KPATKA XAPAKTEPHCTHKA HA IIPOAYKTA

1. HME HA JIEKAPCTBEHUA ITPOXYKT

AJIHOCTAJI ITPUK, anepresieH eKCTPakT OT MHKPOKBPJIICHKH, Pa3TBOP 38 KOXKHO M3NMMTBAHE Ypes

yboxmane
ALYOSTAL PRICK, allergen extract from mites, solution for skin-prick test

2. KAYECTBEH U KOJMYECTBEH CHCTAB

AJIMOCTAJI [TPHK e pasTBOp Ha €KCTPAKT OT aJiepreH WK Ha MHKCTYpa OT aJIEPreHHH eKCTPAKTH,
06paboTeH ¢ rIMLEepon.

Ennn ¢aaxos (3 ml) ¢ pastBop cbabpxa:

EnuHudeH cTaHAapTH3UPaH AlepreHeH eKCTPaKT WM MHKCTYPa OT CTRHAAPTH3UPAHU aICPreHHH
excrpakTd — 100 IR/ml.

EnuaucieH HecTaHAAPTH3UPaH ajlepreHeH EKCTPaKT HITH MHKCTYPA OT HECTAHAAPTH3HPaHH aJipreHHH
excTpakTH — 100 IC/ml mau 1 000 IC/ml.

PerucrpupanusT B benrapss cnucek Ha aJiepreHH € MpeCTaBeH B MPHJIOKEHHETO.

Cunara Ha NelicTBME Ha BeLECTBOTO ¢¢ H3passBa B IR 3a cranpapTHsupanu aneprens wim B IC 3a
HECTaHAAPTUIMPAHY anepredn.

¢ IR (Hnoexc na peaxmuasrnocm): Excmpaxmem om anepzernu uma mumovp 100 IR/mi, xoeamo npu
xodcen npux mecm (npoba c yéoocoane) covce Stallerpoint® evpxy 30 censumusupanu xom anepzena
| uYya, RPpUNUHAGA nAaNyna cvC CpedrozeomempuyeH ouamemnp 7 mm. Kodchama peaxmusrocm Ha
Mme3u AuYa ce OeMORCIMPUDPA OHOBPEMENHO UPE3 RONOICUMENEH 02080 Ha npuk mecm ¢ 9%
pasmeop na kodeunos gocgam unu ¢ 10 mg/mi xucmamunos ouxudpoxaOpuo.

o /C (Hnoexc na xonyenmpayus): Excmpaxmum om anepzenu uma UHOeKc Ha KOHYeHMpayus
100 IC/ml, xozamo nezo6ume npouszsodcmeery RApamMempy 600AmM 00 CbiOMO CHOMHOUEHIE HA
DAaspedicoane, KaKxmo moea Ha CManOaPMUUPARUME eKCMPAKIMY OM CHUAMA PAMUTUR RPY

100 IR/ml, usnonzeanu xamo peghepenmuu excmpaxmu.

Kozamo gpamunuama re cvOvpoica cmanoapmusupan peghepermen excmpaxm, CmoiHocmma
100 IC/mi cvomeemcmsa ua cvomuouienue 1Ha paspexcoane Ha excmpaxma, YCmanoeero om
MEQUYURCKAMA NPAKUKA.

AKTHBHOTO BELIECTBO € €KCTPAKT OT IMOQUIHIHPAHH AIEPTeHH OT MHKPOKBPJIeXH ¢ A00aBKa Ha
MAHUTOJL.

3a MBJTHHA CIIHCHK HA ITOMOLIHHUTE BEIeCTBa, BIKTE TOYKA 6. 1.

NBMBRHITERHA ATEHUES N0 JIEKAPCTBATA
KpamKa xapaKmepucinuKa Ha npogyxma - lpunoxenus 1

ﬁgm Pez. Me ......... -1005‘03\5@’ .......................... |

3. JEKAPCTBEHA ®OPMA

PasrBop 3a koxkeH npHK TecT (Mpoda ¢ yOoxkaaHe) !

llllllllllllllllllllllllllll
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4. K/MHWYHU JAHHHU

Nl e T T

4.1 TepaneBTHYHH HOKAAHAA

To3n mexapcTBeH NPOAYKT € IIPeAHAZHAUSH CaMO 38 NHATHOCTHYHM LICIIH.

xnacugukauuara Ha Gell u Coombs).




