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1. HWME HA JEKAPCTBEHHUSA NMPOIYKT OOPBHUE M .|

AJIMOCTAIJI TTIPHK, anepreHeH eKcTpakT OT MUKPOKBLPJIEXKH, pa3TBOP 3a KOXKHO M3MUTBAHE upes
yboxnaHe
ALYOSTAL PRICK, allergen extract from mites, solution for skin-prick test

2. KAYECTBEH H KOJIMYECTBEH CbCTAB

AJIMOCTAIJITTIPHK e pazTBOp Ha eKCTpakT OT anepreH, o6paboTeH ¢ riauuepor.
Enun ¢nakon (3 ml) ¢ pasrBop chabpka:

Exnuuyen crannaptusupan aneprenen ekcrpakt— 100 [R/ml.

PEFHCTpHpaHI/IﬂT B erapuﬂ CIMUCBK Ha alICPreHu € MPEACTABEH B MPUITOKEHHUETO.

CunaTa Ha JelfcTBHe Ha BELIECTBOTO ce U3pa3ssa B IR 3a cTaHnapTH3MpaHH anepreHu.

e [R (Huoexc na peaxmusrnocm): Excmpaxmvm om anepeenu uma mumuvp 100 IR/ml, kozamo npu
Kkooicen npux mecm (npoba ¢ yboocoane) cve Stallerpoint® evpxy 30 censumusupanu kom anepeena
Nuya, NPUNUHABA NANYNA cbe cpedHozeomempuyen Juamemvp 7 mm. Koocnama peakmusnocm na
me3u 1uya ce 0eMOHCMPUPA €OHOBPEMEHHO YPe3 RONONCUMeNeH Om2o6op Ha npux mecm ¢ 9%
pasmsop Ha kodeunoe gocgham unu ¢ 10 mg/mi xucmamunos ouxudpoxnopud.

AKTHBHOTO BEILIECTBO € EKCTPaKT OT HHO[t)PIJ'[PIBHpaHl/l aJIEPreHn OT MHKPOKBPJIEKH C nobaBka Ha
MaHHTOII.

3a M'bJIHKSA CITUCHK HA MOMOLIHUTE BEIIECTBA, BUXKTEC TOYKaA 6.1.

3. JIEKAPCTBEHA ®OPMA

Pa3TBop 3a koxkeH Mpuk TecT (npoda ¢ yboxaaHe)

4. KJIWHUYHU JAHHH

4.1 TepaneBTHYHH NOKA3AHHA

To3u nexapcTBeH NpOAYKT e [peHa3Ha4Y€eH caMo 3a AMarHOCTHYHHM LIEJH.

CBpPBEXUYBCTBHTENHOCT KbM W3MHTBAHUTE allepreHy e Hallile, KOraTo MpH KoXeH MpHK TecT (mpoba ¢
ybosknane) ce auarHocTHUMpa THI | cepexdyBcTBHTENHOCT (IgE-3aBHCHMA MposBa, criopel
knacu¢pukanuata Ha Gell 1 Coombs).

4.2 lo3HpoBKa H HAYHH Ha NMPHJIOKEHHe

YcioBHSA 3a vno*rpeﬁa_u OTHHTAHE HA PE3IVJITATHTE

To3un pa3TBoOp ce ynm‘peGHBa C MEANUHWHCKH HHCTPYMCHT, OCBLIECTBABALL ITOBBPXHOCTHO
npo0oxaaHe Ha Koxara.

Hauun na npunoxcenue
Hpunyun:

TexHukaTa Ha KoXkHHUSA NpUK TecT (1poba ¢ yboxkaaHe) ce ChCTON BB BKapBaHETO Ha H3MHTB
BELECTBO B FOPHHA CJIOH Ha KOXKaTa ¢ MOAXOAALl MEAHLIMHCKHA HHCTPYMEHT (JTaHLETKa, Ha




Stallerpoint®) npes kanka Ha anepreHH:s pasTBOP, NOCTABEHA BLPXY KOWATa (0GMKHOBEHO BHPXY
BBTPELIHATA CTPaHa Ha NpeIMHIIHHLIATA).

Hpunoxcenue:

KoxHHuAT npuk TecT TpabBa na ce H3BBPLIBA caMo OT 06yYeH nepcoHa.

