KPATKA XAPAKTEPUCTHUKA HA IRQANKT A 1

1. HWME HA JIEKAPCTBEHHA NNPOAYKT OgobpeHue A ............................ /.

AJIMOCTAJI TTPHK, anepreHeH eKCTPaKkT OT TPEBHHM TOJIEHH, PAa3TBOP 3a KOXKHO M3IUTBAHE 4Ype3
yboxaaHe
ALYOSTAL PRICK, allergen extract from grass pollens, solution for skin-prick test

2. KAYECTBEH U KOJITUWYECTBEH CBbCTAB

AJTMOCTAJI TIPHK e pa3TBOp Ha €KCTPAKT OT aJlepreH Mk Ha MHKCTYpa OT HAKOIIKO aJlepreHH:
€KCTpaKTH, 00paboTeH ¢ riIHiepor.

Enun ¢nakon (3 ml) ¢ pasTRop chabpka:

EnuHuyeH cTaHIapTH3NPaH alepreHeH eKCTPakT WK MUKCTYpa OT CTAHAAPTH3WpaHH alepreHHu
excrpakti — 100 IR/ml.

PerucTpupadusT B Bbarapus cnuchkk Ha alnepreHu € NpeIcTaBeH B IPHIIOKEHHETO.

Curara Ha IelicTBHe Ha BEIIeCTBOTO ce u3pa3saBa B IR 3a cranIapTH3MpaHH aNepreHu.

e IR (Hnoexc na peaxmusnocm): Excmpakmvm om anepzenu uma mumuvp 100 IR/ml, koeamo npu
Kodicen npux mecm (npoba c y6oxcoane) cve Stallerpoint® evpxy 30 censumusupanu ks anepeena
NUYa, NPUNUNABA NANYIA Cbe cpedHozeomempuer ouamemep 7 mm. Kooknama peakmusnocm na
me3u 1uya ce 0eMOHCMPUPA eOHOBPEMERHO Upe3 NON0JCUMENeH OM2080p HA nPuk mecm ¢ 9%
pazmeop na kooeunos gocgam unu ¢ 10 mg/ml xucmamunos ouxudpoxaopuo.

AKTHBHOTO BEIIECTBO € eKCTPAKT OT THOGHIN3UPAHU AJIEPreHH OT TPEBHH MOJIeHH ¢ nobaBKa Ha
MaHHTOIL.

3a MbIHUS CIIUCHK Ha MOMOLIHUTE BELECTBa, BUKTE Touka 6.1,

3. JIEKAPCTBEHA ®OPMA

Pa3TBop 3a kOXkeH NpUK TecT (npoda ¢ yboxaaHe)

4. K/IMUMHHYHH JAHHH

4.1 TepaneBTHYHH NOKA3aHHA

To3u nexapcTBEH MPOAYKT € NMpelIHa3HauyeH caMo 3a JHarHOCTHYHH LeTTH.

CBpBXYYBCTBUTENHOCT KbM H3NUTBAHMTE allepreHy e HATULIE, KOTaTo [P KOXKeH MPUK TecT (1poba ¢
yOoKaaHe) ce auarHoctuuupa T | ceppxuyscreuTentoct (IgE-3aBuciMa nposea, crnopen
knacudukauusra Ha Gell u Coombs).

4.2 Jlo3upoBKa H HAYWH HA NPHJIOKEHHE

Ycaosug 3a ynorpeda H OTYHTAHE HA pe3yJTaTHTe

To3u pa3tBop ce ynoTpedsaBa ¢ MEAHLMHCKH HHCTPYMEHT, OCBLIECTBABAL IOBBPXHOCTHO
npo0oKaaHe Ha KoXKara.
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Hauun na npunodxcenue

Hpunyun.

TexHukata Ha KOXKHHA MPHK TecT (npoba ¢ yGoxmaHe) ¢ce ChCTOU BbB BKApBaHETO Ha M3THTBAHOTO
BEMEeCTBO B TOpHHA cniolf Ha KOXaTa C TOAXOAALT MEAWLIMHCKH HHCTPYMEHT (NaHUeTKa, Hamp.
Stallerpoint®) ripe3 xanka Ha anepreHHHs pasTBOp, MOCTAaBEHa BBPXY KoXaTa (0GHKHOBEHO BBPXY
BBTPELIHATA CTpaHa Ha NPeAMHIIHHIATA).

