KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA

1.1 TBprorcko nMe Ha JEKAPCTBEHHS POAYKT

AJIMOCTAJ TIPUK | MIIHHCTEPCTBO HA 3mPABEORARIANETO
AJNEpreHHH eKCTPAKTH OT XKMBOTHHCKH TIPOU3XO ﬂp’mf):,:a:;:;ie y

ALYOSTAL PRICK paspeusone sa yorpeba Ne \L«N}M\ 150

Allergen extracts from animal origin {457{;&4 3 / N T . O

2. Konu4ecTBeH U KayecTBeH ChCTaB LLOMEBYT-H % ‘J
7

1 6yTHiKa ¢ pa3TBOp CHABPHKA :

* 100 IR/ml (craHpapTU3NpaHU adepreHHH eKCTPaKTH)

* 100 mmu 1,000 IC/m! (recTangapTH3UpaHy alepreHH eKCTPaxTH),

OT Ipymnara JiekapcTBeHH NPOAYKTH, peficTaBeH Ha NpHIoxkeHara Tabila
/Mpunoxenne Ne 1/.
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Jlexapcrrenn Bemectra: Allergen extract /TIpumoxxenne.Ne 1/,
TMomomAy BemecTra: BUK T.6.1

- Eanunnarta IR ( Magexe Ha peakTaBHROCT ): EQUH anepreneH eKCTpakT UMa HHIEKC
Ha peaxTuBHOCT 100 IR/ml, KOraTo mpuioikeH MOCPeACTBOM KOXEH NpUK TecT (mpoba ¢
yOoxaaHe) che cTaHAapTHa JaHueTka Stallerpoint npu 30 yyBcTBUTENHY Ha anepreHa
NHLa, NPEAU3BHKBA Ialya ¢ pasMep cpefHo 7 mm Auamersp. Ko)KHaTa peakTHBHOCT Ha
Te3H JIMIA Ce AeMOHCTpHpa ¢ 9 % pasTBOp Ha KOAESHHOB docdat IITH XHCTAMHHE
muxuapoxnopuz 100 mg/ml, KOHUTO ciIy:Kat KaTo MONOXKHMTENHA KOHTpoIa.

- Epuannara IC ( Mapexe Ha kxoHnenTpauys ): Enuy anepresen ekeTpakT uMa
uHpeKc Ha konuertpanusa 100 IC/ml, xoraro HeroBUTE NPOU3BOACTBEHH NapaMeTpH
NIOKA3BAT CHIIOTO CPEFHO CHOTHOLIEHHNE Ha pa3pesxiaHe KaKTo TOBA Ha CTaHAapTHHTE
exctpakTy 100 IR/ml oT cpinaTa amMunug anepreHy, KOHTO CIIyXkar KaTo pedepeHTHa
CTOMHOCT.

Koraro damunusTa anepreHy He CHABPIKA CTAHAAPTH3NPAH peepeHTEeH EKCTPaKT,
croifHoctTa 100 IC/ml crOTBETCTRYRA HA €OMH EKCTPAKT, YHETO CHOTHOIISHUE Ha
pa3pexaHe e YCTaHOBEHO OT MeAHLIMHCKATa IPaKTHKA.

ChriacHo MeIUIUHCKATa [IPaKTHKA, KOraTo aneprenuie He [TOKa3BaT H606XO)}.HMaTa
aKTHBHOCT, MOraT Aa 6’L,EaT H3TION3BAaHH aJICPreHHM EKCTPAKTH B KOHIIEHTPALMA
1,000 IC/ml.

3. JlexapcTBena (hopma




Pasteop 3a KoxeH NpHK TecT ( mpoba ¢ yooxaHe).
Tosu pastTBop ce ynoTpedsBa nocpeACTBOM NAHLETKA, II03BOJMIBAILA MHOTO
NOBBPXHOCTHA AE3Ms Ha KOXKara.

4, Kimnpaan Janau

4.1 IToxazanus

OtKpuBaHe NOCPEACTBOM KOXCHH TECTOBE Ha aiepriy oT I Tun no knacuduxanuara na
Gell u Coombs, KOHTO ce NPOABABAT MAABHO ¢ PHHMT,KOHIOHKTHBHUT, PHHOKOHIOHKTHBHT
W acTMAa CE30HHO WA LEN0ro AUIIHO.

