KPATKA XAPAKTEPHCTHKA HA MPOAYKTA

1. HME HA JIEKAPCTBEHHA MPOAYKT

AJIHOCTAJITIPHK, anepreses eKCTpaKT OT TPEBHH NOJIEHH, Pa3TBOP 3a KOXKHO H3IMATBAHE Upe3
yOoxnaHe ?.
ALYOSTAL PRICK, allergen extract from grass pollens, solution for skin-prick test

2. KAYECTBEH H KOJIMMECTBEH CHCTAB

AJTHOCTAJITIPUK e pa3TBOp Ha €KCTPAKT OT AJIEPTeH WIHM Ha MHKCTYPA OT aJIEPTeHHH eKCTPaKTH,
obpaboTeH ¢ NIHIEpO. .

Enus ¢naxox (3 ml) ¢ pasTBop chappxa:

ExuuryeH CTaHAAPTH3HPAH ANepreHeH eKCTPAKT WM MHKCTYPA OT CTAHZAPTHIHMPAHH aflepreHHH
excTpaktd — 100 IR/ml.

EnyHHueH HecTaHAAPTHIHPAH aJICpreHeH eKCTPaKT WIH MHKCTYPa OT HECTAHJAPTHIMPAHH ANIePTeHHH
ekcTpakTH — 100 IC/mi mma 1 000 IC/ml.

PeructpHpanuaT B briarapia cnuchbk Ha ajlepresy € MpeAcTaBeH B MPHWIOKEHHETO.

Cunara Ha neliCTBHE Ha BELICCTBOTO ce H3pasapa B IR 3a cTanpapTusnpanu aneprenu wiu B IC 3a
HECTAHAAPTHIUPAHU AJICPreHM.

® IR (Huoexc na peaxmusnocm): Excmpaxmom om anepzenu uma mumuop 100 IR/nd Kozamo npu
Kodicen npux mecm (npoba c yboocoane) cwvc Stallerpoint® svpxy 30 censumusupanu xom anepeena
YA, NPWSUHABA NANYAL CbC cpeorozeomempuen Onamemvp 7 mm. Koocnama peaxmiienocm Ha
me3uy IYda ce OeMOHCMPUPA e0HOBPEMEHHRO YPe3 NOACIHCUMENEH OM2080p HA NPUK mecm ¢ 9%
pasmeop na xooeunoe gocham unu ¢ 10 mg/ml xucmamuros cuxuopoxnopuo.

¢ IC (Huoexc na xouyenmpayus): Excmpaxmom om anepzenu uma UHOEKC Ha KORYEHMPayus
100 IC/mi, xozamo nezoeume npou3eoocmeeru napamempu 600am 00 CHufOMO CHLOMHOMERUE RA
Pa3ZPENCOane, KAKMo Moea HA CMAaHOGPIMUINUPARUME EXCIMPAKIMY OM CHlyama amuius npy

100 IR/ml, uanonseanu xamo peghepermuu excmpaxmu,

Kozamo gpamunusima ne cv0vpoica cmandapmusupan pepepenmen excmpaxm, cmotinocmma
100 IC/ml cvomsemcmea na coomnoutenue na paspeicoane Ha excmpaxma, YCImanpeeso om
MEOUYURCKAMA NPAKMUKA,

AKTHBHOTO BEIIECTBO € EKCTPAKT OT NHOPWIMZHPAHH JIEPTeHH OT TPEBHH NOJEHH ¢ 100aBKa Ha
MAaHHTOJL.

Ja OBJAHAA CIHCHK Ha TOMOIMHHTE BEMISCTBA, BHKTE Touka 6.].
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PasTsop 3a koxkeH npHk TecT (mpoba ¢ yooxaase)
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4.1 TepaneBTHYHH NOKAIAHAL

To3u mexapeTBeH NPOAYKT € MpeAHA3HAYEH CaMO 338 JHArHOCTHYHH LIETIH.
CBpPEXYYBCTBHTENHOCT KbM H3ITMTBAHKATE AJCPTeHH € HAJIHIIE, KOraTo MpH KOXEH
yOoxxaane) ce auarHoctuimpa Thi [ ceprxuyBersatenuoct (IgE-3aBHcHMa NposB:
knacudpukanuaTa Ha Gell u Coombs).