Hpunosicenue:

KOoXHHAT NpHK TecT TpA6Ba 1a ce U3BbpLIBA caMo OT 00yueH NepcoHAa.

3a npeanoYHTaHE € KOXHUTE TIPHK TECTORE J1a C& H3BBLPIIBAT BBPXY BHTPEIIHATA CTPAHA HA

npeAMHLIHKLATE. KaTo anTepHaTHBa, M3NHTBAHETO MOXE Jla ce H3BBPIIEA U Ha Tbpla.

- Mouncrere u neauHbekiApaiiTe kokara Ha MpeIMHLINALATA C NAMYyYeH TAMIIOH, HATIOEH C
eTHIIOB ATKOXON H OCTABETE Ja M3CHXHE.

- MocraeeTe PBPXy KOAATA Kallka OT BCEKH anepreHeH eKCTPaKT, KoHTo TpAGBa Aa 6bae u3nuTan,
cnaspalikyi pascTofHHE OT 3 Cm MEXY BCAKA OT KankHTe.

- XBaHeTe 3a0CTPeHHA MEAHIMHCKHY HHCTPYMEHT/NIaHLIETKATA MeXKAY Naneya ¥ nokasanena u
nipoboaeTe nepneHMKYNAPHO Npe3 BCAKA Kanka, M3BLPUIBAIKH J1EKO BhPTEIHBO JBHKEHUE
(HanonspaliTe eMH 3a0CTPeH KpaH Ha HHCTPYMEHTA 2a BCEKH OT/eNeH altlepreHeH €KCTPakKT).
HanonapaiiTe HOBa CTEPH.IHA €IHOKPATHA JTAHLIETKA 32 BCEKH PasTBOP.

- H36mpuieTe kankuTe cbe canderTka, KaTo H30ArBaTe CMECBAHETO HA PA3TROPHTE TIpH
sa0LpcBaHero.

- Hobpe ¢ 1a Mapkuparte ¢ pofiep BHAa Ha WIMTHTBAHHA ANEPreHeH eKCTPaKT.

- OTpHLIATENHOTO KOHTPONHO H3NUTBaHe (Pa3speANTEN), KaKTO H MONOKHTENHOTO KOHTPOIHO
U3NHTBAHE (Pa3TBOP HA XMCTAMHHOB JUXHMAPOXIOPHI) Ce NMPOBEXAA NPH eHH 1 ChINH YCIOBHS,
3a J1a ¢e NPOBepH peaKTHBHOCTTA Ha KoXaTa (OTCHCTBHE Ha AepMOTpadH3IbM M CrIocoGHOCT 3a
pearupane Ha XMCTAMAHOBUS AUXHIPOXIOPHL).

3a TOYHO MHTEpPNPETHPAHEe Ha PE3YNTATHTE OT KOKHHA IPHK TecT Ce IpenophYBa ABYKPAaTHO

H3BEPLIBaHE HA H3MHTBAHETO.

Omuumare Ha pesyamamume

O6uKHOBE HO KOXHATA peaKing ce MoABABa 20 MUHYTH CNe[ IPOBEXAHETO Ha HIMHTRAHUATA; TIPH
TIOJIOXKHTENHA peakIuA ce [I0ABABA MalyNa che Win be3 3adepBsBaHe (epuTeM).

OTyeTere pe3ynTaTHTe H oyepTalite rpaHHnMTe (Ha ManynaTa, epHTeMa).

l'IpenoquBa C€ KOIMHPAaHETO Ha FPAHHLIMTE Ha peaKliUATa BLPXY JICIUIHMBA JICHTA, 3a 4 ¢€ BKIoUaT B
J0oKIana 3a rauleHra.

Humepnpemupare nHa pesyimamunte
OuendBaneTo Ha CBPbXTYBCTBHTETHOCTTA CE€ H3BEPIIBA Ypes cpaBHABAHE HA TAMyJaTa U epuTeEMa,
NIPHIUHEHH OT M3NHTBAHHA anepred, ¢ Te3H, HabMoNaBaHY TIPH KOHTPOIHHTE U3TTHTRAHUA,

Juamersp Ha namynara
Pezyntatn
KonTponuu uznursanns AnepreHn
Barunauus Ha [onoxutenna >3 mm Hnu
MINHTBAHHATA KOHTpona > 3 mm AKO e ¢ 3 mm MO-ToNAM OT Nonoxutenex
OTPMUATENIHATA KOHTpONa
OrpHuaTenHa £3mm OTpHuarenex
KOHTpOJIa < 3 mm

B ciywaii Ha nepMorpadm3bM, LATOTO HIMHTBAHE, BKIIOYATETHO OTPHLIATENHATA KOHTPOIA, CE CYUTA
3a NoNOXUTENHO. PesyrratiTe He MOrat Aa 6BAaT HHTEPNPETHPAHH.

