CHTYAIisX (BariTHiCTH Ta roj1yBaHHs
TPYIULIO).

Boninus asro ta kepysanus inmuvu rexnivuaMu 3acodamn
He omucano sxomnux BIumBiB Ha 3maTHiCTH KepyBaTH TPAHCIIOPTHUMHU 3aco0aMy Ta IHIIUMH
MallMHaMH, a TOMY OCOOJIMBUX 3aI001KHAX 3aX0/1iB He noTpidHO.

Amiopau, cupeii cybaiHrBaabuuit MicTHTH (eHoL
Lleit nmpenapar mMoxe BHKIHKATH TOJOBHMIL Oij1b, IMCKOM(OPT y HUTYHKY Ta Jiapero, OCKiIbKH
MICTUTE (heHOoT.

3. Sk npuiimarn Aniopaa, cnpeii cyOJIiHrBaIbL HHIT

3akan npuiiMaiite ueif npemapaT TOYHO Tak, SK cKa3aB BaM BALll mikap abo (apmaresnt.
3BEPHITHCS 10 CBOTO JTiKaps a60 (hapMareBTa, SKIIO BU He BIEBHEH.

1 Hatnekanns Aniopait, cripeit cyGinrBanbumit eksiBanenTHO 0,1 ML

Pesxum nosysanns, onucanmii V Lii IHCTPYKIL, € perqorvzeHzLoBaHHM__,Qf@h%WHHeHHE
Jikapem. Barn ikap Bkaske TpupasicTs fikyBanHs Amiopai, crpeit cy@@ﬁf*ﬁaﬂhuﬂﬁfﬁfﬁ‘\a
He npununsiite pikysanus 1o yacy, 3a3Ha4EHOro JKapeMm. {! o OBISHEAP
Jyxe Baxmupo norpumysarucs iHcTpyKiiii i3 3aCTOCYBAHHS, SKIIOS

BaM 1HINE:

- Beeznenns Gaxano B peskumi rosoaysanus abo rnepen HKelo.
- Ilepexn sBinbiennsm mo3u nepekonaiirecs, mo nornepe/iHsa 103a
peaxiiiii.

- Konu Bame nouarkose nikyBamust mictuts nakonn 1 Ta 2, 3aBKaM NOYMHANTE BBEJIECHHS 3
(nakona 1, sxuii Bixnosigae HaituuKkyiii KOHIEHTpallii.

F : .-IMHT'AQ‘K?“-\:';‘-"“;’
xon 38265670 4




- Iepen koxHOIO 103010 0GepeskHO CTPYLIYHTE (DJIaKOH.
- DJIaKOH MOBUHEH 3HAXOMUTHCH Y BEPTHKAJIBHOMY MOJIOKEHHI, He TepeBepTaiiTe ioro.
5]

- Ilepen mepumm BBemeHHsM cnix 3pobutu 3 -4 HaTHCKAHHS B MOBITPS, 100 MOBHICTIO
3AIIOBHHUTH KJIamai i KOuTyp.

- ITpuitmMaTy CyOJIHIBaIBHO. [IOMICTITE BUITORITHY T03Y NI/ A3HK 1 3A0HITITh TISTH MPOTSITOM
2-3 XBUJIMH JLO OBHOTO BCMOK LY BAHHSL. Bipasy nicist ubo1o upokosIHits KiibKictb npoaykry,

IO 3aTHIITABCS ITi,] S3HKOM.

- JIKmo y daxoui 1, micas BUKOPHCTAHHS 32 BKAZIBKOIO JKaps, e 3aJIHIIAcThC PiAUHa, 1e €
HOPMAJIbHUM 1 Mepe0ayeHo Ha BHIAAOK MOXKIMBOTO MOBTOPEHHS a00 3MIiHH 03U BAIINM
JTiKapem.

- [oniGunm unHoM BUKOHYitTE /1iT 3 HACTYHHME (h;1akoHaMM J10 KiHIIS JIiKYBaHHS.

I'padik npuiiomy:

- Brasanwii rpadix € opientupom i Moxke 6yTH 3MiHeHHil, 5K BBakae pari nikap.

- Bam jiikap BU3HAYHT TPUBATICTS JiKyBaHHS B KOKHOMY KOHKPETHOMY BHIAIKY.

- Ioposkui micrs Ha kaprii npuitomy (Tabauii B wiit IHCTPYKILiT) MpU3HAYEH] /U1 TOBTOPEHHS
031 ab0 OyaAb-fKMX 3MiH y oOcsirax, sIKi Ciif NPUHHATH, a60 s IHTEpBAIIB nIpuiiomy,
PU3HAYCHHUX BAIINM JliKapeM.

Jlixysauns mpoBoautses y aBi dasu: mouartxosa (asa. sKa CKIANAETBCS 3 IOCTYIOBOIO
30UIbLICHHS BBE/ICHOT 1031 allepreHy /0 A0CATHCHHS MAKCHMAIBHOT MePeHOCHMOT I03H: a OTIM
(basa nponoskenHs, npu AKiit MaKCHMAaIbHA 1033 BBOAUTHCS [IOHS.

Tpusamicts mikyBauHs BcTaHOBmOE (axisemb. Sk MPaBUIIO, JIKYBaHHS MOAIGHOTO poay
3a3BUYaAll IPOBOAMTHCA MPHHAUMHI IPOTATOM TPHOX POKIB.

3Buyaiinuii rpadik

[Touarkose jgikyBanns:

BakmBo 3a3uauntn 1aty KOKHOI 103M y BiAmosimmiit rpadi kapTku npuiiomy (tabnuii B i
THCTPYKIIIT).

- [lowaroxk nikysanus (1 duakon 2, 2 drakonu 2 ago 1 (itakon 1 1a 2 ¢uiakonu 2)

- ®aakon 1: ueit Grakon swisie codoro possenenns 1: 5 dakony 2. BegeHHS TOUHHAIOTS 3 2
HATHCKAHB, MiCIIs 90ro podnaTh moaeHHe 30ubwenHs (qus. ['padix nosysanus). Lleit daakon
BUKOPUCTOBYEThCS 4 JHI, Micid 4oro 30epira€TbCs pa3oM 3 PermToro (hIakoHiB 2, 10 MOBHOTO
BUKOPHCTaHHs a00 10 IHIIMX NPH3HAYEHD JIKaps.

