| N3MbIHWTENHA ATEHUWA MO NEKAPCTBATA

Kpamka xapakmapucmuka Ha npogyxma - lpusoxenue 1

KPATKA XAPAKTEPUCTHKA HA IIPOI{¥RFX"

QGOODIHUE N ccicosninimnasnss e

1. UME HA JIEKAPCTBEHHSA ITPOAYKT

AJIMOCTAJITIPHK, anepreHen eKCTPakT OT JKUBOTHHCKH POH3X0J, pa3TBOP 34 KOKHO U3MHTBaHE
ype3 yboxaaHe
ALYOSTAL PRICK, allergen extract from animal origin, solution for skin-prick test

2. KAYECTBEH U KOJMYECTBEH ChCTAB

AJIMOCTAIJI TIPHUK e pa3zTBOp Ha €KCTPAKT OT anepreH, obpaboteH ¢ riuuepor.
Enun ¢nakon (3 ml) ¢ pa3TBop chabpka:
Crannaptusupan aneprenen exctpakt — 100 [R/ml.

PEI‘HCTpHpaHHXT B Bhnrapus CITMCBK Ha aJIEPreHy € npe/iCTaBeH B MPHUITOXKEHHETO.

Cunarta Ha JieficTBHE Ha BELIECTBOTO ce u3pa3aBa B IR 3a crangapTHanpaHu aneprexu.

o IR (Hnoekc na peakmusrocm): Exempaxmem om anepeenu uma mumusp 100 IR/ml, kocamo npu
Kkodkcen npux mecm (npoba c yboxcdane) cve Stallerpoint® evpxy 30 censumusupanu kom anepeena
UYa, NPUNUHABA NANYIa cbe cpedHozeomempuier Ouamemsp 7 mm. Kooscnama peaxmusnocm na
me3u 1uya ce OEMOHCMPUPa eOHOBPEMEHHO UPEe3 NOTONCUMENEeH 0m206op Ha npux mecm ¢ 9%
pasmeop Ha kodeunoe gocgam wiu ¢ 10 mg/ml xucmamunog ouxudpoxaopuo.

AKTUBHOTO BELECTBO € EKCTpPaKT OT IIHO(bHHHSHpaHH aJIEPreHH OT KUBOTHHCKH IMTPOU3X0d C nobaska
Ha Ma@HHUTOJI.

3a BIHWA CTMCHK HA TTOMOIIHUTE BellleCTBa, BHKTE TOYKa 6.1.

3. JIEKAPCTBEHA ®0OPMA

Pa3TBop 3a KoxeH npuk TecT (npoba ¢ yboxkaaHe)

4. K/IMHHYHHU JAHHH

4.1 TepaneBTHYHH MOKA3ZAHUA

To3u nexkapcTBeH MPOIYKT € NpeIHa3HayeH caMo 3a AMarHOCTHYHH LIeJTH.

CBpbXUYBCTBUTEIHOCT KbM M3IMUTBAHUTE AJIEPreHy € HaJlMLE, KOraTo MpH KOXKeH NMpHK TecT (Tpoba ¢
yboxkaaHe) ce AnarnocTHUMpa TUM | cBpbXuyBeTBUTenHOCT (IgE-3aBMCcHMa nposiBa, crnopex
knacugukauusrta Ha Gell u Coombs).

4.2 1o3MpOBK2a U HAYHH HA MPHJI0XKEeHHe

YcaoBus 3a yno‘rgeﬁa H OTHHTAHE HA DE3IYITATHTE

To3u pa3Teop ce ynorpedsaBa ¢ MEAMLIWHCKN WHCTPYMEHT, OCBLUECTBABALL MOBLPXHOCTHO
npobokJaHe Ha KosKara.

Havuun na npunoscenue
Hpunyun:

BELIECTBO B rOpHHUA CJIOH Ha KoXKara ¢ NOAXOoAAL MEAULMHCKH HHCTPYMEHT (IlaHU,CTI{a
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Stallerpoint®) npe3 kanka Ha anepreHHUs Pa3TBOP, NOCTABEHA BLPXY KOXKATA (OGUKHOBEHO BbPXY
BBTPElIHATA CTPaHa Ha NPeAMHIIHHLATA).

Hpuncoicenue:

KoxuuaT npuk TecT TpAOBa Aa ce u3BLpLIBA caMo OT o6yueH mepcoHan.

3a npegnoYHTaHE € KOKHUTE TIPHK TECTOBE Aa CE HIBBPILEAT BBPXY BBTPELLIHATA CTpaHa Ha

npegMHITHKLATA. KaTo anTepHaTHEa, H3NHTBAHETO MOJKE J1a Ce H3REPILIBA H Ha Ibpba.