4.2 [do3HpOBKA H HAYHH HA NPHJIOKEHHE

Ycnosas 3a ynorpefa n OTIHTAHE HA PEIVATATATE

Tozu paszteop ce ynorpeOspa ¢ MEAMLMHCKH HHCTPYMEHT, OCBIIECTBABALN IOBEPXHOCTHO
npodoxkIaHe Ha KOXKATa.

Havun na npunosceniue

Hpunyun:
TexHukaTa Ha KO¥HHA MUK TecT (11poda ¢ yboxaaHe) ce ChCTOH BEB BKAPBAHETO HA H3NHTBAHOTO

BEIISCTBO B FOPHUA CIOH Ha KOXAaTa ¢ NOAXOAALI MEOHIMHCKHA HHCTPYMEHT (JIAHLIETKA, HAMD.
Stallerpoint®) npes xanka Ha alepreHHHa pasTBOp, NOCTABEHA BHPXY KOXKaTa (OGHKHOBEHO BBPXY
BLTPELIHATA CTPaHA HA NpeAMHLIHHIIATA).

Hpunoowcenue;

KoxHusar npuk tect Tpadea Aa ¢ HEBBPIIEA ¢aMo 0T 00Y4YESH NePCOHA.

3a NpeanoYrdTaHe € KOXKHHUTE [PHK TECTORE Ja ¢¢ W3BBPIIBAT BHpPXY BHTPELIHATA CTPAHA Ha

npeaMuiIHMAAaTa. KaTo anrepHaTHRA, M3NUTBAHETO MOXE Aa C€ H3BBPINBA H Ha repda.

- IouncTere u Ae3sHHpeKIMPaHTEe KOXKATA HA NPSAMHIIIHHLIATA ¢ TAMYYCH TAMIIOH, HATIOEH ¢
€THJIOB AJIKOXOJI H OCTABETE 14 U3CHXHE.

- ITocTaBere BHpXY KOMXATA KallKa OT BCEKH AJIEPreHeH €KCTPaKT, KOHTO Tpadsa fa Oble H3lHTaH,
CNa3Baikyl pa3CTOAHHE OT 3 ¢M MEXKIY BCAKA OT KAIKHTE.

- XBAHETE 330CTPEHNAA METHIHHCKHA HHCTPYMCEHT/NIAHIIETKATA MEXTY NATCHA H OKA3AJIENa U
npoSoAeTe NepreHAMKYNAPHO Mpe3 BCAKA Kalka, W3BbPIIBaHKH IEKO BhPTEIHBO ABHKCHHE
(M3rion3BaiiTe eWH 3a0CTPEH Kpaii HA HHCTPYMEHT4 34 BCEKH OTJIEJICH aJIEPIreHEH €KCTPAKT).
H3nonspaiite HOBa CTEPIUIHA €IHOKPATHA JIAHUETKA 38 BCEKH Pa3TBOP.

- H30bpmere kankute ¢bC canderka, KaTo H30AraaTe CMECBAHETO HA PA3TBOPHTE MPH
3a0BpCBaHETO.

- Hobpe e na Mapkupare ¢ posiep BHAA HA H3IUTBAHUA AJIEPTEHEH EKCTPAKT.

- OTpHLIATETHOTO KOHTPOITHO H3NKUTBAHES (Pa3peanTeN), KAKTO H MOJOKHTENHOTO KOHTPOTHO
M3IMTBaHE {pa3TBOp HA XMCTAMHHOB JHXHAPOXJIOPKA) C€ NPOBEXAA IIPH €HH H CBINM YCIOBHS,
3a [a Ce NMPOBEPH PCaKTHBHOCTTA Ha KOXKaTa (OTChCTBHE Ha AepMOrpa@u3BM H CIIOCOOHOCT 34
pearupaHe Ha XMCTAMUHOBHA JUXHUOPOXIIOPHA).