- Diakon 2: BReJIEHHS MOUHHAETLCS HA M'STHIT AeHb micis nouarky JikyBanus ¢uakonom 1 abo
Oe3rnocepeIbo 3 1BOro (IIAKOHY, 110 2 HATHCKAHHS LIOAHS, [TOKH (bs1akoH (1) HE CHOPOXKHIIOTH.

Homep diakony Jenn | oza  (kiabkicrs | ata Komenrap
HATHCKAHD)

1 1 2

3esiena eTnkerka 2 4

Poss. 1:5 puaxony 2 3 6

O6’em: 3.5 mu 4 ]

2 5 2
Hepsona erukerka

MakcnMaibHa 6 2

KOHIEeHTpanuist

06’em: 9.5 ma 7 2

8 2

9 2




10 2

IIpuiimarn no 2 HATHCKAHHS IO IHS
(HaTmecepe), HOKN (GUIAKON HE CIOPOIKIHTLCSI.
lopa3sy, MOYHHAIOYH HOBHH (h1akoH

Z,I}aC‘I'OCOByCTBCH TaKa K 103a.

Ko/ BH mnovYuHa€Te OCTaHHIH (JIaKoOH 2,
3BEPHITBHCH /10 CBOTO JIiKapsl N0 NPH3HAYEHHS
HLITPHMYIOYOTO JIKYBAHHS.

[lepencesonne aikysauns (muiaox):

- ®aakon 1: ueit duiakon ssise coboio pozseneHns 1: 5 (dnaxoHy 2. BeeaeHHs MOYHHAIOTE 3 2

HATUCKAHB, MIC/IS YOr0 poO/sTh moieHHe 36ibmenns (aus. [padix go3ysanmns). Leit ¢drakoH

BUKOPUCTOBYETBCS 4 JIHI, MiC/I 4OTO 30epiracThesi pa3soM 3 PemIToro (GJakoHIB 2, 0 IOBHOTO

BUKOPHCTaHHS ab0 10 IHIIUX NPH3HAYCHB JIKaps.

- ®JIaKoH 2: BBEJEHHS MOYMHACTHCS HA M'STHIl JeHb TiC/s NovaTKy JKyBaHHS (iiakoHoM 1 3
5

ABOX HATHCKaHb y TICPUIMH JACHb, a MOTIM 110 3 HATHCKAHHA WIOJIHS, MOKM (JIakoH (u) He
CIIOPOIKHIIOTH.

Homep Heun | lo3a (risibKicTh | /laTa KomenTap
¢paakony HATHCKAHb)
1 1 2
3esrena 5 1
CTHKETKA
P03B. 1:5 3 6
(paakony 2
O006’em: 3.5 mu1 | 4 8
2 5 2
Yeprona
eTHKeTKA 6 2
Maxkcnmansna
KOHuenTpauisi | / 2
06’ em: 9.5 ma
3 2
9 2
10 2

[Iponoskyiite npuiivaT no 3 HaTHCKaHHs WOAHS (HaTmecepie),
MOKH (JIAKOH He CIIOPOKHIC..

llopasy, mounnaoun HOBHii (IaKOH 2, 33CTOCOBYETHCSI TAKA K
103a.

Tepminosuii rpadix: e
s < EN i

BBeaenns nouwHaethess 3 | HaTHCKAHHS (prmakon 2), mix yac meauyiOL

iHTepBasoM 30 XBUIIHH BBOJISTH HOBY TaKy * 103y ((hiaakon 2). 7 R
3ro1oM pekoMmeH JYETBCS BBOJAWUTH 10 2 Ha'Ilri(..I\dH[-[H IO/1H ([IaTmeC{.pm@) HT (Ll IaKOH HE
CIIOPOKHIE, y pa3i 3BHYAHHOrO po3kiaay; abo 3 HATHCKAHHS (Hamtecqi ' _'-;;_ 0_.p1'(bﬂa1<on HE
CITIOPOIKHIE, Yy pasi [epejce30HHOT0 nikyanus. Komu Bu nommamﬁ ﬂpI}I"'\daTH OCTaHHIH
¢naxon 2, 3BepHiThCS /10 CBOTO JIKaps, 44 MOTPidHO BaM miATpuMyoYe' nfB:yBamm




Homep Jlenn HMosza (kisibkicts | [ara KomenTtap
dakony HATHCKAHb)
2 1 1+ | 3 iHrepsaiom 30 xB.
Yeproua
eTHKeTKA 2 2 abo 3*

Makcumanbna

KOHIeHTpAaIist
06’ em: 9.5 ma

* 3puvaiiamii rpadik: mnponoskyiiTe BBOIHTH no 2
HATHCKaHHS mMOJHA (HaTwecepue), nokn ¢JIAaKoH He
CIIOPOIKHIE.

Ilepencesonnnii  rpagik: npoaopxkyiite BBOAMTH 1O 3
HATHCKAHHSA (HaTLIecepue), NOKH (JIAKOH He CIIopoKHie.

*®: KOJNM BHM NOYHHAETe NpuiiMaTH ocrammiii Qaakon 2,
MOroBOPITH 3i CBOIM JiKapeM, Y MOTPIOHO BaM NPOJOBKATH
JIKYBaHHSL.

Iponosxenns i

iKyBaHu:

- llintpumyroue nikysanus: 1, 2. 3 abo 4 ¢baakonu 2.
Pexomen10BaHa 1103a CTAHOBUTH 2 HATHCKAHHS Ha JEHb, TOKH (hITaKOH He CIIOPOXKHIE.

Jlikap mMoske 3Mmin

WTH 103y Ta rpadik BiIMOBIIHO 10 MEANYHUX KPHTEPIiB.

Homep Henn PexomennoBana nosa | Jlata/ npuiiasita 103a
d.1akony (KIIBKICTH HATHCKAHD) Dl | a2 | O3 | a4
1 2
2 2
3 2
4 2
3 7.
2 6 2
Yepsona
eTHKEeTKA T 2
Makcumaibna | § 2
KOHIEHTpailist
9 2
06’em: 9.5 M
10 2
11 2
12 2
13 2
14 2
L | |
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epeacesonnnii rpadix (nuioxk):
PexomenaoBana 103a CTAHORUTH 2 HATHCKAHHS R Nepmud TeHk, a OTIM 3 HATUCKAHHS T0THS
710 3aKIHYEHHS JIIKYBaHHS.