3a npeAnoYHTaHe € KOXHUTE MPHK TECTOBE ia C& H3BBPILIBAT BLPXY BLTPEIIHATa CTPaHa Ha

npeamMuHKELara. Kato anrepHaryea, H3NHTBAHETO MOXKE /1A C€ H3BBPIUBA M Ha I'bpba.

- TMouncrere 1 ge3nHbexUMpaiTe KoXKaTa Ha NPEIMHIIHHLATA ¢ NAMy4€H TaMIOH, HAMOEH ¢
CTHIIOB AJTKOXOJt H OCTaBETe Aa H3CHLXHE,

- TTocTaBeTe BBPXY KOXaTa Kallka OT BCEKH alepreHeH eKCTPaKT, Koiito Tpabea fa 6b1e winuTaH,
CTa3Baliky pa3cTOAHHE OT 3 CM MEXIY BCAKA OT KATIKHTE,

- XBaHeTe 3a0CTPCHUS METHUHHCKH HHCTPYMEHT/aHUETKaTa MeX Iy MarneLa | nmokasanena u
IIPOGOI[CTC NMEPMEHAHKYIAPHO Npe3 BCAKA Kamka, H3B’prﬂBaﬁKH JIEKO BEPTEJIHBO ABHXKEHHE
(M3r10/13B2iiTE €AMH 320CTPEH Kpail Ha MHCTPYMEHTA 33 BCEKH OT/eNieH alepreHeH eKCTPaKT).
H3nonzsaiiTe HoBa CTEpUNHA €AHOKPATHa NTaHIETKA 3a BCEKHM Pa3TBOp.

- U3bbpiueTe KanKkuTe Che candeTka, KaTo H3GArBaTe CMECBAHETO HA PA3TBOPUTE NpH
3abLpceaneTo.

- HoGpe € 1a Mapkupate ¢ poliep Bi/la Ha M3NHTBAHWA AllepreHeH eKCTPaKT.

- OTpHUATETHOTO KOHTPONKO M3NMUTBAHE (Pa3pelIMTEN), KAKTO H MOMOXUTENHOTO KOHTPOIHO
W3MHTBaHe (PasTBOP Ha XUCTAMMHOB AMXHIPOXIOPUI) Ce NPOBeXKAA TPH €IHH U ChUIH YCIOBHA,
3a Jla ce NpoBepH peakKTHBHOCTTA Ha KOkaTa (OTCHCTBHE Ha AepMorpadu3bM H cnocobHOCT 3a
pearupaHe Ha XHCTAMHUHOBUA JTUXHAPOXIOPHI).

3a TOYHO MHTEPNpPETHPAHE HA PE3YNTATHTE OT KOMHHA NPHK TECT Ce MPENopbLYBa JBYKPaTHO

H3BBPIIBAHS HA H3MTHTBAHETO.

Omuumane na pesyimamime

OGHKHOBE HO KOXHATA peakius ¢ NofBABa 20 MHHYTH CIell IPOBEXIAHETO Ha H3MUTBAHHATA; TIPH
NOMOXUTENHA PeakKUHs Ce NOABABA MaMy.1a Che Wik 6e3 3auepBaBaHe (epHTeM).

Ortyetere pe3ynTaTHTE U OYepTaiiTe rpaHALUATE (Ha MaNyaTa, epuTeMa).

IpenoprYpa ce XOMHpPaHETO HA TPAHHIINTE Ha peakUMATA BLPXY NIETUTHBA JIEHTa, 3a 113 Ce BKITIOYAT B
JOKNIa]a 32 NauHeHTa.

Humepnpemupare na peiyimamume
OueH}lBﬂHeTO Ha CBPBXYYBCTBUTEITHOCTTA C€ U3BBPIIBA UpPe3 CPpaBHIBAHE Ha namnyjara H €epHTEMA,
MPUYUHEHU OT UIMMHTBAHUA aNlepreH, ¢ Te3H, HabMmoTaBaHH [TPH KOHTPONHATE HITIHTRAHMA.

JvaMeTnp Ha anynara
Pesyntati
KOHTpONHH H3MHTBaHKS Aneprenu
>
Bamugamms Ha HOHOKH:E:;IHEI ; 3 mm nin o
RO —— KOHTpOJa > 3 mm ako € ¢ 3 mm Mo-rojasam ot ONOXHTENEH
OTPHIIATENNHATA KOHTpONA
Orpuuarenqa <3 mm Ortpuuarened
KoHTpona £ 3 mm

B ciywait na nepmorpadusbM, UANOTO MANUTRAHE, BKIFOYHTENHO OTPULIATENHATA KOHTPONA, CE CYHTA
33 IONOXKUTENHO. PesynTaTuTe He MoraT fa 6BJaT HHTepHIpeTHpaHH.