3a TOYHO MHTEPIIPETHPAHE HA PE3YITATHTE OT KOXKHIA NPHK TECT C& MPEeNOPbhUYBa ABYKPATHO

H3BLPIIBAHE HA H3MHTBAHETO.

Omuumane na peyamamume

OO6HKHOBE HO KOKHATA PeaKUA ce NoABABRA 20 MMHYTH clief IPOBEXKIAHETO Ha W3ITHTBAHUATA; IIPH
NOJIOXKHTETHA peakiiis ce NOABABA NaiTyna ¢hb¢ UK 6e3 3a4cpBABaHe (SpHTEM).

Oryerere pesyaraTure H ouepTaiiTe rpaHULATE (HA [IAITYJ1aTa, EpUTEMA).

IpenopruBa ce KOMMpaHETO HA TPAHULIMTE Ha PEaklHATA BLPXY JICIUIHBA JICHTA, 3a J]a c¢ BKIIIOYAT B
OKJ1a,1a 34 TIalMeHTA. |

Humepnpemupane na pezyamamume
OnEHABAHETO HA CBPBEXYYBCTBHTEIHOCTTA C& H3BBPIIBA YPEe3 CPpaBHABAHE HA NAITy/1aTa ¥ epHTEMA,
MPUYHHEHH OT U3NMMTBAHMA aNepreH, ¢ Te3H, Hab/ronaBaHU NPH KOHTPOITHHTE H3NMTBAHHA.

JnaMeTsp Ha namynara
' Pesynratn
KoHTpOHY U3ITHTBAHHNS Aneprenu
aLiusE OXKHTEC/TH > 3 mm WK
o T o >3 : 33 omaM ot | [onoxuTeneH |
W3IHUTBAHUATA KOHTpO/a ~ 5 mm axKo e ¢ 3 mm no-r ereH
OTpHLATENIHATA KOHTPOJIA I e
KOHTpOJa <3 mm
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B cyudaii Ha nepmorpadussM, LWIOTO HAMMTBAHE, BKIKOUHTEIHO OTPHLATEIHATE KOHTPOJIA, C& CUMTA
33 MONIOKUTENHO. PesyraTure He Morar Aa OBOaT HHTEPIPETHPAHH.

B ciydyaii Ha HamasieHa KOXKHA YYBCTBHTETHOCT, IJIOTO H3IIMTBAHE CE CYHMTA 34 OTPHUATEHO.
Pesynratute He Morart fa 6paaT HHTEpApeTUPaHH.

ITosBara Ha paHHO U NpeXOHO 3a4YepBABaHe TPAOBA Ja ce NpeHeOperHe.

[TaumenTsT TpaOBa Aa OcTate NOA Nekapeko HabmozeHNE B IPOABL/DKEHNE HA HaH-Manko 30 MHHYTH
CJIETT KOXKHHA IIPHK TECT. -

4.3 IIporEBOMOKAIRHHAS
CBpBXYYBCTBHTEIHOCT KbM HAKOS OT MOMOIIHHTE BEIleCTBa, M30poeHH B Touka 6.1.
4.4 CpenEaddn DpenynpexIcHAN H BPEeANA3HH MEPKH NpH ynoTpeba