B cayyali Ha HaManeHa KOXKHA 9yBCTBHUTENHOCT, UANOTO H3NHTBAHE CE CUMTa 33 OTPHLATENH
Pesynrtatute He Morat ga 6baaT HHTEPIIPETHPAHHK.

INosBaTa Ha paHHO H MpPEXOHO 3a4YepBABaHe TPAOBA Na ce npeHeOperHe.
[MaunentsT TpAGBa Na ocTaHe MOA eKapcko HaGMoeHe B IPOSBIKEHUE Ha Halt-M
CIIeJ KOKHHA TIPHK TeCT.




4.3 Tporueonokazanusa

CBpPBXMYBCTBHTENHOCT KbM HAKOE OT NNOMOIIHHTE BEIIECTBAa, H30pOeHH B Touka 6.1,
4.4 CrennanHH npeaynpexAeHUs H PeJa3HH MePpKH NpH ynoTpeba

ToH xaTo € BEIMOXKHO Ja HACTENAT CUCTEMHH aJleprHYHH peaKkuHH (KoHTo Morat Aa Guaar
HBOTO3ACTPAILABALH, KOTATO €A TEXKKH), KOKHHAT TIPHK TecT TpAGBA Aa c€ H3BBPLUIBA H
HHTEPNpeTHpa B MPUCHCTRHETO HA M OT JEKap ¢ ONHT B IPHIIaraHeTo Ha KOXEH NPHK TECT U TPH
YCNOBH#, IO3BONABALLN MPUIIATAHETO HA CMICLIHK TEPaNeBTHYHH MEPKH (BKIIOMHTEHO eMMHepHH).
TIpu BB3HHKBAHE HA CHMITTOMH CIIe]I IPUNaraHe Ha KOXHIA NPHK TECT, HAMp. CHlieH cbphex Ha
JANAHWTE HA PLUETE U CTHNANATA HA KPAKaTa, yPTHKApUA, EAEM Ha YCTHATa KyXWHHa, QapiUHTeaneH
efleM, BOIEl 0 3aTPYAHEHO MperTbilade, 3aTpyAHEHo AWIUAHe WIH POMSHA Ha INaca, rajieHe,
TI0BpBUIAHE, TPAGBA He3abaBHO [12 ce KOHCYNTHpA IeKap H Aa ¢ TIPEKPATH TeUeHHeTO.

KoXHUAT NPYK TecT He € MpeANOYHTaHUAT THATHOCTHYEH TIOOX0] IPY NAlHEeHTH, KOUTO MpUeMar
NeKapcTBa, KOUTO MOTAT JIa TTOBTHAAT HETATHRHO eHKACHOCTTA Ha emMHedpHHa (Geta-6nokepy,
TPHUWKAHYHH aHTHAENpecaHTH B HHXUOHTOPK Ha MOHoaMHHookcHAa3a (MAOT), Bx. Touka 4.5).

[pn noenieHa TeMnepaTypa WM CKOPOLIEH aCTMaTHYeH NIPHCTBI, NOTBBPASH KIMHHYKO W/HIH Ypes
H3MepBare Ha MAKCUMANTHHA eKCTIHpaTOpeH JeOUT, He Tpa0Ba [1a ce U3BbPIUBA KOXKEH NPUK TECT
TipeaN HACTBLIIBAHETO Ha MOAOOPEHHE U Cel IpelieHKa Ha NeKap ¢ ONMAT B MPHIIATAHETO Ha KOXeH
TIPHK TeCT.

