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KPATKA XAPAKTEPUCTHKA HA ITPOY Iﬁew&riue e
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1. UME HA JJEKAPCTBEHHS IIPOAYKT OGOBDOHUE No ........ccocvve e

AJIMOCTAIJI TTPHUK, anepreteH eKCTpPakT OT MUKPOKBPJIEAKH, Pa3TBOP 3a KOKHO H3IUTBaHe 4pe3
yboxnane
ALYOSTAL PRICK, allergen extract from mites, solution for skin-prick test

2 KAYECTBEH H KOJTMYECTBEH CbCTAB

AJIMOCTAIJI IIPHK e pa3TBOp Ha eKCTpakT OT ajiepreH, o6padboTeH ¢ riuepon.
Eaun ¢nakon (3 ml) ¢ pa3TBOp chabpxka:
Exuuuven crangapriusupan aneprered ekcrpakr— 100 IR/ml.

Perncrpupanust B bbirapus CUCHK Ha alepreHy € NpeicTaBeH B MPHIOKEHUETO.

Cunara Ha aeiicTBMe Ha BeLLECTBOTO ce M3pasaBa B IR 3a cranjapTusnpanu ajneprequ.

e [R (Hndexc na peaxmugnocm): Excmpaxmvm om anepeenu uma mumyvp 100 IR/ml, kocamo npu
Kodcen npux mecm (npoba c yboxcoane) cwve Stallerpoint® evpxy 30 censumusupanu kem arepeena
Juya, RPUYUHAEA NANYIA cbe cpeonozeomempuyen ouamemvp 7 mm. Koocnama peaxmusnocm na
Me3u auYa ce OeMOHCMPUPA eOHOBPEMEHHO YPe3 NONONCUMENEH 0m2080p Ha npuxk mecm ¢ 9%
pasmeop na kodeunog ghocgham wiu ¢ 10 mg/ml xuemamunos OuxuopoxIopuo.

AKTUBHOTO BELLECTBO € EKCTPaKT OT THOMUIM3HPAHH allepreHd OT MUKPOKbpiexkHu ¢ 1obaBKka Ha
MaHHTOII.

3a NBIHUA CNUCHK HA MOMOILHHUTE BELIECTBa, BUXKTE TOuka 6.1.

3. JIEKAPCTBEHA ®OPMA

Pa3Teop 3a Ko3KeH npuk TecT (npoba ¢ ydoxnaHe)

4. KJHHHUYHH JAHHH

4.1 TepaneBTHYHH NOKA3ZAHHA

To3un nekapcTBeH NPOAYKT € NpeAHa3HaueH camo 3a JMarHOCTHYHHU LEIH.

CBpbX4yBCTBHTENTHOCT KbM W3NMTBAHNTE aJlePreHy e HaluLe, KOraTo npy KoxeH [pUK TecT (npoda ¢
yboxxnane) ce quarHoctuuupa THn [ cBpbxuyBcTBUTENHOCT (IgE-3aBucHMa nposBa, crnopes
knacudukaumusta va Gell 1 Coombs).

4.2 Jlo3HpoBKa H HAYHH HA NPHIOKEHHE

YcaoBus 3a ynorpeda H OTYHTAHE HA Pe3YITATHTE

To3u pasrBop ce ynorpedsBa ¢ MEIMLUMHCKH MHCTPYMEHT, OCBLUIECTBABALL MOBbPXHOCTHO
npo0oxiaHe Ha KoxKaTa.

Hauun na npuioxncenue
IHpunyun:

TexHuKkaTa Ha KOkKHMA NpUK TecT (npoba ¢ ybox/iaHe) ce CbCTOM BbB BKAPBAHETO HA U3MHTBAHQ ,p&’\
BELUECTBO B TOPHHS CJI0H Ha KOXKaTa ¢ NOAXOAIL MEAHUMHCKN MHCTPYMEHT (JlIaHLieTKa, Hanp. / #"

#
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Stallerpoint®) mpe3 kanka Ha anepreHHus pa3TBOp, MOCTABEHA BBPXY KoXkara (0GHKHOBEHO BBPXY
BBTPEILHATA CTPaHa Ha NPeIMHLIHHLATA).

ITpunooxcenue:

KoxXHUAT npHK TecT Tps0Ba Aa ce H3IBBPLIBA caMo 0T obyueH nepcoHan.