TBH KaTO € BE3MOKHO Aa HACTHIAT CHCTEMHH AJIEPIHYHH Peakunu (KOUTO Morar Ja Onaar
’KHBOTO3ACTPAIIABALLH, KOTATO CA TEXKKH), KOAHHUAT MPHUK TECT TPAOBA Ja Ce HBBPIUBA H
HWHTEPIpeTHPa B NPHCHCTBHETO HA HAH OT JIEKap ¢ ONMT B NPHIAraHeTo Ha KOXKEH NMPHK TecT H NpH
YCIOBHA, IIO3BOJIMBAIIH IIPUIAraHeTO Ha CIEIIHHA TePANeBTHYHH MEPKH (BKIIOUHTENHO enuHePpHH).
ITpu BB3HHKBaHE HA CHMITTOMH cjIe/l IPUNaraHe Ha KOXHMA NPHK TeCT, HAIp. CHIeH chplex Ha
JUIAHWTE Ha PBLETE K CTHIIANIaTa HA KPaKaTa, YPTHKapHd, €4€M Ha YCTHaTa KYXHHA, GapHHreancH
eieM, BOJEIN A0 3aTPpyAHEHO NPeriTbIIaHe, 3aTPYAHeHO JHLIAHE WIM NPOMAHA Ha Ilaca, rafieHe,
noBpoiiaHe, TpaOBa He3adaBHO A C€ KOHCYNTHPA JIEKap H Aa € NMPEKPaTH JeYeHHETO. |
KOXXHHAT NPUK TECT HE € NPEANIOYMHTAHUAT AHArHOCTHYEH NOAX0/ MpH NALHEHTH, KOHTO MpHEMAaT
JIEKapCTBA, KOMTO MOTAT Aa HOBJIAAAT HETATHBHO e(pMKACHOCTTA Ha enuHedpuHa (Oera-O6nokepH,
TPHIHKIHYHE aHTHACTIPSCAHTH M HHXUOKHTOpH Ha MOHOaMHUHOOKCcHa3a (MAQI), Bx. Touka 4.5).

IIpu nopumeHa TeMnepaTypa WiH CKOPOIIEH aCTMATHYEH IIPUCTHIL, MOTBBPAECH KJIMHHIHO H/HITH Ype3
M3MEepBaHES HAa MAKCHMAJIHHA eKCITHpaTopeH neCHT, He Tpa0Ba fa ce H3BHPILIBA KOXKEH IIPHK TECT
Npeay HACTBIBAHETO HA NOO00peHHe M cliex NpeLeHKa Ha JIeKap ¢ ONUT B IPUIATAaHETO Ha KOXKEH
TIPUK TeCT.

Koxuure npuk rectope TpaGpa a2 c€ H3BLPMIBAT NIPH 3paBH NATHEHTH.

KoxkHHTE IMPHK TeCTOBE He TPAOBA Aa c& H3BBPIIEAT M0 BPEME Ha ocTpa (asa Ha aneprudHo
3abonaBane.

Kosxtmre mpHk TecToBe TpaGra fa ce W3REPMIBAT BEPXY 34paBa Koxa. [Ipenn m3pbpliBaHEeTO Ha
KOXKHA NPHK TECTOBE € HEOOXOMMMO BHHUMATEMHO OLICHABAHE HA CBINCCTBYBAIH KOXKHH JIE3MH
(YPTHMKH, ATONHYEH ACPMATHT, €K3€Ma, IICOPHA3HC) HIIH JepMorpagH3EM, KOHTO MOTAT Aa HOIMpedar
Ha HAASKIHOCTTA Ha TECTa WX A2 0OOCTpAT MpellecTRaINa ASpPMAaTO3a.

ITpu oTcTpanHeHn akcHIapHH JIMM(HH BH3IIH € 33 MPEAIIOYHTaHe KOKHHATE TIPHK TECTOBE A CE
M3BBPIIAT Ha MPOTHBOIIONOKHATA NPEAMHIITHMIIA.

4.5 BzanmogeiicTBEE ¢ APYrd JeKAPCTREeAH HPOAYKTH H Apyra GopMH Ha p3aEMojeilicTBHE

JlekapcTBara MOraT aa NOTHCHAT KOXKHMTE TECTOBE, 3aTOBA € He0OXOMMMO BHHATH [a Ce PAaslIATAaT
MAIMEHTHTE 32 JICKAPCTBaTa, KOUTO Ca NPHeMANH B NPpeAXOAHNTE nuH (BK. TabnuaTa o-gony). Tosa
BaKH oco0eHO 3a nepopananuTe H1-aHTHXHCTAMEHE, HO H 3a APYTH JIEKApCTBA, KOHTO HE ¢a
3aBJDKMTE/HO H3MON3BAHU 34 JIeUeHHE Ha anepritiiHy 3a00NIBaHHA, HAID. @HKCHOTHTHLIH.
JIOKaTHMTE KOXKHH KOPTHKOHIH MOTAT 13 MIPOMEHAT KOXKATa PeakTUBHOCT.