B cryyaii Ha HaManeHa kOXHa TyBCTBHTENHOCT, 114/10TO H3NUTBAHE Ce CYHTA 38 OTPHLIATENHO.
PesynraTHTe He Morat Ja 6B1aT HHTEPTPETHPAHH.

[TosBaTa Ha paHHO ¥ NpeXoZHO 3aYepBiBaHe TpAGBa fa ce npenebperue.

TTauneHTHT TpAGBa fia OCTaHe NOA Nekapcko HabMoAeHNe B NPOALIKEHKe Ha HalA-Manko 30 MUHYTH
CJIesl KOXKHHA TPUK TECT.

4.3 TITpoTtusBonmoka3zaHH™

CBpBXUYBCTBHTENHOCT KbM HAKOE OT NOMOLUHHTE BElleCTBa, H3BpoeHH B Touka 6.1.
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4.4 CneuMaaHH npelynpexJeHHA H NPeANa3IHA MEPKH NPH YIIOTpeda

Tolt KaTo e BHIMOXKHO 2 HACTLIAT CHCTEMHM aNePTHYIHN peakUHH (KOHTO MOraT Ja Obaat
3HBOTO3aCTpaLIABAIIH, KOrAaTO Ca TEXKH), KOKHHAT TIPHK TecT TpAOBA [a ce U3BLPIIBA U
WHTEpIpeTHpPa B NPHCHCTBUETO Ha WK OT JIEKap ¢ OITUT B MIPHITAraHeTo Ha KOXEH TPHK TeCT U NpU
YCIOEMA, TIO3BOJISBALIM TPUITAraHETO HA CIIELIHH TEPAaNeBTHYHI MEpPKH (BKITIOYUTETHO eNHHE(DPHH).
TTpH BB3HHKBAHE HA CHMIITOMM Cli¢]] IpUNTaraHe Ha KOXHHUA NPUK TECT, HATIp. CHIeH chpGex Ha
JUTAHHTE Ha PBUETE H CThITaNaTa Ha KpakaTa, YPTHKADHS, eleM Ha YCTHATa KyXHHa, apHHreaneH
elIeM, BOZIEIN IO 3aTPYAHEHO TIPErNbINaHE, 3aTpYIHEHO THITAaHe WITH MPOMSAHA Ha rilaca, TaJieHe,
TIOBphiIaHe, TpAOBA HezabaBHO Ja ce KOHCYIITHpa JieKap W [a ce MPeKpaTH JeYeHHeTO.

KOXHHAT NPHK TECT HE € MPEATIOYUTAHAAT AUATHOCTHYEH TOXXO NIPH MAUUEHTH, KOHTO TIPHEMAT
TIeKapCTBa, KOMTO MOTAT 1a MOBIHAAT HeraTHBHO e MKAaCHOCTTa Ha enHedpuHa (Geta-Onokepn,
TPHUKKTAYAA aHTHIENPECAHTH B HHXHOHTOPH Ha MOHoaMHHOOKcKraa3a (MAOI), Bx. Touka 4.5).

TMpy moBHINEHa TEMMEPATypa WIH CKOPOLOEH aCTMATHYEH NMPHCTBII, NOTBbPAEH KTHHUYHO W/HITH 4pes
HIMepBaHe HAa MaKCHMAITHHA eKCIIMpaTopeH NebHT, He TpAbBa Ja ce HIBBPIIBA KOKCH NPUK TECT
TIpeH HACTBITBAHETO Ha TTOJOOPEHME W clied NpeLieHKa Ha JeKap ¢ ONTHT B IPUNAraHeETO Ha KOXkeH
NpHK TecT.

KoxkHUTe NpHK TecToBe TpiOBa Ja ce H3BBPLIBAT MPH 3ApaBH MaLHeHTH.

KoxHHTe UK TecToBe He TpaOBa Aa ce H3BLPLIBAT N0 BpeMe Ha ocTpa ¢aza Ha anepruyHo
3abonaepane.

