KPATKA XAPAKTEPHCTHKA HA ITPOAYKTA

1. HME HA JIEKAPCTBEHMA ITPOAYKT

AJIMOCTAJI IIPHK, anepreHeH eKCTpaKT OT HKHBOTHHCKH TIPOM3XOl, Pa3TBOP 3 KOAKHO H3MUTBAHE

ypes yOoxAaHe
ALYOSTAL PRICK, allergen extract from animal origin, solution for skin-prick test

2. KAYECTBEH MU KOIMYECTBEH ChCTAB

AJTMOCTAJI IIPHK e pazreop Ha eKCTPAKT OT anepreH Wik Ha MHKCTypa OT aNepreHHH eKCTPaKTH,
obpaboren ¢ ruuepoit.

Eavn dnaxon (3 ml) ¢ pazTBOp chaBpXKa:

EayHudeH craHfapTH3HpaH anepreHeH eKCTPAKT HIH MHKCTYPA OT CTaHAapTH3HPaHH alepreHHH
ekctpaxTh — 100 IR/ml., -

EauniYeH HECTAaHAAPTH3HPAH ANEPreHEH eKCTPAKT WIH MUKCTYpa OT HeCTAHAAPTH3HPaHH aNIEPTCHHH
excTpakTd ~ 100 1C/ml mam 1 000 IC/ml.

Peructpupanuar B bearapus cIIMCBK Ha alnepreHy € MpeAcTaBeH B NPHWIOKCHHETO.

CHnara Ha AeHCTBHE Ha BeIIECTBOTO ce H3pa3saea B IR 3a cranaapruzupanu aneprenn wid B IC 3a

HECTaHNAPTH3IHPAHH AJICPreHN.
* /R (Hnoexc na peaxmusnocm): Excmpaxmom om arnepzeny uma mumop 100 IR/ml, xozamo npu
KODiCer npux mecm (npoba ¢ yeoxcoane) cve Stallerpoint® evpxy 30 censumuzupanu xvm anepzena
RUYA, NPULUHABA NANYIAQ CbC CPeOHo2eoMempuier Ouamemyvp 7 mm. Koocnama peaxmusnocm na
me3u IuYa ce OeMOHCIMPUPA eOROBPEMERHO YPE3 ROTOJICUMENEH OM206OP Ha npux mecm ¢ 9%
pasmeop ra xodeunos gocham unu ¢ 10 mg/ml xucmamuros ouxudpoxnopuo.

o IC (Hnoexc na konyenmpayus): Excmpaxmem om anepzenu uMa UHOEKc HQ KONYEHMpayus
100 IC/mi, xocamo nezoeume npouscoOCmMeeHU NAPAMEMPU 600AM 00 CHIOMO CLOMHOUICHNE HA
Paspescoane, Kakmo moed Ha CMAHOAPMUBUPAHUME eXCMPAKmu Om Couama PamMunus npu

100 IR/mi, usnonzeanu xamo pehepenmnu excmpaxmu.

Kozamo chamunuama ne crOvpiica Cmanoapmusupan pegepenmen exCmpaxm, Cmounocmma
100 IC/ml cvomeemcemsa HA CoOMROMERUE RA PA3PEICOARE HA EKCMPAKMA, YCIMAHOEEHO OM
MeCUYUHCKAMA NPAKMUKG.

AKTHBHOTO BEHIECTBO € eKCTPAKT 0T MMOPIIH3HPAHH AJIEPreHH OT SKHBOTHHCKH MPOM3X0A ¢ A00aBKa
Ha M&HHTOJI.

3a TBIHKMA CIMCHK HA MOMOIHUTE BEIIECTRA, BIKTE TOUKa 6.1,
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3. JEKAPCTBEHA ®OPMA

Pa3TBOp 32 KOXEH npHK TecT (npoba ¢ yboxaane)
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4. KJIHHHYHHU JAHHHA

e

4,1 TepaneBTH9HHE NOKA3AHHS

To3u nexkapCTBEH IPOAYKT € NPEAHAZHAYEH CaMO 38 JHATHOCTHYHH LISITH. - ‘L'% \
CBPBX4YBCTBHTENHOCT KbM H3IIMTBAHHTE ACPICHH € HAIHIIe, KOraTo NpH KOKeH NPHK 73 -‘*‘*;? Je \ 3
yOoxpane) ce auarHoctuumpa tun | cepexayecreutentoct (IgE-3aucumMa npossa, cnofje® [ &g - AT

wiacupukaumaTa Ha Gell 1 Coombs).