Homep Henn Ho3a (kiabkicrs | [ara KomenTap
_¢aakony HATHCKAHB)
2 1 2
Yeprona 2 3
eTHKeTKA 3 3
Makcumajibua
KOHIeHTpanis | 4 3
006’ em: 9.5 ma
5 3
6 3
Koxen nopuii ¢u1akon 2 mounHaTH 0pasy 3 3 HATHCKAHD

SKumo By npuitasian 6iabme Aniopas, cnpeii cyo iHIBAIBLHII, HIK T
HeraiiHo 3BepHiTBCS 10O CBOrO JliKaps, SKIMO BH NpuilHsad Gineme Amiopan, crpeii
cyOuiHrBasIbHKIA, HIX CITiL.

Slxuto B 3a0ysm npuiinaTH Aniopa, cnpeii cy6aiHrBaILHHII

He npuiimaiite moasiitny 103y, o6 kommneHcyBsatu 3a0yTy 103y.

[I1o6 nikysanns Gyno edexruBHUM, Amiopai, crpeif cyGmiHrBamTbHUIT HEOGXIAHO pEryysPHO
BUKOPUCTOBYBATH MPOTATOM YCHOTO MEPIOay JiKYBaHHS.

Hxkmo By npunuHuTe NpHiiMaTH AniopaJ, enpeii cySaiHrBa LRI

JIKINO y Bac € J0/IaTKOBI 3alMTAHHS MO0 BUKOPMCTAHHS LOTO Mpemnapary, 3BepHiThCS 10
CBOTO JiKaps abo dapmariesra.

Bau siikap BU3HaYNTh TPHBATICTE JiKYBaHHS /11 KOKHOTO BHITA/KY.

4. MoxmuBi nodiuni epexrn

Sk 1 Bel JTiKM, 1 JTiKH MOXKYTh CHPUYMHUTH M0OiuHi eeKTH, X0ua iX BiIdyBalOTh HE BCi.
binbuticTs mobiunux edexTiB 00yMOBIEHI HeMpaBUILHIM BBEICHHSIM aJICPIeHHOTO eKCTPAKTY. 3
i€l IPUYHUHE MU PEKOMEH/IYEMO YBAKHO IPOYUTATH IO iHCTPYKILIFO.

Haitbinbiu mommpeni micuesi peakuii nposBIsIOTECS B MOPOKHHHI poTa i Kiacu(ikyroTses sk
CHHAPOM MepopaibHOT aneprii (cBepOik, HaOpsik, HAOpsKH TOIIO). SIKIIO MiclieBa peakilis
TIOCHIIIOETBCS, HEOOXIZHO BXKUTH JIKM abo 3axXOaM, NpU3HAYEH] JKapeM BiA Takoi peakiii.
Pinme sycrpivarotbes Taki cucTeMHi peakiii, sk PHUHIT, KOH IOHKTHBIT, aCTMa Ta KPOITUB SIHKA.
Y pasi BUHUKHEHHS Oyab-KOT 3 UMX MOGIYHMX peakiiif HEOOXiAHO BBOAMTH AHTHIiCTAMiHHI
[perapary, 6p011‘(0[[1/1}1&'[310p}1 abo HaBiTh iH €Kil KOpFMKOCTCpOIﬂlBI
3ATHIIATHCS 1111 MEIMMHIM HATIAIOM.




AHaUIakTHYHI  peaknil  BAMAraioTh ~ TepPMiHOBOrO  BBEJCHHS  MIAMIKIpHOT  a6o
BHYTPIIIHBOM 5130801 iH’eKwii axpenaniny 1/1000, sky npu HeoOXimHOCTi MOKHA [TOBTOPHTIL
Pexomennosana no3a uist aiteit cranosuts 0,01 M1 / KT Macu Tina, He nepeBuiIy0un 0,5 M.
Hpubmusini 1031 4714 NpasmIBHOrO BBC/CHHS aApCHAIHY TakKi:

= Jitsam 10 6 poxis: 0.2 mn
- Jlitu BikoM Biz 6 110 12 pokis: 0.4 M

- Hopocmi: 0,5 - 0,8 M

Ko renepasizoBaHa peakuis 36epiracThes, i A03M MOXKHA TOBTOPIOBATH KOXKHI 15 XBHIMH
MAaKCHMyM 3 pasu. 3a HeOOXiTHOCTI MepeBeaiTh nalieHTa 10 JiKapHi MBHAKOI JOTIOMOTH. SIKIIO
y Bac € sKich n00iuni eekTH, OroBopiTh 3i cBoiM iikapem abo (apmanesrom. Lle Takox
CTOCYETHCS Oy /Ib-AKHX IHIITHX MOXK/IMBHX MOOIYHUX e(eKTiB, He 3a3HAYCHUX B IIiif IHCTPYKILi.

3anodixkui 3axoan
Y BHHATKOBMX BHIIQJKaX Take JiKyBaHHS MOYe CTAHOBUTH pPU3MK FeHepai30BaHUX, a 1HOMII 1
BOKKHX peaKiiil (kponus'sHka, acrMa, aHadiTakKTHYHMHA mWOK Tomo). OTKe, MPOTATOM YChOTO
Nepioay JIKyBaHHS CIIil JOTPUMYBATHCS HACTYITHUX PABIIT:
- YV pasi BHHMKHEHHs Oyab-sKOi 10GI4HOT peakilii, MPOKOHCYJIBTYHTECh 3 JHKapeM, [0
[pU3HAYae Npernapar, nepesl THM, K IPOJIOBKYBATH JTIKYBAHHSL.

Perynsipuuii MOHITOPHHI CTaHy mNallieHTa TMOBHHEH NpPOBOIMTH JiKap, SKMH MPU3HAYHB
Mperapar, i sKui MpoBOANTH BIANOBIAHI PO3BECHHSA EKCTPAKTY Ta Oyab-AKi iHII Mommdikamil
JUKYBAHHS, SIKi MOXKYTh 3Ha00MTHCS MAIiEHTY.