KoxHnTe IpHK TecToBe TpaOBa [a ce U3RBPIUBAT BbpPXY 30PaBa kKoka. IIpeau W3BBPIIBAHETO HA
KOJKHH NIPHK TECTOBE € HeoOXOMUMO BHHMATEITHO OlIeHABAHE HA CHIIECTBYBALH KOXKHW JTe3HU
(YPTHKH, aTOTIHYEH NEPMATHUT, €K3eMa, TICOPHA3WC) AITK IepMoTpadH3BM, KOHTO MOCAT J1a NONpeyar
Ha HaJIe)XTHOCTTa Ha TecTa WK Ja oDOCTPAT NpeiiecTBallia AepMaTo3a.

l'lpn OTCTpPaHEeHH aKCHNIApHH J'IHMC])HH BB3JIM € 3a IIPCRNOYHTAHE KOXKHHUTE NIPHK TECTOBE 1A C¢
W3BBPLIAT Ha TIPOTHBONONOKHATA NPeAMHIIHULA.

4.5 BiaaMoneiicTBHe ¢ IPYTH JeKapcTBeHH NPOXYKTH H ApYrH ¢dopMH HA B3auMOZeiicTBRE

JlekapcTeaTa MOTaT Aa NOTHCHAT KOKHUTE TECTOBE, 3aTOBA € HEOOXOIHMO BHHATH JIa CE Pa3lUTaT
NalHEeHTHTE 3a IEKAPCTBATA, KOHTO ca MPHEManu B NpeaxoinuTe auu (Bx. Tabnuuara no-xony). Tosa
BaXH ocobeHo 3a mepopannuTe H1-aHTHXHCTAMHHAH, HO H 3@ APYIH JIEKapCTBa, KOMTO He ca
3a0BJDKUTEITHO H3MO3BAHH 3a NleUeHHe Ha ANepruyHH 3a00NABaHNS, HATIP. AHKCHOIMTHIIH,
JlokanHHTE KOXHH KOPTHKOMM MOTAT J1a TIPOMEHAT KOKATa PeakTHRHOCT.

Huxubumopen epexm na pasiusHu 1e4eHUn 6BPXY KONCHUA NPUK mecm

Jedenue Crenen IIpoabxuTennoer | Knnuuaua
3HAYHMOCT

[Mepopanen

H1-anrtnxncraMun H++ 2-7 guu Ha
WnTpanazanen

Hl-anmuxucramMux He

H2-aHTHXHCTAMHUH 010+ He
HMMunpaMuHu ++H++ Jo 21 aun Ha
DeHOTHA3MHH + no ++ Ho 10 oun Ha
KopTuxoctepounu

CHucTeMHW — KpaTKOCPOIHH 0 He

CHCTEMHH — TBATOCPOYMHH Br3MoxkHa He

HUuxananuoHnu 0 He

JIOKaTHH KOXHH + o ++ Jo 7 auu Ha
JlomamMus + He
Knonnnun ++ He
MoHTemyKacT 0 He




Creundnyna HIMyHOTEpanug 0 po ++ He
CucreMHo nevenie ¢ UV ceetiinHa, B ++ Ho 4 ceamuum Ha
3aBHCHMOCT OT M3TOYHUKA Ha CBETIMHA,
Hali-WHTeH3HBHO ¢ PUVA

Be‘ra—ﬁnoxepme B3aMMoJeiicTBar enHHedgana H NMPHNIOKEHHETO UM, CNECOBATCIHO, MpeIOTBpaTABA
JIEUCHNETO HA €BCHTYATHH aHaguIakTHYHK peakuyH. Tosu puck Tpabra na ce B3eMe MpeIBUA Mpean
H3BBPIIBAHE HA KOKEH NPHK TECT (BX. TOUKaA 4.4).

[lpn TexkH anepridHl peakHH Moke Ja ce HaNoXH NpUNoxeHHe Ha enHHedpuH. PHCKET oT
HexeNaHH ebekTH Ha envHedpHUHA MoxXe JIa ¢& MOBHIIH TIPH NALHEeRTH Ha JledeHHne ¢ TPHUHMKIHUHK
AHTHJIENIPECAHTH WIH ¢ MEXHOHTOPH Ha MOHOaMHRooKcuaasa (MAOI), ¢ Bb3MoxHu daTanHu
nocneacTBus. Tosu puck TpAbBa Ja ce B3eMe NpeABH] IIpeau U3BLPIIBaHE Ha KOXKEH MPUK TECT (BK.
TouKa 4.4).