EtuonornyHata quarsosa H3UCKBa UAeHTHGUUMPaHE Ha alepreHHTe, KOUTO
NpeU3BHUKBAT aJieprHYHOTO 3a00IABaHe.

KoxxHuTe TecTOBe ce H3MION3BAT, 3a Ja IIOTBBPAAT TUI I CBPBXUYBCTBUTEIHOCT 110
OTHOUIECHME Ha NOJIEHH, MHKPOKBPIIEXH, [IIECEHH, aJlepreHH OT XXHBOTHHCKH IPOM3X0H,
XpaHu U aTeprely OT PACTHTENCH IIPOU3XOM, KOUTO Ca 3ai0J03PAHH Py AHaMHE34Ta Ha
OoHuA.

4.2 To3MpoBKa H HAYHH HA ynoTpe6a

Tlpuk TeCTBT ce CBHCTOH B YOOXIaHe KOXKaTa Ha PHKaTa ¢ MOAXOAI] MeAUIIHHCKHI
MHCTPYMEHT, KaT0 Hanp. naxuerkara Stallerpoint npes kamkata OT KOHUEHTpHPaH
anepreHeH eKCTpPaKT.

Hpu cpimyTe yenoByUA Ce IpaBaAT €Ha OTPHLATEIHA KOHTPOIA C PA3TBOpA ¥ €AHA
TIOJIOXKUTENHA KOHTPOJIA ¢ XMCTAMHMHOB XHAPOXAOPHA HAU KoAerHOB (ocdat.
Hpenopruba ce [a Ce HanpaBAT U JABETe KOHTPONY, 32 JIa C& HaMaili pucka oT haliueo
TIONIOXKUTENHH PE3YITATH.

Pesynrarure ce oTumTaT cnen 20 MunyTi. QueHkara Ha CBPBXUYBCTBUTEIHOCTTA €&
NIpaBM MOCPEICTBOM CpaBHEHHE PeaknuaTa “nanyna + epurem” , IpeJU3BHKaHa OT
M3NHTBaHKA aJlepreH ¢ Ta3y Ha Koutponute. Obmonpueto e, ye npodata e OTpHiiaTeNHa,
KOraTo rnaynara + epuTeMsT HMaT BHaMeThp NO-ManeK OT 3 mm. TecThT ce CYUTA 23a
TIONOXUTENCH IIPH JUaMeTEHP NO-TONAM OT Ta3H CTOMHOCT.

4.3 poruBonokasanus

Hsama npotHBONOKasaHHg 32 KOXKHHTE TECTOBE ¢ M3KIIIOUSHME Ha CIyYauTe Che
CBUIECTBEHH KITHHHYHH CHMIITOMH Ha alleprHYHOTO 3ab0aBaHe il Ha WHTEPKYPEHTHO
3abonapane.

4.4 Cnennanny HNPOTHBONOKA3AHHIS M CIIeHUAIHY HPeIyHpeKRIeHus 32 yHorpeda

Koxuure Tectoe TpAGBa Ja O60aT U3BEPINBAHM H MHTEPHPETHPAHY CaMO OT JIeKap.
Kosxnure TecroBe OH TpA0Baio Aa Ce H3BBPIIBAT BHpXY 34paBa K0XKa, 3a Ja Cg H30erHaT
PE3YNTATH, KOUTO HE MOrar A2 C& UHTePIPETHPAT, KAKTO H eBEHTYAIHOo 050CTPsHE Hary,
NpeALecTBYBAMO KOXKHO 3abonaBaHe. B cnyuali Ha nepmorpadusmm, NIPH KOUTO OLeHKaTa

Ha peakLMATa Ha KOXHATA Ipoda € 0TYacTH 3aTpyIHeHa, ped)epeﬁmp;;re._cIoi‘IHQQTH“Hq; e \\

KOHTPOAHHUTE HpOGH ¢a OT CHIICCTBEHO 3HAUECHHE.
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4.5 JlexapcTBeHH B APYTH B3aHMOeiicTBHA