IoBinomienns npo nobiuni edpexrn

Axuio y Bac € sxich no6iuHi epexTH. moroBopith 3i cBoiM dikapem abo dapmaneBtom. Cromu
BXOIATH TAKOXK Oyab-AKl MOXJIMBI mOOIuHI edekTH, He 3a3Haveni B Wil Oporypi.
[Tosinomsroun mpo moGiuni epexT, BH MOKETe AOMOMOITH HaaaTu Oinblne iHdopMmarlii mpo
Oe3neKy 1bOro mpenapary.

S. Slx 30epiraTn Aniopad, cupeii cyO iHrBaIbHMI

30epiraTti B HEOCTYIHOMY /I8 JiTeit Micwi.

30epiraTu B X0m04uiabHEKY (2°C - 8°C).

He 3amoposkysaru.

30epiraT B OpUTiHAIBHIN yIIaKOBIII.

He Bukopucromyiite ueii npenapar micis 3akiHueHHs TepMiHy NPHIATHOCTI, 3a3HAYEHOrO HA
ynakosui micyg " EXP ",

Tepmin npuaarHoCTi BIAHOCHTHCS 10 OCTAHHBOTO [HS [HOTO MIiCAIIA.

He BuxopucroByiite ueii npenapar., SKmo BH MOMITHIM, IO (hIaKOHH npocovraucs abdo
KOHTEHHED MOIIKO/IKEHUIA.

He Bukwmpaiite Oymp-sixi siku uepes cTiumi Boam um moOyToBi Biaxomu. Crmtaiite CBOTO
(papmanesTa, AK BHKHAATH JIKH, SKi BU Oinblle He BHKOpHCTOBYeTe. L[i 3axo/m JIOTIOMOKYTh
3aXMCTHTH HABKOJIMIIHE CEPEIOBHUIIE.

6. 3mict ynakoBku Ta inma ingopmanis

o micTuTe Amiopau, crpeii cyoaiHrBaILHHIT
- AKTHBHI PEYOBHHH - Il aJepreHHi eKCTPakTH, A0 AKHX MNAlli€HT ceHWHﬁ 1 sKi
npusHaveHi GaxiBiem. «paikHg

- lHmMmu iHrpegieHTaMu € XJIOpHA HATPilo. (eHou, rIinepuH, ank

aurigpodocedar HaTpiro Ta OYMIIEHA BOA. /

:\
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Sk Burasiae Amiopa, cipeit cy0.IiHrBaIbHAI Ta BMICT YHAKOBKH



Amiopa, crpeit CyOMHrBaNbHUI [1OCTAYAETHCS y Burmaai GuakoHa JUIS [EpOpaibHOIo
npuiomy. Iloctauaersest y aBox HaGopax ado KOHTEHHepax. Kl BIAMOBINAIOTH MIOYATKOBOMY Ta
MTPUMYIOUOMY JIIKYBAHHIO:

lTouamkoge nikysanns:
3 pi3Hi mpesenTamii, sxi MOxyTh MicTuTH 1, 2 abo 3 (1aKOHM 3 aJIepreHHUM EKCTPaKTOM,

MO3HAYCHI U(pPAMU Ta KOJIbOPAMHU, y TAKUX KOHIIEHTpALisiX:
- Haoip 1: 1 ¢nakon 2.
- Habip 2: 2 ¢uaxonu 2.
v - Habip 3: 1 drakon 1 Ta 2 pmaxonn 2.
Jle:
(brakon 1 - 1/5 kouuenTpauist $piakona 2, 3e/ena eTHKETKA, 3arajbHAEM 00'EMOM 3,5 MIL
®rakon 2 - MakcumanbHa KoHueHTpanis (1/1). 4epBOHA €TUKETKA, 3arajibHuM 00'eMoM 9,5 ML

Hiompumyroue nikysanua:
4 pi3Hi npesenTauii, aki MoxyTh Mictuta 1, 2. 3 a6o 4 (b1akoHU 3 aNepreHHUM E€KCTPAKTOM,
MO3HAYeH] IH(paMHi Ta KOMbOPAMH, IPH MAKCHMAaIbHilH KOHLeHTpaIlii:
- HaOip 1: 1 ¢nakon 2 (yepBona eTuxetka) 9,5 M.
v~ Habip 2: 2 drakonu 2 (depsona etnkerka) 9,5 M.
- Halip 3: 3 rakonu 2 (vepsona etnxerka) 9,5 mu.
- HaOip 4: 4 ¢nakonu 2 (uepsona etnkerka) 9,5 ML

Bupo6uux

ACAK ®apmacerorikan Imynomomxki, C.A.
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SUMMARY OF PRODUCT CHARACTERISTICS




1. NAME OF THE MEDICINAL PRODUCT

Apioral sublingual spray.

2 QUALITATIVE AND QUANTITATIVE COMPOSITION

Aqueous solution of allergen extract(s). The concentration of allergen extract is standardized by
immunochemical techniques and its value depends on the allergen included in the vaccine.

For the full list of excipients, see section 6.1.

3. PHARMACEUTICAL FORM

Sublingual spray.
Clear solution, colourless or slightly coloured depending on the allergen.

4. CLINICAL PARTICULARS
4.1  Therapeutic indications

Apioral sublingual spray is an allergen-specific immunotherapy medicinal product indicated for the
treatment of allergic rhinitis, conjunctivitis and/or seasonal or perennial bronchial asthma caused by
aeroallergens.

Apioral sublingual spray is indicated in adults, adolescents and children over 5 years of age.

4.2 Posology and method of administration

Posology

Treatment with Apioral sublingual spray consists in two phases: initiation or initial treatment and
continuation or maintenance treatment. During the first phase, the dose is gradually increased building
up to the maximum dose tolerated by the patient. During the second phase, the maximum dose is
administered on a daily basis.

Apioral sublingual spray is composed of one or several vials, Vial 1 of low concentration and Vial 2
of maximum concentration. The concentration of Vial 1 is 1/5 of the concentration of Vial 2.