4.2 Ko3EpOBKA H HAMHH HA UPHICKCHHE

YeioBHA 33 YIOTpe(a H OTUHTAHE HA PEIVITATHTE

To3u pasTeop ce ynoTpebaBa ¢ MEeAHIMHCKH HHCTPYMEHT, OCHINECTBSABALL TOBBPXHOCTHO
npoboxKmaHe Ha KoxKara.

Havun na npunoxcerue

Hpunyun:

TexuuKaTa Ha KOXHHAA PHK TecT (poba ¢ YOokaaHe) ce ChCTOH BBB BKAPBAHETO HA H3NHTBAHOTO
BEIIECTRO B TOPHMA CNOH Ha KOXKATA ¢ MOAXOAAIN MEAWLHHCKHA HHCTPYMEHT (JIAHLISTKA, HAMp.
Stallerpoint®) mpes xanka Ha anepreHHns pasTBOp, MOCTaBEHA BEPXY KOKaTa (OGHKHOBEHO BBPXY

BETPEIHATA CTPAHA Ha [PECIMHIIHHIIATA).

IIpunoowcenue.

KO)KHUAT MpHK TecT TPAOBa Ja ce M3BBPLIBA CaMo OT O0Y4YEeH MepcoHall.

3a NpeanovYHTaHe e KOJKHHTE [IPHK TeCTOBE J1a Ce H3BbPIIBAT BBPXY BLTPEIIHATA CTPAHA Ha

npeaIMHIIEULIATA. KaTo anTepHaTHBA, HAMHTBAHETC MOXKeE Na ¢ H3BBPINBA H Ha repoa.

- ITouncrere 1 Ac3uHbexkUnpaiiTe KOXKATA HA MPEAMHILHUIIATA ¢ TAMYYEH TAMIIOH, HATIOEH ¢
ETHJIOB AIKOXOJl H OCTABETE Ja H3CHXHE.

- [locTaBeTe BEpXY KOXATA KAIIKA OT BCEKH allepreHeH €KCTPaKT, KO#To TpaGBa aa ObJe M3NMTaH,
CIIa3BaWKH pa3CTOAHME OT 3 ¢ MEXXAY BCAKA OT KalkHTe.

- XBaHeTe 3a0CTPCHHA MEOHIHHCKH HHCTPYMEHT/JIaHIISTKATa MeXAY Haneua H oKa3asiena H
npoboAeTe NePNERIHKYIAPHO Npe3 BCAKA Kallka, H3BBPIIBAKKM IeKO BEPTEIHBO ABIKCHHE
(M3MON3BalTE SAMH 320CTPEH Kpal HA HHCTPYMEHTA 3a BCEKH OTAENIEH allepreHeH eKCTpaxT).
H3nonmspaiiTe HOBa CTEpIITHA SIHOKPATHA JIAHIIETKA 38 BCEKY Pa3TBOP.

- H36spmere kanxute cbe caiderka, KaTo H30ATBATE CMECBAHETO HA PA3TBOPHTE IPH
380LPCBAHETO.

- Hobpe e 1a Mapkupare ¢ polep BHAAQ HA H3MHTBAHUA aJIEPTCHECH eKCTPAKT.

- OTpHLIATETHOTO KOHTPOIHO H3MUTBAHE (pa3pelIuTeN), KAKTO W NONOXKHTETHOTO KOHTPOIHO
H3MHTBAHE (Pa3TBOP HA XMCTAMHHOB AHXUAPOXIOPH) C€ NPOBEKIA NMPH OHH U CHIIH YCIOBUS,
3a 74 ¢e MPOBEPH PEAKTUBHOCTTA Ha KOXaTa (OTCHCTBHE HA AepMorpadusesM U crnocoBHOCT 3a
peardpaHe Ha XUCTaMHHOBHUA JHXHAPOXJAOPHN).

3a TOYHO MHTEPIIPETHPAHE HA PE3YITATUTE OT KOKHHUS NPHUK TECT ce MPENOphYBa ABYKPATHO

H3BBPINBAHE HA W3TIMTBAHETO.

Omuumane na pesyaimamume

OOHKHOBE HO KOXHATa Peakiyis ce Nosespa 20 MMHYTH cliel] MPOBEKIAHETO HA W3NTMTBAHKATA; IPH
NONOKKTENHA PeakiMA cE NOABABA NAaNya ¢he WIH 63 3auepBiBaHe (€pHTEM).