3a npeanoyHTaHe e KOXHNTE NIPHK TECTOBE Ja ¢& H3BbPLUBAT BbPXY BBTPLIIHATA CTPAaHA HA

npeaMuiiHMuara, Kato antepHaTipa, M3NHTBEAHETO MOXKeE /ia Ce H3BBPLIBA U Ha I'bpla.

- [Mouncrere 1 ge3nHdekumnpaiiTe koxkarta Ha NpeIMHULIHULIATA C TAMYYeH TAMMNOH, HANMOEH €
ETHIIOB ATIKOXOJ H OCTABETE [1a H3CHXHE.

- [MocraBeTe BLPXY KOXKATA Kanka OT BCEKH aepreHeH eKCTPakT, KoiTo Tpadsa fa 6bae u3nurax,
criazpalfki pa3CTOSHHE OT 3 CM MEXIAY BCAKA OT KalKMTe.

- XBaHeTe 320CTpeHHS MeANLIHHCKH HHCTPYMEHT/TaHLETKATa MEXKAY Nanela H NoKas3aneua H
npofoaeTe NepneHAMKYIAPHO NMpe3 BCAKA KANKA, H3BbPLUBaliki 1eKO BBPTENHBO JBHKEHHE
(v3non3Baiite €MH 3a0CTPEH Kpaii Ha HHCTPYMEHTA 34 BCEKH OTIAEAEH ANEPIeHEH EKCTPAKT).
H3non3BaiiTe HOBA cTepHIHA ¢IHOKPATHA JTAHLETKA 32 BCCKH PA3TBOP.

- Habbpurere kankkTe cbe canderka, Kato #30AreaTe CMECBAHETO HA PAITBOPHTE NIPH
3a0BpCBaHETO.

- Jlobpe e na MapkupaTte ¢ ponep BHAA HA W3TUTBAHHA AllepreHeH eKCTPAaKT.

- OTpUUATEIHOTO KOHTPONHO M3nUTBaHe (PalpeauTen), KAKTo H NOAOKUTENHOTO KOHTPONHO
H3NUTBAHE (pasTBOP Ha XMCTAMWHOB AUXHIPOXNOPHI) CE NPOBEKAA MPH €AHHM U CHIM YCIOBHA,
3a [ c€ NPOBEPH PeakTHBHOCTTA Ha KokaTa (OTChCTBHE Ha JepMOTPadu3BM U CiocobHOCT 3a
pear¥paHe Ha XHCTAMHHOBHA AWXUAPOXJIOpHI).

3a TOUHO HHTEPAPETHPAHe HA PE3YNITATHTE OT KOJKHHA NPHK TECT Cé TIPENOPHBA ABYKPATHO

M3BBPLUBAHE HA U3TTHTBAHETO.

Omyunmane na peayamamume

OOHKHOBE HO KOXKHATA PeakluA ce noABABa 20 MUHYTH c/le]] IPOBEXIAHETO Ha M3NUTBAHUATA; NPH
NONOKHTENHA peaklUa ce NOABABA fanyna che HAK Ge3 3auepBABaHe (epUTEM).

OrtueTteTe pesynTaTiTe M OYepTaiiTe IpaHUUUTE (Ha nanyiara, epHTeMa),

[Ipenopbupa ce KONUPAHETO Ha rPaHULIMTE HA peaKLNATa BbpPXY JIETUIMBA JIEHTa, 3a [a Ce BIJTHo4aT B
AOKIIANA 32 NALMEHTA.

Humepnpemuparne na pesyrmamume
OugHABAHETO Ha CBPBXYYBCTBHTENHOCTTA CE H3BLPLIBA Ype3 CPABHABAHE Ha Many/aTa M epHTeMa,
NPUUHHEHH OT H3MUTBAHHA aNepreH, ¢ T3, HabNOABAHU NTPH KOHTPOTHHTE W3NHUTBAHMA.