Huxubumopen epexm na pasnunu 1e4eHUR 85PXY KONCHIUA NPUK Mecm

Jleuenne Crenen Ipoab/oKATENHOCT
IlepopaneH

H]-anTHXuCcTaMHH +++ 2-7 nau
HMurpadasanen

H1-a#THXncTaMHH
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H2 -agTHxXHcTaMuH 0 no+ He
Hmimpamunu 4+ Jo 21 mam Ha
DeHOTHAZHHHA + go ++ Jo 10 nHu Ha
Koptukocreponau

CHCTEMHH ~ KPaTKOCPOYHH 0 He

CHCTEMHH — JBITOCPOYHH Br3moxHa He

HaxananpoHHH 0 He

JIOKaJIHH KOXKHH + no ++ Ho 7 namn Ja
Honamun + He
Knonmapn ++ He
MoHntenykact 0 He
CneundyyHa HMYHOTEpaIHs 0 no ++ He
Cuctemno neuenne ¢ UV ceeTiivHa, B +++ o 4 ceaMuu Ha
3ABMCUMOCT OT M3TOYHHKA HA CBET/IHHA,

HaW-HHTEH3HBHO ¢ PUVA

bera-bnokepure B3anMoneiicTRaT ¢ eNMHEDPHUHA U IPUIOKEHHETO HM, CJIEAOBATEIHO, IPEAOTBPATABA
JICUCHHETO HA €BEHTYAIHM aHADHIAKTHYHH peakiii. Tosu puck TpadBa Ja ce B3eMe NpeaBH/ Npeay
H3BBPIIBAHE HA KOXKEH IPHK TecT (BXK. TOUKA 4.4).

[IpH TexKku anepruvHH peaKLH MOXKe JIa ¢€ HATOKH NPHIOKEHHE Ha erHePpHH. PHCKBT OT
HeKeJlaHUM e(PeKTH Ha enMHedprHa MOKE a C€ [OBHIIH NPH NALMEHTH Ha JISYEHHE ¢ TPHLMKIHIHH
AHTUACNIPECAHTH WIH ¢ HHXHOHTOpU HAa MOHOaAMHHookcHaa3a (MAOI), ¢ BE3MOXKHA DaTanHH
nocneAcTeHA. To3n puck TpabBa Aa ce B3eMe IPeABU PEAU U3BBPILIBAHE HA KOXKEH IIPHK TECT {BXK.
TouKa 4.4).

4.6 @PepraauTer, 6pEeMEHHOCT H KbpMEHE

bpemeHHOCT
JlumcBat KIHHWYHH JaHHH| 33 ynorpedara Ha AJIMOCTAJI ITPHK nipu SpemMenH# xenu. JIHncsar

chODIICHHA 3a HeXKeNlaHu CBOMTHA OT KIIHHHYHHA onMT 3a ynorpebara Ha AJIMOCTAJI ITPHK npwu
OpeMeHHM XXeHH.

He nposexxnany npoy4BaHHs [PH )KHBOTHHA OTHOCHO PENPOAYKTHBHOCTTA H PA3BHTHETO C
ATTMOCTAJI ITPHK.

KoxHHuTE MpHK TECTOBE € a6poaJICPTCHH HE CE NPENOpPhYBAT IO BpeMe Ha OpeMEeHHOCT, Thii KaTo
MOTaT a2 H310KaT OpeMeHHHUTE KEHH Ha PHCK OT CHCTEMHA aJIEpTHYHA PeaKITH4.

