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U3MbJIHUTENHA ATEHUMS no JIEKAPCTBATA

JlucmoBka - Mpuroxenue 2
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JIncroska: Undopmanus 3a IIOTW LT — 7 O

Alustal 5 ml suspension for injection
Anyctan 5 ml HHXKEKLMOHHA CYCNIeH3Hs
Allergen extract

[Ipoyerere BHHMATENHO HSAJIATA JIHCTOBKA, MPE/IH /14 3aNI04HETE /1a IpHeMaTe ToBa
JIEKapCTBO.

- 3anasere Ta3u JUCTOBKA. MOBE /1a c€ HAJIOKHK J1a 5 NPOYETETE OTHOBO.

- AKO MMaTe HNKAKBH JIOMbJIHUTENIHN BBIIPOCH, NnonuTaite Bawus nekap uiu
(hapmarnesr.

- Tosa nekapcTBo € npeanucano anuHo Ha Bac. He ro npeorcrbnsaiite Ha apyru
xopa. To moxe 1a UM HABpeIH, HE3aBUCHMMO OT TOBA, Y€ TEXHUTE CUMINITOMHM ca
chlUTe Kato Bamure.

- AKO HAKOSl OT HEXEJIAaHUTE JIEKAPCTBEHHU PEaklliuu CTaHe CEpUO3HA, HITH
3a0ee)kuTe IPYry, HEONMCAHH B Ta3H JIMCTOBKA HEXKEJIAHU peakLMu, MOJIs
yBeziomete Bamus nexap wim apmanenr.

B Tasu Jaucroska:
1. Kakgo npeacTaBiasiBa AJyCTaJl H 32 KAKBO ce H3M0J13Ba
. Kakso TpsibBa 1a 3naere npeau 1a npuemere Ajaycral
Kak na npuemare Anycran
Bb3MOKHH HEKeJAHH peakiuH
Kak aa cbxpansiBate Auaycrad
Chabp/KaHHe HA ONAKOBKATA H IONBLJIHHTEIHA HHOpManus

AW EAWR

1. Kakso npeacrapisiBa AJIycTajl H 32 KaKBO ce H3M0JI3Ba

Alustal npesicTaBisiBa CycrneHCHs OT ajlepreHHH eKCTPaKTH 3a JieceH3nbnin3aums,
MPUroTBEHA MHIAMBU/YaJIHO 32 BCEKM nauueHT. To3u nekapcTBeH NpoayKT e npe/icTaBeH
BbB (DJIAKOHH, ChABPKALIM 5 M| MHKEKIIMOHHA CYCNIEHCHS 3a MOJIKOXKHO MPHIIOKEHHE.
Alustal ce uznonsea 3a cnenuduunHa UMyHOTEpanus (XunoceH3ndbunnsanus) npu
aJlepruu, MPUYMHEHH OT MOJIEHH, MUKPOKBPJIEHKH, MJICCEHHN WIIK aJlepreHu oT
’KMBOTHHCKH MPOU3XO0J1, KOUTO CE NMPOSABABAT C PUHHUT, KOHIOHKTUBHUT, PUHOKOHIOKTHBHT
MJIH acTMma.

Pe10BHOTO NPHIIOKEHHE HA MPOreCHBHO HAPACTBALIM M CJIe/l TOBA HA NOCTOSAHHM JI03H
MO3BOJISABA JIa CE NMPEJAOTBPATAT KIMHUYHUTE MOCNIEACTBUS OT cpelaTta Ha Bauus
OpraHu3bM C ajiepreqa.

