KPATKA XAPAKTEPUCTHKA HA ITPOAYKTA

1. HME HA JIEKAPCTBEHHUSA NPOAYKT

AJIMOCTAIJI [TPUK, anepreHeH eKCTPAKT OT TPEBHH MOJICHH, Pa3TBOP 3a KOKHO H3IIMTBAHE Ypes3

yOoxIaHe

ALYOSTAL PRICK, allergen extract from grass pollens, solution for skin-prick test

2. KAYECTBEH U KOJHYECTBEH CbHCTAB

AJIMOCTAJI ITPHK e pa3TBOp Ha €KCTPAKT OT al€preH MM Ha MHKCTYPa OT HAKOJIKO allepreHHH

eKcTpakTH, 00paboTeH ¢ IIHLEPOI.
EnuH ¢nakoH (3 ml) ¢ pastBop cbiabpika:

EiMHHY€eH CTaHJapTH3UPaH alnepreHeH eKCTPAKT WK MUKCTYPa OT CTAHAapTH3HPAHH alepreHHH

exctpakTd — 100 IR/ml.

PerdctpupanusaT B bbirapus CuchbK Ha ajepreHH € NpeacTaBeH B MPUIIOKEHHETO.

Cunara Ha AeiiCTBHE Ha BeLeCTBOTO ce H3pasana B IR 3a crannapTusvdpany anepreHu.

o IR (Huoexc na peaxmusnocm): Exempaxmvm om anepzenu uma mumusp 100 IR/ml, koeamo npu
Kkodicen npux mecm (npoba ¢ yboxcoane) cvc Stallerpoint® ewpxy 30 cenzumusupanu kem arepzena
2UYa, NPUNUHABA NANYIA CbC CpeoHozeomempuyer Ouamemsp 7 mm. Kodicnama peakmusnocm Ha
me3u auya ce deMORCIMPUPA eOHOBPEMENHO Ype3 RONOJICUMENEH OM2060p HA npuk mecm ¢ 9%
pazmeop Ha kodeunos gocham wiu ¢ 10 mg/ml xucmamunos Ouxuopoxiopuo.

AKTHBHOTO BEILECTBO € EKCTPAKT OT JIHO(PHIN3HPaHH allepreHH OT TPEBHH MOJIEHH ¢ 100aBKa Ha

MAaHHTOJI.

3a NBJIHMA CIUMCHK HAa TTIOMOLLIHUTE BELLECTBA, BHXKTE TOYKa 6. 1.

3. JIEKAPCTBEHA ®OPMA

Pa3TBOp 3a KO3keH NMpHK TecT (npoba ¢ yboxane)

4., KJIHAHHAYHH JAHHH

4.1 TepaneBTHYHH NMOKA3aHHHA

Kpamxa xapakmepucmuxa Ha npogykma Tpusoxerue 1
Kbm Pez. e ............ W roﬂzs %
PaspeiwsHue N

MP - . ’Ligs% ot U U

BG/MA

To3u iekapcTBeH MPOAYKT € Mpe/IHa3HAYeH CaMo 3a JIMarHOCTHYHH LIeJIH.
CBpBLXUYBCTBHTEIHOCT KbM M3IMTBAHHTE aJlepreHt € HaIMLE, KOraTo NPH KOXKEeH MPUK TecT (npoda ¢
yboxkaane) ce quarHoctuimpa i I cepexyyscTuTenHocT (IgE-3aBucuma nposisa, cnopea

knacudukaunara Ha Gell 1 Coombs).
4.2 [o3npoBKa H HAYMHH HA NPHJIOKEHHE

YcaoBud 3a ynorpeda H OTYHTAHE HA Pe3VJITATHTE

To3u pasrBop ce ynorpebsBa ¢ MEAMUMHCKH HHCTPYMEHT, OCBIIECTBABAL MOBLPXHOCTHO

npobork/iaHe Ha KoXara.