Jinametnp Ha nanynata
Pesyntatn
KoHTpONHH U3NUTBAHKA Anepresn
>
Banuzauus Ha l'lonomu;e;na , 3 mm unm -
WANHTBAHMSTA KOHTpOAAa > 3 mm aKo € ¢ 3 mm Mo-rojiaM ot ONOKHTENEH
OTpHLATENHATA KOHTPOJA
OrpuuarenHa <3 mm Ortpuuatened
KoHTpona < 3 mm

B cnyvaii Ha aepmorpadpu3sM, LATOTO H3AMTBAHE, BINIOUHTENHO OTPULIATENTHATA KOHTPOA, CE CYHTa
3a NOJIOKUTENHO. Pe3ynTaTdTe He MOraT Aa GbJaT MHTEPNpPETHPAHU.

B ciyuait Ha HaMaIeHa KOXKHA 4y BCTBUTENHOCT, LANOTO H3NHTBAHE CE CHNTa 33 OTPHUATENHO.
Pesyntarute He Moratr na ObaaT HHTEPIPETUPAHH.

[NosiBaTa Ha paHHO H TIPEXOAHO 3a4epBABaHe TpAGBa 1a ce npeHebperne.

MNMaurenTsbT TpaGBa Aa ocTaHe noj ekapcko HabnloAeHe B MPOABIDKEHHE Ha Hali-Manko 30 MUHYTH
Cliel KOXKHHS JIPHK TECT.

43 IporuBonokalanus

CBpbX4YBCTBHTENHOCT KbM HAKOE OT NOMOILHHTE BeliecTBa, W3OpoeHH B Touka 6.1,




4.4 Cneguannu npexynpexaeHUs H NpeanasHA MEePKH Py ynoTpeda

Twi KaTO € BB3MOXKHO I3 HACTBLNAT CUCTEMHH ANEPrHYHE peakliHH (KOHTO MOTAaT na 6saaT
KUBOTO3ACTPALIABALIH, KOraTO Ca TEXKH), KOXHHAT NPHK TecT TpadBa fa ce H3BbPLUBA H
MHTEPNpPETHPa B IPHCHCTBHETO Ha HITH OT JIEKap ¢ OMMT B IPUAATEHETO HA KOMXEH NPHK TECT H TIpH
YCHOBHA, NO3BONABALM IPHIArAHETO HA CMEUTHH TEPaNEeRTHUHU MEPKH (BKITIOUATENHO enHHedpHH).
[Mpu Bb3HUKBANE HA CUMITOMMU ClE] MPUNAraHe HA KOXHHSA NPUK TECT, HANp. CHieH Chpbex Ha
INIAHKTE Ha PHIETE U CThIIAfiaTa Ha KPaKaTa, YPTHKapHi, €M Ha YCTHaTa KyXuHa, aprureancn
enem, BoZELL IO 3aTPYAHEHO NperibiliaHe, 3aTPYIHEHO JHILIAHE UK [IPOMAHA HA IJ1aca, raJcHe,
nospbluake, TpA6Ba He3abaBHO Ja ce KOHCYNTHPA NEKAp A Aa Ce IPEKPATH NEUEHHETO.

KOKHHMAT NPHK TECT HE € MPEINOYHTAHUAT JHATHOCTHYEH NMOAXO0. NPH NALMEHTH, KOUTO NPHEMAT
NEKapcTBa, KOMTO MOTAT Ja NOBNHAAT HEraTHBHO epKacHoCTTa Ha ennHedprHa (bera-Gnokep,
TPHUMKITHYHH aHTHACTIPECAHTH H HHXHENTOPH Ha MoHOaMUHookcHAa3a (MAOI), Bx. Touka 4.5).

pu NoBHIUEHA TEMNEPATYPa WM CKOPOINEH ACTMATHYEH NMPHCTHI, NOTEEPAEH KITHHUMHO W/WIH upes
H3MEpBaHe Ha MaKCHMAaNHUA eKCTIHPATOpeH Ae0HT, He Tpa6Ba Aa ce H3BbPUIBA KOXeH NMPHK TecT
NpeAd HACTLIIBAHETO HA NoAOOPeHHE H Clle] NPELIeHKa Ha JIeKap ¢ ONUT B NMPUIAraHeTo Ha KOXEH
MpHK TecT.

KoxHuTe npuk TectoBe TpaGBa Aa ce H3BbPLUBAT [IPK 3MPABH NMALHEHTH.

KoxHuTe MpHK TecTOBE He TPAORA Ia c¢ M3BLPIUBAT MO BpeMe Ha ocTpa da3a Ha anepruuHo
3abonaBane.