- TMouncreTe 1 Ae3uHdexuHpaiiTe KOXaTa HA MPEAMMLIHHLATA ¢ MAMYYEH TAMROH, HATIOEH ¢
€THNOB ANIKOXOJ W OCTABETE [1a H3ChXHE.

- TlocTaBeTe BLPXY KOXATa KalKa OT BCEKH allepreHeH eKCcTpakT, kofito Tpadea na 6bae W3nuTaH,
cralBaiku pa3cTosdAHHUE OT 3cm MEXIY BCAKA OT KallKHUTE.

- XBaHeTe 33a0CTPEHAI MeIWIHHCKH HHCTPYMEHT/TAHIIETKATA MeXXAY [alela u noKasaielz 1
np060)1e'r € TIEPIIEHAHKYTAPHO MIPE3 BCAKA KalKa, HSB'LPHIBaﬁKH I€KO BRPTEITHBO ABHAKCHHE
(v3non3BaiiTe eAUMH 3a0CTpeH Kpaii HA MHCTPYMEHTA 32 BCEKH OTeNeH aNepreHeH eKCTPakT).
Hanon3gaiite HOBa CTepHUIHA €IHOKPATHA JIAHIETKA 3a BCEKH pasTBOP.

- HabrepweTe kankute ¢be candeTka, KaTo H30ATBATE CMECBAHETO HA pa3TBOPUTE MpH
3a0bpCBAHETO.

- Ho6pe e 1a Mapxupare ¢ ponep BUIAa Ha U3MHTBAHUA aNepreHeH eKCTpakT.

- OTpUIATETHOTO KOHTPOITHO M3MHTBRAHE {paspeuTel), KaKTO U [TONMKHTETHOTO KOHTPOJHO
H3IMMUTRAHE (pa:maop Ha XHCTAMHUHOB JI[HXHI[IJOXHO})H,I() ce MpoBexIa NpH €1HA | CBHIIH YCIIOBHA,
33 Ja C€ NpPOBCPH pCAKTHBHOCTTA HA KOXAaTa (OTC'I:CTBHC Ha ,uepmorpad)m'bm H ¢nocobHocT 33
p€aripaHe Ha XHCTAMHHOBHUA JIHXHJIPOXJIOPHJI).

3a TOYHO MHTEPNPETHPAHE HA PE3YNTATHTE OT KOXKHKA NPHK TECT CE NpenophLYBa ABYKPaTHO

H3PBPLIBAHE HA H3IIUTBAHECTO.

Omuumane na pesyaimamume

OB6HKHOBE HO KOKHATA PEakUHA ¢¢ MoABABA 20 MHHYTH Clle/l NpOBEXKIAHETO Ha U3TUTBAHUATA; TIPH
NONOXKUTENHA peakLis ce NnodBsiBa nanyna cue uiH 6e3 3auepesaBade (epuTeM).

OTyeTeTe pe3yNTaTHTE M OuepTaiiTe TpaHHUMTe (Ha NaMyNaTa, epuTeMa).

TMpenopbuBa ce KOMHPAHETO HA TPAHHLIHTE HA PEaKLMATA BBPXY JIETUINBA IEHTA, 33 4 Ce BKIIOYAT B
AOKNaja 3a NauMeHTa.

Humepnpemupane Ha pesyamamume
OueHABAHETO Ha CBPBXUYBCTBHTEIHOCTTA CE H3BLPLIBA Ype3 CPaBHABAHE Ha NANyNaTa H epUTEMA,
NpAHYHHERH OT U3ITUTBAHUA AEPreH, C Te3H, HaOlIIOAABaAHU TP KOHTPOJIHHTE H3MHTBAHHA.

JluaMeTsp Ha rarynara
Pesyntatu
KoHTpoHK W3mMTBaHNA AnepreHn
Bamuzauus Ha MomoxuTtenHa >3 mm uIrH
HAMHTBAHMATA KOHTpoOna > 3 mm aKo € ¢ 3 mm 10-roaM oT Monoxwurenen
OTpPHUATENHATA KOHTpOJa
Orpruarensa <3 mm Otpuuoarenes
KOHTpona < 3 mm

B cirywyail Ha nepMorpadH3bM, LAIOTO U3NHTBaKE, BKIIOUHTEIHO OTPHLATEIHATA KOHTPOIA, C& CYNTA
33 NONOXKMTENHO. Pe3ynTaTHTe He MOrar aa 6bJaT UHTepIpeTHPaHH.