KoknuTe npuk TecToe TpAOBA 4a Ce M3BLPLIBAT [IPH 3APAaBH NALMENTH,

KoxxHuTE NpHK TecToBe He TpAOBa Ala ce H3BLPIUBAT 10 BpeMe Ha ocTpa (a3a Ha allepruyHo
sabonasane,

KosauTe pHK TecToBe TpAOBa Aa ce H3BbPIUBAT BbpPXY 34paea koxka. IIpenu H3pbpLIBaHETO Ha
KOXCHM TIPHK TECTOBE € HeoGX0IUMO BHUMATETHO OUESHABAHE HA CHUIECTBYBAILH KOXKHH JIC3HH
(YPTHKH, aTOMHYEH NEPMATUT, €K3eMa, [ICOPUA3HC) UITH IepMOorpadH3IbM, KOMTO MOTAT Ja Nonpevar
Ha HANEeXIHOCTTA HAa TecTa HTH Ja ofOCTpAT NpeliecTBalla 1epMaro3a.

TpH oTcTpaneHH akcunapHy THMGHH BB3NHK € 3a NPeRNoYNTaHe KOXKHATE IPHK TECTOBE Aa ce
H3BBPINAT HA TPOTHBONONOXKHATa NpeAMHILIHULA.

4.5 BiaumopeiicTBHe ¢ APYIH JeKapCTBEHA NPOXYKTH H APYrH ¢popMH Ha B3aHMOJAelcTBHe

JlekapcTBaTa MOTaT 1a NOTHCHAT KOXHMTE TecTOBe, 3aTOBa € HeoOXO MO BHHArM J1a Ce Pa3HUTaT
MAlHEHTHTE 3a IEKapCcTRATA, KOUTO ca NPUeMalTH B IpeIXoAHuTe AHM (BX. Tabaunara no-gony). Tora
BaKH ocobeHo 3a nepopanHuTe H1-aHTHXHCTAMHHH, HO U 33 APYTH IEKapCcTBa, KOMTO He ca
38BKUTETHO H3MON3BAHH 33 IeUeHHE Ha alepruiHy 3a0oNqBaHHA, Hallp. RHKCHONHTHLH.
JloKkaHUTE KOKHH KOPTUKOMIH MOTAT Ja IPOMEHAT KOXKAaTa PEAKTHBHOCT.

Huxubumopen eghexm na pasnudnu NEHeRUR EPXY KOHCHUR NPUK mecm

Jleuenue Crenen TIpoabrxATETHOCT Kruurauna
IHAYUMOCT

TTepopanen

H1-anTHxHcTAMHH ++++ 2-7 oAy Ja
Hurpanasanen

Hi-anruxucramMun

H2-aHTUXHCTAMHH 0 oo +
HmunpamMansq ++++ Ho 21 gun
derOTHAIHHN + o ++ Mo 10 gan
Koptukocteponon

CHCTEMHY — KPaTKOCPOYHH 0

CHeTeMHH — ILATOCPOYHH BbamoxHa

HMuxanaiHoHHK 0

Jlokamiu koXHE + 1o ++ Ho 7 auu
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JonaMHH + He

Knonunuu ++ He
MounTenykacT 0 He
CnetndHuHa AIMYHOTEpANHA 0 mo ++ He
CucreMHo neueHue ¢ UV cBeTHHA, B +++ Jo 4 ceqMuim Ja

3aBUCHMOCT OT M3TOYHHKA Ha CBETIIHHA, HAll-
HHTeH3uBHO ¢ PUVA

Bera-Gnokepure B3auMoneiicTBaT ¢ eniHedprHa U NPUIOKEHHETO UM, CTIEACBATENTHO, NPENOTBpaTABa
NeYeHHETO Ha €BEHTYaNHH aHadUNaKTHYHH peaklud. To3n puck TpaOBa a ce BieMe PEABHI NMpean
H3BBPIUBAHE Ha KOXKEH HPHK TecT (BK. Touka 4.4).

TTpH TeXKK aNepriiHH peakIMi MoXe Ja ¢ HAOXH TNPUIIoKeHHe Ha ennHedpHH. PHCKBT OT
Hexenand edekTH Ha enuredprHa MoXe fa ce MOBUWY MpH MTAUWEHTH Ha IEHEHHE C TPHIMKITHIHE
AHTHIENPECAHTH WK ¢ HHXHOUTOPH HA MoHoaMHHoOKcHRa3a (MAOI), ¢ Be3MokHY daranyu
nocnencTeuA. To3H puck TpAGEa Aa ce B3eMe Npelru NPeAl H3BLPLIBAHE HAa KOXEH NPHK TECT (BIK.
TOouKa 4.4).