Koxnure npuk TectoBe Tpa6GBa Na ce M3BLPLUBAT BLPXY 3Apaka koxka. [1peau u3BbpllBaHeTO Ha
KOXHHM NPHK TECTOBE ¢ HEOOX0ANMO BHHMATENRO OLEHABAHE HA ChINECTRYBAIIH KOMHH Ne3UH
(YPTHKH, aTOMHYEH AEPMATHT, €K3e€Ma, TICOPHA3KC) WIIH AepMorpadu3bM, KOMTO MOraT Ja nonpeyar
Ha HAZEXIHOCTTA HA TECTa HAH Aa 06OCTpAT npejltecTalua AepMaTosa.

IpH oTcTpaHeHH akcHnapHU THMGHH BbINH € 33 MPeJnOYHTaHe KOXKHHTE NPHK TECTORE Ja ce
H3BBPLIAT HA NPOTHBOMOJMKHATA MPEeAMHIIHALA.

4.5 BiaumojeiicTBHe ¢ APYIH JEKAPCTBEHA NPOAYKTH K APYrH GOpMH Ha B3aumoaeiicTBHe

JlexapcTBaTa MOTAT [a TOTHCHAT KOXHUTE TECTOBE, 32TOBA € Heo0DX0AHMO BHHArH J1a Ce PasImuTaT
NauHeHTHTE 3a JIEKAPCTBATA, KOMTO Ca NPHEMANH B peAxXoAHiTe AHM {BK. Tabnuuara no-aomny). Tosa
BaxH oco0eHOo 3a nepopanHuTe H1-aHTHXHCTAMHHE, HO M 34 APYTH JIEKapcTBa, KOUTO HE ca
3aIBIKHTETHO H3NON3BAHH 34 TEYeHHUE Ha AlePrHYHH 3a00NABAHMA, HANP. AHKCHONUTHLH.
JToKaNHHUTE KOXHH KOPTHKOHMAH MOTAT A2 MPOMEHAT KOXATa PEaKTHBHOCT.,

Huxubumopen eexm Ha PA3IUUHI TEHEHUS EBPXY KONCHUA NPUK mecm

Jeuenne Crenen NponsxkuaTeanoeT | Kiinanuna
IHAYHMOLT

INepopanen

H1-aHTuxuctamuH ++ 2-7 AHH Jla
HuTpanasanen

H1-aHTHXHCTAMUH He

H2-aHTUXHCTaMKH 0 1o+ He
HMunpamunu ++++ Jo 21 nHK Ja
(DeHOTHASHHH + go ++ Jlo 10 mau Jla
Kopthkocrepouan

CHcTeMHH — KPaTKOCPOYHH 0 He

CHCTEMHH — ABJITOCPOYHH BuamoxkHa He

Huxanauronnu 0 He

JloKagHU KOXHU + o ++ 0 7 AHH Ja
JlonaMun + He
KioHuauH + He
MoHTteaykact 0 He




Crneunduida WMyHOTEpPanuy 0 oo ++ He
CuctemHuo neuenue ¢ UV cpeTniHa, B +++ Jlo 4 ceamuun Jla
3aBHCHMOCT OT H3TOUHHKA HA CBETIIMHA,
Hal-uHTeH3HeHO ¢ PUVA

Beta-6nokepute r3aumMoneiicTear ¢ enuuedprHa ¥ NPUNOKEHHETO HM, CREAOBATENHO, NMPEIOTBPATABA
NEYEeHHETO HA eBEHTYANHU aHadUNaKTH4HY peakuni. Tosu puck TpabBa Aa ce BieMe NpeaBH] Npeay
M3EbPLIBAHE HA KOXEH NPUK TeCT (BK. ToNKa 4.4).

Mlpu Texkku anepruiHH peakuyyi MoXe Ja ¢¢ HaN0oXH NpHNoXKeHre Ha enuHedpHH. PHCKBT OT
HexxenaHu eekTH Ha enuHedpUHA MOXKe [a Ce ITOBHLUM MPH NaUHEHTH Ha JeUeHHE ¢ TPULIUKIHYHH
aHTHIENPECAHTH WIH ¢ MEXMOUTOPH Ha MOHoaMiHOOKcHAa3a (MAOI), ¢ Be3moxkHl daTanHu
nocneacTeya. To3u puck TpaGBa na ce B3eMe NpeiBi Npeay M3BbpLIBaHE Ha KOXEH NPHK TecT (BXK.
TouKa 4.4).

