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Allergens extracts from tree pollens for diagnosis Oopsia]-B —

2. KoJiM4eCTBeH H KAYeCTBEH ChCTab

I 6yTnka ¢ pa3TBOp CHABPIKA :

+ 100 IR/ml (cTaHpapTH3NpaHH allepreHHH eKCTPAKTH)

« 100 e 1,000 IC/ml (HecTan apTH3UpaHy anepreHHM eKCTPakTH),

OT Ipynata JIeKapcTBEHH NPOAYKTH, NpecTaBeH Ha MPUAoXKeHaTa Tabiuua
Mlpunoxenwe Ne 1/,

JlexapctBenn BemecTra: Allergen extract /[Ipunoxenue.Ne 1/,
IoMouun BeujecTBa: BHK T.6.1

- Equaunara IR ( Hapexc Ha peakTnBHoct ): EQUn anepredes eKCTpakT UMa HHISKC
Ha peaxrusHocT 100 IR/ml, KoraTo npunosxeH nocpeacTBOM KOXKeH MpUK Tect (npoba ¢
yGoxzpane) Cvc cTaHRapTHa NanneTka Stallerpoint npu 30 dyscTBUTENHHM Ha anepreHa
JM1a, MPe3BHKBA Mafyha ¢ pasMep cpefdo 7 mm guamersp. KoskHara peakTiBHOCT Ha
TE3u JTHLA C€ AeMOHCTpHpa ¢ 9 % pasTeop Ha KOAeHHOB docdar i XHCTaMUH
muxuapoxaopun 100 mg/ml, KOWTO CayXaT KaTo IMONMKHUTENHA KOHTPOJIA.

- Epununnara IC ( Maaexce Ha koHueHTpanus ): Equs anepresen eKcTpakT uMa
uHAeKC Ha KoHneHTpanusa 100 IC/ml, xoraTo HeroRHTe NPOM3BOACTBEHU NIApPaMeTpH
TIOKa3BaT CHINOTO CPEIHO CHOTHOLEHHE Ha pa3pexIaHe KaKTO TOBA HA CTAHAAPTHHTE
exctpakty 100 IR/ml ot crmara amunus aseprenn, KOUTO CIyXar KaTo pedepenTHa
CTOHHOCT.

Korato hamunusTa anepreny He ChABPIKa CTAHNAPTH3HPaH pedeperTet eKCTPaKT,
crofinocrra 100 IC/ml cEOTBETCTBYRA Ha eIMH €KCTPAKT, YHETO CHOTHOMEHHE Ha
paspexjiaHe € yCTaHOBEHO OT MEJHIHCKaTa IPaKTHKa.

CoriacHO MeJMHUHCKaTa APAKTHKA, KOTaTO aNepreHuTe He IOKA3BaT HEOOXOAUMATA
aKTUBHOCT, MOTAT Aa OBAAT H3IION3BAHN AJIEPreHHN eKCTPAKTH B KOHLIEHTpalks
1,000 IC/ml. m
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3. JlekaperBena dopma




Pasteop 3a Koxer npuk Tect ( poba ¢ yooxgane).
To3u pasTeOp ce ynoTpedsaBa NOCPEACTBOM JaHIETKA, TO3BONABAIA MHOTO
IOBBPXHOCTHA JIe3Hs Ha KOXaTa.

4. Ky pasnau

4.1 Hoxazawus

OTtxpuBaHe HOCPeACTBOM KOXKHU TECTOBE Ha anepruy oT I Tun mo knacudUkamysgTa Ha
Gell u Coombs, KOUTO ce IPOABABAT I'TIABHC C PHHUT,KOHIOHKTHBHT, PUHOKOMIOHKTHBUT
M aCTMa CE30HHO WK LIeIOrOHHIIHO,

ETnosoruyHara JAHargosa H3HCKBa HﬂeHFHd)HL[HpaHe Ha aJIepreHdTe, KOUTO
NPCAU3BUHKBAT alCpruaHOTO 3aboisgane.

Koxuute TecToBe ce H3MON3RAT, 32 A IMTOTBLPAAT THII 1 CBPEXUYBCTEBUTENHOCT 110
OTHOLISHME Ha IORSHY, MEKPOKBPIIEKH, [UIECEHH, allePreHHd OT KUBOTHHCKH OPOM3XO,
XPaHU K aJISpPreHy OT PACTHTENEH TIPOH3X0A, KOUTO Ca 3alI003pIHM NpH aHaMHe3aTa Ha
OOMHIA.