B crmyyail Ha HamManeHa KO0XKHa MyBCTBUTENHOCT, LIAJIOTO M3NHTBAHE CE CUUTA 3a OTPHLIATEIHO.
PesyntatuTte He MoraT Ja 6bJaT HHTEPIPETHPAHH.

TMosraTa Ha paHHO W PEXOAHO 3a4epBABaHe TpAOBa Aa ce npeHebperHe.

TaumenTsT Tpa6Ba D2 ocTaHe NOA JeKkapcko HabmoieHHe B TPONBIDKEHHE Ha Hali-Manko 30 MHHYTH
CIIEN KOOKHHA MPHK TecT.

4.3 IIporuBOmOKa3aHUA

CBpPBXUYBCTBHTETHOCT KBM HAKOE OT MOMOIIHHTE BeLlecTBa, H30poeHH B Touka 6.1.




4.4 CoeunalHH NpeXyNpexicHHA H NpeJNa3Hd MEPKH NpH ynoTpeba

Twii ¥aTo € EBIMOKHO Ja HACTHIAT CHCTEMHM aNeprHYHH PeakuwH (KOUTo Morar ja 6baat
JKHBOTO3aCTPANIABAILM, KOTATO Ca TEXKH), KOXKHUAT MPHUK TECT TpADOBa /a ce H3BBLPIUBa U
HHTEPIpETHPa B MPHCLCTBHETO HA UM OT JleKap ¢ ONHUT B IIPHJIaraHeTo Ha KoKeH MPHK TecT U pH
YCIIOBHA, TI03BONABALLIY PUNAraHeTo Ha ClIelHH TepaneBTHYHN Mepki (BKIIOYHTeNHO enuHedpuH).
Tlpu BE3HHKBAHE HA CHMIITOMMU cllef] fipHiaraie Ha KOXHUS NPHK TecT, Halp. CHIeH CrpOekK Ha
JNaHUTE Ha PELUETE H CTRIANATA HA KpaKaTa, YPTHKapHA, €1EM Ha YCTHATa KyXHWHa, (lIJapHHl‘CaJ'ICH
efeM, BoJleln 80 3aTpyAHeHo MpeTbliane, 3aTpyHeHo T{inane WK IpOMSHA Ha I1aca, rajeHe,
moBphIane, TpAtba HezabarHO Ja ce KOHCYNTHpA Aekap H Aa ce MpeKkpaTH eYeHHeTo.

KOXHHAT NPHK TecT He € NPEANOYUTAHHAT AHATHOCTHYEH MOAX0 NMPH NAalMEHTH, KOUTO TIpHeMaT
NeKapcTsa, KOUTO MOTaT Ja MOBNHAAT HEraTHBHO edUkacHOCTTa Ha enWHedpHHa (Geta-Gnokeps,
TPHLMKITHGHH aHTHAENpPECcaHTH U HHXHOHTOpH Ha MoHoaMHHOookcHAasa (MAOI), Bx. Touka 4.5).

TTpH noBMUIESHA TEMTIEPATYpa UM CKOPOLIEH aCTMATHYEH [IPHCTBI, MOTEbPEH KIMHUSHO W/HITH Ypes3
H3MepBaHe Ha MaKCHMATHHA EKCTTHpaTopeH AeGHT, He TpaOBa 1a ce M3RBPLIBA KOXKEH TIPHK TECT
MpeAn HACTHNBAaHETO HA MomoOpeHye W clefl MpelieHKa Ha JTeKap C OTIHT B TIPHJIAraHeTo Ha KOXeH
TNIPAK TECT.

Koxnnte npux TectoBe TpaOBa Ja ce U3BLPLIBAT [IPH 3/IpaBH MALHEHTH.

KoxHuTe IpHK TecToBe He TpAOBa Ja ce U3BLPLIBAT N0 BPeMe Ha ocTpa (pasa Ha anepruyHo
sabongBaHe.

KoxxHuTe NpHK TecToBe TPAORA [ Ce H3BLPILIBAT BLPXY 3ApaEa Koxa. [TpeIi HIBBpILBaHETO HA
KOXKHH TIPHK TECTOBE € HeoOXOJHMO BHUMATEITHO OLEHABAHE Ha CHUIECTBYBAILN KOKHH JIE3HH
(YPTHKH, aTONMHYEH JepMATHT, €K3€Ma, MCOPHA3HC) WK AepMorpadH3nM, KOUTO MOraT Ja Mmornpeyar
Ha HaJeXXAHOCTTa Ha TecTa Win Jia o0OCTpAT npeiliecTrala AepMaro3a.