4.6 epruauTer, (peMEHHOCT H KhbpMEHe

bpeMeHHOCT
Jiunceat kNHHUYHH AaHHH 3a yrioTpebara Ha AJIHMOCTAJI TIPHK npu 6pemernu xkenu. Jlunceat

chOOLIEHAS 3a HeXeTaHH ChOMTHA OT KIMHUYHMA otHT 3a ynoTpeGara Ha ATTMOCTAIJI ITPHK npan
GpemMeHHH HeHu.

He npoBexknaHu Npoy4BaHUA TIPH MUBOTHH OTHOCHO PENPOAYKTHBHOCTTA H PA3BHTHETO C
ANTHOCTAN ITPHK.

KoxHuTe npuk TecToBe ¢ aepoallepreHy He ce Npenopbysar Mo BpeMe Ha 6PEMEHHOCT, Thil KaTo
MOraT 12 H310KaT OpeMeHHUTE XeHH Ha PHCK OT CHCTEMHA anepruyHa peakius.

KhpmMene
He e uzsecrio nanu AJIMOCTAJ TPHK ce ekckpetupa B KbpMaTa.

He ca npoeexpasy npoyysaHus Npu KABOTHH 3a U3cnenBare Ha exckpenusta Ha AJTHOCTAJL
[TPHK 8 kbppmara.

depTHaHTET !
He ca nposexnaanu npoyusanua Ha deprunuteta ¢ AJJMOCTAJ ITPUK. Brnpeku ToBa,

XMCTOMATONOHYHOTO H3CIERBAHE HA MBXKKH H XKEHCKH PenpOAYKTHBHH OPraHH NpH Npoy4BaHe 3a
TOKCHYHOCT NPH MHOTOKPATHO [IPIIIAraHe ¢ eKCTPAKT OT KbpAek, Chabpkail ce B ATIMOCTAJL
MNPHK, He ycTaHOBABA HeONArONpPUATHH HAXOAKY.

4.7 EdexTit BLPYXY ¢nocobHocTTa 38 wiopHpane H paboTa ¢ MALIHHH
AJIMOCTAJ TTPUK #e nosnHaABa crocoGHOCTTA 3a WodupaHe H paboTa ¢ MallIHHY,
4.8 HexenaHu TeKAPCTBEHH PEaKIIHA

Ilo Bpeme Ha puarrocTHuHoTO ManuTBade ¢ AJIMOCTAIT MPHUK, nauueHTUTe Ca8 M3NIOMKEHA HA
anepreHy, KOWTO MOraT Aa NPEAU3BHKAT JOKATHH H/HNH CHCTEMHH aNePTHYHH CHMIITOMM,

Hma cpobuierns 3a anepryyHy peakuly, BRIIOYHTENHO aHaQiIaKTHHHE peakuuy (Hamp. oCcTpo
Hauaso Ha 3abonaBaHe CBbC 3acAraHe Ha KOXKaTa, IMFaBHLMTE WIH H JBETE, BIOLIABAHE HA HHILAHETO,
YOOPHTH CTOMAIIHO-YPEBHH CHMIITOMY HITH MOHIKEHO KPhBHO HalAraHe /WM CBbP3aHH
cumnTomy). Uudopmupaiite naLuMeHTHTE 33 CRbP3AHUTE NPH3HALM H CHMNTOMM M ' Hakapa#Te aa
noTbpeAT He3abaBHa MEAHLMHCKA NOMOLI, K A NIPEYCTAHOBAT JIEUEHHETO, aK0 HACTHIAT TaKUBa.
Hanutsanero ¢ AJTMOCTAIJ [TPUK Modxe Aa ce Bh306GHOBH CAMO 10 CBBET Ha JICKaps.

TToHOCMMOCTTA Ha NalMEHTa MOXKE A3 BapHpa BLB BpPEMETO, B 3aBUCHMOCT OT CBCTOAHHETC HA
nanvenTa H OKOIHAaTa Cpela.




l'lomeCTeHaTa no-10Jy Taﬁnnua Ha HeXKEeNaHn nexapC'rBeHu peakLHH ce Ga:mpa Ha JaHHH OT
CMIOHTaHHHTE CHOOLIEHNA B KIIMHHYHM NPOYUBaHUA, KaTO PeakLUMHTE ca ChC CIIE/IHATA YEeCTOTA:
HeuectH (= 1/1 000 o <1/100).