KnpMmene
He e m3pectHo namu AJIMOCTAJI ITPHK ce ekckpeTipa B KEpMATa.

He ca npoBexxaaHy NpoyYBAHUS [PH XKHBOTHH 33 H3CICBaHe Ha ekckpermaTa Ha AJIMOCTAJI
[TPHK B xbpMara.

DepTHINTET
He ca nposexaann npoyusanna Ha ¢pepranutera ¢ AJTHOCTAJI ITPHK. Brnpexu ToBa,

XMCTOIIATOJIOTHYHOTO M3C/ICABAHE HA MBXKKH M )KEHCKH PENPOIYKTHEHH OpPraHH NpHd NpoyYBaHe 3a
TOKCHYHOCT NPH MHOTOKPATHO MIpHIaraHe ¢ eKCTPaKT OT KBPJIEXK, ChAbPKALY, Ce B AJ]HOCTAJI
[TPHK, He ycTaHOBABA HEGIATONMPHIATHH HAXOMKH.

4.7 Edexrn Bopxy cnoco6HOCTTA 32 modHpaEe H patoTa ¢ MAMIEHE

AJIMOCTAJ ITPAK ne nosnusea cnocoOHOCTTa 32 modHpaHe U paboTa ¢ MAIIHUHH.




483 HexenaHn JeKapCTBEHH PeaKNAH

Ilo Bpeme Ha auarnocrauHoro usnuTBarne ¢ AJIMOCTAI ITPHK, naneATHTE ¢a H3JIOXKEHH HA
alICPreHH, KOHTO MOTaT a MPeAHU3BHKAT NOKANHH H/MJIA CHCTEMHH aJePprudHH CHMITTOMH,

Hma croOILICHHA 3a aNICPrydHM peakiyH, BKTIOYHTeHO aHAQHIAKTHYHH peakimM (Hanp. ocTpo
Ha4aJIo Ha 3aD0MsIBaHE ChC 3ACATAHES HA KOJXKATA, JJHTaBHIHTE WIH H ABETE, BICIIaBaHe Ha JHINAHETO,
YHOPHTH CTOMAIITHO-YPEBHH CHMITTOMH HITH MIOHIDKEHO KPBBHO HANATAHE W/HIH CBBP3aHH
cHMIToMH). MHpopMHpaliTe mauHeRTHTE 33 CBBP3aHHTE NPH3HALM B CHMITTOMH H ' Hakapaiite aa
NOTHPCAT He3abaBHa MEMIMHCKE IOMOI M 13 NIPEYCTAHOBAT JIEUEHHETO, aKO HACTHIAT TAKHBA.
HsmirBanero ¢ AJIMOCTAJI ITPUK moxe na ce Bb30OHOBH CaMoO TIO ChBET Ha jeKapi.

[ToHOCHMOCTTa Ha DALMEHTA MOXKE [1a BApYpa BbB BPEMETO, B 3aBUCHMOCT OT CHCTOSHHETO Ha
MalUeHTa ¥ OKOMHATA Cpela.

[Tomecrenara no-poiy TabauNA Ha HEXENAHM SCKAPCTBEHM peaxiy ce Gasupa Ha AAHHK OT
CIIOHTAHHMTE CHOOLICHNS B KIIMHHUYHH NTPOYIBAHUA, KATO PeaKiMHTe ca ChC ClEAHATa YecToTa:
Heweetd (> 1/1 000 zo <1/100).

CacreMo-opranen Kjiac Yecrora  Hekenann JJeKapCTBEHH PeAKTHH

Hapymenns Ha KOKaTa H MOAKOKHATA THKaH HeuvectH IIpypuryc

OcBeH ToBa, NPH NOCTMAPKETHHIOBHS ONMT HMA CTIOHTAHHH CHOOINEHHA 32 CIISIHATE HeXKeJIaHH
peakiiMM ¢ HEM3BECTHA YECTOTA:

- TIOKaJIHH peakuuy: 60JIKa, €1eM, €pHTEM, YPTUKAPHA

- CHCTEMHH aNIepTHYHH PEAKIMH: aHA(WIAKTHYHA PEaKIHs.