AHTUXHCTaMHHOBATA Tepalnya MOXKE CHIIECTBEHO Ja HaMall peaKlHsTa-0TroBop Ha
KOJKHUTE TECTOBE.

bbp3oaeicTRanyTe AHTHXHCTAMIHOBHY NPOAYKTH TPA0Ba 12 GbAAT NPeyCTaHOBEHH Haii-
Mako 48 yaca npejy, a XUAPOKCU3HHA, KeToTH(hEH2 H TPUUMKIIMYHNUTE aHTHAETPECAHTH
HaH-Manko 2 CeIMHLY Npeay TECTYBAHETO.

bonnuaT TpsAGBa Ja HE e ToNyuaBai fpe3 NoCcHeHETe 6 CeIMULM aBTHXUCTAMUHOBH
NPOAYKTH ¢ IPOABIKMTENHO ASHCTBHE KaTo Astemazole.

Koraro jHeBHaTa 032 Ha IpAEMaHHA KOPTHKOCTEPOM/L € EKBHBAIEHTHA Ha 30 mg
NPEIHU30JI0H, peaKkiysaTa Ha KOKHYS TecT He ce IPOoMeHs chillecTseHo. CliefoBaTenHo
He ce Hafara jia Ce CHHpa IPUN0KEHUETO Ha KOPTHKOCTEPOUIH, 34 Ja Ce U3BHPIIM
TecTyBaneTo. Ilpenopbysa ce fa ce NpeycTaHOBH H3NON3BAaHETO Ha KOPTHMKOCTEPOUAH 3a
KO3KHA anauxanus 2-3 ceMALY HPpeAn KOKHUTE TECTOBE,

4.6 BpemMeHHOCT U KbpMeHe
Kosxnute TecToBe TpabBa Aa ce M36ArBaT 10 BpeMe Ha BPeMEHHOCT U KbpPMEHe.

4.7 EexTn BLPXy cOcoOHOCTTA 32 mioupante ¥ paboTa ¢ MAIIHEH

Taxupa eexTH He ca H3BECTHH

4.8 He:xxenanu JeKapcTBeHE peaKkuu

OBGukHOBEHO KO>KBHTe TecToBe ¢ Alyostal prick ce nonacsat nodpe. Hexenauure
peaximH ca peJIkd, aKO Ce ca3BaT npeanasHure Mepky. IIpy BCHYKY NONoKHUTETHH
peaxuun ce HabJIoagsa NoKaneH OTOK, EpHTEM H NO-CHIIeH HIIH No-ciiab chpOesk.

Ipu ynorpetaTta Ha anepreHHy NPOAYKTH 32 JMArHOCTHKA Y IEUEHHE MOTAT A2 ¢
HabmoaaBar CNeNHITE HeXKEAaHH PeaKIMM:

- PEAKIUA OT OBP3 TUII: aCTMATHYEH IPUCTHI, TeHEpANM3NPAHa PeakLys, JApHHTeaneH
3a8yX

- peakuuy ot 3a0aBeH THI: KBCHHUTE peakLWH THIT cepyMHa GoJlecT” Morar ga ce
NPOSABAT C apTPairus, YPTHKApHI, rajeHe, aleHoNaTHd K BTPHCAHe.

4.9 Iipeaosupane
IIBTAT ¥ HAYHHET Ha NpRIarase H3KIOYBAT BE3MOXKHOCTTA 32 IIPERO3kpaHe.
5. @apMakoNOrHYHN JaHHE

(DapmaxoIOruuHa rpyna: Ajepreny, IMyHoIOTHYHY TeECTOBE
ATC xom: V 01 AA

MexaHNH3BM Ha IeHeTRHE 1 @agmalcoguﬁammmn cBolicTRa




IMonoxuTeAHUTE KOXKHH TECTOBE [TOKA3BAT CHIIECTBYBAHETO Ha CELM(pHIHM aHTHTENa
Cpeuly alepreHuTe KbM KouTo bonHnsgT e censnbummusupan. JloxanHara peakuus, KOATo
obeauHsBa OTOK, epuTeM U chpOex(Tprana Ha Lewis) e peayaTar Ha 0cBOOOXKIABAHETO
Ha MeJUaTopuTe Ha aneprusra(xuctamut, PAF —TpomBonuTH akTHBMpall daxKrop,
ECFA- eo3uHO(MHIM XeMOTaKCHYEH (haKTop Ha apadUIaKcus, HTUTOKMHHU U Ip.),
OTKAIOUEHH OT aHTUI'€H-aHTHTATIO PeaKIUATa.