CucTeMo-OpraHeH Kaac YecToTa HexelaHH JeKAPCTBEHH PEAKIMA

Hapyluenus Ha KoXarTa H MORKOXHATA ThKaH Heuectn Mpypuryc

OcBeH TORa, NPH NOCTMAPKETHHIOBUA OTTMT UMA CTIORTAHHH CHOOLIEHHMA 32 CIENHUTE HEXKENaHH
PeaKLNK ¢ HeH3BEeCTHA YEecTOTa:

- TIOK&THH peakiuu: 6onKa, eneM, epyreM, ypTHKapHa

- CHCTEMHH afeprHuHi peaklvu: aHADHIAKTHYHA PEaKIIHA.

MpodunsT Ha Ge3oMacHOCT B MEAHATPHYHATA MONYIALMA € CXOAEH ¢ TO3N NPH Bb3PacTHH.

CrofumaBane Ha NOAO3IHPAHH HEXETAHH PeaKIHH

CroluiaBaHeTo Ha NOAO3HPaHHN HexelaHH peakuMH clel paspetuaBaHe 3a ynorpeba Ha leKapcTBeHHA
nponykT € paxHO. ToBa NO3BONABA Aa NPOXLIKH HAGMIOAEHHETO Ha CHOTHOLICHHETO NOJ3A/PHCK 3a
NeKapcTBeHHs NPOAYKT. OT MEAHIMHCKHUTE CNIENUANHCTH € WIHCKRA Aa cboflaBaT BCAKa
nojo3MpaHa HexenaHa peakuus vpes:

H3anenHUTENHA areHUHA M0 JeKapcTaarta

yn. ,Jamsan ['pyes” Ne §

1303 Coun

Ten.: +35 928903417

yebealiT: www.bda.bg

4.9 Ilpenosupane

Henpunoxumo.

5. ®APMAKOJIOrHYHH CBOMCTBA

5.1 ®dapMarkoAMHaAMHYHH CBOMHCTBA

<PapmakoTepaneBTHYHA FPYyNa: TECTOBE 3a aNepridHy 3abonasanng, ATC koa: V04 CL
Mexaunaem Ha AeficTBHe H HapMaKONOrHYHU edeKTH:

[TonoXHTETHHAT pe3yNTaT OT TECTa NOKa3Ba HAMUYMETO HA AHTUTEN, CrieUUdHUHY 33 aNepreHa, KbM
kofiTo e cercHOMNH3UpaH DAUUEeHTa,

JlokanHara peaxuus, CBLP3aHa C OTOK, EpHTEM U chpbesx (Tpuana Ha Lewis) € pe3yATaTsT OT in sifu
oceo00oKIABAHETO Ha MeINATOPUTE Ha anepruyHaTa peakiuus, KaTo xucramus, PAF-acether
(TpomGoumT-aktusupam ¢akrop), ECFA (eosunodun-xemotakcuueH (haxtop Ha abadmnakcHaTa),
LUHTOKHHH, OTK/IIOYEHH OT PEaKLMATA AHTHIEH-aHTHTANO,

5.2 ®dapMaxkoxkuHeTHYHH CBOHCTBA

He ca npoBexxgann $apMaKOKMHETHYHM NPOYYBAHKS,

53 Hpeakauaniny JanHu 32 6ezonacHocT

HexannnunKTe NaHHH He NOKa3BaT oco0eH PHCK 3a Xopa Ha 0a3aTa Ha KOHBEHLIHOHANHHTE

©hapMaKoJOTMYHH NPOY4BaHHA 33 TOKCHYHOCT MPH MHOTOKPATHO (PHJIAraHe U TEHOTOKCHYHOCT,
NPOBEIEHN C HAKOU OT allepreHHUTE eKCTPaKTH, chabpxally ce 8 AJTUOCTAJ] ITPHUK.




XPOHH‘JHOTO npuaralHe Ha BHCOKH J03H EKCTPAKTH OT MHKPOKBPJICKH HE BOJH A0 IPH3HALH HA
TOKCHYHOCT ¥ NITEX0BE NPYA NOAKOXKHO IMTPHIAOXKCHHE.