4.6 DepTHaUTeT, GPEMEHHOCT H KhPMEHE

BpemeHHocT
JITIcBaT KITMHHMYHK JaHHH 33 ynorpebara Ha AJTMOCTAJI TTPUK npu GpeMeHHM eHH. JTuncear

CHOOLICHUA 32 HeXeNaHH ChbOUTHA OT KIIHHMYHMA ONHUT 3a ynorpebata Ha AJJMOCTAJ [TPUK npu
OpeMeHHH XKeHH.

He nposexIanu npoy4BaHns IpH *KABOTHH OTHOCHO PETNPONYKTUBHOCTTA W PA3BHTHETO €
AJIMOCTAJ IPHK.

KoXHHTe MOHK TecTOBe ¢ aepoallepreHH He ce NpenopbYBaT N0 BpeMe Ha OpeMEeHHOCT, THH KaTo
MOTAT Ja H3710XKaT OpeMeHHHUTE )KEHH Ha PUCK OT CHCTEMHA allepriyHa peakuus.

Knpmene
He e n3secto gamu AJTHOCTAJI TIPMK ce exckpeTHpa B KbpMaTa.

He ca npoBexaaHy MpoyuBaHAS MPH KUBOTHH 33 U3cNeBaHe Ha ekckpenuara Ha ATTHMOCTAJL
[TPHUK B kepMaTa.

PepTUAHTET
He ca mposexaanH npoydysanus Ha deptumnteta ¢ AJTTMOCTAJI TTPUK. Bunpekd ToRa,

XHCTOMATONOTHYHOTO H3CNEIBAHE Ha MBAKKH M KEHCKH PeTIpOAYKTUBHM OpTaHu NPH TPOYYBaHe 3a
TOKCHYHOCT NPH MHOTOKPATHO MIPHJATAHE € €KCTPAKT OT Kbpliek, ChAbpxain ce B ATTHOCTATN
TTPUK, He ycTaHOBABA HeDNArONPHATHH HAXOJKH.

4.7 EdexTu BHpXYy criocoGHocTTa 38 modHpaHe 1 paboTa ¢ MAIIHHH
AJIHOCTAJI TIPHK He noennsAea cnocofHOCTTA 3a WodHpate U paboTta ¢ MalllHHH.
4.8 HexenaHH TeKAPCTBEHH PEAKIIHH

TTo mpeMe Ha THarHocTHyHOTO M3muTBaHe ¢ AJIMOCTAJI TTPUK, nanHeHTHTE ¢a HIIOKEHH Ha
anepreHH, KOHTO MOraT Ja NPeAN3BUKAT IOKANHH W/UITH CHCTEMHHM allepruuHi CHMITOMM,

Hma chobienns 3a anepruuyii peakliy, BKITIOYHTENIHO aHa#IaKTHIHM peakiyH (Harp. ocTpo
Hayano Ha 3abonaBaHe Che 3acATaHe Ha KOXKaTa, THraBULMTE WK U ABETE, BNOLUABAHE HA IWILAHETO,
YIIOPHTH CTOMAITHO-YPEBHH CHMITTOMH HIIM MOHMXKEHO KPBBHO HallATaHe W/HUIH CEbp3aHK
cumiToMu). MHdopmupaiiTe nalueHTHTE 32 CBBP3AHUTE TIPH3HALIM U CHMNTOMH M TH HakapaiiTe fa
NOTBPCAT He3abanHa MeIHLMHCKA [TOMOLL U 2 IPEyCTAHOBAT eYeHHeTo, aKO HACTBIAT TakuBa.
Hanureanero ¢ ATMOCTAJI TTPHK Moxe na ce Bp306HOBU caMo 1O CHBET Ha JIeKapA.

TToHOCHMOCTTa Ka NaUWeHTa MOKe Ja BapHpa BbB BpEMETO, B 3aBUCHMOCT OT CBCTOAHHET:
MailHCHTa k OKONTHATa Cpeaa.



ITomecTeHata no-moay Tabnuia Ha HeXXeNaHW NCKapCTBEHH PEAKLMK ce 6asHpa Ha JaHHH OT
CIIOHTAHHHTE ChOOIIEHHA B KIIHHUTHH TIPOYYBAHUA, KAaTO peakiHHUTe ca ChC CNCAHATA YecToTa:
HedecTH (= 1/1 000 go <1/100).