6. @apManeBTHUHH JaHHH

6.1 Cnucpk Ha HOMOIHNTE BelecTsa

Hatpuer xnopun 177 mg
I'muuepux 1,74 g
®enon 12 mg
Bopa 3a nmxexTipane sqf 3 ml

ManuTon(xaTo YacT OT IeKapcTBEHOTO BellecTBO) 60 mg
6.2 PH3UKO-XMMHYHH HECHEBMECTHMOCTH

Hsma
6.3 Cpok ua rogsoct

3 ronuHH.
6.4 Cnenaiig YCJIOBHA Ha ChbXpaHeHie

Ja ce coxpanspa npH Temiteparypa ot +2 go +8°C.
PasTBopT 32 MOAOXKHTENHA KOHTPOJIA fa ce ChXpanapa pH 25°C.

6.5 Maumu 3a onakoBKaTa

ITspeuuHa onaxoska: Alyostal Prick ce csrppixa B cThkinena Oytunxa tan { ot 4,5 ml,
chaspikama 3 ml pasTRop. KM Besaka GyTHIKA HMa arlIMKaToOp-KalkoMep ¢ YepBeH
IpPBCTEH.

BTopuuHa ONaKOBKa: NOJHUCTAPEHOBA KyTHs, BMHKHATA B KapTOHeHa 00BHBKa,
KonuuecTBo B €Ha ONAKOBKA: HAKOJIKO OYTHUNKY ¢ pasauuny aneprenu /Ilpunoxenne. Ne
1/.

6.6 IIpenopuxu npu ynorpeta

Bux naparpad 4.2.

[MoupcTBa ce KOXKaTa Ha MpeaMULIHHIATA CBC CIIMPT ¥ NaMYK M CE OCTaBA 14 U3CHXHE.
O3HauaBaT Ce ¢ MANKH KphIyeTa MecTara, KBAeTOo e ce paBAT npodure ¢ yboxaane.
ITocTapsaT ce KallKu OT ajlepreHHUTE eKCTPAKTH BhpPXY KowKaTa U C€ NpaBH y6omga}le;-_-;__‘,,
Tpe3 BCAKA Kallka, KaTo ce cMeHd Jannerkata. HaTucKsT npH Beaka npoba Tpﬂﬁna Jae } e
yMepeH, KaTo TpabBa Aa ce CHORIIABA XIETBAHE Ha KOXKATa ¢ 2 10 5 mm OT OCHOBaTa ‘Ha. 9
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aapuerkata. Jlobpe u3BbpileHaTa npoba ce XxapakTepHUsypa ¢ MapKUpaHe AHaMerbpa Ha
AaHLIETKaTa BRPXY Kokata. [lpenu oTunrase Ha npoGHTE KOXAaTa ce NoYncTBa 5obpe Che
CIIUPT UAY €Tep, 3a [a Ce OTCTPAHH U3IHII0 TeYHOCTTA, ChABPIKALIA IMHUEPHH 1
IOMOIIHY BelnecTBa. OTYHTAHETO MOXKE Ja C& H3BBPIIM C KONMpPHA XapTys (Tayc) Uil ¢
H3MepBaHe Ha NanynaTa.

7. HmMe ¥ ajipec HAa IPUTEXATENA HAa pa3pelIeHNero 3a ynorpeda
STALLERGENES S.A.

6, rue Alexis de Tocqueville

92160 ANTONY

FRANCE

8. Perucrpanmonen Ne B PerucTospa no 4a.28 or 3JTAXM

9. lara Ha mbpEO pazpemasage 3a YNoTpeda HA JeKapeTREHHA OPOTYKT
(mozHOBsAIBAME HA pa3peleHHETO)

10. TaTa Ba (YacTHYHA) aKTYAJH3aIHA HA TEKCTA

Hexemepu 2001 1.