Otyerere pe3yiTaTTe H OdepTaiite rpaHNIUTe (Ha MAITy/aTa, EpHTEMA).

[IpenoprhyBa ce KOMHPAHETO HA IPAHMLIATE Ha peaklHATa BHPXY JIEIUIMBA JICHT4, 33 1a ¢€ BKIIOYAT B
JOKJA/ia 32 MallHeHTA.

Humepnpemupane na pesyamamume
OueHABaHETO Ha CBPBXYYBCTBHTEITHOCTTA CE M3BRPIIBA UPE3 CPABHABAHE Ha MAIMylaTa U epHTEMa,
NPHYHHEHH OT W3UTBAHHS ANCPreH, ¢ Te3d, HaOMIoAaBaHK NPH KOHTPOITHHTE W3IIHTBAHHUA.

aMeThbp Ha mamynara
i P PesynraTH
KoHTpoIHM H3NHTBAHAS AJnteprenu
p-2
Bamunauus Ha Honomnze;na g 3 mm um I o
R — KOHTpONa > 3 mm aKo € ¢ 3 mm fo-roisaM OT JKUTeNeH |
OTPHIATENIHATA KOHTpOJ2
OrpulgresnHa <3 mm
KOHTpOJa < 3 mm




B cnyvaii Ha AepMorpadH3eM, LKI0TO H3MHTRaHE, BKIIOYHTEIHO OTPHLIATEIHATA KOHTPOa, ¢& CUHTa
38 [OJOXKHUTEAHO. Pe3y/ITaTHTe HE MOraT Aa ObOaT HHTCPIPETHPAHH.

B cnyuyaiil Ha HaManeHa KOKHA YYBCTBHTENHOCT, HUIOTO H3MHUTBAHE C& CYHTA 3a OTPHLIATEITHO.
PeaynraTrure He Morar fa 68T HHTEPIPETHPAHH.

[losiBaTa Ha paHHO M MPEXOAHO 3a4epRABaHe TPAOBa Ja ce mpeHeOperHe.

[TampenTsT TpaGBa Na OcTaHe MoJ AeXapcKo HabmoAeHHE B TPOABIDKEHUE HA Hali-Manko 30 MHHYTH
Chell KOKHHA MIPHK TECT.

4.3 TIlpoTHBOmOKA3AHEN
CBpBX4yBCTBHTETHOCT KbM HAKOE OT MTOMOIHHMTE BEIMECTBa, H30OpOEeHH B TOUKA 6.1.
4.4 Coennalny npegynpexacHHs H IPeANasHE MepKH NpH ynoTpeda

T'bii kKaTO € BE3IMOXKHO J1a HACTHIAT CHCTEMHM ANEPTHYHH peakiiH (KOMTO MOTaT fa 6paat
AKHUBOTO3ACTPAIIIABAM, KOTATO ¢4 TEKKH), KOKHHAT MPHK TeCT TPAOBA Na ce H3BbpPIIBA U
HWHTEPTIPETHPA B IIPHCECTBHETO HA MITH OT JISKAp ¢ OIMT B NPUIATAHSTO HA KO)KEH NPHK TECT H NPH
YCJIOBHS, MO3BOJIABAINM NPHIAraHETO HAa CHSIITHH TEPANeBTHYHH MEPKH (BKIFOUHTETHO eMHHSPPHH).
[Tpy PB3HHKBAHE Ha CHMIITOMH cJief] PIIAraHe Ha KOXHHA TIPHK TECT, HAMNp. CHWIeH ChpOek Ha
JVIAaHWTE Ha PBLETE U CTHIATIATA HA KpaKaTa, ypTHKapus, e4eM Ha YCTHATA KyXUHA, PapuHreancH
CAEM, BOZCII A0 3aTPYAHCHO NPeribIIAHC, 3aTPYIHEHO HIIAHE HITH ITPOMAHA HA TJlaca, TaficHe,
DoBpBINaHe, TPAOBa He3abaBHO Ja C& KOHCYITHPA JIEKAP KU Ja C& MPEeKPaTH JICUSHHUETO.