Several possible administration schedules are recommended for this medicine, detailing the number of
puffs/day for each vial. One puff of Apioral sublingual spray is equivalent to 0.1 ml. These or other
administration schedules shall be established by the specialist doctor.

Conventional schedule

Initiation: '

- Vial 1 is administered for four days, starting with 2 puffs and then adding 2 more puffs da;ly,
reaching 8 puffs the fourth day. jrpd

Continuation: e s 0

- General case: from the fifth day onwards, Vial 2 is administered with 2 puffs daily until the end < \\
of treatment. E 21

- Preco-seasonal schedule (pollens) case: Vial 2 is administered with 2 puffs the ffth da
3 puffs daily until the end of treatment. A -




Rush schedule
Initiation:
- Oun the [itst day, Vial 2 is adiniuistered in the wedical centre with 1 puff. After 30 minutes, 1 puff

is administered once again.

Continuation:

- General case: from the second day onwards, Vial 2 is administered with 2 puffs daily until the
end of treatment.

- Preco-seasonal schedule (pollens) case: from the second day onwards, Vial 2 is administered
with 3 puffs daily until the end of trcatment.

This medicine is recommended to be administered under fasting conditions or before meals.

Before increasing a dose, it must be ensured that the previous dose did not cause any adverse
reactions advising against it. If that is the case, maintain the last dose tolerated by the patient.

In general, allergen-specific immunotherapy treatment is administered for a minimum period of three
years. Treatment should not be discontinued before the established period.

In order for the treatment to be effective, this medicine must be administered regularly. In case of
missing a dose, the established schedule should be followed without administering a double dose.

The potency of this medicinal product is expressed in HEP/ml or PNU/ml units. These units are not
interchangeable with the units used to express the potency of other allergen-specific immunotherapy
preparations.

Paediatric population
No data are available. In general, allergen-specific immunotherapy treatment is not recommended in

children under 5 years of age.

Method of administration

Apioral sublingual spray is exclusively for sublingual administration.

These administration instructions must be followed:

- Shake the vial gently before each dose.

- Keep the vial in an upright position at all times.

- Before the administration of the first dose, make 3 or 4 puffs in the air to fully fill the circuit and
valve of the dosing spray pump.

- Administer the corresponding dose under the tongue and keep in the application site for 2-3
minutes until total absorption. Immediately afterwards, swallow any residual amount of product
remaining under the tongue.

4.3 Contraindications

- Hypersensitivity to any of the excipients listed in section 6.1.
- Severe immune deficiency or active autoimmune disease.

- Cancer.

- Unstable or poorly controlled asthma.

- Any cause preventing the administration of adrenaline in case of serious allergic reaction.

- Treatment with beta-blockers drugs. T
- Fever. Ll oot Y
- Psychiatric disorders or any other difficulties preventing an adequate treatmem_‘-éd_ltéfence;




4.4 Special warnings and precautions for use

Apioral sublingual spray is exclusively for sublingual administration. It should not be administered

through any other route.

Regular monitoring of the patient by the specialist doctor is essential, who is in charge of making the
modifications to the treatment the patient may require.

Before starting the treatment with Apioral sublingual spray, the allergy symptoms showed by the
patient must be controlled, with the help of appropriate treatment if necessary. In the event of the
onset of any adverse reaction caused by the administration of this medicine, it must be evaluated if the
established treatment schedule should be maintained, modified or discontinued.

In rare cases, a serious allergic reaction (anaphylactic shock) may occur. Anaphylactic reactions
require urgent administration of a subcutaneous or intramuscular 1/1000 adrenaline injection, which
can be repeated if necessary. The recommended dose in children is 0.01 ml/kg body weight, without
exceeding 0.5 ml. The approximate doses for correct adrenaline administration are as follow:

- Children up to 6 years of age: 0.2 ml

- Children aged 6 to 12 years: 0.4 ml

- Adults: 0.5-0.8 ml

If the generalised reaction persists, these doses can be repeated every 15 minutes for a maximum of 3
times. If necessary, transfer the patient to a hospital emergency room.

4.5  Interaction with other medicinal products and other forms of interaction
No interaction studies have been performed.

Beta-blocker therapy is considered a contraindication of allergen-specific immunotherapy due to
reduced effectiveness of the adrenaline treatment in case of anaphylaxis.

4.6  Fertility, pregnancy and lactation

Pregnancy
Even though allergen-specific immunotherapy is not contraindicated during pregnancy, no

information is available on the safety of Apioral sublingual spray in pregnant women, so its use
during pregnancy is not recommended.

In case of pregnancy during treatment with Apioral sublingual spray. the continuation of the ongoing
treatment should only be considered when the potential benefits outweigh the risks.

Breast-feeding
It is unknown whether Apioral sublingual spray is excreted in human breast milk.

Even though allergen-specific immunotherapy is not contraindicated during breast-feeding, no
information is available on the safety of Apioral sublingual spray in lactating women, so its use during
breast-feeding is not recommended.

The continuation of the ongoing treatment with Apioral sublingual spray during breast- feedmg shou]d
only be considered when the potential benefits outweigh the risks.

Fertility
No fertility studies have been performed with Apioral sublingual spray.

Studies of allergen-specific immunotherapy in animals showed no harmful effects on
toxicity. s,



4.7 Effects on ability to drive and use machines
Apioral sublingual spray has no or negligible intluence on the ability to drive and use machines.
4.8  Undesirable effects

Rare cases may appear of generalised serious respiratory reactions, severe itching in the palms of the
hands or soles of the feet, nausea, headache. bronchospasm, angioedema or anaphylactic shock. These
symptoms require emergency treatment in a medical centre (see section 4.4).

The most frequent local reactions are located in the oral cavity and they have been classified as Oral
Allergy Syndrome (itching, inflammation, oedema, etc.). If a larger local reaction appears, the
appropriate medication or measures should be taken for that reaction.

Systemic reactions such as rhinitis. conjunctivitis, asthma and/or urticaria are less frequent. If any of
these adverse reactions appear, antihistamines, bronchodilators or even injectable corticoids should be
administered, keeping the patient under medical monitoring.

Reporting of suspected adverse reactions

Reporting suspected adverse reactions after authorisation of the medicinal product is important. It
allows continued monitoring of the benefit/risk balance of the medicinal product. Healthcare
professionals are asked to report any suspected adverse reactions via the national reporting system.

