KPATKA XAPAKTEPUCTHKA HA TIPOJAYKTA

WERBGTERCTRO HA 3LPRBRCHAL:
1.1 THproBeKo HMe HA JeKAPCTBEHNs NPORYKT —i:%;:mb;%:és:iiﬂ.ézmm |
prgnizse sa yrorefatk W=~ LOLR)|Re. Ov-08”

AJIMOCTAJ TIPUK %l" W53 /M’ i/ .
ANepreHun eKCTPaKTH OT MUKPOKBPIIEXKH 34 JUATHOCTHKA - %/
7

ALYOSTAL PRICK. M IUAEGI)B

Allergen extracts from mites for diagnosis

2. KommyecTseHn M KavecTBeH CBbCTaB

1 OyTunxa ¢ pa3Teop CHIBPKA

* 100 IR/ml (cTanzapTH3HpaHH aNeprenHy eKCTPaKTH)

* 100 rmu 1,000 IC/ml (necTanmapTH3MpaHy ajiepTeHHH eKCTPaKTH),

OT rpylara IEKapCTBeHH NPOAYKTH, NPeCTaBeH Ha NPUIIOXKeHaTa TaGnuua
/TIpunoxenne Ne 1/,

Jlexapcreenu semecta: Allergen extract /Ilpunosxenne.Ne 1/,
Homomuu Bemecrsa: ik 1.6.1

- Eqununara IR (Munexc ua peaktuBHOCT ): Eun anepresen eKCTPaKT HMa HHIEKC
Ha peaxtierOCT 100 IR/ml, KOraTo NpunoxeH NOCPEACTBOM KOKEH NPHK TecT (Ipoba ¢
y0oXKIake) Che CTanapTHa naHuetka Stallerpoint ipu 30 yyBcTBHTENHY Ha aneprena
AnLa, NPeAHU3BHUKBA MIAllyNia ¢ pasMep cpeaHo 7 mm auamersp. KoxHaTa peakTHBHOCT Ha
TE3H JIHLa ce AeMOHCTPHpa ¢ 9 Y% pa3TeOp Ha KoZenHOB docdaT Ml XUCTAMUH
maxunpoxyopun 100 mg/ml, KouTo cyxKaT Karo NONOKHUTENHa KOHTPOJIA.

- Eppunnara IC ( Aupexc Ha KonuenTpauus ): E1un anepreHeH eKCTPAKT UMa
MHJEKC Ha xoHuentpanna 100 IC/ml, korato HeroBUTE NMPOH3BOACTBEHU NAPaMETPH
NokasBat CHIOTO CPENHO CHOTHOLICHHE Ha paspeX(IaHe KaKTo TOBA Ha CTAHJAPTHHTE
exctpakty 100 IR/ml ot chmata dpamunus anepreny, KOUTO CIyxKaT karo pedepeHtHa
CTOHOCT.

Korato ¢amunisTa aneprenn He ChABPKa CTAHAAPTA3NPaH pedepenTeH eKCTPaxT,
crofiroctTa 100 IC/ml chOTBETCTRYBA HA SAHH EKCTPAKT, YHETO CHOTHOIIEHHE Ha
paspexane € yCTAaHOBEHO OT METHLMHCKATA MPAKTHKA.

CrwraacHo MCEIHULMHCKATA IIPAKTHKa, KOraTo aJIEPreHMTE HE IToKasBaT HBO6XOJII/IMETEI.
aKTHBHOCT, MOTAT Ja OBJaT W3HON3BAHH AIepre’Hy eKCTPaKTH B KOHLEHTpalHa

1,000 IC/mi. p—
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Pasrsop 3a KosxeH NpHk TecT ( npoba ¢ yboxaane).
Tosu pasTBop ce ynotpebaBa NOCPEICTBOM JIAHIETKA, [I03BOJIIBAIIA MHOTO
TMIOBBPXHOCTHA JIE3Us Ha KOXKATA.

4. Kanuuuung JaHHH

4.1 IMoxasayus

OTKpHBaHe HOCPEACTBOM KOXKHHE TECTOBE Ha aiepru# oT I THIN o kmacudykaluyara Ha
Gell u Coombs, KOUTO ¢€ NPOABABAT I'MABHO ¢ PHHHT,KOHFOHKTHBUT, PUHOKOHIOHKTHBUT
M acTMa Ce30HHO MAH LISJIOFOMIIHO,

ErnonoruuHata AMarHo3a M3MCKBa H,ueﬁmdmunpaﬁe Ha aJIEPreHruTe, KOUTO
MpeAU3BHKBAT allCPrHIHOTO 3abongaBane.