KOXHMAT NPHK TECT He € MPEANOYHTAHUAT AUATHOCTHYEH 110JX0/ TIPH NAHEHTH, KOWTO NpHeMaT
JIEKAapCTBa, KOMTO MOTAaT Aa MOBIHAAT HETATHBHO e(DUKACHOCTTA Ha enHHedgpuHa (OeTa-OnokepH,
TPULHKTHYHH aHTHACTIPECAHTH ¥ HHXUOHTOpU HAa MOHOaMuHOOKcHAa3a (MAOI), Bk. Touxa 4.5).

ITpn noBuIEHa TeMIIEpPaTYPa WIH CKOPOIIEH ACTMATHYEH NMPHCTHIL, NOTBEPAEH KIHHHYHO H/HITH 4pe3
H3MEpBaHE HA MaKCHMAJTHHA CKCIMpaTopeH aeGHT, He TPAOBa Ja ¢€ HIRBPINBa KOKEH IPHK TECT
NpeaH HACTHIIBAHETO HA NMOAO0peH e U Ciie]| mpeleHKa Ha JIeKap ¢ OITHT B NPUWIATAHETO HAa KOXEeH
MPHK TECT.

Koxnute npuk TecToBe TpsadBa f1a ce H3BHLPIIBAT OpH 3APABH NAIIHEHTH,

Koxaure npuk TecToBe He TpaOBa 4a ce M3BBPLIBAT 110 BpeMe Ha OCTpa (pa3a Ha aJiepru4HO
3abogBane.

Koxuure npik Tectope TpAOBa 1a ce U3BBPINBAT BEPXY 3Apara kKoxa. [Ipeqy u3BBplIBaHETO HA
KOXKHM IPHK TECTOBE € HEOOXOAMMO PHUMATEJIHO OLICHABaHE Ha CHIIECTBYBALIH KOXKHH JIC3HU
(YpTHKH, ATONHYEH AEPMAaTHT, eK3eMa, TICOPHAZHC) WM AepMorpadH3sM, KOUTO MOTAT Ja MOMPEYaT
Ha HaJCXKAHOCTTa HA TECTa WIH A3 00OCTPSAT NpeALISCTBAINA JEPMATO34.,

Ilpu oTCTpaHeH:H akcHIapHH THM(HH BB3TIH € 3a MPEATIOUMTAHe KOKHHATE TIPHK TECTOBE Aa Ce
H3BBPIIAT HA MPOTHBOIMONOKHATA NIPSAMHIITHMIIA.

4.5 BiaEMoielicTBHE ¢ APYTH J€KAPCTREHH NPOAYKTH H ApYrn opMn HA B3aEMoaeiicTBHe

JlexapcTeara Morar Ja MOTHCHAT KOXKHHMTE TECTOBE, 38TOBA € HEOOXOAMMO BUHATH Jia CE pasnuTaT
MALMCHTUTE 32 IEKAPCTBATA, KOMTO Ca IPHEMAIH B NPSAX0oAHATE AHH (Ba. TabnHMuara mo-gony). Toea
Bak# ocobeHO 3a rrepopaintiTe H1-aHTHXHCTAMHHH, HO M 33 APYTH JIEKapCTBa, KOHTO He ¢a
38/BJDKMTENIHO H3I0/13BaHH 3a JieUeHHE HA aneprudHu 3abonasaHua, HaNnp. AHKCHOIMTHLIH.
JloxanHuTe KOXHH KOPTUKOHIH MOTAT A2 IIPOMEHAT KOKATa peaKTHBHOCT.

Huxubumopen ehexm na paziudHu 1€4eHUR 8BPXY KOMCHUA RPUK mecm

Jlewenne Crenen IIpoab/EKATEIHOCT
[Tepopanen

H]1-auTHxucraMmuy ++++ 2-7 pum
HurpaHasanes |

H1-asTuxucraMun




H2-anTuxucraMHu 0 o+ He
Hmunpamunn -+ o 21 pam Ha
DeHOTHAZHHNA + go ++ Ho 10 gun Ja
Kopturocrepouau