CHeTeMo-opraHeH Kjiac YecToTa Hexenann JexapcTBeHH peakiiun

HapyteHns Ha koxaTta ¥ N0oJKOXKHATA ThKAH Heuectn Tpyputyc

OcBeH TOBa, NPH OCTMAPKETHHTOBHA OIHT HMa CTIOHTAHHH CHOOINEHHSA 3a CIETHUTE HEXeNaHH
peaKLHH ¢ HeU3BECTHA JecToTa:

- NOKANHYU peakunn: Homka, eeM, epHTeM, YPTHKAPHA

- CUCTEMHH ATEPrH4HH PeaKUH: aHadHINaKTHYHA peaKLus.

HPOQDHJ'I'E:T Ha §e30MacHOCT B NeauaTpHYIHAaTA MOMYNauKa € CXOACH ¢ TO3H MPH Bb3PacTHH.

CrobmagaHe Ha O03WPAHH HEXKEJTAHH PEAKIHH

CpobLuaBaHeTo Ha TOKO3MPARM HEXENaHH PeaKIii CIel pa3pellaBane 3a YIOoTpeda Ha JIeKapCTBEeHHS
MponyKT e BaxHO. ToRa No3BONABA 1 MPOILIDKH HAGFOAEHUETO Ha CHOTHOLIEHHETO TION3a/PHCK 32
NeKapcTBeHua NPoAyKT. OT MEAHUMHCKHTE CIIELHANKCTH Ce W3HCKBA A2 ChobIMaBaT BCAKA
NIOJ03UpaHa HexeNlaHa peakUMa Tpes:

HansanuTeNnHa areH1Ma no nekapcTeara

ya. JlaMsu Tpyes” Ne 8

1303 Codus

Ten.: +35 928903417

yebealtT: www.bda.bg

4.9 Ilpenoznpane

Henpunoxnmo.

5. ®APMAKOJOTWYHH CBOHCTBA

5.1 <@apMakoJHHAMHYHH CBOMCTBA

dapmaxoTepaneBTHYHA 'PyNa: TECTOBE 3a aneprudnu 3abonseanng, ATC koa: V04 CL
MexaHH3BM Ha JeficTBHE H HapMaKOTOTHYHH ediekTu:

TTonoXMTENHUAT PE3yNTaT OT TeCTa MOKA3Ba HANHYHETO HA AHTHTENA, CIEUM(HYHY 32 aNepreHa, KbM
KOlTO € CeHCHOHMU3NPaH MaHeHTa.

JlokanHata peakuus, cBbp3aHa ¢ OTOK, €pHTEM H CbpOex (Tpuaja Ha Lewis) e pesynTarsT T in sity
0cBOOONIaBAHETO HA MEAHATOPHTE Ha AJIePrUYHATA peaKLus, kaTo XucTamus, PAF-acether
(TpombGoumT-akTHBUpam daxtop), ECFA (eosuHogun-xeMoTakcuueH GakTop Ha aHadHIaKCHATA),
LUTOKUHH, OTKIIIOYEHH OT PEaKL{ATa aHTUTeH-aHTHTAIIO.

5.2 dapMaKkoKHHETHYHH CBOICTBA

He ca npoBexzany $papMakoKHHETHYHH NPOYYBaHUA.

5.3 IlpenknuHHYHK ZIAHHH 33 Ge30MMACHOCT

HexnuanyHuTe 1aHHM He MokasBat oco0eH PUCK 33 X0pa Ha 6azaTa Ha KOHBEHUHOHANHUT)
¢apMaKonoruyHA Npoy4BaHN 3a TOKCHYHOCT IIPH MHOTOKPATHO NPHUIIAraHe ¥ reHOTOK
MIPOBEJCHH € HAKOU OT AJIePTeHHHTE eKCTPaKTH, ChAbpaalny ce B AJTMOCTAJ [TPH



XpOHH'-IHOTO [IpHJIaraHe Ha BUCOKH NO3H EKCTPAKTH 0T MHKPOKBPIIEXKH HE BOIH 10 IIpH3HANH Ha
TOKCHYHOCT Y NMABXOBC NIPH MOAKOXKHO MIPHIIOXKEHHE.