KoxxHHTE TECTORE CE H3M0JI3BaT, 3a Ja NOTBEPOAT THII I CBPEXTYBCTBUTCIIHOCT 110
OTHOLICHHE HA ITOJICHH, MUKPOKBPACKH, IHICCCHH, alICPrédi OT JKMBOTHHCKH TIPOH3X0/[,
XpaHn | alIepresy OT PacCTUTECICH MNPOU3XO0MI, KOKTO Ca 3anoa03psaHN IpH aHaMHe3aTa Ha
SomHus,

4.2 To3upoBKa ¥ HAYMH Ha ynoTpeba

TlpuK TecTHT ce chCTOM B yOOXKIaHe KOKaTa Ha phKaTa ¢ NOAXOAAN] MEAHIHHCKH
MHCTPYMEHT, KATO Halp. JaHlerkaTa Stallerpoint npe3 Kankata 0T KOHLEHTPUPaH
anepreHeH eKCTpPaKT.

Ipu chuMTE YCHOBHSA CE NPABAT ejHA OTPHUATENHA KOHTPONA C pa3TBOpa U eAHa
HIONIOAKMTENHA KOHTPOJIa ¢ XUCTaMHHOB XUSPOXIOPHI MK Koneunos docdar.
Tlpenopruea ce na ce HANPABAT ¥ KBETE KOHTIPOMH, 34 JIa C& HamMalK pUcKa OT (allinBo
TIOJIOIKUTEINTHH Pe3yNTaTH.

PezyaTarute ce otuuTat cnex 20 munyTH. OIleHKaTa Ha CBPBXYYBCTBUTCITHOCTTA €&
npasy [OCPEACTBOM CpaBHEHHE peakuuaTa “nanyna + epareM” , npeAH3BHKaHa OT
H3NMUTBAHUs aNeprex ¢ Tasu Ha koHTposute. O6monpuero e, Ye npobara € oTpUIIaTENHa,
KOTaTo nayjara + epuTeMBbT HMAT JUaMeThp 10-Manbk oT 3 mm. TecTwT ce cuMTa 3a
TIONIOKHTENISH TIPH [aMeThp II0-TOJIAM OT Ta3u CTOHHOCT.

4.3 YIpoTuBonokasaHus

HsmMa npoTrBoOnoKa3aHus 3a KOKHUTE TECTOBE C M3KIIOUSHHE Ha CIIYYAUTE ChC
CBHIUECTBEHH KIMHHYHYA CHMITOMH Ha allepTHYHOTO 3ab0IIBaHe MITM HA HHTEPKYPEHTHO
zabonasane.

4.4 Cnenynanam NpOTHBONOKA3AHMS M cNEHATHN NPeayNpeKaeHHs 3a ynoTpeda

Koxuute Tectore TpAOBa na OBAAT U3BBPIIBAHE H HHTEPIPETHPAHN CAMO OT JIeKap.
Koxnaute TecToBe G4 TpsOBano na ce M3BHPIIBAT BEPXY 3/IpaBa Koxka, 3a Jia ce usberuar
pe3yNTaTi, KOUTO He MOraT Ja C& MHTEPIPETHPAT, KAKTO U €BeHTYalH0 060CTpIHe Ha™ =,
NpeJIecTBYBAIO KOXHO 3abonspane. B cnyyaii Ha repMorpadusnM, OpH Koﬁ;oo’qugﬂi’c’é?r‘a’:,.
Ha peaKlisTa Ha KOXKHaTa Npofa e 0TYacTu 3aTpyaHeHa, pedepeHTHUTE CTOHHOETH
KOHTPOJIHUTE APOOH ca OT CHINECTBSHO 3HAYSHUE.
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4.5 JlexapcTBesH H APYrH B3aHMOACHCTBHA

AHTHX\CTAMMHOBATA TepaIus MOXKe ChIeCTBEHO Ja HaMalli peakiuATa-0TIoBop Ha
KOIKHUTE TECTOBE.