[TpoduneT Ha Ge300aCHOCT B MEAHATPHYHATA IOIMTY/IALMA € CXOAEH C TO3H [IPH BH3PACTHH.

Cro0masage HA HOAO3HPAHN HEXKEJAHH PeaKIHH

CrobiaBaneTo Ha MOAO3MPAHH HEXEJIAHH PEeaKi[HH ClIeR pa3pellaBaHe 3a yNoTpe6a Ha TeKapCTBeHUS
NPONYKT € BaKHO. TOBa NMo3BOJIABA A2 MPOABDKH HaOMIOASHHETO HAa CHOTHOILEHHETO MOJ3a/PHCK 32
nexapcreeHus mpoaykT. OT MEAULIMACKHTE CIIELMAIHCTH ¢€ H3HCKBA J1a Cho0IaBar Bcaka
NOJO3HPaHA HEXKeJIaHa peaKknMA Hpes:

WambnHuTeAHA AaT€HIMA MO JIEKapCTBATa

yiL. ,,damsan I'pyes” Ne §

1303 Codusn

Ten.: +35 928903417

yebOcaiT: www.bda.bg

4.9 IIpexo3apane

Henpunoxmumo.

5. OAPMAKOJIOTMYHM CBOMCTBA
5.1 PDapmakoAHHEAMAYHE CBOHCTBA

(apmakoTepaneBTHYHA IPyTia: TECTOBE 3a aneprudnu 3abonasanust, ATC xox: V04 CL
Mexanu3sM Ha pelictaue u dapMaxonoruyryu edexr:

[TONOKUTENHHUAT PE3YIITAT OT TECTA MOKA3BA HATUMHETO Ha AaHTHTENA, cnelH(HIHH 32
KOHMTO ¢ ceHCHOMIM3HPAH NarMeHTa.
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(TpoMGommT-axTueupam daxrop), ECFA (eosunodun-xeMoTakcHueH HaKTop Ha aHaQHIaKCHATA),
LMTOKHHH, OTKIIOYEHH OT PEAKLHATA aHTHIeH-aHTHTAIO,

5.2 ®dapMakoxKHHETHYHHEH CBOHCTBA

He ca npoeexnatn GpapMaKOKHHETHYHH MPOYYBaHHA.

5.3 IlpeaxsmpHuHn TAHAH 32 6€30NACHOCT

HexnuHUYnHATe NaHHM HE NOKa3BaT 0c0o0EeH pHCK 3a Xopa Ha 6a3aTa HA KOHBEHLIHOHAIHHTE
(hapMaKkoNOrHyHH NPOYYBAHHA 338 TOKCHYHOCT MPH MHOIOKPATHO MPUNAraHe H reHOTOKCHYHOCT,

NMPOBEJICHH ¢ HAKOH OT alepreHHUTe eKeTpakTh, chabpxkamu ce B AJTMOCTAJI [IPUK.

XPOHUMHOTO NIPHIAraHe HA BUCOKH J03H KCTPAKTH OT MHKPOKBPJIEXH HE BOAM O MPH3IHAIM HA
TOKCHYHOCT Y ILTHXOBE NPH MOIKOXKHO MPHIOKEHHE.,

[Ipopenenn ca reHOTOKCHYHM MPOYYBaHHA ¢ rojisMm 6poit excTpakTi, chabpxalny ce B ATTMOCTAJ
[IPHK, xouTo He NOKA3BAT MyTAreHeH HIH KIACTOr¢HeH NOTEHIHAN TIPH i vitro aHAJIU3H
(M3MON3BAINH KNETKH Ha Hebo3aiiHuIm A 603aiHHIN).