4.6 DepTunnTeT, 6peMEHHOCT H KEPMEHe

BpemeHHOCT
JIuriceat XTHHUYHM AaHHH 3a ynoTpebata Ha AJTMOCTAJI MPUK npu GpeMensn xexu. Jinncear

chODLIEHHS 3a HeXeRaHA CEOHTHA OT KIMHAYHUS oniT 32 ynorpebata Ha AJIMOCTAJ [TPUK npu
OpeMeHHH XeHH.

He npoBexaaHu Npoy4BaHNA NPH *KABOTHH OTHOCHO PETPOMYKTHBHOCTTA M PA3BHTHETO €
ATTHOCTAJI TITPHK.

KoXHHTE PHK TECTORE ¢ AEPOATIEPTEHH HE e NPENopbYBAT M0 BpeMe Ha HpeMeHHOCT, Thil KaTo
MOTAT Ja U3JT0kaT OpeMeHHHTE JXeHH Ha pUCK OT CHCTEMHA aNeprudHa peaKiws.

Krpmene
He e mapectro ganu AJTHOCTAJI TTIPHK ce exckpetupa B KbpMara.

He ca nposexnany npoyyBaHHA TIPH XHWBOTHH 3a H3cNe]Bane Ha ekckpeumara Ha AJIMOCTAJ
TTPHK B kbpMara.

@eprunuter
He ca nposexiaky npoyusaHud Ha peprunurera ¢ AJTMOCTAJI ITPUK. Brnpexu Tosa,

XHCTOTIATOJIOTHYHOTO W3CNEBAHE Ha MEXKKH M KEHCKH PENMPOAYKTHBHH OpPraHH IipH Npoy4YBaHe 3a
TOKCHYHOCT TIpH MHOTOKPATHO TIPMJIAraHe ¢ eKCTpaKT OT Kbpiexk, chabpxkail ce B AJTHOCTAJT
ITPHK, He veTaHOBABA HEONIATOMPUATHH HAXOAKH.

4.7 EdexTH BLpXY cniocoGHocTTa 32 modupane H padoTa ¢ MAIIHHKA
AJTHOCTAJ TTPHK He nopnxsBa ¢nocofHOCTTA 32 WodHpaxe U paboTa ¢ MallHHH,
4.8 Hekenanu JeKapCTBEHH PeaKnH

Tlo BpeMe Ka gHarHocTHYHOTO H3MHTBaHe ¢ AJTMOCTAJ IIPHK, nauueHTHTE Ca U3/10KEHU Ha
aliepreyH, KOUTO MOTaT aa nNpean3BUKaAT NTOKAJTHH W/HJIK CHCTEMHH aneprwmu CHMHOTOMH.

Hma choBLIEHHS 32 AleprHYHE PeaklMi, BKIYHTEIHO aHaQUIAKTHYHN peakiiuy (Hanp. ocTpo
Hayallo Ha 3a00n9paHe Che 3acAraHe Ha KOXKara, INFaBHUHTE UK W JABETE, BAQLLABAHE HA JUIIAHETO,
YIOPUTH CTOMALTHO-IPEBHH CHMIITOMH HITH ITOHHKEHO KPBBHO HAATAHE H/HITH CBbP3aHu
cumntoMHu). UHdopMipaiiTe nauveHTHTE 3a CBBPIaHHTE IPH3HAUM W CHMITTOMH M TH HaKa




[ToHOCHMOCTTA Ha nanMeHTa MoXe a BapHpa BbB BPEMETO, B 3aBUCHMOCT OT CBCTOAHHETO HA
nalnHeHTa W OKOITHATE Cpeaa.

MoMecTenara mo-a0my TaﬁJTHIIa Ha HEXECITAaHH NIEKAPCTBEHH pEAKIHH CE 6a3npa Ha AaHHH OT
CIIOHTAHHUTE CHOOIIEHHA B KNTMHWYIHH TIPOYYBaHHA, KaTO peakLHHTe ca Che CleJHaTa 9ecToTa:
HevectH (= 1/1 000 no <1/100).