Hauun na npunoxcenue
Hpunyun:




TexHuKaTa Ha KOXHUS MPHK TecT {(npoda ¢ yOoxNaHe) Ce CHCTOH BBB BKAPBAHETO HA H3MMWTBAHOTO
BELLECTRO B FOPHUA CJI0H Ha KOXKAaTa ¢ NOJXOAAL MEAWLIMHCKH HHCTPYMEHT (J1aHUETKa, Harp.
Stallerpoint®) npes kanka Ha anepreHHHA pa3TBOP, MOCTABEHA BBPXY KOXaTa (OOHKHOBEHO BBPXY
BETPELIHATA CTPaHa Ha NMPEAMHLIHHLIATA).

Tpunoxcenue:

Koxuust npuk tect Tp:abBa ja ce H3BBPLIBA CaMo OT 00yyeH nepcoHan.

3a npeanoYMTaHe € KOXKHUTE TIPHK TECTOBE /1a CE€ H3BBPLUBAT BLPXY BLTpElLIIHATA CTpaHa Ha

npeAMHUIHKUATA. KaTo anTepHaTHBa, H3NNTBAHETO MOXKeE 1A Ce H3BBPILBA H Ha rbpba.

- IMouncrere u Ae3uHdeKUMpaliTe KOXKATa HA NPEAMHILHALIATA C NaMYy4YeH TaMIIOH, HalloeH ¢
€THJIOB AIKOXOJ H OCTaBETE [1a H3CBXHE.

- [MocTaBeTe BBEPXY KOXKATa Kalka oT BCEKH ANEPreHeH eKCTPAKT, koiTo Tpabea aa 6nae HanuTaH,
Cra3Baiky pascToaHHe OT 3 cm Mexk1y BCAKA OT KarlkHTe.

- XBaHeTe 3a0CTpeHHS MEIHLIMHCKH HHCTPYMEHT/IAHUETKATA MEX Y NaJielia H NoKasaneua 1
npofoaeTe nepreHIHKYIAPHO Npe3 BCAKA KaNka, H3BbPIIBAHKH JIEKO BbPTEIHBO ABHKEHHE
(u3non3saiiTe e/IMH 320CTPeH Kpail Ha HHCTPYMEHTA 3a BCEKH OTACNICH A/ICPTEHEH EKCTPAKT).
M3nonasaiiTe HOBa CTepWIHa eHOKPaTHA IAHIIETKA 3@ BCEKH pasTBOp.

- H3bwpiuere kankuTe che cangerka, kato H36AreaTe CMECBAHETO HA Pa3TBOPHTE NPH
3a0bpcBaHeTo.

- Jlobpe e na MapkupaTe ¢ posiep BHIa Ha M3NHTBAHHA AllepreHeH eKCTPaKT.

- OTpHUATENTHOTO KOHTPOJHO H3MHTBaHe (Pa3peanTen), KakTo H MOJIOKHTEAHOTO KOHTPOHO
H3NHTBaHe (Pa3TBOP HA XMCTAMHHOB IHXHPOXJIOPHN) Ce MPOBEXA NPH €AHH M CHULH YCIOBHA,
3a Jla ce NPOBEPH PeaKTHBHOCTTA Ha KOXkaTa (OTChCTBHE Ha Jepmorpaduabm u crocobHOCT 3a
pearnpaHe Ha XHCTAMHHOBHS JHXHAPOXJIOPHI).

3a TOYHO MHTEPIpeTHpPaHe Ha PE3Y/ITATHTE OT KOWHHA MPUK TECT C€ NMPENOPBhYBa ABYKPATHO

M3BBPLIBAaHE Ha U3ITHTBAHETO.

Omuumane na pesyamamume

O6MKHOBE HO KOYKHATA peakUus ce nossaBa 20 MHHYTH CJIC[ IPOBEXKAAHETO HA MIMHTBAHMATA; (1IPH
MOJIOKMTE/HA Peakuus ce NOABABA NaITy/a che UnH Oe3 3auepBaBaHe (EPHTEM).