2. Kaxkso TpsifBa 1a 3HaeTe npeau Aa npuemere Ajycral
Alustal ce npuema camo no npeanucanue ot Bammnsa aaeproaor.

[peaynpexaennst H NpenasHn MepKu
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Alustal ne TpsiGBa 1a ce npuema B CJIy4aii Ha:

- TEeXbK UMYHEH JepHLHT,

- 3Jl0KayecTBEeHH 3a00/sBaHUA,

- uecrabujHa acTMma,

- aBTOMMYHHHM oJiecTH,

- eJHOBpeMeHHO JieyeHue ¢ Oera 610KepH, BIFOYMTETHO KarKH 33 O4H.
Mous, yBesomeTe Baius siekap, ako cTpajare oT HiKoe Jpyro 3aboJsiBaHe.
Koraro CHMIITOMHMTE Ha MAaLMEHTHTE Ca TBBP/IE TEKKH MU NpHU GeOPHIHHU CHCTOAHUS,
neKyBalus jiekap TpsaoBa Ja OTJI0KH XHUIOCEH3HOMIN3aLMsATA.
BawuaT jiekap wie npeLeHn HeoOX0MMOCTTa OT ChIIPOBOXK/AILO CHMIITOMATHYHO
neyeHue no Bpeme Ha tepanusta ¢ Alustal.
Criept Besika nikekims Bue TpsaGsa aa ocranere noj nekapeko Habmojenue 3a 30
MHHYTH; TpsiOBa Ja n30srBaTe HaTOBapBaHMs MPE3 OCTAHANATA YACT OT JACHA.
MHKeKIMUTE Ce MPaBAT caMo OT KBaIN(HLMPAH MEIMLIMHCKH MepCoHall, 060pyaBaH Che
CpeJICTBA 3a MPEJ0TBPATABAHE HA aHaUIAKTHYCH LIOK.

Jlena u OHOLIH

SIT Moxe Jia ce NPUJIOXKH MpPH Jiena Ha 3-4 roJiMiiHa Bb3pacT, HO 3a 3aro4BaHe Ha
JIeYEHHETO ce NpenopbuBa Bb3pacT Hajl S roaunn.Hauanno neyenune 6u tpsabsaso na ce
3aroyHe, KOraTo ChUIECTBEHUTE CUMITOMHM NMPHU €/IHO JIETe WIIK MJIaJl NALIMEHT HajlaraTt
TOBA.

JIpyru aekapcersa H Ajycrad

He ca Ha6/110/1aBaHy JIEKAPCTBEHH B3aUMOJICHCTBUA MJIH HECHBMECTUMOCT.
Mouns, undopmupaiite Baiuus nekap, ako npyemate B MOMEHTa HIIM HACKOPO cTe
npuemaiu JApyru JIEKapcTea, IOpH U TaKWBa KOWTO He ca By npeanucaum.

BpemMeHHOCT H KbpMeHe

[TocuBeTBaiiTe ce ¢ Bawus nekap, ako npueMare WM HaCKOpo CTe npuemMalu apyru
NieKapcTBa, BKIIOYATENIHO M TaKMBa, OTIyckanu 6e3 peuenra.

AKko cte GpeMeHHa WM KbpMUTE, nonuTaiite Bauus nekap 3a CbhBeT Nnpe/iu 1a npuemere
KaKbBTO M J1a € JIEKapCTBEH MPOJYKT.

[TaumenTute TpsGBa aa uHdGopMuUpar sekaps B ciyyaid Ha OPEMEHHOCT WM KbPMEHE.
[Mpu ycraHossiBaHe Ha GPEMEHHOCT MO BpeMe Ha crielduyHa UMyHOTEpanns B aKTHBHA
¢da3a (¢ HapacTBaly 103H) C€ NPEANOYMTA NPEKbCBAHE Ha JieueOHUs KypC.

Korato GpeMeHHOCTTa ChBIaJa 110 BpeMe ¢ nobpkainara ¢asa (nocrosHHa 103a) Ha
cnennduuna umyHorepanus ¢ Alustal, neuennero Moxe J1a NPOALIDKH, aKO He ce
YCTAHOBM BJIOIIABAHE HA MOHOCHMOCTTA.

logpupane n pabora ¢ MAIIHHH
Illodmpanero u paboraTa ¢ MaLIMHKA Ca CbBMECTHMH ChC CrielHdUIHaTa UMYHOTEPArHs.