Bup3oaeicTBanminTe AHTUXUCTAMHHOBY NIPOAYKTH TpAbBa Na ObJar NpeyCcTaHoBEHY Hall-
manko 48 yaca npeau, a XuIpOKCH3MHa, KeToTUdEHa H TPALMKANYHNTE aHTHAETHPECAHTH
Hal-ManKo 2 ceMHLM IIPEAH TECTYBAHETO.

Bonuuat 1ps0Ba Aa He € MoTydaBal npe3 NOCIeHITe 6 CEIMUIM AHTUXMCTaMHHOBH
APOAYKTH C IPOABIDKUTENHO JeficTBre KaTo Astemazole,

Koraro gHeBHara 1032 HA HPHEMaHHA KOPTHKOCTEPOUR € eKBUBallcHTHA Ha 30 mg
NpeHU30TIOH, peakivATa Ha KOXKHHAS TECT He Ce NPOMEHs ChilecTBeHO. CrenoparelHo
He ce Hayara Jia ce Crmpa NpHJIOKEHHeTO Ha KOPTUKOCTEPOUIY, 3a [ C& M3BhPIIH
tectyBanero. IlperopbuBa ce J1a ¢e MPeyCTAHOBH M3NON3BaHETO Ha KOPTHKOCTEPOHAY 32
KO’KHA anmukanms 2-3 ceqMuny Ipear KOKHUTE TECTOBE.

4,6 bpeMeHHOCT H KbpMeHe
Kosxuute TectoBe TpsadBa a ce M30arpaT no BpeMe Ha OPEMEHHOCT ¥ KbPMEHe.

4.7 EdexTn BLPXY COCOGHOCTTA 32 mogupane H pabora ¢ MalIUHHY

Taxuea e(eKTH He ¢a W3BECTHH

4.8 Hexxenanu ieKapcTBEeHH Peakuuu

O6HKHOBEHO KoxcHuTe TecToRe ¢ Alyostal prick ce noHacart nodpe. Hexxenanurte
peaKLuy ca pefIKH, aKo Ce CNa3BaT Npe/nasHute MepKH. 1Ipy BCHYKH NOMOKUTENHY
peaKiuy ce HabmIofaea IoKaleH OTOK, epuTeM 1 TI0-CHIIEH MM 110-c1ad cupbex.

[Ipu ynotpebara Ha afnepresHy NpOLYKTH 3a AMarHOCTHKA K IeYeHHe MOTaT Jia ce
HaONIOABAT CNeAHUTE HeXENaH! PeaKiim:

- peakuMy OT Obp3 THIL: acTMAaTHYEH MPUCTBIL, TeHEPa3KpaHa peakLius, JapyHreaneH
3a71yX

- peakuiy OT 3a0aBeH THIT: KBCHUTE peakiuy THIT cepyMHa foJiecT” MOrar Ja ce
NPOSiBAT C apTpanrHs, YpTUKapHs, rafieHe, alcHONaTHA U BTPHCaHe.

4.9 Hpenosnpaune
TIxTaT ¥ HAYUHEHT Ha [IPUJIarage W3KIOYBAT BE3MOMXKHOCTTA 3a NIPeJo3HpaHe.
5. @apMaKOJOrMYHH AAHHHA

®apMaKkoIorHuHa rpyna: Anepresu, IMyHOIor#4HY TECTOBE
ATC xox: V 01 AA

Mexanu3sM Ha geficTBHe M hapMaKoNHEAMIYHH CBOMCTEA




TTonoxuUTENHATE KOKHH TECTOBE TIOKA3BAT CHIIECTBYBAHETO HA cielM(pMIHH aHTHTENa
cpelny ajgepreBuTe KbM KOUTo BONHUAT € ceHzubunmsupan. JIokannaTta peaxkuus, KOATO
obenuHsaBa OTOK, epuTeM u chpOex(Tpuaja Ha Lewis) ¢ pe3ynTaT Ha ocBOGOKAABAHETO
Ha MeJHaTopuTe Ha aneprusra(xuctamut, PAF —rpomGouuTn akrusupalll dhaxrop,
ECFA- eozus0(uii XeMOTaKCHIEH (QaKTOp Ha aHAQUIAKCHA, IMTOKHHE H AD.),
OTKJIIOYEHH OT aHTUTEH-2HTUTAJIO peaklmsara,