OtyereTe pe3yITaTHTE H OuepTaiiTe rpaHHUMTE (Ha NANYNIAaTa, EPHTEMA).

[MpenopbuBa ce KOMMpaHeTO Ha rPaHKIKTE HA PeaKUMATa BbpXY AEIUIMBaA JIEHTa, 33 a Ce BKJIIOYaT B
JOKJIazia 33 NaLUeHTa.

Humepnpemupane na pesyimamuine
OueHABAHETO HA CBPBXYYBCTBHTE/IHOCTTA C& H3BBPLUBA Ype3 CPaBHABAHE HA MAalyJjiaTd H EpHTEMA,
MPHYHHCHHK OT M3NMHTBAHWA anepret, ¢ TC3H, HabmonaBaHH MpH KOHTPOJHATE H3NTHTBAHHNA.

JuaMeTsp Ha nanynara
Pesynrati
KoOHTpOIHE H3MUTBaHHA Aneprenn
; 11 >
Banugauns Ha onmkuiegma . 3 mm unu .
A — KOHTpofa > 3 mm aKo e ¢ 3 mm no-rojifM OT ONOKHUTENEH
OTPHLIATENIHATA KOHTpOMA
Orpuuarenna <3 mm OTtpHuatenex
KOHTposia < 3 mm

B cnyuait Ha JepMorpadM3sM, LAIOTO H3ITMTBAHE, BITIOUATEHO OTPHLIATEIHATA KOHTPOIA, CE CUHTa
3a MONIOXKHTENHO. PesynraTHre He MOTAT Aa 6'bAAT HHTEPIIPETHPAHH.

B cyuail Ha HamManeHa KOXHA YyBCTBHTENHOCT, LAIOTO H3ITHTBAHE CE CYMTA 3a OTPHLIATENTHO.
Peaynrature He MoraT aa 6bAaT HHTEPNPETHPAHH.

IToABaTa Ha PaHHO K MPEXOHO 3auepBsBale TPAOBa Aa ce npeHeGperye.,

MauuerTsT TpaGBa Aa OCTaHE MOJ JTEKapcko HabmoneHHe B IPOAB/DKEHHE HA HaH-Man
cefl KOYKHHA NIPHK TeCT.

4.3 IIpoTHBONMOKAIAHHA




CBpPBXUYYBCTBHTENHOCT KbM HAKOE OT NOMOLLHHTE BELIECTBA, H30poeHH B Touka 6.1.
44 CneuuanHH NpeaynpexAeHHA H NPeANa3HH MEPKH IPH YHOoTpeba

Tt KaTO € BBE3MOKHO J1a HACTBIIAT CHCTEMHH aIEPrHYHM peakuuu (KOUTO Morat aa 6s1aT
KHBOTO3ACTPAILABAUIH, KOTATO €A TEXKH), KOKHHAT NPHK TeCT TpAOBa Ja Ce H3BbPLUBA H
HHTEPIIPETHPA B TIPHCBCTBHETO HA WIH OT JIEKAP C OMNMT B MIPHIAraHeTO Ha KOXKEH MPHUK TeCT K NMpH
YCIOBHA, MO3BOJABAIIK PUIAraHETO HA CTIELIHH TEPaneBTHYHH MepKH (BKIIIOUHTENIHO ENMUHEGPHH).
Ipu BL3IHHKBAHE HA CHMITTOMH Clle]l MPIIaraHe Ha KOXHMA IPUK TECT, Hanp. CHIEH Chpbexk Ha
IVIAHHTE Ha PhLETe M CTHIAJIAaTa Ha KPaKaTa, YPTHKAPHS, eIeM Ha YCTHaTa KyXHHa, hapHHreanex
efleM, BOZELL, 10 3aTPyAHEHO NpeT/IbILaHe, 3aTPyAHEHO MHILAHE WIH MPOMAHA Ha rJ1aca, rajcHe,
nospsblIaHe, TpabBa He3abaBHO @ e KOHCY/ITHpA JIeKap H 1a Ce MPEKPaTH JIEYEHHETO.