4.2 [lo3ApOBKA H HAYHH HA NPHJIOKEHHAE

Ycji0BHS 33 YNOTpeGa H OTUHTAHE HA Pe3VATATHATE

To3n pastBoOp ce ynoTpeOsaBa ¢ MEHIUHCKA HHCTPYMEHT, OCHINECTEABAI IOBBPXHOCTHO
npodoKaaHe Ha KOXKATA.

Hauun na npunoycenue

Hpunyun:

Texnnkara Ba koxHWA ipux TecT (Tpoba ¢ YOoKaaHe) ce CHCTOH BBB BKAPBAHETO HA M3MMTBAHOTO
BEIIECTBO B FOPHHA CJIOH HA KOMKATa ¢ MOAXOMALI MEJHLMHCKH HHCTPYMEHT (J1aHLieTka, Halp.
Stallerpoint®) npe3 kanka Ha anepreHHHs pasTBOP, NOCTABCHA BHPXY KOXATA (0GHKHOBEHO BBPXY
BBTPELIHATA CTPaHa Ha NPESAMMIITHHNATA).

IIpunoxcenue:

KoxHHaT npHk TecT Tpabpa 1a ce H3BLPIEA CaMO OT 00Y4YEH HEPCOHAT.

3a NpeaNmoOvYHTaHe € KOXKHHTE NMPHK TECTOBE Ja C¢ M3BBPIIBAT BHPXY BETPEIIHATA CTPaHa Ha

npeaMumHMnata. Kato arrepHaTipa, M3MHATBAHETO MOXKE J1a CE H3BBLPLIBA H Ha rBpoa.

- Iouncrere ¥ AesHHGeKLMpaiTe KOKAaTa HA NpeMULIHALIATA C IAMYYE€H TaMIIOH, HAIIOEH ¢
STUIOR AJTKOXOJ M OCTABETE Aa N3CHXHE,

- [TocTaBeTe BEPXY KOXKATA KAIIKA OT BCEKH ANePreHeH eKCTPaKT, KOUTo Tpabpa 1a ObJe u3nnTaH,
Cra3BaiKH pasCcTOAHHE OT 3 ¢m MeXAY BCAKA OT KAlKHTE.

- XBaHETE 320CTPCHUA MEUIIMHCKH HHCTPYMEHT/NIAHLICTKATA MEXKIY Nallelia M Noxasaneua H
npoboaere NepneHAUKYIAPHO Npe3 BCAKA KaNka, H3BBPLUIBAHKH IEKO BBPTEIHBO ABHKECHHE
(M3non3BaiiTe eAHH 3a0CTPEH Kpait Ha MEHCTPYMEHTA 33 BCEKH OTAENEH ANCPTEHEH SKCTPAKT).
Hsnon3saiiTe HOBa CTEPHIHA €JHOKpATHA JIAHLIETKA 32 BCEKH pasTBOP.

- Habwpurete kankure cbe cangeTka, KATO H30ATBaTe CMECBAHETO Ha Pa3TBOPHTE HpH
3a0BpPCBAaHETO.

- Hobpe € 1a MapkupaTe ¢ pOJIEp BHAA HA U3NIMTBAHMS AJIEPreHeH SKCTPAKT.

- OrpHiIaTeTHOTO KOHTPONHO W3NIHTBAHE (pa3peuTe), KAKTO H NOJIOXKHTEIHOTO KOHTPOIHO
H3MHUTBAHE (Pa3sTBOP HA XHCTAMHHOB AUXHJPOXJIOPH]) CE MPOBEXKAA PH €HH H CHIIH YCIIOBHA,
3a [a ce MPOBEPH PEaKTHBHOCTTA HA KOXKAaTa (OTCHCTBHE Ha JepMOTpadM3bM H ClIOCOOHOCT 3a
pearupafe Ha XHCTAMHHOBHA AMXHAPOXJIOPHA).