CrnenuaaHu NPOTHBONOKA3ZAHKS H CIIEHAJIHH NpeAynpekaenns 3a ynorpeba:




[IpeanucBaneTo Ha cneurduuHaTa IMYHOTEpanus ¥ HabJIFOICHUETO Ha MalUeHTa 1o
BpeMe Ha MPOBEXK/IaHETO i Ce U3BBPIIBA OT JIeKap ¢ ajleprojorniHa rnoaAroToBKa 1 OnuT
B Ta3u obnacr.

BosHuTe, KOUTO MoJyiexar Ha cneurduuHa umyHoTepanus, Tpsadsa jia ca
MpeBapUTEeIHO CUMITTOMATHYHO OBJIA/IAHH, aKO € HE0OXO0MMO, ChC CHOTBETHO JICYEHHE.
Unxekuuute TpaOBa 1a ce npeycTaHoBAT npu GedpuiiHu ChCTOAHMS.

B ciiyyaii Ha KIMHUYHO M3pa3eH acTMaTHYEH NPHUCTBHI, JieueHHeTo Tpabsa 1a Obe
npeycraHoBeHo. B Te3u ciyuaun neueHnero ce Bb300HOBsABA ciell 110100psBaHe Ha
CBCTOSTHUETO HA MalMeHTa WM ClIe/l ChBET OT aJleproJior.

3.Kak na npuemare Asycraj

Jlo3MpoBKa W HAYHH HA ynoTpeba

Crneuuduunara uMyHoTepanus TpabBa aa Ob/e NpHI0KEHA BB3MOKHO M0-CKOPO clejt
nocTaBsHe Ha auartosara. Ts € MHOro no-e()eKTHBHA, KOraTo ce 3arno4yHe paHo.

[Mpu peua cneuuduunaTa UMyHoOTEpanus Moxe Ja 6b/1e npuiarana ot 3-4 roauuiHa
BB3pacT, HO 3a MPEANOYUTAHE € JIEYEHUETO /1a 3aM0YHE OKOJIO 5 roMIIHA Bb3pacT.

JlozupoBka
Jlo3upoBKaTa € NpUroJieHa KbM peakTUBHOCTTA HAa OTJEJIHUA WHAMBH/ U € choOpa3eHa ¢
KJIMHUYHOTO ChCTOSIHUE HA MaLMEeHTa.
JleuenueTo ce npoBexk/ia B JIBa eTana, ChbrjlacHo onpezeneHara ot Bamus nekap
TepaneBTHYHA CXeMa :
- 'PBH €TaI: aKTUBHO JICYEHHE C NMPOrPEeCHBHO NMokayBaHe Ha jo3ute. Jlosure ce
MpujlaraT BCsAKa ceJIMMIIa KaTo Ce M3I0JI3BaT CYCNEH3MH C Pa3IMUHHU KOHLIEHTPALIUK.
-BTOPH €Tar: NoAbpiKallo JeYeHHe ¢ PeIOBHO MpHI0KeHHe (Ha BcekH |5 aum, Ha
BCEKHM MECell WM MOBeYe, HO MHTEPBAIBT MEXK/Y /IBE HHIKEKLIMH He TpsbBa 1a Obae
noseye oT 6 CeIMMIIM) HA MAKCUMAJTHO MOHOCUMATa 1103a.

IpoABLIKHTENHOCT HA JIeYeHHe:

[To npuHuMn cneunduyHaTa UMyHoTepanus TpabBa 1a NpoabJIXKKU OT 3 10 5 roAnHM.
[Ipu ciyuaun Ha CE30HHM AJIepPruM, MOXKE J1a Ce MpUIara caMmo rpes onpeiesieH! Ce30HH B
NpOAbJKEHHE Ha 3 10 5 roAuHH.