KOoXKHHAT NPHK TECT He € NPeANOYHTAHHAT AHATHOCTHYEH NOAXOA NPH [TAUMEHTH, KOMTO NpHeMaT
NeKapCTBa, KOMTO MOTAT Ja MOBIHAST HETATHEHO epHKaCHOCTTA Ha enMHedpHHa (GeTa-Onokepn,
TPHLMKIHYHH aHTHASTIPECAHTH M MHXHOHTOPH Ha MOHOoaMHHooKcHAaza (MAOI), Bx. Touka 4.5).

TIpy noBHLIEHa TEMIEPATYPa WK CKOPOLISH aCTMATHYECH NPHCTBII, IOTBBP/IEH KIHHHYHO H/KWITH 4pe3
M3MepBaHE Ha MAKCHMAJIHHA €KCITHpaTopeH AeOuT, He TpabBa 1a e H3BBPLUBA KOXEH MPHUK TECT
TIpeai HACTBIIBAHETO Ha MOAOGPEHHE H cliel NPeLieHKa Ha JICKap ¢ OMUT B [PUIAraHeTo Ha KOXeH
TIpHK TECT.

KokHHTe NpHK TecToBe TpAGBaA Aa e H3BBLPIUBAT NMPH 3APABH MALHEHTH.

KoxHHTe IpHK TecToBe He TpAOBA [ia ce H3BBPLIBAT N0 BpEMe Ha ocTpa (asa Ha anepruyHo
3abonsapaHe.

KoxHHTe NpHK TecToBe TpAOBa Jla ce HIBBPIIBAT BBPXY 37ipaBa koxa. [Ipeay H3BBpIIBAHETO HA
KOXHH [HPHK TECTOBE € HEOOXOAHMMO BHHMATEIHO OLEHABAHe Ha CBHUICCTRYBALLM KOXKHH JIe3UH
(YPTHKH, aTOTTMYEH JEPMATHT, eK3eMa, NICOPHA3HC) WK AepMorpagnabM, KOHTO MOTAT fa Monpeyar
Ha HaJEXIHOCTTA Ha TECTA WIH Aa 0DOCTPAT Npe/illlecTBalla 1epMaTo3a.

[Tpu oTCTpaHEeHH aKCHIAPHH TAM(HH BB3JIH € 33 MPEANOYHTaHe KOXHUTE MPHK TECTOBE Aa Ce
H3BBPUIAT HA MPOTHBOMOOXKHATA NpPeAMHUIHKUA.

4.5 BiaumopneiicTBHE ¢ JPYIH JieKapcTBeHH NPOAYKTH H APYrH OpMH Ha B3anMoaeHCTBHE

JlekapcTBaTa MOrat na MOTHCHAT KOXHHTE TECTOBE, 3aTOBA € HCOOXOAMMO BUHArH /12 Ce pa3liTar
MalMEeHTHTE 34 JIEKAPCTBATA, KOMTO ca NPUEMAH B NPEAXONHHTE THH (BX. Tabnuuara no-xony). Tosa
Baxku 0cobeHO 3a nepopantute H1-aHTHXHCTAMHHH, HO H 32 JPYTH JIEKAPCTBA, KOMTO HE ca
3a/B/DKHTENHO H3MON3BAHM 38 JICUEHHE Ha aNlCpriu4HH 3a0019BaHHsA, HANP. AHKCHOIHTHLIM,
JIOKAJTHHTE KOXKHH KOPTHKOMAM MOTaT /Ia MPOMEHAT KOXATa PeaKTHBHOCT.