3a TOYHO HHTEPIIPETHPAHE HA PE3YITATHTE OT KOXKHHA NPHK TECT € MPenopbyBa ABYKPaTHO

H3BEPIIBAHE HA H3NHTBAHETO.

Omuumane rRa peyamamume

OBuKkHOBE HO KOXKHATA peaklHi ce NoABaea 20 MHHYTH CJieZl IPOBEKAAHETO HA W3NMTBAHHATA; IIPH
MOJIOKUTEITHA Peakis ce NOABABA MAITyJIa ChC HWIH 0€3 3auepBaABaHE (EpHTEM).

OTtgeTeTe peaysrraTUTe H OdepTaiiTe rpaHuLMTe (HA DAMY)IATa, EPUTEMA).

[Tpenoprusa c€ KONMUPAHETO HA IPAHHIIMTE HA PEAKIMATA REPXY NEIUTHBA JIeHTa, 33 3 ¢& BKIKOYAT B
JOKNa/NA 3a MAllHEHTA.

Humepnpemuparne Ha peynmamume
OueHABaHeTO HA CBPHXYYBCTBHTETHOCTTA C€ H3BBPIIBA Upe3 CPaBHABaHE HA MAIy/aTa H CpHTEMA,
[IPHYHHEHH OT M3MTBaHHA aJIepreH, ¢ Te3H, HabmoaaBaHH ITPH KOHTPOJIHATE U3IIHTBAHHS.

JuaMeTsp Ha namynara
Pesynratu
KOHTPOIHH H3NHTBAHNA AJsepreHu
KHTE >

Bamia Ha Iomno e HA g .:»nmm HJ;I;MM o

—— KOHTpoONa > 3 mm - akoe ¢ 3 mm no-
MLATEIHAaTa KOHTPOIa

Orpunarenta <3 mm

KOHTpona < 3 mm




B ciyuaii Ha Aepmorpadu3sM, UAI0TO HINUTBAHE, BKIOYUTETHO OTPHIATETHATA KOHTPOA, Ce CUATa
3a MOJIOKUTENHO. Pesynrarare He MoraT na ObaT HHTEPIIPETHPAHH.

B ciyuali Ha HaManeHa KOAKHA YyBCTBUTENHOCT, LIANOTO H3NWTBAHE C& CHHTA 33 OTPHIIATEIIHO.
Pesynrarure He Morar aa O0bAaT HHTEPTIPETHPAHH.

[Iogeara Ha paHHO M NMPEXOAHO 3a4epBABaHe TPAOBa fa ce npenedperHe.

[latpeHTHT TPAOBA Jla OCcTase NMOJ JIeKapeKo HabmoaeHHe B NPOABDKeHHe Ha Hali-Manko 30 MMHYTH
CNIe KOXKHUS MPHK TECT.

4.3 IIporusomoxasaHns
CBPBXYYBCTBHTEHOCT KM HAKOE OT MOMOIIHHTE BEINECTBA, H30poeHH B Touka 6.1.
4.4 CoenHannyu NpeaAynpexAeHAs H NpeATA3HH MEPKH OPH yHoTpeda