CHCTEMHM — KPaTKOCPOUHH 0 He

CHCTEMHH — TBITOCPOTHH Bb3MoskHa He

HHxananpoHHM 0 He

Jloxkanuu KOoxHHU + go ++ Jo 7 nuu Ha
JlomamMun + He
KJ1oHHAHH ++ He
MoHTesyKacT 0 He
CneupdraHa mMyHOTEpanHs 0 jo ++ He
Crcremuo evenne ¢ UV cBeTiHHA, B 4+ Ho 4 cenMuIm Ha
3aBHCHMOCT OT M3TOYHHKA HA CBETIIHHA,

Hal-HHTEeH3HBHO ¢ PUVA

bera-0nokepuTe B3aHMOAEHCTRAT ¢ eNMHE(MPHHA H TIPHIOKESHHUETO UM, CIIEJOBATENHO, IPeJOTBPATABA
JIEYEHHETO HA €BEHTYATHH aHAQMNAKTAYHE peakiMM. 1031 pHCK TpAOBa a ce B3eMe NpeaBHA NpenH
H3BBPIIBAHE HA KOXKEH NPHK TeCT (BXK. Touka 4.4).

IpH TeXKM aNEPruvHE peakiHH MOKE A Ce HAJIOXKH NMPHIOKEHHE HA emuHedpHH. PuckeT o
HeXeJIaHH ¢(PEKTH Ha erHHe(PPHHA MOXKeE Ja C€ NIOBHIIH IPH NALHEHTH Ha JICUCHHE C TPULIHMKIHIHH
aHTHAENPECaHTH WIH ¢ HHXHOUTOPH Ha MOHoaMHHOOKCHAa3a (MAQI), ¢ BB3MOXHM paTanHu
nociencTsrd. Tosn puck TpabBa fa ce B3eMe MpeABH] MPEIH H3BBPIIBAHE HA KOXKEH MPHK TeCT (BXK.
Touka 4.4).

4.6 @eprHaETET, GpEMEHHOCT H KbPMEHe

bpeMeHHOCT
JInnceatr KIHHUYHM JaHHEH 3a ynorpebara Ha AJIMOCTAJI ITPUK npu 6pemeHHH xkeHH. JIMIICBAT

CHOOINCHHA 3a HexKeMaHH cHOUTHA OT KNHHHYHEA onuT 3a yriotpebara Ha AJTHOCTAJI ITPUK npu
OpeMeHHH kKeHH.

He npoeexaanu npoy4BaHHA NpH XKHBOTHH OTHOCHO PENPOAYKTHBHOCTTA H PA3BUTHETO C
AJIMOCTAIJI TTPHK.

KoxHHTE NpHK TECTOBE ¢ aepoanepreHl He ¢e NPEnopHIBaT MO BpeMe Ha OPEMEHHOCT, Thil KaTo
MOTAT Ja H3JI0)KaT OpECMEHHHUTE JX€HH Ha PUCK OT CUCTEMHA ajIeprHiHa PeaKiys.

KspMeHe
He ¢ u3pectHo mamm AJIMOCTAJI TTPHUK ce ekckperHpa B KbpPMATA.

He ¢a nposexnanu npoy4BaHus MPH JKHBOTHH 32 H3CAeABaHe Ha exckpeumsta Ha AJTUOCTAJI
ITPHIK B KBpMaTa.

QepTUaUTET
He ca npoeexxaanu npoyusaHud Ha ¢epriwurera ¢ ATTMOCTAJ ITPUK. Benpeku Toba,

XHCTOMATOAOrHYHOTO H3CICABAHE HA MBKKH H AKESHCKH PEMPOAYKTHBHM OPraHH [PH NIPOyYBaHE 34
TOKCHYHOCT NPHY MHOTOKPAaTHO IPHIATaHe ¢ eKCTPaKT OT Kbpiiexk, chabpxkail ce B AJIMOCTAJI
ITPHK, He ycTaHOBABA HEOMArONPHATHH HAXOAKH.

