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1.1 THpProBcio HMe HA NeKapcTBeHNs NMPOAYKT Y. 0)

AJIMOCTAJL ITPHUK

AnepreHHy eKCTPAKTH OT IieBeNHY TONSHH 33 AUArHOCTHKA
ALYOSTAL PRICK

Allergen extracts from weed pollens for diagnosis

2. KomuvecTBeH H KavecTBEH ChCTAB

1 6yTHIIKa ¢ pa3TBOP CHABPXKA :

» 100 IR/ml (cTanmapTU3HpaHy anepreHHH eKCTPaKTH)

* 100 unu 1,000 IC/ml (HectanapTU3UpaHK aNepreHHH EKCTPAKTH),

OT IpyiaTa JeKapcTBEHH NPOYKTH, IPeIcTaBeH Ha NpuioKenara tadiania
/MIpunoxenue Ne 1/.

Jlexapcreenn Bemectra: Allergen extract /IIpunoxenne.Ne 1/,
TTomomuu BemecTsa: BHX T.0.1

- EppanuaTta IR ( Magerxe na peakrusHocer ): EnyuH anepreHeH eKCTpakT HMa HHIIEKC
Ha peaxtuBHOCT 100 IR/ml, xoraro npuioeH NocpeICTBOM KOKEH APHK TecT (npoda ¢
yOOXAaHe) ChC cTaHfapTHa AaHuerka Stallerpoint npu 30 yyBCTBHTENHM Ha aepreHa
auLa, APSAH3BEKBA NaMlyAa ¢ pasMep cpeano 7 mm auametsp. KosxHaTa peakKTUBHOCT Ha
Te3U JHIA ce JeMOHCTpypa ¢ 9 % pasTBop Ha koJenHOB (ochaT HAH XUCTaMUH
guxuapoxiopug 100 mg/ml, KOUTO CIy)KaT KaTo MONOXKUTENHA KOHTPOIIA.

- Epnaunara IC ( Mageke Ha KoOHNeHTpauns ): Ennn anepreHen eKeTpakT ¥Ma
nHpexc Ha koaneutpauus 100 IC/ml, korato HeroBuTe IPOM3BOACTBEHH TAPAMETPH
I0Ka3BaT ChIOTO CPEAHO CHOTHOMIEHHE Ha pa3peskaaHe KaKTo TOBA HAa CTaHAAPTHUTE
ekctpaktd 100 IR/ml ot chiata aMunns ajepreHu, KOUTO ciyXkar Karo pedepenTHa
CTOHHOCT.

Korato hamunuata anepreny He ChIbPa CTaHAApTHINpaH pedepeHTen eKCTPaKT,
croiiHoctra 100 IC/ml croTBETCTBYBA HA €AMH €KCTPAKT, YHETO CEOTHOIIEHHE Ha
paspeknane € YCTAaHOBEHO OT MeJHLHHCKaTa paKTaKa.

CrriacHo MCIHIMHCKATA IIPAaKTHKa, KOTATO aJepreHUTEe HE NTOKa3RaT Heoﬁx'o,numam
AKTHBHOCT, MOTAT Ja 6'5;[&11‘ H3TIOJI3BaHH &lepreéHHH CKCTPAaKTH B KOHLUEHTPAlHs
1,000 IC/ml.

3. lexapcerrena gopma




PasTBOp 3a KO3KeH NpuK TecT ( mpoba ¢ ydoxaase).
To3u pasrBop ce ynotpebapa OCPEJCTEOM JIAHLETKa, TIO3BOJIABALIA MHOrO
HOBBPXHOCTHA JIE3Hs Ha KOXaTa.

4, K AMHHYHE Jaau

4,1 Mloxaszanusa

OTKpHBaHE TIOCPEACTBOM KOJKHI TECTOBE Ha ajlepruu oT 1 THII 1o Knach(uKalaTa Ha
Gell 11 Coombs, KOUTO ce MPOFBSBAT IMABHO C PUHUT,KOHIOHKTHBUT, PUHOKOHIOHKTHBUT
W aCTMAa CE30HHO WM [eIOrONMIIHO.

FruHonorHyHaTa QHArHO3a M3UCKBA HASHTHGUIMpaHe Ha aJlepreHnTe, KOUTo
TIpEeM3BUKBAT aNeprudHOTO 3a00IgBaHe.