Huxubumopen eghekm na paznuini 1e4enun 6spxy KOICHUA NPUK mecm

Jeuenne Crenen Mpoatmxurennocet | Knuanuna
3HAYHMOCT

[epopanen

Hl-anTHxHcTAMBH +H 2-7 num Ha
Hurpanalanex

H1-aHTHXHMCTAMHH He

H2-aHTHXHCTAMHH 0 mo+ He
Hmunpamuxu +H+ Jo 21 nun Ja
(MeHOTHA3IHHA + no ++ Jo 10 nau JHa
KoprtukocTtepounu

CHCTEMHH ~ KPATKOCPOYHH 0

CHcTeMHH — OABITOCPOYHH Br3moxnHa

HHxanannoHHu 0

JlokautHH KOXHHU + go ++ Jo 7 nuu
JlonaMuH +




Knouuaus ++ He

MoHTenyKkacT 0 He
CreuudHyna IMyHOTepanus 0 go ++ He
CuctemHo neuenHe ¢ UV cBernuHa, B ++ Ho 4 ceamury Ja

3aBHCHMOCT OT H3TOYHHKA Ha CBET/IHHA,
Hali-uHTeH2uBHO ¢ PUVA

Bera-6noxepute B3aHMOACHCTBAT ¢ EMHHEMPHHA H NPHIOKCHHETO HM, ClIENIOBATENIHO, NIPEAOTEPATABa
NEYEHHETO Ha eBeHTYANHH aHadWIAKTHYHH peakuH. To3u puck TpabBa Aa ce B3eMe NpenBHA Npeay
M3BBPIIBAHE HA KOXEH NPHK TecT (BXK. TouKa 4.4).

TIpH TEXKH aNepruyHH peakiiHii MOXKe Ja Ce HAJIOXKH NPHIOXKEHHKE Ha enHHedpHH. PHCKBT OT
HexkenaHy ed)eKTH Ha envHedPHHA MO3Ke Ja Ce MOBHILH NPH NMALMEHTH HA JICYCHHE ¢ TPHLMKIHYHH
AHTHAETIPECAHTH WIH ¢ HHXHOHTOpH Ha MoHoaMHHoOkcHaa3a (MAOI), ¢ Bb3MoxHH (aTanHH
nocneacTBus. TO3H pucK TpAOBa Oa ce B3eMe NPeABH MPEAH H3BBPLIBAHE HA KOKEH TIPHK TecT (BiK.
Touka 4.4).

4,6 DepTHIRTET, OpeMEHHOCT H KLPMEHE

BpemMeHHocT
Jluncsar KiHHKYHH JaHHH 3a yrioTpebata Ha AJTMOCTAJI ITPHUK npu 6pementu xenu. JInncsar

¢hOGIIEHHA 33 HEXEMAHH CHOMTHA OT KIHHHYHMA onKT 3a ynoTtpebara Ha AJIMOCTAN IMPUK npu
OpeMeHHH >xeHH.

He npoBeKAaHH NPOYYBaHHS NIPH XHBOTHH OTHOCHO PENpPOJYKTHBHOCTTA H PasBHTHETO C
AJIMOCTAI ITPHK.

KOoHHTE PHK TECTOBE C aepoAllepreHH He e NpenopbyBaT No BpeMe Ha GPEMEHHOCT, Thil KaTo
MOTAT Jia U3/10KaT OpeMeHHHUTe XKeHH Ha PUCK OT CHCTEMHA anepruyuHa peakius.

Knpmene
He e ussectHo ganu AJIHOCTAJ IIPHK ce ekckpeTHpa B KppMaTa.

He ca npoeexcIaH¥ NpOy4BaHUA NMPH )KABOTHH 3a H3caeaBaHe Ha exckpeumnTa Ha AJTHOCTAJI
IMPHK B xbpMmara.