4.7 Ed¢exTn Bbpxy cnocobHocTTA 32 MopHPAHE H padoTa ¢ MAIIHAH

AJIMOCTAJI ITPHUK He normuaBa cTIOCOOHOCTTA 3a mogHpane H paboTa ¢ MAUMHH,




4.8 Hexeaand JeKapCTBEeHH PeAKIHNA

Ilo ppeMe Ha auarHocTHUHOTO M3NHTBaHE ¢ ATTMOCTAJI ITPHK, nauMeHTHTE ¢a H3JIOKEHH Ha
aJjlepreHH, KOMTO MOTaT Aa NpeaM3BHKAT NOKATHNA W/H/IH CHCTEMHH aJIeprHUHH CHMITTOMM,

Hma cb00IeHHS 3a aneprHyHH peaKkiMH, BKIIOYHTENHO aHaGUNaKTHIHH peakumy (Hamp. ocTpo
Havyano Ha 3aD0/IgBaHe CHC 3aCATaHE HA KOXKATA, IMTABALHTS MIH H JIRETE, RIOLIABAHE HA JHIIIAHETO,
YNOPHTH CTOMAITHO-YPEBHH CHMITTOMH HITH NOHWXXSHO KPBBHO HAMIAHE H/HIH CBBP3aHM
cuMirroMH). Hadopmupaiite napeRTHTE 3a CBbp3aHHTE MPH3HALIA M CHMITTOMH H I'M HakapaiiTte Aa
NOTHPCAT He3abaBHa MEMMIIMHCKA MOMOIL H A2 TMPEYCTaHOBAT JEYEHHETO, aKO HACTHIAT TaKHBA.
Manureaneto ¢ AJTMOCTA TIPUK Moxe na ce B5300HOBH CaMO 110 CBBET Ha JIEKapA.

[loHOCHMOCTTA Ha nanKeHTa MOXE a BApHPa BbB BPEMETO, B 3aBHCHMOCT OT CBCTOSHHETO HA
NaLMEHTa H OKOJIHATA Cpea.

[ToMecTenaTa no-aony Tabnmua Ha HeXXeNaHu NCKAPCTBEHH peakiiHy ce Hasupa Ha JaHHH OT
CIIOHTAHHHTE CHOOLICHHUA B KIMHAYHHU [IPOYUBAHHSA, KATO PEaKLHHMTE €4 ChC CIEAHATA YECTOTA:
Heuectd (> 1/1 000 zo <1/100).

CHcTeMO-Opranen KIac Yecrota  HekeaHH JTEKAPCTBEHHA PeAKIBEH

Hapymenus Ha koJkaTa U NOAKOXHATA THKAH Heuectn IIpypuryc

Ocpen TOBa, TIPH MOCTMAPKETHHTOBHA OITHT MMA CIIOHTAHHH CHOOIIEHHA 32 CIIETHUTE HEXKETAHH
PEaKLMH ¢ HEH3BECTHA YECTOTA:

- JIOKaJIHH peakumy: 00Jka, eeM, epHTeM, YPTHKApHA
- CHCTEMHH AIEPTHYHY PeakiiH: aHA(DHIAKTHIHA PEAKI[IA.

[TpoduwrbT Ha 6€30MaCHOCT B EJHATPHYHATA MOITYNALHA € CXO/EH ¢ TO3M NP BBE3PACTHH.

Crodmasane HA NONO3APAHH HEKEIAHH PEAKIHH

Cro0maBaHeTO Ha NOJO3INPAHH HEXKEMAHH PeaKilHH ¢lie]] pa3pellaBade 3a yrorpeda Ha IeKApPCTBEHHSA
NPOAYKT ¢ BaXKHO. ToBa NMo3B0JIsABa A2 NPOXBIDKH HaOMIOASHHETO Ha CHOTHOIIEHHETO MOJI3A/PHUCK 34
JEKAPCTBSHUA NPOAYKT. OT MeAHLHHCKHUTE CIISLHANHCTH C€ H3HCKBA J1a ChOOLIaBaT BCAKA
MIOAO3UPaHA HEXeNNaHa PeaKLHA Ypes:

H3nbiHiTeNHA are Ly 10 JIEKapCTRaTa

yi. ,,Jamsan ['pyes” Ne 8

1303 Cotus

Ten.: +35 928903417

yebcaiiT: www.bda.bg

4.9 IIpepozmpane

Henpunoxumo.

5, ®APMAKOJIOT'HMYHM CBOHUCTBA

3.1 OapmakonaHAMHYHE CBOHCTBA

(DapMakoTepaneBTHYHA rpyla: TECTOBE 3a ancprudny 3adonasanua, ATC koa: V04 CL

Mexannu3eM Ha AeicTBUE H (HapMaKOJIOTHYHH eheKTH:
IoTOKHUTETHHAT pe3yNTaT OT TECTA MOKA3Ba HANWMYHETO HA aHTHTe 1A, CTIeLIH(HIHH 34 &
KOHTO € CEeHCHOMMM3HPAaH NMAHEHTA.