4.2 lo3¥poBKa B HAYHH HA YNIOTPeb2a

[Npux TecTHT ce ¢hCTOH B YOOXKJaHe KOYKATa Ha pBKaTa ¢ MOAXOIAI MEAHUIMHCKH
MHCTPYMEHT, KaTo Hamp. jaHLeTKata Stallerpoint npe3 kanxara 0T KOHLEHTPHpaH
aJIepreHeH eKCTPaKT.

Ilp# cpIUTE YCIOBHA CE NPABAT elHA OTPHLIATENHA KOHTPOJIA ¢ pasTBOpa M efHa
TIOJIOXKHUTEHA KOHTPOJIA ¢ XMCTaMHHOB XIAPOXJIOPHE HIIH KOAeHHOB docdar.
INpenopbuBa ce Ja ce HanpaBsT ¥ JBETE KOHTPOH, 32 Jia C& HaMalli pUcka OT (anluuBo
HIONOXKUTENHH Pe3yNTaTH.

Pesynratute ce oramrar cnef 20 MuHyTH. OleHKata Ha CBPppXUYBCTBHTEIHOCTTE C&
IpaBU IIOCPENCTBOM CpaBHEHME peakuuaTa “ranyna -+ epureM” , IpeU3BHKaHa OT
H3NMTBAHUS aJiepreH ¢ TasH Ha KOHTpoauTe. O6mMONpHeTo €, ye npodara e OTpULaTeNHa,
KOTaTO IayliaTa + epUTeMBT UMAaT AMaMeThp No-Malbk 0T 3 mm. TecTsT ce cyuTa 3a
TMIONOAKUTENEH TIPH JUAMETHD I0-TOAAM OT Ta3U CTOHRHOCT.

4.3 IlpoTHBONIOKA3aHHA

Hsva npoTusonokazaHus 3a KOJKHUTE TECTOBE C H3KIIOUEHHE Ha CIy4anuTe ChC
CBHIIECTRBEHH KIIMHHYHK CUMOTOMY Ha agepruvHOTO 3a00/IMBaHe MM HA WHTEPKYPEHTHO
3a00JBane.

4.4 Coennansy NPOTHBOINOKA3AHMS U CHelHATHH HpelynpeKIeHHs 32 ynoTpeda

Kosxuaure Tectose TpsiGBa Ja GbIaT U3RGPIIBAHH ¥ HHTEPIIPETHPAHH CaMo OT Jiekap.
KoxHute TecToBe O TpAOBANO Jia c¢ U3BBPILUBAT BHPXY 3ApaBa KOXa, 3a Ja ce n3berHar
pe3yJITaTH, KOUTO HE MOTaT Jja C& MHTEPIPETHPAT, KAKTO H eBEHTYAIHO 0GOCTpAHE Ha-
IpeAIecTBYBAIIO KOKHO 3a00/4Bane. B cayyail Ha gepmorpadusbm, npy Komg/uemca'ra
Ha peaKHyaTa Ha KOXKHATa Npo0a e OTYacTH 3aTPYAHEHa, pedepeHTHUTS CTOI/IH’OCTH,Ha-"h. ‘
KOHTPOJIHHTE MPOOM ca OT CHIIECTBEHO 3HAYCHHUE. © e




4.5 JlekapcTBeHH H APYTrH B3aHMOJEHCTBHA

AHTHXHCTAMHHOBATA TEpaIys MOXKe CHIIECTBEHO Jia HaMajlK peaKIMaTa-0TroBOp Ha
KOJKHUTE TECTOBE.

Brp3oeiicTBalI|Te AHTHXMCTAMHHOBH IPOyKTH TpAGBa Jia GBAAT NpeyCTaHOBEHH Hali-
Maniko 48 yaca npenp, a XUIPOKCU3MHA, KeToTudeHa H TPUIMKIMYHHTE aHTHACPECaHTH
Hali-MalKo 2 CeaMUIH TIpeay TeCTYBaHeTo.

Bonuust Tpa6sa Aa He e NoNy4aBall Ipes IocTeJHATE 6 ceiMULY aHTHXUCTaMIHOBH
NPOAYKTH ¢ [PONBIDKATENHO JelicTBre KaTo Astemazole.

Koraro gneepnara 103a Ha NMpHEMaHHA KOPTHKOCTEpOnI © eKBuBallenTHa Ha 30 mg
NPEeAHA3OICH, peaKIuATa Ha KOXHHA TECT B¢ ¢ HPpOMEHS CBIICCTBEHO. CJ'IG,ILOBaTBJIHO
HE ce Halara ja ce CIupa HpHIIOKEHHETO Ha KOPTHKOCTEPOHIH, 3a 1a C€ H3BEPIIH
TECTYBAHETO. HpenoquBa ce Jia ce NpeyCcTaHOBH H3ION3BAHETO Ha KOPTHKOCTEPOHIH 34
KOJXHa ammipkauus 2-3 ce MHITH IpEAN KOXKHHATES TECTOBE.