TIpoBeneHH ca reHOTOKCHIHH MPOYYBAHYSA C TONAM GPOH eKCTpakTH, chabpkaun ce B AJTMOCTAJ
TTPUK, koWTO He moka3BaT MyTareHeH WITH KITACTOreHeH IIOTEHLMAT TIPH i1 Vifro aHaIM3H
(u3non3saly kneTkM Ha HeGo3aluuUK U Go3alHuLIN).

6. GAPMAIEBTHYHH JAHHHA

6.1 CroHceK Ha NOMOUIHHTE BelllecTBA

I'mauepon

Harpuee xnopun

DeHon

Boza 3a HHXeKIHH

Manuton

Pa3tBop 3a oTpHUAaTENHA KOHTPOIA: NTMIEPOI, HATPUER XIIOPH/I, (eHON, BOAA 32 HHKEKLHH.
Pa3TBOp 32 MONOXHTENHA KOHTPONA: XHCTAMMHOB AWXHAPOXJIOPHA, FIHLEPON, HATPHEB XJIOPUL,
deHoN, BOAA 33 HHIKEKLIMH.

6.2 HecubBMecTHMOCTH

He ca u3secTHH.

6.3 Cpox Ha rogHocT

3 roguHHU
Cnen mbpBoTo oTBapAHe: Jla ce chbXpaHsBa 40 6 Mecela B XIauHuK (2°C—8°C)

6.4 CnenHaJHH YCIOBHS Ha ChXpAHEHHE

Jla ce cbxpaHsBa B xnamunuuk (2°C - 8°C) ().

3a ycnoBuATa Ha ChbXpaHEHHE CNEl MbPBOTO OTBAPAHE HA NEKAPCTBEHUA NIPOAYKT BHXKTE TOUKa 6.3.
Jla ce cpXpaHsBa Ha MACTO, HEIOCTBIHO 34 JElla.

6.5 Buawu chALPXKaHHE HA ONIAKOBKATA

DnakoH OT CTBKNO THN 1, ¢ MNacTMacoBa 3aBUHTBAINA Ce KaNadka U KankoMep-ariuKaTop oT
xnopofyTHnoBa ryma.

(DrakoHH ¢ anepreHny ekcTpakTd oT 3 ml + 1 guakoH ¢ pa3TBOP 32 NONOKMTEIHA KOHTPONA

ot 3 ml + 1 ¢nakoH ¢ pa3TBOp 3a OTPHUATENHA KOHTpOna oT 3 ml.

6.6 Crienua/IHM NMpeanNa3HH MePKH NPH H3XBLpIsAHe U paGoTa

Bmxre Toyka 4.2 “J/Io3HpoBKa ¥ HaYHH Ha IPHITOKEHUE”,

3a TMIPOBEHAAHETO HA TeCTa C€ H3MTON3Ba l'[a.TIMapHaTa/B'prelIJHa NOBEPXHOCT Ha NIPCAMULIIHHLIATA.
[ManueHTHsT Tpﬂsﬂa Aa ITOCTaBH OTITyCHATaTa CH pbKad BbpXY Macara.

HeusnonisanuaT NPOIYKT UM OTIIAOBYMHHUTE MATEPHAITH OT HEro Tpsﬁsa Ja C€ HIXBLPIAT B
CBOTBETCTBHE C MECTHUTE H3UCKBARHUA.




7. IIPUTEXKATEJ HA PA3PEIHEHUETO 3A YIIOTPEBA

STALLERGENES

6 rue Alexis de Tocqueville

92160 ANTONY

DpaHumsa

8. HOMEP(A) HA PAZPEIIEHUETO 3A YIIOTPEEBA

20050236

9. JATA HA ITBPBO PA3ZPEIHABAHE/TIOHOBABAHE HA PASPELIEHHETO 3A
YIIOTPEBRA

Jata Ha nbpBO pa3pemasane: 25 anpun 2005 r.

HJara na nocneaHo nogHoeAasaHe: 30 woHH 2011 1.

10. JATA HA AKTYAJTHIUPAHE HA TEKCTA




HPHJIOXKEHHE

AJlepreHH 0T MUKPOKbPJIEXKH

CaMoCTOATeTHH NPOAYKTH

Excrpakrtn B 100 IR/ml
Dermatophagoides pteronyssinus /D.

pleronyssinus
Dermatophagoides farinae/D. farinae
Biomia