JlokanHara peakiums, CBLP3aHa ¢ OTOK, epHTEM H ChpOexk (TpHaaa Ha Lewis) ¢ pe3sy.
0CBOOOXKI(ABAHETO HA MEAMATOPHTE HA aNEPrHYHATA peaKiud, Karo XxucTaMuH, PAF
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(rpombonuT-akTHBHpam akTop), ECFA (eozunodun-xemoTakcuucH GakTop Ha aHaHIAKCHATA),
LMTOKHHH, OTKJIIOUYEHH OT peakLHATa aHTHI€H-aHTHTAIO.

3.2 QapMakoKHHETHYHH CBOHCTBA

He ca npoBexaaHy dapMakOKHHETHYHH HPOYIBaHHA.

5.3 IlpeaxmEHYHH JaHHH 34 0e30HacHOCT

HexmMHHYHHTE JaHHM He MOKA3BaT 0cO0eH PUCK 3a Xopa Ha 6a3aTa HA KOHBEHUNOHANHITE
(hapMakoONOrH4HH NpOyYBAHHA 34 TOKCHYHOCT MPH MHOTOKPATHO MpWIaraHe H reHOTOKCHYHOCT,

MPOBEACHH C HAKOH OT AICPreHHUTE eKCTPakTH, chabpkauu ce B AJTMOCTAJI [TIPHUK.

XPOHH‘IHOTG [IpAIaraHe Ha BUCOKH AO3H CKCTPAKTH OT MUKPOKBICKH HE BOJAH OO ITPDH3HAIIH Ha
TOKCHYHOCT ¥ ILTBXOBE ITPH MNMOAKOMKHO ITPHIIOXXCHHAC.

[IpoBeaeHH ca reHOTOKCHYHH NPOYUBAHHA ¢ I'oJIAM Opoii excTpakTH, chabpxkamu ce B AJTMOCTAJL
[TPHK, xoHTO He MOKA3BaT MyTareHeH WM KJACTOTCHEH MOTEHLHAT IPH in vifro aHAH3H
(M3N0J3BaIH KNETKH Ha HeOGo3aHHUIM 1 003aiHMIM).

6. @®APMAIEBTAYHHM JAHHN

6.1 Couchpk HA DOMOINHETE BEIIECTRA

I'mauepon

Harpues xnopuy,

OeHON

Bona 3a HHXeKIHH

ManuTon (¢ U3KTIOUEHWE Ha aNepreHUTe OT XPaHHTEIHH BEIeCTBA)

Pa3TBOp 3a OTpHIIATENHA KOHTPOJA: MIHLEPOJI, HATPHEB XJIOpHI, GeHON, BOAA 38 HHKEKI[HH.
PazTBOp 33 MONOKMTENIHA KOHTPOA: XHCTAMHHOB JHXHAPOXJIOPU], IHULEPO, HATPHEB XJIOPHI,
¢eHon, BoAA 3a HIDKEKITUM.

6.2 HechBMeCTHMOCTH

He ca u3secTum.

6.3 Cpox sa rogmoct

3 TOHHH

6.4 CoennajHH yCIOBEA HA ChXPAHECHHAE

Ja ce cpxpansBa npu Temneparypa ot 2°C o 8°C (B xnagnnHuk).
Ja ce cpxpanspa Ha MSCTO, HEIOCTBITHO 3a Jelia.

6.5 Bua H chABPKAHEE HA ONAKOBKATA

DnakoH OT CTHKIO THI I, ¢ MIacTMacoBa 3aBHHTBALA Ce KanavKa H KAIIKOMep-aIlUIMKAaTop OT
XJIOpOOYTUNOBA TyMA.

DnakoHH ¢ ANECPreHHH eKCTpakTH OT 3 ml + 1 QuakoH ¢ pa3TBOp 32 MONOKHUTEIHA KO
ot 3 ml + 1 ¢raxoH c pa3TBOp 3a OTpHLUATETHA KOHTPOAa OT 3 ml.