[poBeeHH ca TEHOTOKCHYHH NIPOYYBAHUA ¢ ronsaM 6poii excTpakTH, chappxawy ce B AJIMOCTAJL
[TPHUK, koKTO He NOKa3BAT MyTarcHeH WM KIACTOreHeH MOTEHUMAN [IPH in vitro aHAIH3H
(M3n03BAIY KINETKA Ha HeGozaluuiy u Gosalivuum).

6. GAPMAINIEBTHYHH JAHHH

6.1 Caonchk HA NOMOIIHHUTE BEIECTBA

Fnuuepon

Harpues xnopua

Denon

Bopna 3a nHkKeKuHK

MatuTon

Pa3reop 3a oTpHUATENHA KOHTPOA: ITIMLEPOJI, HATPHEB XJIOpHE, ()eHO, BOAA 34 HHKEKUHH.
Pa3TBOp 3a NONOKUTENHA KOHTPOIA: XHCTAMMHOB AUXUAPOXIOPHI, TIHIEPO, HATPUEB XI0pK,
denHon, Boaa 3a HHKEKLIHH.

6.2 HecnBMecTHMOCTH

He ca uzBecTHn.

6.3 Cpox Ha roasoct

3 roouHm
Cnea nepBoTO oTBapaHe: [la ce cpxpaHaBa A0 6 Meceua B xnanunuuk (2°C-8°C)

6.4 Crneunannd yc10BHA HA CLXpaHeHHe

Ja ce coxpanaBa B xnagunHuk (2°C - 8°C) ().

3a ycnoBUATA HA ChXPAHEHUE Cel IbPBOTO OTBAPAHE HA JIEKAPCTBEHHA NPOLYKT BHIKTE TOuKa 6.3,
Ha ce cpxpanaBa Ha MACTO, HEJOCTBIIHO 33 Aela.

6.5 Buan ceabpikaHHe HA ONN3KOBKATA

MaKoH OT CTEKJIO THN |, ¢ NIacTMAcOBA 3aBUHTBALLA C€ KanayKa ¥ KankoMep-aliHKaTop o7
xJ10po0yTHIOBA IyMa.

DnakoHH ¢ ANepreHHy ekcTpakTH oT 3 ml + 1 dakoH ¢ pa3TROpP 32 NONOKHTENHA KOHTPONA

or 3 ml + 1 dnakoH ¢ pasTBOp 32 OTpUIIaTEIHA KOHTpOsIa oT 3 ml.

6.6 CnenHanHH OPeINA3HU MEPKH NPH UIXBBLPISHe H paboTa

Buxre Touka 4.2 “JI03MpOBKE M HAYMH HA [IPHIMKEHHE™.

3a npoRexIaHETO HA TECTA CE M3MNON3BA NATMAPHATA/BbTPELlIHA IOBbPXHOCT Ha MPeAMHILIHHLATA.
INauueHTsT TpAGBA Aa NOCTABH OTITYCHATATA CH PLKA BbPXY Macara.

Henznon3paHuaT npoayKT HAM OTNAABLYMHHTE MATEPHANH OT Hero TpAGBA Na ce HIXBLPIAT B
CBLOTBETCTBHE ¢ MECTHUTE MU3HCKBAHHA,




7.  NMPHTEXKATEJ HA PA3PEILNEHHETO 3A YIIOTPEBA

STALLERGENES

6 rue Alexis de Tocqueville

92160 ANTONY

Opanuua

8. HOMEP(A) HA PASPEIIEHHETO 3A YIOTPEBA

20050236

9. JATA HA IILPBO PAPEITABAHE/MOJHOBIABAHE HA PAPEINIEHHETO 3A
YIIOTPEBA

Jara Ha nbpeo paspewrasane; 25 anpua 2005 T.

Jara Ha nocneano nogHossease: 30 toHu 2011 .

10. JATA HA AKTYAJIMIUFPAHE HA TEKCTA




IPHJIOXKEHHE

AJlepreHn 0T MEKPOKbJIEXKEA

CaMoCTOATEIHE NPOAYKTH

Excrpakrs B 100 IR/ml
Dermatophagoides pteronyssinus /D.

pleronyssinus
Dermatophagoides farinae/D. farinae