OepTHanTeT
He ca npoeexnanu npoyusahus Ha eprunurera ¢ ATTHOCTAJI ITPHK. Bunpeku ToBa,

XHCTOMNATOJIOFMYHOTO H3C/eABaHe Ha MBKKH U XKEHCKH PeNpOAYKTHBHH OPTaHH NPH NPOY4BaHE 32
TOKCHYHOCT NPH MHOTOKPATHO TIpHIaraHe ¢ EKCTPAaKT OT Kbpaexk, ceabp:kail ce B ATTHOCTAIJ]
IMTPHK, He ycTaHOBABa HEOGIAronpHATHHA HaXOOKH.

4.7 Edexrn BLpxy cnocobHocTTa 32 WoHpane H paGora ¢ MALIHHI
AJIMOCTAJI ITPHUK He nosnxAea ¢cnocobHoCTTa 3a wodupaHe H paboTa ¢ MaIIWHH.
4.8 HexelaHH JeKapCTBEHHA PeaknHH

ITo BpeMe Ha AHarHocTHYHOTO H3nHTRaHe ¢ ATTMOCTAJI [TPHK, nanueHTHTe ca H3NnoKeHH Ha
aJiepreHH, KOMTO MOTAT Ja MPeAN3BHKAT JIOKAJTHH H/HIK CHUCTEMHH anepruyHi CHMOTOMHU.

Hma cpoblienus 3a anepryyHy peakuHu, BRTIOUHTENHO aHaQWIAKTHYHH peakLHH (Hanp. ocTpo
Havaio Ha 3a00NgBaHe ChC 3aCATAHE HA KOXATa, INFABMLMTE WIH H OBETE, BIOIIABAHE Ha JHIIAHETO,
YIOPHTH CTOMAIIHO-YPEBHA CUMITTOMH WIH IOHWXKEHO KPBBHO HaJlATAHE W/HIIH CBBP3aHU
caMrromu). MHbopMHpaiiTe naudeHTHTE 332 CBBP3aHHUTE [IPHIHALM M CHMIITOMH M 'Y HaK
NOTBPCAT He3abaBHa MEAWLIMHCKA NIOMOLLL H Aa NMPEYCTAHOBAT AEUEHHETO, aKO HACTBIIAT,
Hsnuteanero ¢ AJIMOCTAJI [TPHK Moxke aa ce Bb30OHOBHM €CaMo M0 ChLBET Ha jiekapa




[ToHOCHMOCTTA Ha MaLHeHTa MOXKE O3 BapHpa BLB BPEMETO, B 3aBHCHMOCT OT ChCTOSHHETO HA
NALHCHTa U OKOJNIHATA Cpeaa.

[MomecTenarta no-gony TabiyLa Ha HeXENaHH JIeKapCTBeRH peaklint ce Ha3Hpa Ha AaHHH OT
CMOHTAHHHTE ChOOLIEHHA B KIMHHYHE MPOYYBAHHA, KATO PEAKLIHKTE Ca ChC CNEAHATA YecToTa:
HeuectH (> 1/1 000 no <1/100).

CucreMo-oprades Kaac YecroTa Hexenaux ekapcTBeHH peaKkuHu

Hapyulenus Ha koxkaTa W NOAKOKHATA ThKaH Heuectn Tlpypuryc

OcBeH TOBa, NIPH NOCTMAPKETHHTOBHSA OIMHT MMa CIIOHTAHHH CHOCLICHHA 32 CIE/IHHTE HEKeIaHH
PEaKiMH C HEM3BECTHA YECTOTA!

- JIOKAIHH peakuun: 6olka, €acM, epHTeM, YPTHKapus

- CHCTEMHH aJIepTHYHM peakUMi: aHAQHIAKTHYHA Peaklius.

MpodursT Ha Ge30MacHOCT B NEUATPHYHATA NOMYNALHS € CXO/AEH ¢ TO3H NPH Bb3PAaCTHH.