6.6 CpoenuEajHn npeanasHH MEPKH NPH H3XBLPARHE H padoTa
Bwkre Touka 4.2 “/[o3MporKa H HAYHMH HA NPWIOKEHHE”,

3a MPOBEXAAHETO Ha TECTA CC H3MON3BA MANMAPHATA/BHTPeHIHA HOBBPXHOCT Ha MIPEAMHINEHIIATA.
[laupenTsT TPAORA 12 NOCTABH OTITYCHATATA CH PBKa BBPXY MACaTa.

HeH3non3BaHuUAT MPOAYKT WIH OTNATBYHHTE MATEPHAIH OT HEro TpAORa Aa ¢ H3XBBPIIAT B
CHOTBETCTBHE C MECTHHTE M3HCKBAHHS.

7. TPHTEXKATEJI HA PAIPEINIEHHUETO 3A YIIOTPEBA

STALLERGENES

6 rue Alexis de Tocqueville
92160 ANTONY

DpaHUHA

8. HOMEP(A) HA PAIPEHNIEHUETO 3A YIIOTPEBA

20050237

9. JATA HA ITBPBO PA3ZPEIIABAHE/TIONHOBABAHE HA PASPEMEHUETO 3A
YIIOTPEBA

Hata Ha repBO paspemasaHe: 25 ampun 2005 r.

Jara Ha nocneaHo nozHosaBaxe: 30 ouu 2011 r.

10. JATA HA AKTYAJIM3HAPAHE HA TEKCTA

01/2017




IMPUWIOXKEHHE

AJlepresn o TpeBeH NPOoH3Xod

CaMoCcTORTETHH NPOAYKTH

CMeceHH NPOAYKTH

Excrpakrn B 100 IR/m]

Dactylis glomerata / D. glomerata/ ObukHoBeHa

€’KOBa IJ1aBH1IA
Anthoxanthium odoratum / A. odoratum/
OOHKHOBEHA MHPH3THBKA

Lolium perenne / Paiirpac, I'mymmua
Poa pratensis / JluBagna nusaausa
Phleum pratense / Jlupanna THMOTEKA
Secale sereale / Prx

Cynodon dactylon / Tpockor

Excrpaktn B 100 1C/ml

Agrostis vulgaris / Agr. vulgaris /ObuxHOBeHa
HONeBULA

Festuca eliator (elatior) / Bnacatka

Holcus lanatus / BriHecTa MeZ0BHIIA

Avena sativa / IloceBeH oBec

Triticum vulgare / ITiiennna

Zea mays / llapesniia

Hordeum vulgare / Euemux

Agropiron repens / IIvman nupeid, Xutaax
Wheat flour / BpaliHo OT MIIIEHULIA

Excrpakt B 100 IR/ml

- 3 TpeBn /3 grasses
ObukHOBeHa €x0Ba rMaBHIA

Paiirpac, I'mymuia
JInBagHa THMOTEHKA

- S TpeBn /S grasses

O6uKHOBEHA €XO0Ba raBULA
Anthoxanthium odoratum / A. odoratum
/OBHKHOBEHAR MUPHIJIHBKA

Lolium perenne / Paiirpac, [ mymmuua
Poa pratensis / JIupanHa nHBagHHA
Phleum pratense / JlupajHa THMOTEHKa

- 12 TpeBn /12 grasses
Agrostis vulgaris / Agr. Vulgaris/ OOMKHOBESHA
MOJICBHIIA
Avena sativa / I1oceBeH oBec
Avena satua / Jlup oBec

Bromus inermis / be3aocunecra OBCHIa
Cynodon dactylon / TpockoT

Dactylis glomerata / D. glomerata
/OBGUKHOBEHA €XKOBA [TIABHLIA

Festuca eliator (elatior) / Bnacarka
Anthoxanthium odoratum / A. odoratum
/OOMKHOBEHa MHPH3THBKA

Holcus lanatus / BpliHeCTa MEAOBHLIA
Secale sereale / Pnx
Poa pratensis / JlupanHa iMBaniHa
Phleum pretense / JInBajHa TAMOTEHKA

- 4 XRTHH /4 cereals

Avena sativa / [ToceBeH oBec
Triticum vulgare / I11IeHu1IA
Zea mais/ HapeBHua
Hordeum vulgare / Euemux