Toii kaTO € BB3MOXKHO JIa HACTHIIAT CUCTEMHH AJIEPrHYHH peakime (KOMTO MOrart fa Onaar
XKHBOTO3ACTPALIIABAIIM, KOTATO €A TEXKKH ), KOKHHAT MMPHK TECT TPAOBa a ¢¢ H3BBPIUBA U
UHTEPIPETHPA B IPUCHCTBHETO HA HITH OT JIEKAP € OIMT B MPWIaraHeTo Ha KOXKEH MPHK TeCT U NPH
YCIOBHS, TIO3BOJISBALIN MPWIATAHETO HA CTICITHH TepaneBTHIHH MepKH (BKTIOYHTEHO enMHe(ppHH).
Ilpu BL3HMKBaHE Ha CHMITTOMH CJISJ NPAJIAraHe Ha KOJKHHA MPHK TECT, HANP. CHIEH Chplek Ha
AJIAHATE Ha PBLUETE H CTHNANIATA HA KPaKaTa, YPTHKApHd, €/IeEM HA YCTHAaTa KyxvHa, papunreancH
elleM, BOJIEIIL A0 3aTPYAHEHO IIPErTbillane, 3aTPYAHEHO AHIIAHE WK MPOMAHA HA Ilaca, TaficHe,
nospblIaHe, Tpa0Ba He3abaBHO A2 c€ KOHCYJITHPA JIEKap | [ia Ce TpeKpaTH JICYCHHETO.

KOo)XHUST NPHK TECT HE € MPEeANOYHTAHNAT AHArHOCTHYEH MONX0 NPH NAIMEHTH, KOUTO MPUEMaT
JIEKapcTBa, KOMTO MOTAT Jja MOBITHUAAT HEraTUBHO €(HKACHOCTTA Ha emuHedpuHa (6eTa-0n0KepH,
TPHLHMKIHYHH aHTHACIIPECAHTH H HHXHOMTOPH Ha MoHOaMHHOOKcHAa3a (MAOI), Bxk. Touka 4.5).

[Ipyu moBuIIEHa TEMNepaTypa HIH CKOpOLIeH aCTMATHYEH TIPUCTSHII, MOTBBPACH KIMHHYHO H/HIH 9pe3
H3MEpPBAaHE Ha MAKCHMARHKS CKCIIMPAaTOpeH ACOMT, He TpAOBA Ja ce H3REPILBA KOJKEH NPHK TECT
NPEAH HACTHIBAHETC HA NOZOOPEHHE | cliell MPELICHKA Ha JIEKap ¢ OMMT B ITPHJIAraHeToO Ha KOXKEH
NPUK TECT.

Koxnure npHk TecToBe TpsOBa Ja ce H3BBPIIBAT [IPH 3APABH NALMEHTH.

KoxHure npHK TeCTOBE He TpaOBa Oa ¢ W3BBPLUBAT MO BpeME Ha ocTpa (pasa Ha aJIepragHo
sabongpaHe.

KosxHuTe MpHK TecTOBE TpaOBa Aa ce M3BHPUIBAT BHPXY 3I4paBa Koxka. [Ipeny H3BbPIIBAHETO HA
KOXHH HPHK TECTOBE € HEOOXOAMMO BHUMATETHO OLICHABAHE HA CHIIECTBYBAIH KOXHH JIC3UH
(YpTHKY, ATONUYECH ACPMATHT, €K3EMA, NCOPHAINC) WM fAepMorpadmIbM, KOWTO MOTAT Aa NonpedaT
Ha HaNSKAHOCTTA HA TecTa WM Aa o6oCTpaT NpeaecTsania XepMaTosa.

IIpu oTcTpaHeHH akCWiapHH TMM(QHH BB3JIH € 34 NPEATIOUHTAHE KOXHHATE IPHK TECTOBE Aa ¢
H3BBPLUIAT Ha MPOTHUBOIONOKHATA NMPeAMHILIHHLIA.

4.5 BsammopaeiicTBHe ¢ APYIH JeKAPCTBEHA NPOAYKTH H APYrd GOpMH HA B3aHMOACHCTBHE

JlekapcTRaTa MOTaT Ja MOTHCHAT KOKHHUTE TECTORE, 3aTOBa € HeoOX0(MMO BHHATH 14 ¢€ pasNUTar
TNAlHEHTHTE 34 JICKapPCTBaTa, KOUTO Ca IIPHEMAJTH B NIPEAXOAHUTE JHH (BK. Tabmmiara no-noiy). Tosa
BaXky 0cobeHO 3a nepopanuute H]-aHTHXMCTAMUHE, HO M 34 NPYTU JIEKapcTBa, KOUTO He ¢a
3aIB/DKATENIHO U3MTO/I3BAHM 34 JICYEHHE HA aJleprudHM 3a001dBaHNs, Hanp. aHKCUOTUTULIH,
JloKanHHTe KOXKHH KOPTHKOHIAM MOFaT J1a IPOMEHAT KOXKATA PEAKTUBHOCT.