6. @OAPMAIIEBTUYHN JAHHHA

6.1 CoHchbk A DOMOIIHUMTE BEIIeCTBA

munepon

Hatpuep xnopua

PeHon

Bona 3a HIDKeKIHH

Manwuron (¢ M3KJIOUEHHE Ha AJICPreHUTe OT XPaHUTENHY BEIECCTRA)

Pa3zTBOp 3a OTpHLIATENHA KOHTPOIA: TTIMLEPOI, HATPHEB Xa0pH, PEHOM, BOMA 38 HHIKCKIIMH.
PasTsop 3a nonoxuTeHa KOHTPOJA: XHCTAMHHOB ZUXHUAPOXIIOPHL, IJIHLEPOJ, HATPHER XJIOPHA,
(peHON, BOa 33 HIDKCKLIHH.

6.2 HecbBMeCTHMOCTH

He ca u3BecTHM.

6.3 Cpox Ba rognocr

3 TOOUHH

6.4 Croenmajnn ycI0BHS HA ChbXpaHeHHE

Ha ce cxxpanssa npu Temneparypa ot 2°C a0 8°C (B XIaAHIHHK).
Ha ce coxpaniBa Ha MACTO, HSNOCTHITHO 3a Je1ia.

6.5 BHa R chbaADPXKAREE HA OIAKOBKATA

{DJ1akOH OT CTHKJIO THII I, ¢ miacTMacoBa 3aBHHTBALIA CE KAITAYKA H KAIIKOMEP-alUIMKATOp OT
XNopoOYTHII0BA ryMa.
®1akoHH ¢ anepreHHHE excTpakT oT 3 ml + 1 pnaxon ¢ pazreop 3a MOKOKUTENHA KOHTPA
or 3 ml + 1 ¢maxoH ¢ pasTEOp 3a OTpHIATENHA KOHTpona oT 3 ml. "




6.6 CoensadHu NpeANAZHA MEPKH NPH HIXBLPJISgHE ¥ pabora
Bmxkre Touka 4.2 “o3upoBKa H HAYHH Ha ITPIIOKEHHE”,

3a MPORCIKAAHETO Ha TECTa CE H3MOJI3BA MAIMAPHATA/BETPEIIHA IOBBPXHOCT HA MpeIMUITHHUATA.
[NaimenTsT TPAORaA A2 MOCTaBH OTIYCHATATA CH PBKA BEPXY MacaTa.

Hensnon3paHuaT NPOAYKT HH OTHANbYHHTE MATEPHAIH OT Hero TpsbBa Ja ¢e H3XBLPIAT B
CBOTBETCTBHE C MECTHHTE H3HCKBaHHA.

7. IIPATEXATEJ HA PAJPENIEHUETO 3A YIIOTPEBA
STALLERGENES

6 rue Alexis de Tocqueville
92160 ANTONY

DpaHLHA
8. HOMEP(A) HA PASPEHIEHHUETO 3A YIIOTPEBA
20050236

9. JATA HA ITBPBO PASPEMMABAHEAIOAHOBSIBAHE HA PASPEINIEHHETO 3A
YIHOTPEBA

Hara Ha rrepBO paspemasane: 25 anpun 2005 T,
Hara Ha nocneaHo nogHossaeane: 30 roun 2011 r.,

10. JHATA HA AKTYAJIN3UPAHE HA TEKCTA

01/2017




ITPHJIOXXEHHE

AJlepresH 0T MERPOKBDJIEKH

CamocTosiTeIHE BPOAYKTH

CMecenn DpoAYKTH

Excrpaxra B 100 IR/ml
Dermatophagoides pteronyssinus /D.

preronyssinus
Dermatophagoides farinae/D. farinae
Blomia

ExcrpakTn B 100 IC/ml
Acarus siro

Glyciphagus domesticus/G. domesticus
Lepidoglyphus destructor/L. destructor
Pyroglyphus africanus/P, africanus
Tyrophagus putrescentiae/T. putrescentiae

Excrpaktn B 100 1C/ml

Storage mites
Acarus siro, Glyciphagus domesticus/G.

domesticus , Lepidoglyphus destructor/L.
destructor, Tyrophagus putrescenciae/T.
putrescenciae (B paBHH YaCTH)