Ko)HKTe TECTOBE CE U3MON3BAT, 34 Ja IOTBBPIAT THI I CBPEXYYBCTBHTEAHOCT 110
OTHOINEHHE HA TIOJEHH, MEKPOKEDIIENKY, IIJIECeHH, alepreHyl 0T )KHBOTHHCKH IIPOU3XO/,
XpaHH H aliepTeHH OT PACTUTEIH IPOM3X0/, KOUTO A 3afi0/I03PSHH [IPH aHaMHE3aTa Ha
OonHA4.

4.2 lo3upoBKa H HAUUH Ha ynoTpeba

TTpHK TECTBT C€ ChCTOM B yOOMKaHe KOXATA Ha pPhKaTa ¢ MOAX O] MEANIHHCKH
MHCTPYMEHT, Karo Harlp. janllerkara Stallerpoint npes kankarta 0T KOHUEHTPUPAH
anepreHeH eKCTPaKT.

TIpu ceUgHTE YCIOBHA CE IIPABAT €A OTPHUATeHa KOHTPOAa C pasTBOpa 1 e1Ha
TIONIOIKUTERHA KOHTPONIA ¢ XUCTAMMHOB XHAPOXJIOPHA HIIH KOJEHHOB (ochar.
TIpenopsysa ce [a ce HAPABSAT ¥ ABETE KOHTPO/IH, 32 ia C& HaMalli PECKa OT (hanuueo
MIOJIOKATENHH Pe3yNTaTH.

Pesyntarute ce oTanraT cien 20 munyti. OneHkaTa Ha CBPBXYYBCTBUTENIHOCTTA €&
TIpaBy IIOCPE/ICTBOM CpaBHEHHE PeaKIyiATa “Nanyna -+ epureM” , NIPEH3BHKaHa OT
V3MMTBAHKS aNeprel ¢ Ta3K Ha KoHTpoauTe. OBLIoNprETo €, Y& npobaTa ¢ OTpHIATENHA,
KOTaTO Nay/aTa + epuTeMbT HMaT JUaMeThp Mo-Mankk OT 3 mim. TeCTET ce cuuTa 3a
TIONOKUTEIIEH TP JUAMETDHD MO-TONAM OT Ta3H CTOAHOCT.

4.3 IIpoTHBONMOKA3AHHS

Hama npoTHBOMOKA3aHKA 32 KOXKHUTE TECTOBE ¢ H3KIMOUESHHE HA CIIYHauTe ChC
CHIIECTBEHY KAMHHYHN CHMIITOMH Ha aleprHYHOTO 3a60/BaHe Il HA MHTEPKYPEHTHO
3a00IIBaHE.

4.4 CrienyaaHy NPOTHBONOKA3AHMA H CNCINAAHE NpeTyNpeAeHHs 32 yIorpeda

KoxXHHuTe TecTOBE TpabBa Ja OBJAT H3RHPIIBAHY U MHTEPIPETHPAHK CaMo OT JeKap.

KOXHITE TECTOBE OH TpsOBAO Aa ce M3BBPIIBAT BEPXY 31paBa KOXa, 38 Ja ce n3berHar

pe3yNTaTH, KOMTO HE MOTaT Ja C& MHTEPIPETHPAT, KAKTO M €BEHTYalHO oBocTpsiHe Ha

ApeecTBYBallo KoxHo 3abonasade. B cnyyaii Ha nepMmorpatu3zsM, Ipy KOW
g

Ha peaKlsITa Ha KOXHATA poGa & OTYacTH 3aTpyAHEHa, pedepeHTHHTE c*r‘o/ij ‘}\c}mfr‘ﬁax.,;e’?
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4.5 JlexapcTBeHH B APYTH B3aHMOeHCTBHS

AHTHXHCTAMHMHOBATA Tepan¥ls MOXe ChIIECTBEHO [a HaMaly PeaKuATa-0TroBop Ha
KOJKHHUTE TECTOBE.

Bbp30eicTBaIUTE AHTMXMCTAM HHOBH NPOAYKTH TpsOBa Ja OBAAT FIpeyCTaHOBEHU Hak-
Marnko 48 yaca Dpesiyl, a2 XUAPOKCH3NHA, KeTOTH(EHa H TPULIHKANIHATE aHTHACTIPDECAHTH
Hali-Manko 2 ceMHLH [IPSIH TeCTYBaHETO.

Bosnayart Tpabba aa He e rojiy4yasal npes3 HOCASAHNATE 6 ceIMHLM AHTHXUCTAMHHOBY
TPOZLYKTY © NPOJBIDKMTENHO AeHCTBHE KaTo Astemazole.