4.6 bpeMeHHOCT H KbpMeHe

KosxuuTe TECTOBE TpaOBa Na ce u3bArBaT 0 Bpeme Ha OpeMeHHOCT U KbpMeHe.

4.7 Edexrn BbPXY croco0HOCTTA 32 miophHpane 1 paboT2 ¢ MAaIHHA

Taxuea edeKTH He ca H3BECTHH

4.8 He;xenaun JeKapcTBEHE peaxuuy

OBuKHOBEHO KOKHKTE TecToBe ¢ Alyostal prick ce moracaT nodpe. Hexenanvre
peaKlliy ca pefiky, aKo ce cl1aspar NpeanasHure Mepxu. IIpn BCHUKY NOIOKHTENHHA
peaKiyn ce HaGJIOAABa IOKAReH OTOK, SPHTEM H IIO-CHIIEH MM 10-cliad cpples.

TIpu ynotpebaTa Ha anepreHHy NPOAYKTH 33 IHAarHOCTHKA M JIEYSHHUE MOTaT Ja ce
HaboHaBaT clieIHHTE HeXENaHH peaKIui:

- peakuuy OT G'BP3 THII: aCTMATHIEH NPHCTHII, FeHEPaN3ipaHa peakiiis, JapuareaneH
3aiyx

- peakuuy OT 3a0aBEH THIL: KBCHUTE peaKIuy TaI’ "cepymHa Gosiect” Morar fa ce
MpOABST C APTPANrHs, YPTUKApHS, Tajese, aieHonaTusi 1 BTpUcaHe.

4.9 Ilpegozupane
HBTAT ¥ HAUKHBT Ha IpUiarane H3KAI0YBAT BE3MOXHOCTTA 3a IPEA03HPaHe.
5. @apmMaKoJOrHIHN JaHHHN

dapmakooTHYHAa rpyna: Anepreny, FIMyHonorauHy TecToBe
ATC xox: V 01 AA

MexaHp3bM Ha JeficTBUe U (HapMakOIMHAMKUYHY CBOACTBA




TonoxUTENHKTE KOKHH TECTOBE I0KA3BaT ChIECTBYBAaHETO Ha CISUGHYHY aHTUTENA
Cpely anepreHuTe KbM KOUTo OomuuaT e censubunusupan. JlokanHara peakius, KOATO
obequHABA OTOK, epuTeM ¥ Chpbex(Tpuama Ha Lewis) e pesynrar Ha 0cBOOOXKIaBaHETO
Ha Me[NaToOpHuTe Ha aneprusra{xucramus, PAF —~TpomMGoluTH akTUBHpaIl, (aKrop,
ECFA- eosunoduIH xeMOTaKCHYEH (axrop Ha aHaQuIaKens, IUTOKHHM U Ap.),
OTK/TFOYEHH OT AaHTUTeH-aHTUTAIO PEaKUHATE,

6. @apManeBTHYHH JAHHY

6.1 CnHCBK HAa MOMOINHUTE BelleCTB2

Harpues xnopun 177 mg
I'nunepun 1,74 g
@PeHon 12 mg
Bopa 3a HmkeKTHpaHe sqf 3 ml

ManHTOoN(KaTO YacT OT JISKapCTBEHOTO BelecTBo) 60 mg

6.2 PU3NKO-XHMHYHHA HECHBMECTHMOCTH

Hama
6.3 Cpok Ha rogHocT

3 roauHA.
6.4 Cneynanny yeJOBHA HAa ChbXPaHeHHe

Ha ce cxxpansisa npu Temneparypa ot +2 no +8°C.
Pa3TBOPET 32 NOJIOKUTEHA KOHTPOa Ja ce cexpanasa npu 25°C.

6.5 {auny 3a onaKoBKAaTa

TIspeuyna onmakoBka: Alyostal Prick ce cerispika B cTbKena OyTunka tin I ot 4,5 ml,
cuabprxaiia 3 mi pasteop. KeM Beaka OyTuika uMa aniukaTop-KankoMep ¢ YepBeH
TIPBCTEH.

BTopHyHa OnaKOBKA: OJMCTHPEHOBA KyTHA, BMBKHATA B KapPTOHEHa O0BHBKA.
KonM4ecTBo B e/[Ha ONAKOBKa: HKOJIKO GYTHIKY ¢ pasmuyHH aneprenu /Ilpunoxenne.Ne
1/.