CHcTemo-0praseH Kiac YecToTa HexenaHH TeKapcTBeHH PeakuHH

Hapyirenus Ha kokata H MOLKOKHATA ThKaH Heuectu TIpyputyc

OcBeH TOBa, NPH NOCTMAPKETHHTOBASA OTUT UMA CTIOHTAHHH ChOOIICHAS 33 CICKHHTE HEXENAHH
peaKlHH ¢ HEW3BECTHA YECTOTa:

- NOKaNIHK peakUnn: 60Nka, eAeM, EpUTEM, YPTHKApHS

- CHCTEMHH alICPTHYHH pCaKLHH! aHaCbHJTﬂ.KTH‘IHa peaKIuAa.

MpoduasT Ha Ge30MacHOCT B MEAMATPHYHATA [IOMYNAUAS € CXOAEH ¢ TO3H NPH Bb3PacTHH.

CrnobmaBane Ha IOXO3HPAHH HeXkelTaHH peakulH

CrobInaBaHeTo Ha MOAO3HPAHH HexelaHy peakusH cliel paspelarane 3a ynotpeda Ha IeKapcTBEHHS
NpoAYKT e BaXHO. ToBa N03BONABA Ja IPOALHKH HabMOIEHHETO Ha CHLOTHOIIGHHETO NO3a/PHCK 34
TIeKapCTBEHHA NPORYKT. OT MEIWUMHCKHTE CTIEUHATTUCTH C& U3UCKEA Ja ChoOIIaBAT BCAKa
MOKO3HPaHa HEeXKeNaHa peaking upes:

H3nsaHdATETHA aTeHUHS 0 JNEKapcTBaTa

v ,Jamsau T'pyes” Ne 8

1303 Codms

Ten.: +35 928903417

yeGealiT: www.bda.bg

4.9 THpenolupaHe

Henpunoxumo.

5. ®APMAKOJIOTMYHH CBOHCTBA

5.1 @apMakoAMHAMHYHH cBOICTBa

dapMaKkoTepaneBTHYHA IPyTa: TECTOBE 3a anepriu4Hy 3abonapanns, ATC kon: V04 CL

Mexauu3tM Ha AelicTBHe H GapMaKOTOTHIHH eQEKTH:

IMonoXKUTENHHAT Pe3yNTar OT TecTa NOKa3Ba HANHYWETO HAa aHTHUTENA, CTIEUHGHYHH 32 alepreHa, KbM
KO#TO € CeHCHOUMU3UpaH NalHenTa.

JlokanHaTa peakiud, CBbp3aHa ¢ OTOK, eplTeM H chpbex (Tpuana Ha Lewis) e pesyntareT OT in situ
0cBOBOKIABAHETO HA MEANATOPHTE Ha aNeprudHaTa peakuus, kato xucramuH, PAF-acether
(TpomGounT-akTHBApaIL dakTop), ECFA (eo3nHodun-xeMoTakcHyeH dhakTop Ha aHaHIaKCHATA),
UATOKWHH, OTKJIIQUEHH OT PEaKLHATA AHTHIEH-aHTHTANO.

5.2 (apMakoKHHETHYHH cBolicTBa

He ca npoeexxnanu dapMakoKHReTHIHH MPOYYBaHUA.




5.3 IpexicniuHEYHH JaHHH 33 GezonacHocT

HexnuHu4HHTE JaHHA He Moka3BaT oco6eH pUck 3a Xopa Ha 6azara Ha KOHBEHIHOHAHATE
¢$apMakoOrHYHH NPOYYBAHHA 33 TOKCHYHOCT IPH MHOTOKPATHO NPHIIaraHe i FreHOTOKCHYHOCT,
NpoBeAEHH ¢ HAKOH OT ANEPreHHNUTE EKCTPakTH, ceAbpxaigu ¢ce 8 ATTMOCTAIJI TTPHUK.

XpOHPI‘{HOTO TpHlarafne Ha BACOKH I03H EKCTPaKTH OT MUKPOKBPIIEKH HE BOJW OO IIpH3HALK Ha
TOKCHYHOCT Y NITBEX0BE NTPH MOAKQOXHO TIPHIIOKEHHE.

[IpoBeAeHH ca reHOTOKCHYHH NIPOYIBAHUA ¢ TonAM Opoif eKcTpakTH, ChaBpkaluK ce 8 ATTHOCTAIJI
ITPHK, KoWTO He MOKa3BaT MyTareKeH WNH KIacTOTeHeH MOTEHUHAN TIPH in Vilro aHamu3n
(M3non3Bally KNeTKH Ha HeDozalfinuum u Go3alinnuLm).