Koraro [HeBHaTa 4034 Ha IpHEMaHua KOPTHKOCTEPOUA € SKBUBAIICHTHA Ha 30 mg
APEIHU30/OH, PeaKLUATa Ha KOJKHHs TECT HEe Ce TPOMEHA CHLICCTBEHO. CneoBaTeNHo
HE ce Hallara Aa Ce Cypa NPUIIOKESHHETO Ha KOPTHKOCTEPOUIH, 3a Ad ¢€ U3BBPIIH
TecTysaHeTo. [IpenopbuBa ce 1a ce IpeyCTaHOBH M3HO0N3BaHETO Ha KOPTHKOCTEPOURH 33
KOJKHA aniuKalms 2-3 ceqMHLHK Ipelid KOKHHTE TeCTOBe.

4.6 BpeMeHHOCT B KbpMeHe
KoskHuTe TecToBe TpabBa Aa ce 130rear 1o BpeMe Ha OpeMEHHOCT ¥ KbpMEHeE.

4.7 EdecTrt BLPXY cHOCOGHOCTT2 32 modupane i paGora ¢ MAMHHH

Taxupa edeKTH He ca N3BECTHU

4.8 Hexxenanu TeKAPCTBEHU PeaKiuy

O6HUKHOBEHO KOJKHHTE TecToBe ¢ Alyostal prick ce nonacat nobpe. Hexenanure
peakiju ca pefiKH, aKO Ce CIa3par npeinasHuTe Mepku. IIpy BCHIKY IOAOKUTETHN
peakiyu ce HaboAaBa NOKaieH OTOK, SPUTEM H N0-CUNIEH KK no-cnab cepoex.

TTpu ynorpebara Ha allepreHHM HPOIYKTH 32 AHAFHOCTYKA ¥ JIEUCHHE MOTaT A1a C&
HablroaBatT CAeIHUTE HeXXeNaH PeaKIui:

- peaxnuy OT 6BP3 THIE: aCIMATHIEH TIPUCTBII, TeHEpaTM3IpaHa Peaiys, NapHHI¢ancH
3amyx

- peakuuy OT 326aBeH THI KBCHHTE PEaKLHH THI CepyMHa Bonect” Morar ga ce
TIPOSBAT C APTPANrHs, YPTHKapus, [a)leHe, afeHONaTHs | BTpHCaHe.

4.9 Iipeno3upane
[I5TsT ¥ HAUMHET HA MPpHJIAraHe H3KII0oYBaT BE3MOXHOCTTA 32 NPEO3NpaHe.
5. ®apmaxoNIOTHIHH JaHHH

dapmMaKkoJOTHUHa 'pyNa: Anepreny, IMyHOJIOrAYHH TECTOBE
ATC kom: V 01 AA

MexauuszsM Ha pelicTBie i papMaKoNMHAMAYHH CBOMCTB2
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[ToNoKUTENEHTE KOKHY TECTOBE HOKa3BaT CHIIECTBYBAHETO Ha CTICUUIHN aHTUTeNa
CpellLy alepreHuTe KbM KOUTO GOHuAT e censnbnnusupan. JlokansaTa peakuus, Kosaro
o6efuHABA OTOK, epUTeM 1 Chpberxk(Tpuaza Ha Lewis) e pesynrar Ha 0CBOOOXKAABAHETO
Ha MEAUATOpHUTE Ha aneprasta(xucramus, PAF ~tpomGommy aktusupail daxrop,
ECFA- e03iHOQHIN XeMOTaKCHueH (GakTop Ha aHadUIakCus, LUTOKHHA H Ap.),
OTKIIHOUEHH OT AHTHTCH-aHTHTATIO PeakuUsATa.

6. PapmaneBTHYHH JAHHH

6.1 CnHernK Ha HOMOIIHITE BellecTBa

Hatpues xnopuz, 177 mg
I'nunepun 1,74 ¢
DeHON 12 mg
Boja 3a HHJeKTUpaHe sqf 3 ml

ManuTon(KaTo JacT OT JIEKapCTBEHOTO BemecTso) 60 mg
6.2 PHINKO-XUMAYHH HECHEBMECTHMOCTH

HimMa
6.3 Cpok Ha rogsoct

3 roAuHH.
6.4 Cuenangu ycJoBHs HA CbXpaHeHye

Ia ce cbxpansiBsa PU TeMNepaTypa oT +2 o +8°C.
Pa3TBOPET 3a MOAOXKUTENHA KOHTPONA J1a C& ChXPaKsiBa npH 25°C.