CrpobmaBaHe Ha NOJO3HPAHN HEXKEJIAHH PEAKNHH

CrobiaBanero Ha NOJO3HPAHH HEXENAHH PeakliiH cliefi paspelliaBaHe 3a ynorpeba Ha 1eKapcTBCHHA
MpOAYKT & BaxkHO. TOBa Mo3BOJIsABA Ja NPOABIDKH HabNIONEHHETO Ha CHOTHOILECHHETO MONI3a/PHCK 3a
neKapcTBeHns NpoaykT. OT MEIHUWHCKHTE CHELMATTHCTH Ce M3KCKBA 3 chobLIaBaT BCAKa
MOZO3HpaHa HEKEMAHA PeaklMa Ypes:

H3nmbnHHTEHA Aar€HUHA N0 JEKApCTBATa

yn. ,,Jaman ['pyes” Ne 8

1303 Codus

Ten.: +35 928903417

yeGcaifT: www.bda.bg

4.9 Ilpeno3mpane

Henpunoxxnmo.

5. @®APMAKOJIOIMYHU CBOMCTBA

5.1 <OapmaxkogHRaMHYHH cBolicTBa

®apMaKOTepaneBTHYHA Mpymna: TECTOBE 33 alepriyHH 3abonasanus, ATC koa: V04 CL
Mexauu3nM Ha felicTeie U hapmakonoruuHu edexry:

fonoXHTeNHAAT Pe3YJITAT OT TECTA M0KA3BA HAJIHYMETO HA aHTHTENA, CIELH(HYHH 33 anepreHa, KbM
KOHTO € CeHCHOHNMIHPaH MaLHeHTa.

Jlokannara peakums, CBbP3aHa ¢ OTOK, €pHTEM K cbpbex< (Tpuaza Ha Lewis) e pe3ynrarsT ot in situ
0cBOGOKAABAHETO HA MEJIHATOPHTE Ha aNepru4HaTa peakuHs, KaTo XHcTaMBH, PAF-acether
(TpomBoumT-axtHBHpam gaktop), ECFA (eosuHodua-xeMoTakcHueH $aKTop Ha aHaunakcHaTa),
[MTOKHHH, OTKNIOYEHH OT PeaklHATa aHTHI€H-aHTHTAIO.

5.2 <dapMaKoKHHETHYHH CBOHCTBa

He ca nposexnanu $papMakoOKHHETHYHH NIPOYYBAHHA.

53 TlpeaxnHANYHA JaHHH 32 GezonmacnocT




HeknMHUUHHTE TAHHH He TMOKa3BaT ocobeH pHCK 3a Xopa Ha 6a3aTa Ha KOHBEHUHOHANHHTE
(apMaKoMIOrHYHH MPOYYBAHHA 38 TOKCHYHOCT NIPH MHOTOKPATHO NpHJIaraHe ¥ reHOTOKCHYHOCT,
NpOBeZIeHH C HAKOU OT aNepreHHHTe eKCTPakTH, chabpxkaiy ce B AJIMOCTAJI TIPHK.

XPOHH‘-IHOTO npunarade Ha BUCOKH J03H €KCTPAKTH 0T MHKPOKBPICIKH HE BOOH A0 NPH3HAIH Ha
TOKCHYHOCT Y IUTbXO0BE IPH MOAKOXKHO NMPHIIOKEHHE.

[IpoBeaeHn ca reHOTOKCHYHHM NPOY4BAHHA ¢ ronamM Opoit ekcTpakTy, coappkainm ce B AJTMOCTAJL

TTPHK, xoHMTO He MOKa3BaT MYTare¢HeH WIHM KMacTOTeHEH NOTCHUHAN NPH in vilro aHaIH3H
{M3n1013BAINH KIETKH Ha HeGo3aiiunuy u Go3aiinuum).