4.9 Overdose

In case of overdose, an increased risk of the adverse reactions described in section 4.8 is expected. In
that case, the patient should receive emergency treatment in a medical centre.

3. PHARMACOLOGICAL PROPERTIES
5.1  Pharmacodynamic properties
Pharmacotherapeutic group: allergen extracts, ATC code: VO1AA

Mechanism of action and pharmacodynamic effects

Allergen-specific immunotherapy consists on the repeated administration of allergens to patients with
allergic rhinitis, conjunctivitis and/or asthma in order to activate the mechanisms of
immunomodulation, achieve a long-lasting alleviation of symptoms and reduce the need for
symptomatic medication, as well as improving the quality of life of the patient after subsequent
environmental exposure to the allergen.

The target of the pharmacodynamic effect of the allergen-specific immunotherapy is the patient’s
immune system, inducing an immune response against the administered allergen. The primary
objective is restoration of the peripheral immunological tolerance to the allergen, inhibition of
immediate and delayed allergic reactions, induction of allergen-specific regulatory cell subsets and

their suppressor cytokines and molecules, and suppression of IgE together with induction of _[gG4_

=

production. The mechanism of action is not well documented nor it is completely known. L epal

Clinical efficacy and safety

The clinical efficacy of allergen-specific immunotherapy is evaluated by the decre;é_sé in-allergy

symptom scores and use of symptomatic drugs. Several clinical studies, systematic reviews an
analyses have demonstrated that sublingual immunotherapy causes a significant dec‘;éa_s:f:
aspects. in adults as well as in children, so it is considered as a preferential therapeutie-
treatment of allergic rhinoconjunctivitis and asthma. B




5.2 Pharmacokinetic properties

,‘-?_':'

Pharmacokinetic studies are not possible for allergen-specific immunotherapy medicinal products.
Plasma levels of the active substance during treatment are not measurable due to the nature of the
product, as the proteins conforming the active substance are rapidly metabolised to peptides and
amino acids.

5.3 Preclinical safety data

Preclinical toxicity studies are considered not necessary, since allergen sublingual immunotherapy is
currently of clinical use in humans. Toxicity data obtained in different studies with allergen extracts
did not show any relevant risk for clinical use.

6. PHARMACEUTICAL PARTICULARS

6.1  List of excipients

*  Sodium chloride

*  Phenol

= Glycerol

*  Disodium hydrogen phosphate

*  Sodium dihydrogen phosphate

*  Purified water

6.2  Incompatibilities

Not applicable.

6.3  Shelf life

18 months.

6.4  Special precautions for storage

Store in a refrigerator (2°C — 8°C). Do not freeze.

6.5  Nature and contents of container

Solution in a glass vial closed with a dosing spray pump.

The different formats of Apioral sublingual spray are composed of two types of vials:
Vial I: Green label. 3.5 ml

Vial 2: Red label. 9.5 ml

Initial treatment

- Kitl:1 Vial 2

- Kit 2: 2 Vials 2
- Kit3: I Vial 1 and 2 Vials 2

Maintenance treatment
- Kit 1: 1 Vial 2
- Kit 2: 2 Vials 2
- Kit 3: 3 Vials 2
- Kit 4: 4 Vials 2




Not all pack sizes may be marketed.

6.6 Special precaufions Tor disposal

No special requirements.

7. MARKETING AUTHORISATION HOLDER

ASAC Pharmaceutical Immunology, S.A.
Capricornio 5
03006 Alicante (Spain)

8. MARKETING AUTHORISATION NUMBER(S)

Not applicable.

9. DATE OF FIRST AUTHORISATION/RENEWAL OF THE AUTHORISATION

Not applicable.

10. DATE OF REVISION OF THE TEXT

June 2020
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Package leaflet: Information for the patient

Apioral sublingual spray
Personalised Sublingual Spray Allergenic Immunotherapy

Read all of this leaflet carefully before you start taking this medicine because it contains important
information for you.
- Keep this leaflet. You may need to read it again

- If you have any turther questions, ask your doctor, or pharmacist.

- This medicine has heen prescribed for yon only. Do not pass it on to others. It may harm them,
even if their signs of illness are the same as yours.

- Ifyou get any side effects, talk to your doctor or pharmacist. This includes any possible side effects
not listed in this leaflet. See section 4.

What is in this leaflet

What Apioral sublingual spray is and what it is used for

What you need to know before you take Apioral sublingual spray
How to take Apioral sublingual spray

Possible side effects

How to store Apioral sublingual spray

Contents of the pack and other information

EiE s 1) B

—

. What Apioral sublingual spray is and what it is used for

Apioral sublingual spray is a treatment of immunotherapy (vaccine) composed of allergenic extracts to
which the patient is sensitised. It is administered via sublingual route for the treatment of allergenic
diseases. Apioral sublingual spray is prepared on an individualised basis for each patient, since each
person has a different sensitivity to certain substances called allergens. The doctor therefore should
decide the composition of Apioral sublingual spray suited to each case. Apioral sublingual spray is used
for the treatment of allergenic diseases associated with rhinitis, rhinoconjuctivitis and/ or seasonal or
perennial bronchial asthma caused by inhaled allergens. Pharmacotherapeutic group: Allergen extracts.
Code VO1 AA.

2. What you need to know before you take Apioral sublingual spray

Do not take Apioral sublingual spray:

- if you are allergic to any of the ingredients of this medicine (listed in section 6)
- if you have severe immune deficiency or active autoimmune disease

- if'you have cancer

- if you have severe or poorly controlled asthma

- if cannot be administered adrenaline

- if you are receiving treatment with beta-blockers drugs

- if you have fever

- if you have psychiatric disorders

- if you have difficulties that prevent an adequate treatment adherence

Warnings and precautions mmmmm—
Talk to your doctor or pharmacist before taking Apioral sublingual spray. Aplora/l, 'bhn fial sfay must
be administered by sublingual route. & \

withl the ‘help ‘of
appropriate treatment 1f necessary. In the event of onset of any advusc reac 0 3K the prescribing
doctor before continuing with treatment. . ' g 9 @



If necessary, transfer the patient-to a hospital emergency room. Regular follow-up by the specialist, who
is responsible for making any changes to the treatment required by the patient, is essential.