IMpw oTcTpaHeHu akcunapHi THMOHHA BE3MH € 3a MPEeANoYHTale KOKHHTE IIPHK TECTOBE Ja Ce
M3BLPLIAT Ha NPOTHBOMONOXKHATA NpPeIMULITHULE,

4.5 BzanmopeiicTBHe ¢ APYrH JieKapcTBeHH NPOAYKTH H ApyrH ¢dopmu Ha B3anMopnelicTBHe

J'lexapc*raa’ra Morart Ja MOTHCHAT KOJKHHUTE TECTOBE, 3aTOBA € HCOGXO,[H/IMO BHUHArH Ia Cc€ pa3nuTaTt
NALUEHTHTE 34 ICKAPCTBATA, KOUTO €a NPpHEMANTH B IDEAXOAHNATE JHH (B)K. Tabnnuara l'lO-JlOJ'[y). Tosa
Baxu ocobeHo 3a [MEpPOPaNTHHUTE H1-aHTHXHCTaMHHH, HO H 32 APYTH JICKApPCTBA, KOUTO HE €a
3ATEBEKUTETHO H3TION3BaHH 33 JICYEHHE Ha alepruiHn SaGOJIHBaHHﬂ, Hamp. aHKCHOJIMTHLIH.
JIokanHUTE KOXHH KOPTHKOKWIH MOTAT [a IPOMEHAT KOXKaTa pEAaKTHBHOCT.

Huxubumopen egrexm HE paziutinu 1e4eHUR 6bPXY KONCHUR RPUK mecm

Jlegenne Crenen IpoaLakuTeaHOCT Kanauana
JHAMHMOCT

[TepopaneH

H1-auTHXuCcTaMur +++ 2-7 IHU Ha
HuTpanasanen

H1-antuxucramMus He

H2-aHTHXHCTAMHH 0p0+ He
HMMunpaMHHK ++++ Jo 21 guu Ja
DenoTHAZHHH + g0 ++ Jlo 10 nuu Ja
Koprukocteponan

CHCTeMHH — KPaTKOCPOYHH 0

CHCTEMHH — ABITOCPOTHH BramoxHa

HuxanalHoHHH 0

Jlokanuu KoKHH + 10 ++ Ho 7 nau
JlonamMun +
Knonuaun ++
MonTemykact 0




Crneundmyna UMyHOTEpATHS 0 o ++ He

Cucremno nedenne ¢ UV ceeTiinHa, B +++ Ho 4 ceqmquun Ha
3aBHCHMOCT OT M3TOYHWKA Ha CBETIHHA,
Hatf-uHTeR3MBHO ¢ PUVA

Bera-6nokepute B3anMoaeiicTsaT ¢ envHedpUHa W IPUIOKEHHETO UM, CNEA0BATENHO, IPEAOTBPATARA
JIeHeHHETO Ha EBEHTYANIHH aHa(HIaKTHYHN peakuuy. To3u puck TpsaOra na ce B3eMe peaBHA MPeIH
H3BBPIIBAaHE Ha KOXEH MPHK TeCT (BXK. Todka 4.4).

TpH TexXKH aneprHYHH peakllMid MOXe Ja ce HalloXH NpHokeHHE Ha enuAedpHH. PHCKET oT
HexenaHH edekTH Ha eMHHeppPUHA MoXe Ja C& TIOBUILH MPH NAlMEHTH Ha JIEUEHHE ¢ TPHLHKIHRHH
aHTUACTIPECAHTH MIIH ¢ UHXROUTOPH Ha MoRoaMuHookcKAaza (MAOQID), ¢ Bh3IMOkHN daTanHu
NMOoCIeACTBHA. Tosu PHCK Tp’[ﬁBa Ja ce B3EMEC NMpCaBU] NTPpEOH H3IBLPUIBAHE HA KOXEH MPHK TECT (B)K.
TO4Ka 4.4).

4.6 depruauTer, 6peMeHHOCT H KEpPMEHe

EpemeHHOCT
JIMnceat KIIMHUYHHE KaHHH 3a yriotpebara Ha AJTMOCTAJI ITPHK npu Gpemennu xenu. Jiuncear

choOLIeHHs 3a HeXenani CH0MTHA OT KIHHWYHKA onuT 3a ynoTpebara Ha AJTMOCTAJT TIPUK nipn
6peMeHHH KeHH.

He npobexIany Npoy4YBaHUA NMPH XKUBOTHH OTHOCHO PENPOTYKTHBHOCTTA U Pa3BHTHETO €
AJTMOCTAJI MTPUK,

KomHHTe MWK TECTOBE ¢ aepoanepreHH He ce PENoPEYBAT [0 BpeMe Ha OpeMEeHHOCT, Thil KaTo
Morar ja uznoxar GpeMeHHNTe JKeHN Ha PHCK OT CHCTEMHA alleprHiHa peakiHa.