6. SAPMAIIEBTHYHH JAHHH

6.1 CnHchbK Ha NOMOIMHHETE BelieCTBA

nvuepon
Hatpres xnopHn
deHoN

Bopna 3a Hr>KeKLKA
Manuron

Pa3TBop 3a OTpULATENIHA KOHTPOA! [TIMLEpOI, HATPUEB XJIOPHA, (PeHON, BOAA 3a HIDKEKLIMH,
Pa3TBop 34 MOJIOKHUTEIHA KOHTPONA: XHCTAMMHOB JUXHMAPOXJIOPHI, TITHIEPOJI, HATPHEB XJIOPUL,
¢eHon, BOAA 38 HIDKEKIIHH.

6.2 HecnLBMeCTHMOCTH

He ca napecTHH.

6.3 Cpox BHa roanoct

3 roaMBH
Cnen mepeoTo oTBapsaHe: Ma ce chXpaHsaBa 0 6 Mecella B X1aWIHHK (2°C-8°C).

6.4 ChneunalAH yCJIOBHA HA ChXpaHEHHe

Ja ce cexpaHaBa B xaaunHuk (2°C - 8°C).

3a YCNOBHATA HA CHXPAHEHUE Clle]l IILPBOTO OTBapAHE HA JICKAPCTBEHUA NPOAYKT BIDKTE TouKa 6.3.
Jla ce cpXxpaHABa Ha MACTO, HEIOCTERITHO 32 AeLa.

6.5 BnaH chabLpKaAHHE HA ONIAKORKATA

DnakoH OT CTHKIO THN L, ¢ macTMacoRa 3aBHHTBALLA CE Kanadka H KarnKoMep-aniaHKaTop oT
xnopoOyTHIOBa ryMa.

Mr1aKkoHH C aNepreHHH eKCTpakTH oT 3 ml + | ¢akoH ¢ pa3TBOp 3a MOJNIOXKHTENHA KOHTPONa

ot 3 ml + 1 dpnakoH ¢ pasTBROp 3a OTpHLEATENHA KOHTpona ot 3 ml.

6.6 CnenHaIHH MpeATAIHH MEPKH TIPH H3XBLpJAHE H paboTa

Bioxre Touka 4.2 “J[03MpOBKa W HAYHH Ha MPIIOKEHHE™.

IMauueHTHT TPAGBa a MOCTABH OTHYCHATATa CH PBKA BbPXY MacaTa.

Heu3noa3saHHAT NPOAYKT WIH OTNAXbYHUTE MATEPHANH OT Hero TpA6Ba fa ce H3XBbpI
CBOTBETCTBHE C MECTHHTE H3HCKBAHHA.




7. IMPUTEXATEJI HA PAPEINEHHETO 3A YIIOTPEBA

STALLERGENES

6 rue Alexis de Tocqueville

92160 ANTONY

Dpanima

8. HOMEP(A) HA PASPEIIEHHMETO 3A YIIOTPEBA

20050237

9. JATA HA ITBPBO PA3ZPELIABAHE/MIOJHOBABAHE HA PASPEIIEHHUETO 3A
YIIOTPEBA

Jarta Ha nbpBO paspeiuaBane: 25 anpun 2005 r.

Jlata Ha nocnenHo nomHosaBane: 30 rouu 2011 .

10. JATA HA AKTYAJIMSHPAHE HA TEKCTA




IMPHJIOXKEHUE

AJ'lepl"eHll OT TPCBCH NIPOHIXOR

CaMocCTOSTEIHH NPOAYKTH

CmeceHH IpOIYKTH

Excrpaxtu B 100 IR/m|

Dactylis glomerata / D. glomerata/ O6uxnoBeHa
€K0Ba IMaBHLa

Secale sereale / Pvx

Cynodon dactylon / Tpockot

Excrpakrs B 100 IR/ml

- 5 TpeBH /3 grasses

Dactylis glomerata / D. glomerata
/O0HKHOBEHA €XOBa IaBHLA
Anthoxanthium odoratum / A. odoratum
/OBHKHOBEHA MHPH3NIHBKA

Lolium perenne / Paiirpac, I'nyunua
Poa pratensis / JIiBagHa TUBagHHA
Phieum pratense / JIupagHa THMOTEHKa