Huxubumopen epexm na pasnunnu AeveHiin 6bpXy KONCHUR NPUK mecm

Jleuenne | Crenen IMpoabaxETEdHOCT
Ilepopanen

H1-antuxucramuH 4+ 2-7 nHH
Hurpanazasien

H1-anTixucramMmH




H2-arTHxucTaMHaH 0 mo + He
HmvunpamMuHa -+ Ho 21 quu Ila
DeHOTHAIWHH + o ++ o 10 pam | Ila
Koprukocreponan

CHCTEMHH — KPaTKOCPOUHM 0 He

CHCTEMHHA — OBArOCPOYHH Br3MoxkHa He

HMuxananuonHu 0 He

JIokanHH KOoXKHM + 1o ++ Ho 7 nun Ja
JonamMuH + He
KnoHuauu ++ He
MoHnTeyxact 0 He
Cnewmndyyna HMyHOTEpamisa 0 no ++ He
CucteMHO neyernue ¢ UV cBeTIHHa, B +++ Ho 4 ceammi Ha
3aBHCHMOCT OT H3TOYHHKA HA CBETNHHA,

Hal-UHTeH3UBHO ¢ PUVA

Bera-Omoxepure B3auMoaeHCTRAT ¢ erHeDpHHA H NIPIWIOKEHHETO UM, C/IEHOBATENIHO, NPEROTBPATIBA
JICYSHHETO Ha CBEHTYAIIHH aHa(pWIAKTHYHH peakiH. To3H pUCK TpAOBa Aa ce B3eMe NpeaBHA IPSaH
H3BBPIIBAHE HA KOJKEH MPHK TecT (BxK. Touka 4.4).

IIpn TexKH ajJepriHy peakiMy MOXKE a ¢€ HAJIOXKH NpWIoKeHHe Ha enmHePprH. PUcksT oT
HeKeJIaHH ¢PeKTH Ha enHHedpHHa MOXKE A ¢€ IMOBHIIM [IPH NAIHSHTH Ha JICYCHHE ¢ TPHIMKIHYHHA
AHTUHENPECAHTH HWIH ¢ HHXHOUTOpH Ha MOHOaMuHOOKCHAa3a (MAOI), ¢ 3p3MoXKHH arammu
nocirencTsuia. To3H pUCK TPAOBA Aa e B3eMe NPSABH/ NPSAM H3BBPIIBAHE HA KOXKEH MPHK TECT (BiXK.
TouKa 4.4).

4.6 PeprHIHTET, OPpeMEHHOCT H KbPMEHE

bpemeHHocT
JInncpar xTHHH4YHHA aasHy 3a ynorpedara Ha AJTHOCTAJI IIPUK npu 6pemeHHH sxenn. Jlunceat

CHOOLHEHHA 32 HeXENIaHH CHOMTHA OT KIMHMYHHA onuT 3a ynorpebara Ha AJIMOCTAJ [TPHK npu
OpeMeHHH KEHH. -

He npoeexAaHn [IpoyuBaHKA NP ’KHBOTHH OTHOCHO PENPOAYKTHRHOCTTA H PA3BHTHETO €
ANTHOCTAJI [IPHK.

KoxHuTe NpHK TeCTOBE C acpoalicpreHH He C€ NPEMophYBAT N0 BpeMe Ha OpeMEHHOCT, Thi KaTo
MOTAT AA H3N0XKAT OPESMEHHMTE KCHH HA PHCK OT CHCTEMHA ANCPruyuHa peakims.

Kspmene
He e wspectro nanu AJIMOCTAJI ITPHK ce exckpeTHpa B KbpMaTa.