6.5 lanun 32 0NIaKOBKATA

ITepBriuHa onakoBKa: Alyostal Prick ce cpabpixa B CTbKIIEHA oytunka Tan I ot 4,5 ml,
chrppikama 3 mi pasreop. KeM BeAxa GyTH/KA HMa aTIMKATOP-KalNKoMep C HepBeH
IPBCTEH.

BTopHuHa OIIaKOBKA: ONMCTHPEHOBA KyTHSA, BMBKHATA B KapTOHOHA 0OBHEBKA.
KONH4EeCTBO B €J[HA ONAKOBKA: HAKONKO BYTHIKY ¢ pasnuyHy anepreny /fpunoxenne. Ne
1/.

6.6 TIpenopnxu npu ynorpeda

Bk maparpad 4.2.

[TouucTRA Ce KoKaTa Ha NpeIMUIIHHNATA CbC CIIMPT ¥ IAMYK H CE 0CTaBs Aa N3CHXHE.
OzHayaBaT ce ¢ MAJIKH KPBIUeTa MecTaTa, KbETO 1Ig C¢ paBaT npoute ¢ yboxaaue.
ITOCTaBAT Ce KanKy OT ajiepTeHHuTe eKCTPAKTH BBPXY KOKaTa i ce NpaBH YooK IaHe—.
1pe3 BCAKA KANKa, KATo ¢ CMenA NauueTkaTa. HaTHCKBT NpH BCIKa npoba 'Ip/{l/@r 3. aalii,. -

S A,

ocHOBaTa Ha .~

yMepeH, KaTo Tpa6Ba Ja ce ¢hOmoaBa XIFTBaHE Ha KoXara ¢ 2 110 5 mm oT, /
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naunerkara. Jobpe u3BbpieHara Npoba ce XapakTepusupa ¢ MapkupaHe AuaMeTbpa Ha
nagneTKara BEPXy Koxara. IIpejy oTauTane Ha Ipobure Koxata ce NouucTsa nobpe ¢re
CTIAPT WAH €TEP, 32 2 C& OTCTPAHK M3LANO TEYHOCTTA, ChABPIKAINA MHMLEPHUH 1
ROMOIIHH BewecTa. OTYMTAHETO MOXKE Ja Ce M3BBPHIM C KONWpHA XapTui (mayc) unu ¢
y3MepBaHe Ha nanyjiara.

7. HMe » afApec HA MPUTEKATENSH HA PpaspellieHHeTo 32 ynorpeda
STALLERGENES S.A.
6, rue Alexis de Tocqueville

92160 ANTONY
FRANCE

8. Perncrpanuones Ne g Perncrbpa no 4a.28 or 3JIAXM

9, fata Ha IBPEO paspelaBane 32 ynoTpeda HA JEKAPCTBEHHST NPOLYKT
(mogHoBsiBaNe Ha paspemenneTo)

10. MaTa ga (MacTHYHA) aKTYATM3ALNSA HA TEKCTa

Hexemspu 2001 1.
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TIpnnoxenue Nel

Tlnesenn

CamocTosiTeTHH NIPOAYKTH

CMeceHnH npogyKTH

Exerpaxtn B IR/ml

Ambrosia eliator / AmGpo3us

Artemisia vulgaris / OOMKHOBEH NENUH
Parietaria officinalis or judica / Vsnpasena
JieKOBMTa pa3BaieHKa

Salsola kali / Bpamo

Excrpaktn B IC/ml

Amaranthus retroflexus / OGUKHOBEH HHP,
Crtparop

Chenopodium album /bana cnajxa Tpesa,
Kyuqa nobona

Brassica oleifera /Panna

Humulus lupulus / Xmen

Medicago sativa / JTionepHa
Chrysantemum leucanthemum /OBHKHOBEHA
Maprapurka

Brassica nigra /Yepen cHHan

Urtica dioica / OOHKHOBEHA KOTIpHBa
Rumex acetosa / Kucener

Taraxacum vuigare /T'nyxapye

Plantago / JXupoBnex

Solidago canadensis / Kanagcka 3naruia
Helianthus annuus / CIBHYOTAST
Trifolium pretense / Jlusafna nereiuna

Excrpaxt B 1C/ml

- ClI0XHOIBETHH

Kanapcka 3natuua, I 'myxapue,
Xanthium commune Poraunua, Kazamku
Ooaun, O6UKHOBeHa MaprapUTKa

- Jlo6opnoen

Bana cnagka tpepa, Kyua noGoza
O6ukHoBeH Wup, Crpatop

- CMmec OT miIeBeaH
JIonepna

JivBanHa meTennHa
Yepen cunal
OG6HMKHOBEHA KONpHBa
Kucenenn
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