Children and adolescents
As a general rule, Apioral sublingual spray should not be used in children under 5 vears of age.

Other medicines and Apioral sublingual spray

| enpan: suith athar madicines  Tell vans dactar or nharmacist i vou are taling havue
Suaoprey—WhHn-omerReaicies—rehyouH CHo-or-prdrideist Y oudre R ERave

recently taken or might take any other medicines, specially B-blockers.

- £9

Apioral sublingual spray with food, drink and alcohol
No interactions with food, drink or alcohol have been described.

Pregnancy, breast-feeding and fertility
If you are pregnant or breast-feeding, think you may be pregnant or are planning to have a baby, ask
your doctor or pharmacist for advice before taking this medicine.

No information is available on the safety of this vaccine during pregnancy or breast-feeding. It is
therefore advisable not to use the product in such situations (pregnancy and breast-feeding).

Driving and using machines
No effects on the ability to drive and handle tools or machines have been described and therefore no
special precautions are required.

Apioral sublingual spray contains phenol
This medicine may cause headache, stomach discomfort and diarrhoea because contains phenol.

3. How to take Apioral sublingual spray

Always take this medicine exactly as your doctor or pharmacist has told you. Check with your doctor or
pharmacist if you are not sure.

I puff of Apioral sublingual spray is equivalent to 0.1 ml.

The dosage regimen described in this leaflet is a guidance and may be changed by your doctor. Your
doctor will indicate the duration of your treatment with Apioral sublingual spray. Do not discontinue
the treatment before the time indicated by your doctor.

It is very important for you to follow the instructions for use, unless your doctor has given you others:

- Administration preferably should be under fasting conditions or before meals.

- Before increasing the dose, make sure that the previous dose has caused no adverse reactions.

- When your starting treatment contains Vials 1 and 2, always start administration with Vial 1, which
corresponds to the lowest concentration.

- Shake the vial gently before each dose.

- The vial has to be in an upright position, without invert it.

- Before the first administration 3 or 4 puffs of air should be conducted to fully fill the valve and
circuit.

- Administer via sublingual route. Place the appropriate dose under the tongue and allow it to act for
2-3 minutes until fully absorbed. Immediately afterwards, swallow any amount of the product
remaining under the tongue. P -

- Itis normal that some liquid left in the Vial 1. This is in case of a possible repetitioryar.
the dose by your doctor.

- Proceed in the same way with the following vials, until the end of treatment. [~

Administration schedule: N
- The specified schedule is a guidance and may be changed as your doctor sees fit. - SR



- Your doctor will determine the duration of treatment in each case.

- The blank spaces on the administration card (tables of this leaflet) are for any repetition of a dose
or for any changes in the volumes to be taken, or to the administration intervals your doctor may
have preseribed.

Treatment is carried out in two phases: an initial phase, which consists of a gradual increase in the
allergenic dose administered until the maximum tolerated dose is reached; and subsequently a

continuation phase_in which the maximum dose is administered on-a daily basis,

The duration of treatment will be established by the specialist. In general, treatments of this kind are
usually administered for at least three years.

Conventional schedule

Initial treatment:

It is important to note the date of each dose in the corresponding administration card box (tables of this
leaflet).

- Starting treatment (1 Vial 2, 2 Vials 2 or 1 Vial 1 and 2 Vials 2)

- Vial 1: this vial is a dilution 1:5 of Vial 2. Administration starts with 2 puffs, followed by daily
increments (see dosing schedule). This vial lasts 4 days, after which it is storaged along with the
rest of the Vials 2, until complete all vials of this presentation or until other doctor indication.

- Vial 2: administration begins on fifth day after the start of the treatment with Vial 1 or directly
with this vial, with 2 daily puffs until the vial/s are empty.

VIAL N° DAY DOSE (N° puffs) ' DATE COMMENTS
1 | 2
Green label 2 4
Dil. 1:5 of Vial 2 3 6
Volume: 3.5 ml 4 8
) 2
6 2
7 2
2 8 2
Red label 9 2
Maximum conc. 10 2
Volume: 9.5 ml Administer 2 daily puffs (under fasting conditions) until the vial is empty.
Each time a new Vial 2 is started, the same posology will continue.
When you start the last Vial 2, talk to your doctor to request the maintenance
treatment

Preco-seasonal treatment (pollens):

- Vial 1: this vial is a dilution 1:5 of Vial 2. Administration starts with 2 puffs. followed by daily
increments (see dosing schedule). This vial lasts 4 days, after which it is storaged along with the
rest of the Vials 2, until complete all vials of this presentation or until other doctor indications.

- Vial 2: administration begins on fifth day after the start of the treatment with Vial 1, with 2
puffs the first day and subsequently 3 daily puffs until the vial/s are empty.

VIAL N° D
1
Green label
Dil. 1:5 of Vial 2
Volume: 3.5 ml
2
Red label
Maximum conec.
Volume: 9.5 ml

-,

DOSE (N° puffs) DATE COMMENTS
: A

CO ||| L | b | — |
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9 3
10 3

Continue administering 3 daily puffs (under fasting conditions) until the vial is
empty.

Each time a new Vial 2 is started, the same posology will continue.

Rush schedule:
Administration begins with 1 puff (Vial 2) at medical consultation followed of a 30 minutes interval

where a new puff is administered (Vial 2).

Subsequently, 2 daily puffs (under fasting conditions) are recommended until the vial is empty, in case
of conventional schedule, or 3 puffs (under fasting conditions) until the vial is empty, in case of preco-
seasonal treatment. Talk to your doctor when you start the last Vial 2, if you need maintenance treatment.

VIAL N° DAY DOSE (N° puffs) DATE COMMENTS
| 1+1 30 minutes interval
2 2or 3*
2 Bi.. i :
Red label *Conventional schedule: continue administering 2 daily puffs (under fasting

conditions) until the vial is empty

Preco-seasonal schedule: continue administering 3 puffs (under fasting conditions)
until the vial is empty.

#*: talk to your doctor when you start the last Vial 2, if you need maintenance
treatment.