He ca nposekaaHu Mpoy4YBaHHA IMPH XKHBOTHH 33 H3CIEABAHE HAa SKCKpeLUaTa Ha AJIPIOCTAJI
ITPHK B xppMarTa.

Deprunurer

He ca nposexnanu npoyupadus Ha geprunurera ¢ AJTHOCTAJI ITPHUK, Brnpeku ToBa,
XHCTONATOJIOTHYHOTO H3C/EABAHE HA MBXKH M JKEHCKH PEIPOAYKTHBHH OPraHH IIpH IIPOYYBaHeE 34
TOKCHUHOCT IIPH MHOIOKpPATHO MpUIIarate ¢ €KCTPaKT OT Kbpiiex, csabpxkam ce B AJIMOCTAJ]
[TPHK, ne ycTaHORSBa HEOMATONPHITHH HaAXOOKH.

4.7 EdexTH BBpXY cnocobnocTTa 32 mopHpaHe B padoTa ¢ MANIAHH

AJTHOCTAJI TIPHK ne nmoBiMaBa crniocoGHOCTTA 32 modupade U pabora ¢ MalllMHY,




4.8 Hexeagd JeKAPCTBEHH PeaKNHA

ITo BpeMe Ha auarHocTHUHOTO HanHTBane ¢ AJITMOCTAJI ITPHK, nanueHTHTE ¢a H3OXKCHH Ha
anepreHH, KOUTO MOTAT Ja NPSAM3BUKAT NOKATHH W/WIH CHCTEMHHU aJIePridHN CUMITTOMH.

Hwma cpo011eHns 3a alepruiHy peakiyiH, BITIOUHTEIHO aHA(DHTAKTHYHH pPeakiH (Hamp. ocTpo
Hayano Ha 3a00/1gBaHe ChC 3acAraHe Ha KOXKATa, JIMTABHITATE WIH H JBETE, BIOMIABAHE HA AHHIAHETO,
YIIOPUTH CTOMAIIHO-YPEBHH CHMIITOMH WIH MOHIKEHO KPBBHO HAIATaHe WITH CBLP3aHU
CHMITTOMH). MH(opMHpaiiTe nalMeHTHTE 32 CBbP3aHUTE NMPH3HALK ¥ CHMITTOMM H ' HaKapaiTe la
NOTHPCAT He3abaBHA MEAMIMHCKA TIOMOIIL M 2 TIPEYCTAHORAT JIEUEHHUETO, AKO HACTHNAT TAKMEA.
Hanmmreanero ¢ AJIMOCTAJI ITPHK moske Aa ce Bb30OHOBEH ¢caMo M0 ChBET Ha JIeKap4.

[ToHOCHMOCTTA Ha TIALIHEHTA MOXKE Aa BAPHPA BEB BPEMETO, B 3aBHCHMOCT OT ChCTOSAHHETO Ha
NaHeHTa ¥ OKOJIHATA Cpeza. =

IToMecTeHaTa 1010y Tab)IMIA HA HEXKEIAHN JIEKAPCTBEHH PEaKIMH ce 6a3Hpa Ha JaHHH OT
CTIOHTAHHHTE ChOOLICHHA B KITMHHYHH [TPOYYBAHHA, KATO PEAKIHUTE Ca ChC CIIEAHATA YECTOTA!
Heuectu (> 1/1 000 oo <1/100).

CHacremo-opranes Knac Yecrora  HexeNaHH JeKapcTBeHH PeAKRHH

Hapymenus Ha KOxkaTa 1 NOIKOXKHATA ThKAH Heuectn IMpyputyc

OcBeH TOBa, IPH NOCTMAPKETHHTOBHA OIHT HMA CIIOHTAHHH CHOOINEHHA 3a CIeAHIATE HexKeaHu
peaKUUH ¢ HEM3BECTHA YECTOTA; |

- JIOKANIHHA peaKiu: DoJika, eneM, epuTeM, YPTHKapHa

- CHCTEMHH AJISPTUYHHU PeaKilii: aHA(PHIAKTHYHA peaKiy.