4.Bb3MOKHH HEKeJIAHH peaKkiuH

KakTo BCHUKH JieKapeTBa, AJyCTall MOZKe /1a NPeIH3BHKA HEeKeJIaHH PeakinH,
BbIIPEKH Ye He BCEKH I'd Mojy4yaBa
YecTu HexKeNnaHy JJOKaJIHU peakiuu: oOpuB, OTOK U ChpOex.
[Mo-psiiko Habmo1aBaHKU HEXKEJIAaHHW PeakLuu:

- reHepaJiM3upaHM peaklMH: aCTMaTHUYEH MPHUCTBI, 3aTPYAHEHO AMLIAHE,

aHa(UIAKTHYEH LIOK;

- KbCHM peakuuu: aptpanrus (6oJKku B CTaBUTE), OTNAAHAJIOCT U TEMIEpaTypa

Te3u peakuu M3MCKBaT He3a0aBHO JIEYEHHE B CIELIMATM3UPAHH YCIIOBUS.




AKO HAKOS OT HEeXKeJIaHNTE JIEKApCTBEHHU PeakilMi CTaHe Cepruo3Ha, Wi 3abenexure
JIpyr'i, HEOTIMCAHHU B Ta3M JIMCTOBKA HEXXEAHHU peakluu, MoJis yBesomere Bawus nexap
1K (hapMalieBT.

5.Kak na cexpansiBate Ajycrad

Cpok Ha roaHocr

18 mecena.

CpoK Ha roJIHOCT ciefl OTBapsiHe Ha onakoBKaTa: 6 mecena (npu cbxpanenue ot +2°C 10
+8°C ).

Jla ce chXpaHsiBa Ha MACTO, HEJOCTBITHO 3a JIela.

Jla ce cbxpansiBa B xnaauinnuk ot +2°C o +8°C.

Jla He ce norubiia. Jla He ce 3ampasssa.

Pazknartere npeau ynorpeoa.

He u3nosi3Baiite cjiej1 cpoka Ha roJiHOCT, 0TOEIA3aH BbPXY €THKETA.

JlexapcTBara He TpsibBa Ja ce M3XBBPJIAT B KAHAIM3ALMATA WM B KOHTEHHepa 3a
nomainu otnaabiy. [onuraiite Bams gapmauesT kak 1a yHULI0KUTE HEHYKHUTE Bu
nexkapcrsa. Te3u 1ie CroMOrHaT 3a 0na3BaHe Ha OKOJIHaTa cpeja.

6.Chabp/KaHne HA ONAKOBKATA M IONbJIHHTENHA HHpOpMaLHs

KakBo cbabpka Ajdycrad

1 pnakoH chabpka 5 ml HHKEKIMOHHA CYCTIEHCHS:

«0,01-0, 1-1 uam 10 IR/ml (cTanaapTU3upany anepreHHu eKCTPakTH) il
«0,01-0, 1-1 unm 10 IC/ml (HecTanrapTH3UPaHK aNEPreHHH EKCTPAKTH),

OT rpynara JieKapCTBeHH MPOIYKTH, NPEJCTaBeHH Ha NpuiioxeHaTa Tabiuua
/Mpunoxenue Ne 1/.

AKTHBHH BemecTBa: AnepreHer exctpakt /[Ipunoxenune Ne 1/,
JlekapCTBEHOTO BEIIECTBO € KOMOMHALIMA OT alepreHeH eKCTPAKT H MaHUTOL.
JIpyru cberaBkH (B el (aakon o1 5 ml HHKeKIHOHHA CyCieHCHsl):
aJlyMMHHEB XUApokcua 4 mg, HatpueB Xuopua 45 mg, pexon 20 mg, Boza 3a
vHKeKIMu 10 5 ml.