6. DAPMALIEBTHYHH JAHHH
6.1 Chnuchk HA IOMOUIHHTE BENIeCTBA

['nuuepon
Harpues xnopun
OeHoON

Boaa 3a MHXEKUHH
Manuron

PasTBOp 33 OTpHUATENHA KOHTPONA: TIRLEPON, HATPHER XTOPHA, PEHON, BOJA 32 WIDKEKIIMH.
Pa3TBop 32 MonoXHTeNHa KOHTPONA: XHCTAMHHOB JHXHAPOXIOPHL, TIHLEPON, HATPHEB XJIOPKI,
¢eHon, BOAA 2a WHXEKIIHH,

6.2 HecbBMecTHMOCTH
He ca n3BeCcTHH.
6.3 Cpok Ha rogHocT

3 ronunyM
Cnen nepBoTo 0TBapaHe: Jla ce cbXpaHaRa 0 § Mecella B XxnagunHux (2°C-8°C).

6.4 CrheumanHH ycJ0BHA HA CHXpPAHEHHE

Ha ce cvxpansara B xnagunuuk (2°C - 8°C).
3a ycrnoBHATa Ha ChXpaHEHHE Clie]l TbPBOTO OTBAPAHE Ha IeKAPCTBEHUA MPOIYKT BHXKTE TOYKa 6.3,
Ma ce cbXpaHsBa Ha MACTO, HEJOCTBITHO 3a JELA.

6.5 Buamu cpILpxaHHe HA ONIAKOBKATA

®nakoH OT cTBKNO THN I, ¢ NIacTMacoBa 3aBUHTBALLA CE Kanayka H KaKoMep-aniukaTop ot
X10po0yTHIIORA TYMa.

DnakoHM C anepreHHH excTpaxTi oT 3 ml + 1 ¢dtakoH ¢ pasTBOp 3a MOMOKHTENHA KOHTPONA
or 3 ml + 1 dnakon ¢ pa3TBOp 3a OTPHUATENHA KOHTpoNa oT 3 ml.

6.6 CnenuarHu npelnasHi MepPKH NPH H3XBLPJAsAHE U paboTa

BinxTe Touka 4.2 “JIo3HpoRka M HAYWH Ha TIpHNOKeHHE”,

3a MPOREXKJIAHETO HA TECTA CE RINOA3BA naﬂmapHaTa/BLTpemHa MOBLPXHOCT Ha MpeaMHLU
IMauueHTHT "rpﬁﬁsa Ja TOCTAaBH OTIIYCHATAaTa CH PbKa BLPXY Macara.

HeusnonzpaHuar MPOIYKT HIIH OTMTaABYHHTE MAaTEPHANH OT HETO TpﬁGBa Aa e HIXBDBP.
CROTBETCTBHE C MECTHHUTE H3UCKBAHUA.
6



7.  TIPHTEXATEJ HA PASPEHIEHHETO 3A YIIOTPEEBA

STALLERGENES

6 rue Alexis de Tocqueville

92160 ANTONY

Dpanius

8. HOMEP(A) HA PASPEIIEHHUETO 3A YIIOTPEBA

20050237

9. JATA HA IIBPBO PAZPEINABAHE/MIOAHOBSIBAHE HA PAZPEIIEHHETO 3A
YIIOTPEBA

Hara Ha nbpBo paspewrasane: 25 anpun 2005 r.

Jara Ha nocneno nogHoBsBane: 30 roHu 2011 1.

10. JATA HA AKTYAJIU3HPAHE HA TEKCTA




NPHJIOXKEHHE

AJlepreHH 0T TpeReH NPoN3XoN

CaMocTodATeAHH NPOAYKTH

CMeceHH NPOAYKTH

Excrpakxty B 100 IR/ml

Dactylis glomerata / D. glomerata/ ObukHOBeHA
eX0Ba ITaBHLa

Secale sereale /' Prx

Cynodon dactylon / Tpockot

ExcrpakTs B 100 IR/ml

- 5 Tpern /5 grasses

Dactylis glomerata / D. glomerata
/OONKHOBEHA €xc0Ba TNTAaRHIA
Anthoxanthium odoratum / A. odoratum
/OGHUKHOBEHA MUDH3NUBKA

Lolium perenne / Pafirpac, ['mymmia
Poa pratensis / JluBagHa THBaKHAA
Phleum pratense / TuBaniHa THMOTe KA