[IpodmrsT Ha Ge30MaCHOCT B MEAMATPHIHATA NOMYJaLMs € CXOACH C TO3H NPH BE3PaCTHH.

CrobmaBane B3 NONO3HPAHE HEXKEJIAHH PEAKIHA

CrobimaBaneTo Ha NOAO3NPAHN HEXKEIAHH PeakiuH cJiell paspellaBaHe 3a ynoTpeba Ha JIeKapCTRCHUA
NPOAYKT € BaKHO. TOBa Mo3BOJIABA A3 NMPOTBLJDKU HAOMIOAEHHETO HA CHOTHOLIEHHUETO MTOJI34/PHCK 33
JCKAPCTBEHMS NPOAYKT. OT MEAHLIHHCKHTE CTICUHATIHCTH C¢ M3HCKBA Ja CHOOIABAT BCAKa
NOAO3APAHA HEXKENAHA PEaKI[H UPes; |

H3meHUTENHA arcHUMA 110 JIEKapCTBaTa

ya. ,,Jlamsin ['pyeB” Ne 8

1303 Codus

Ten.: +35 928903417

yebcaiiT: www.bda.bg

4.9 Ilpenozmpane

Henpunoxumo.

5. ®APMAKOJIOTHWYHM CBOHCTBA

5.1 ®apmMakoaHHAMHYHM CBOHCTBA

QapMakoTepaneBTHYHA IpyIa: TECTOBE 34 aneprudnH 3abonsasanud, ATC xon: V04 CL
Mexanu3sM Ha acicTBHE B PapMaKOJIOrHYHH e()eKTH: | —

IlonoxxurenHUAT pe3ysITaT OT TeCTa NMOKA3Ba HATMYHETO HA AHTHTEJNA, CICHHYHH 33 AIePTe
KOUTO € CCHCHOWIHM3HPaH MAIHEHTA. :

JlokanHaTta peaku#s, CBbp3aHa ¢ OTOK, €PHTEM 1 CBpOeXK (Tpna,na Ha Lewis) e pesynra s
OCBOOOXKIaBaHETO Ha MEAMATOPHTE Ha aIePTriYHATa PeaKkiui, Karo XucTaMuH, PAF-acg
S '




(TpoMborT-akTHBHpal ¢akTop), ECFA (eozuHOdHI-XeMoTakcHueH (aKkTop HA aHADHIAKCHATA),
LUMTOKHHH, OTKIIOUEHH OT PEAKIIHATA aHTHT€H-aHTHTAIIO.

5.2 ®apMakOKHHeTHYHH CBOHCTBA

He ca nposexaanu GpapMakOKHHETHYHH NPOYUBaHHA.

5.3 Ilpeaxnaanrund JAHHW 33 6e30naCHOCT

HexnusaveNTe NaHHKM HE NOKa3BaT 0Co0EH PHCK 3a XOpa Ha 0a3aTa Ha KOHBEHLIHOHATHUTE

(apMaKOJIOrHYHH NMPOYYBAHHA 32 TOKCHYHOCT [PH MHOTOKPATHO MpHJaraHe H FfeHOTOKCHYHOCT,
OpOBEICHH C HAKOH OT aJIEPreHHUTE eKCTpaKTH, cpappxkanid ¢ce B AJTMOCTAJI ITPHK.

X]JOHH'-IHOTO NpHIIaraHe Ha BHCOKH 003U KCTPAKTH OT MHKPOKBPJICKH HE BOOH A0 IIPH3HAHH HA
TOKCHYHOCT ¥ ITBXOBE MNPH MOAKOKHO IIPUIOXKCHHE.

[IpoBeneHH ¢a FeHOTOKCHYHH NPOYYBaHHA C rOAM Opoi#t eKcTpakTH, chabpskani ¢e B AJIMOCTAJL
[TPUK, kOHTO HE MOKA3BAT MYTAT€HEH HIH KITACTOTeHeH MMOTCHIHAN TIPH in vifro aHAIM3H
(M3NON3BalM KieTKH Ha HeGozalimmm u Gozalinmmm).