- Enununara IR ( Muaekce Ha peakTtuBHoCT ): Enub anepreHeH eKCTpakT uMa MH/IEKC
na peaktusHoct 100 IR/ml, korato npuoxeH NoCpeaCcTBOM KOXKeH NMpUK TecT ( npoda ¢
y6oxk1aHe ) che cTanaapTHa nanuerka Stallerpoint npu 30 yyBCTBUTENIHY HA anepreHa
NMIa, NpeIM3BMKBA MaryJia ¢ pasmep cpesno 7 mm anamersp. KoxHata peakTHBHOCT Ha
Te3M JuIa ce AeMoHCTpUpa ¢ 9 % pa3TBop Ha KoJeMHOB docdar, KOHTO ce u3MoI3Ba 3a
TM0JIOXKUTEHA KOHTPOJIA.

- Epqunnnara IC ( Unaexce na konuenTpauus ): EquH anepreHen eKCTpakT uma
unaekce Ha konuenrpauus 100 IC/ml, koraTo HeroBUTe NMPOU3BOJICTBEHH NapaMeTpH
MOKa3BaT CHIIOTO CPEHO CHOTHOIIEHHE Ha pa3pex/laHe KaKTo TOBA Ha CTAHAApPTHHTE
ekcrpakti 100 IR/ml ot chinara hamuins aneprenu, KOUTO CIIyKaT KaTo eTaloH.
Koraro (amuiusTa anepreHu He Chibpika CTaHIapTH3UPaH e€TajlOHeH eKCTPaKT,
croiinoctra 100 IC/ml cboTBeTCTBYBA HAa €IMH €KCTPAKT, YHETO CHOTHOIIIEHHE HA
paspejk/iaHe € yCTAHOBEHO OT ME/IMIIMHCKATa NPaKTHKA.




Kak u3riexaa Ajlycrall H KAKBO ChbPKAa ONAKOBKATA

[IbpBHYHA ONAKOBKA:

Bceeku (akoH cbhabpika S ml MHKEKLIMOHHA CYCIIEHCHS.

CycnencusTa e onakoBaHa BbB ¢uiakoH 11 ml ot 65510 cTbki0 THN I, 3aTBOpEH €
MEHULIMIMHOB THUI 3aMylIaiKa U 3anevataH ¢ aTlyMMHUEBa Kanayka ¢ pa3/iMueH LBAT B
3aBUCUMOCT OT KOHLIEHTpALIUATA:

BesupeTtHa anymunuesa kanauka: 0, 01 IR/ml uau 0, 01 IC/ml

3natucra kanauka: 0, 1 IR/ml uin 0, 1 IC/ml

3esiena kanauka: 1 IR/ml wiu 1 IC/ml

Cuns kanauka: 10 IR/ml wau 10 IC/ml

Bropuuna onakoska: [lonunponuieHosa KyTus.

KoJsinyecTBo B eHa onakoBka: Beeku ¢uiakon cbabpika 5 ml MHKEKIHOHHA
CYCIEHCHSL.

AxtuBHo Jeyenne: Kytus ot 4 (pnakoHa ¢ HapacTBall¥ KOHIEHTPALMH;
Moaaspxkamo gevenne: Kyrus ot | ¢gaakon ¢ konuentpauus 10 IR/ml unu IC/ml

IIpuTexaTe HAa pa3pelieHHETO 32 ynorpeda U NPON3BOANTE!]

Stallergenes S.A.
6 rue Alexis de Tocqueville
92183 ANTONY Cedex

Opanuus

3a JIoNnbJIHUTENIHA nuq)opmauuﬂ OTHOCHO TOBa JIEKAPCTBO, MOJISA, CBBPIKETE CE C
JIOKAQJIHUA NMpEeJICTAaBUTE]T HA NMPUTEXKATEIIA HA paspesseHUETO 3a yn0Tpe6a:

brearapus

TIT ,,EBopapma”™

ya. [lepcenk™ 73, er. 8, an.27
Codus 1164

+3592962 12 00

+359 2 868 39 68

e-mail: info@ewopharma.bg

Ila'ra Ha NMOCJICAHO npepasrjieax/Jiane Ha JJHCTOBKaTa:

Anpun 2011.
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