6.6 Mlpenopbxu npy ynorpeda

Bux naparpady 4.2.

IouncTRa ce KOXAaTa Ha ApeJMUIHUIATE ChC CIMPT ¥ IIaMYK U Ce OCTaBA Aa M3CHXHE.
O3HayaBaT ce ¢ MaJIKH KpbueTa MeCcTara, KbEeTo e ce NPaBAT NpodHTe ¢ yOOKIaHe.
TTocTaBar ce Karikyl OT alepreHHUTe eKCTPakTH BEPXY KOJKaTa H ce NpaBy yﬁoxcnaue’f*::‘“\u ]
Tipe3 BCAKA Karika, KaTo ce CMeHs JlaHuerkara. HartucksT Ipu Besaka npoGa Tpa6Ba‘\na el ‘
ymepeH, Kato Tpa6Ba fa ce ch00jaBa XIBTBAaHE Ha KOXKaTa ¢ 2 10 5 mm 0T OCHoBa';a Ha




naHuerkata. JfoOpe u3BbpLIeHaTa npoda ce XapakTepusypa ¢ MapKupaHe JuaMeTspa Ha
NanleTKaTa BHpXy Koxkata. [lpenu oTyuTane Ha npobHTe KOXKATa ce NoUHCTBa Bofpe che
CITHPT WIIH €TEp, 33 Ja ¢ OTCTPaHH M3LLI0 TeYHOCTTa, ChABPKAIA IMHUEPUH 1
nomoruy Bemectsa. OTuuTakneTo MOXKeE Jia Ce H3BBPLIN ¢ KONMPHA XapTH (Nayc) WK ¢
W3MepBaHe Ha IalynaTa.

7. Hme 1 agpec Ha NPHATERATEIA HA Pa3pelIeHHETO 32 YHoTpeda
STALLERGENES S.A.

6, rue Alexis de Tocqueville

92160 ANTONY

FRANCE

8. Perucrpannonen Ne B Pernerbpa no ua.28 or 3JJAXM

9. laTa-Ma wLPBO paspelapane 3a ynorpeda ga JeKapcTBeHHs NPOAYKT
(DoHOBSBaHE HA pa3pellenieTo)

10. ara ya (yacTyyHA) ARTYAJNH3AHAS HA TEKCTA

Hexemspu 2001 r.




IIpnaoxenne Nel

JdnpBera

CamocTOsITelHH NPOAYKTH

CmeceHn npoAyKTH

Execrpakri B IR/ml

Alnus glutinosa /MepHa emua

Betula alba / ObukHOBeHa Opesa
Carpinus betulus / ObukHoBeH radsp
Juniperus ashei / Xpoiina

Olea europaea / Macnnna

Corylus avellana / ObukHOBeHa necka

Excrpaxta B IC/ml

Castanea vulgaris / Kecten

Quercus robur / Jleren nu6

Cupressus sempervirens / Kunapuc

Acer pseudoplatanus / SIBop

Fraxinus excelsior / Scen

Fagus sylvatica / O6unoBeH OyK
Aesculus hippocastanum / KoHCKH KecTeH
Acacia dealbata

Morus alba / bana yepauna

Juglans regia /Opex

Ulmus campestris / bpsct

Populus alba / bana Tonona

Pinus sylvestris / ban 6op

Platanus vulgaris / Yanap

Robinia pseudoacacia / CanxeM

Salix caprea /Vpa

Sambucus nigra / Yepen 15pBOBHIECH OB3
Tilia platyphyllos / EnponnctHa numa
Ligustrum vulgare / Macninka
Juniperus communis

Excrpaxrn B IR/ml

- Bpe3oen

Alnus glutinosa / Yepna emma

Betula alba / ObukHoBeHa Opesa
Carpinus betulus / O0UKHOBEH rabEp
Corylus avellana / O6uxHOBEHA Jlecka

Excrpaxru B 1IC/ml

- ByxoBu

Castanea vulgaris | KecteH
Quercus robur [ Jleten np6
Fagus sylvatica / ObunoBeH 0yK

- MacjansoBH

Fraxinus excelsior / flcen

Olea europaea / Macnuna
Ligustrum vulgare / Macauuka

- Bupbosu
Populus alba / bana tonona
Salix caprea / VBa

- Cmec OT ABLpBETA

Acer pseudoplatanus / S1Bop

Aesculus hippocastanum / KOHCKH KecTeH
Platanus vulgaris / Unnap

Robinia pseudoacacia | Canksm

Tilia platyphyllos / EnponnctHa una