6. ©OAPMAIEBTUYHH JAHHH

6.1 CHoHcBHK HA DOMOIHHATE BEIIECTBA

['muepon

HarpHes xnopua

denon

Bopaa 3a uixeKkIiuM

ManuTON (C M3KTIOUCHHE HA ATICPréHUTE OT XPAHHUTETHH BEIECTRA)

PasTBOD 32 OTpUIIATENHA KOHTPONA: PIHIEPOH, HATPUESB XIOpU, PeHosN, BOAA 38 UHDKEKITMNA,
PazTBOP 3a MOJIOKUTENHA KOHTPOJIA: XHCTAMHHOR JUXHAPOXJIOPHT, TIIHLISPOS, HATPHEB XJIOPHA,
¢eHON, BOAA 38 HHDKEKI[HH.

6.2 HechbBMecTHMOCTH

He ca n3BecTHH.

6.3 Cpox Ha rogmocT

3 roauH"

6.4 CoennasHH yC/I0BHS HA CHXPAHEHHE

Ha ce cpxpansea npu Temnepatypa ot 2°C no 8°C (B xnagunHuKk).
Ja ce cpXpaHsBa Ha MACTO, HEIOCTBITHO 34 Jella.

6.5 Buan cpabpxkanue HA ONAKOBKATA

PDaKOH OT CTHKIO THI I, ¢ ImacTMacoBa 3aBHHTBALIA C& KANAYKa H KaNKOMEpP-aIUTHKAaTOp OT
xmopobytunosaryma. .
DiaKoHH C aNepreHHH eKCTpakTH oT 3 ml + 1 GraKoH ¢ pa3TBOP 33 MOAOKHTEIHA KOHTPOIIA ~
ot 3 ml + 1 ¢gnakoH ¢ pasTROp 3a OTpHIIATENHA KOHTpoNna o 3 ml.




6.6 ChnenHAIHHE HPEINA3HE MEPKH HPH H3XBLPJASHe # padora
Buxre Touka 4.2 “JI03HPOBKA M HAYMH HA NPHJIOKEHHE™.

3a IIPOBEKIAHETO Ha TECTA Ce M3M0JI3Ba TAIMApPHATA/BETPEIIHA NOBBPXHOCT Ha MPeAMHIIHALIATA.
[NaupeHTHT TPAOBA 12 NOCTABH OTIYCHATATA CH PBKa BHPXY Macara.

HeusnonszpaHuaT npoyKT HIH OTHAgbYHHTE MATEPHANH OT Hero TpA0Ba ja ¢ H3XBBHPIAT B
CHOTBETCTBHE C MECTHUTE HIHCKBAHHA.

7. IIPHATEXATEJI HA PAZPEIIIEHHUETO 3A YIIOTPEBA
STALLERGENES

6 rue Alexis de Tocqueville
92160 ANTONY

OpaHums
8. HOMEP(A) HA PAZPEIIEHUETO 3A YIIOTPEBA

20050238

9. JATA HA ITBPBO PAIPEIMABAHE/TIONHOBABAHE HA PA3ZPEINIEHHETO 3A
YIIOTPEBA

Jlata Ha ITepRO paspellaBane: 25 anpun 2005 r.
Hata Ha nocaenuo nogHopasane: 30 woum 2011 r.

10. [JATA HA AKTYANIMIUPAHE HA TEKCTA

01/2017




ITPHIOKEHHE

AJIEpreHH OT XXKHBOTHHCKH NPOH3X0.

CaMOCTORTE/IHE NPOAYKTH CMecenH IPOAYKTH

Excrpaxta B 100 IR/ml ExcrpaxTa B 100 nan 1 000 IC/ml
ITepymuna ot:

Cat/Kotka Duck / natka
Goose /TeCKa
Hen / xokonika

ExcrpaxTn B 100 nan 1 000 IC/ml

Horse / xoH

Guinea pig / MOPCKO CBHHYE
Hamster / xamcTep

Rabbit / 3aex

Coakroach / xnebapka
Ephestia /

Mosquito / xomap

Dog / Kyue