Maximum conec.
Volume: 9.5 ml

Continuation treatment:
- Maintenance treatment: 1, 2, 3 or 4 Vials 2.

The recommended dose is 2 puffs a day until the vial is empty. The doctor may modify the dose and
schedule according to medical criteria.

. RECOMMENDED Date/ Administered dose ( N° puffs)

P Uy DOSE (N° puffs) Vial 2 Vial 2 Vial 2 Vial 2
| 2
2 2
3 2
4 2
5 2
T e
Red label 3 >
Maximum conc. 9 5
Vol.: 9.5 ml 10 5
11 2
12 2
13 2
14 2
15 2

Preco-seasonal schedule (pollens): =

Recommended dose is 2 puffs on the first day and subsequently 3 daily puffs ur}pfﬁmsh the i'réa_t;l‘l\lk__‘"e'(qt.
Ff w2 x N, |

fas ey AN
VIAL N° DAY | DOSE (N° puffs) DATE f;’-'?.'col\gﬁzNT,S/ 2
Red label 2 3 iy & s
Maximum conc. 3 3 G 0870
Volume 9.5 ml 4 3




5 3
6 3
Each new Vial 2 starts directly with 3 daily puffs.

If you take more Apioral sublingual spray than you should
Talk to your doctor immediately if you take more Apioral sublingual spray than you should.

If you forget to take Apioral sublingual spray

Do ot take a double dose o make up for a forgofien dose

In order for the treatment to be effective, Apioral sublingual spray must be used regularly throughout
the treatment period.

If you stop taking Apioral sublingual spray
If you have any further questions on the use of this medicine, ask your doctor or pharmacist.

Your doctor will determine the duration of the treatment for each case.

4. Possible side effects
Like all medicines, this medicine can cause side effects, although not everybody gets them.

Most side effects are due to improper administration of the allergenic extract. For this reason, we
recommend you read this leaflet carefully.

The most common local reactions affect the oral cavity and are classified as Oral Allergy Syndrome
(itching, swelling, oedema, etc.). If a stronger local reaction arises. the medicine or measures the doctor
has prescribed for the reaction must be taken. Systemic reactions such as rhinitis, conjunctivitis, asthma
and urticaria are less common. [f any of these adverse reactions occur, antihistamines, bronchodilators
or even corticosteroid injections must be administered and the patient is to remain under medical
monitoring.

Serious generalised respiratory reactions, severe itching of the palms of the hands or soles of the feet,
nausea, headache, bronchospasm, angioedema or shock rarely occur. These more serious symptoms
require emergency treatment. If you notice any of these symptoms, report to the nearest medical centre
immediately.

Anaphylactic reactions require urgent administration of a subcutaneous or intramuscular 1/1000
adrenaline injection, which can be repeated if necessary. The recommended dose in children is 0.01
ml/kg body weight. without exceeding 0.5 ml. The approximate doses for correct adrenaline
administration are as follow:

- Children up to 6 years of age: 0.2 ml

- Children aged 6 to 12 years: 0.4 ml

- Adults: 0.5 - 0.8 ml

[f the generalised reaction persists, these doses can be repeated every |5 minutes for a maximum of 3
times. If necessary, transfer the patient to a hospital emergency room. If you get any side effects, talk to
your doctor or pharmacist. This includes any possible side effects not listed in this leaflet.

Precautions L

[n exceptional cases, this treatment can pose a risk of generalised and sometimes~Severe. reactions

(urticaria, asthma, anaphylactic shock, etc.). The following rules thereforeﬂ;'s']'f(j_iuld""ib'é“foltﬁ)ﬁed

throughout the period of treatment: 2 i

- Inthe event of the onset of any adverse reaction, ask the prescri bing doctor before
the treatment.




- Regular monitoring of the patient must be carried out by the prescribing doctor, who undertakes to
carry out the appropriate dilutions of the extract and any other modification to the treatment the
patient may require.

Reporting of side effects

[f you get any side effects, talk to your doctor or pharmacist. This includes any possible side effects not
listed in this leaflet. By reporting side effects you can help provide more information on the safety of
this medicine.

5. How to store Apioral sublingual spray

Keep this medicine out of the sight and reach of children.
Store in a refrigerator (2°C - 8°C).

Do not freeze.

Keep in the original package.

Do not use this medicine after the expiry date which is stated on the container after EXP. The expiry
date refers to the last day of that month.

Do not use this medicine if you notice that the vials have leaked or if the container has been damaged.

Do not throw away any medicines via wastewater or household waste. Ask your pharmacist how to
throw away medicines you no longer use. These measures will help protect the environment.

6. Contents of the pack and other information

What Apioral sublingual spray contains

- The active substances are allergenic extracts to which the patient is sensitised, and which have been
prescribed by the specialist.

- The other ingredients are: sodium chloride, phenol, glycerol, disodium hydrogen phosphate,
sodium dihydrogen phosphate and purified water.

What Apioral sublingual spray looks like and contents of the pack )
Apioral sublingual spray is supplied as a vial for sublingual administration. Apioral sublingual spray is
supplied in two presentations or containers that correspond to the starting treatment and continuation
treatment:

Starting treatment:

3 different presentations that can contain 1, 2 or 3 vials of allergenic extract, identified by numbers and
colours, at the following concentrations:

- Kit1:1 Vial 2

- Kit2:2 Vials 2

- Kit 3: 1 Vial 1 and 2 Vials 2

Where:
Vial 1 - 1/5 concentration of Vial 2. green label. with total volume 3.5 ml
Vial 2 - maximum concentration (1/1), red label, with total volume 9.5 ml

Maintenance treatment: i "z
4 different presentations that can contain 1, 2, 3 or 4 vials of allergenic extracts

and colours, at the maximum concentration: Y
- Kit I: 1 Vial 2 (red label) 9.5 ml W



- Kit 2: 2 Vials 2 (red label) 9.5 ml
- Kit 3: 3 Vials 2 (red label) 9.5 ml
- Kit 4: 4 Vials 2 (red label) 9.5 ml

Marketing Authorization Holder and Manufacturer
ASAC Pharmaceutical Immunology, S.A.

Capricornio 5

03006 Alicante (Spain)

This leaflet was last revised in June 2020