6. @apmaneBTHYHA JaHHU

6.1 Coychbk Ha HOMOIHHHTE BEIecTBA

Hatpues xnopug 177 mg
T'nunepun 1,74 g
Denon 12 mg
Boga 3a MHXXEKTHpaHe sqf 3 ml

MannTo(KaTo 4acT OT JIEKapCTBeHOTO BelecTeo) 60 mg

6.2 Pu3NKo-XHMHUYIHH HeCHLBMECTHMOCTH

Hama
6.3 Cpok Ha rogHoCT

3 roguHH.
6.4 CnenmanHH YCIOBHA HA ChXpaHenye

Ja ce cpxpaHsiBa Ipy TeMnepatypa ot +2 go +8°C.
Pa3rBOpBT 3a NONOXKATEIHA KOHTpONa Aa ¢e ¢hXpaHssa npu 25°C.

6.5 lannA 32 ONAKOBKATA

ITepeuuna onakorka: Alyostal Prick ce cpabpika B cThKIeHa Oyrunka tin I ot 4,5 ml,
chABpKama 3 ml pa3teop. KM Besika OYTHIKA UMa alIAKaTOP-KankoOMep C YepBeH
IIPBCTEH.

BropuuHa onakoBKa: NOBUCTHPEHOBA KYTHA, BMBKHATA B KAPTOHEHa 06BUBKA.

KomyecTBo B eHa OTIAKOBKA: HAKOJKO OYTHAKM ¢ pasnugHy anepreHn /[Ipunoxenne. Ne
1/.

6.6 Ilpenopsku npu ynorpedba

Bk maparpad 4.2.

Ioyucrsa ce KoxKaTa Ha ripeAMHIIHALATA ChC CIMPT ¥ MaMYK M Ce 0CTaBi Jia M3ChXHe.
OspauaBaT ce ¢ MaiaKy KpprdeTa MecraTa, KbJeTo IIe Ce NPaBAT rpoduTe ¢ yﬁomgal;@
ITocTapsT ce KanmKy OT alePreHHUTe eKCTPAKTH BBPXY KOXaTta i ¢e ﬂpaB)LYGOH(,IIaHe T,
npe3 BesKa Kalka, KaTo ce cMeHs JlaHNeTKata. HatucksT npu Beska /poﬁa Tp>16'Ba nae §
yMepeH, KaTo TpA0Ba J1a ce ¢E0Moaasa XIbTBaHe Ha Koxarta ¢ 2 1o 5, /mm or ocHOBaTa‘* \
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naHnerkaTa. Jlobpe u3BbpuieHaTa npoda ce XapakTepnaypa ¢ MapKupaHe HaMeThpa Ha
naHuerKaTa BppXy Koxkata. lIpenu orunTane Ha npo6uTe KoXaTa ce [MOYHCTRa JoOpe Che
CIIHpPT MM €Tep, 3a A2 ce OTCTPAHH M3LI0 TEYHOCTTa, ChABpHKAlla IIMUEPHH 1
TIOMOHIHY BeiecTBa. OTYNTAHETO MOXE Jja ce M3BBPIIM ¢ KOIIMPHA XapTHs (Hiayc) Wik ¢
u3MepBaHe Ha IIanynaTa.

7. Hve ¥ aapec Ha NPHTEKATENS! HA Pa3pelIeHNeTo 32 yHoTpesa
STALLERGENES S.A.

6, rue Alexis de Tocqueville

92160 ANTONY

FRANCE

8. Peructpaunonen Ne B Perncrbpa no 4wn.28 or 3JIAXM

9. laTa Ha nLPBO pa3pellaBaHe 3a YNoTPeda HA JEKAPCTBEHHS IPOJYKT
(ropnoBsIBaHe HA pa3pemeHHeTo)

10. Jata pa (MacTHYHA) aKTYATH3AMS HA TeKCTa

Hexemepu 2001 1.




IIpuoxenne Nel

MuKpoKbpJIesRH

CamMocTroaTeaHu NPoOaYKTH

Cmecenn NpoayRTH

Excrpaxra B IR/ml
Dermatophagoides pteronyssinus
Dermatophagoides farinae
Blomia

Excrpaktu B IC/ml
Acarus siro

Glyciphagus domesticus
Lepidoglyphus destructor
Pyroglyphus africanus
Tyrophagus putrescentiae

Excrpaxrs B IC/ml

Storage mites
Acarus siro, Glyciphagus domesticus,

Lepidoglyphus destructor, Tyrophagus
putrescenciae (in equal parts)