Kupmene
He e u3pectHo ganu AJTMOCTAJITIPHK ce ekckpeTHpa B KbpMaTa.

He ca nporexIaHu npoydyBaHus NPH >KWBOTHH 33 W3CNefBaHe Ha exckpenuaTa Ha AJITMOCTATI
TTPUK B xbpMmara.

CepTunurer
He ca npoeexaany npoyysauua Ha ¢eprunnteta ¢ AJTMOCTAJI ITPHK. Brrpeku ToBa,

XHCTONIATONIOTHYHOTO H3C/IEABAHE HA MBXKH H XKEHCKH PENIPOLYKTHBHH OpPraHH NpH Npoy4BaHe 3a
TOKCHYHOCT NP MHOTOKPATHO NMpHUIaraHe ¢ eKCTPaKT OT KbpAex, chabpikall ce B AJTTMOCTAII
TTPHK, He ycTaHOBABa HEOIaroNpUATHH HAXOAKH.

4.7 EdexTn BHpIy criocofHOCTTA 33 ModHpaHe H pafoTa ¢ MALIHAN
AJTMOCTAN INPHK He noenMABa ¢cNOCOOHOCTTa 3a WodupaHe U paboTa ¢ MaLIHHH.
4.8 HexenaHu JeKAPCTBEHN PeaKIIHU

Mo Bpeme Ha auarHocTHgHoTO HanUTBaHe ¢ AJTMOCTAJT TTPHK, naoHerTUTe ca HINOKEHH HA
anepreHy, KOHTC MOTat Ja NpelyU3BHKAT NOKANHY WHITH CUCTEMHM aNePTUYHI CUMNTOMU,

HMa cho0ImeHns 3a aneprudHi peakldy, BKTIOYATENHO aHadUIaKTHYHH peaktyd (Hamp. ocTpo
Hayano Ha 3a60ngBaHe Che 3acATAHE HA KOKATa, TMTaBHUHTE M M ABeTe, BIOLIABAHE HA THLIAHETO,
YMOPHUTH CTOMALIHO-YPEEHH CHMIITOMY WITH NOHKKEHO KPBBHO HANAraHe W/UIH CBbP3aHH
cuMntomi ). HHdopMupaliTe nauueHTHTE 3a CEBLD3aHUTE MIPU3HALM M CHMITTOMH M TH Hakapaiite Ja
TIOTBPCAT HezabaBHa MEANIHHCKA HOMOLL H {3 [IPEYCTAHOBAT JICUEHHETO, AKO HACTBIAT TAKMBA.
Hanureaneto ¢ AJTMOCTAJI [IPHUK moxe aa ce Br300HOBM caMo 10 CHBET Ha JIeKaps.

NnaluMeHTa H OKoJIHaTa cpea.




IToMecTeHara 1o-101Ty Tab/Ha Ha HeXeNaHH TeKAPCTBEHU PEaKLMH ce Gasupa Ha JaHHM OT
CIIOHTaHHHTE CHOBINEHNS B KITMHAYHH NPOYYBAHNS, kATO PEAKIIUHUTE Ca ChC ClIEIHATa 9eCTOTa:
HegectH (= 1/1 000 mo <1/100).

Cuetemo-opraseH xiac YectoTa Hexenanu JeKAPCTBEHH peakiHH

Hapyulenus Ha koxkaTa ¥ HOAKOKHATA THKAH Heuectu MpypurTyc

OcBeH ToBa, NP MOCTMAPKETHHIOBHSA ONAT UMa CTIOHTAHHU ChOGIIEHHS 3a CleIHHTE HeXeTaH!
PEaKkUHH C HEU3BECTHA YeCTOTA:

- JIOKanHH peakuuu: 601Ka, eeM, epuTeM, YPTHKApHS

- CHCTEMHH allepruYHH1 peakLMi: aHadunaKTHYHA peakuus.

ITpodu:1sT Ha Ge3onacHoCT B NEAMATPHYHATA NOMYHALMS € CXONEH C TO3H TIPH Bb3PACTHH.

CrobmasaHe Ha NONOIHPAHH HEXENAHM PeaKIHH

CrobmasaHeTo Ha NMOJO3UPaHH HEXENaHH peakuuy e/l paspeluaBate 3a ynoTpeba Ha TeKapCTBEHHS
TNPOIYKT ¢ BaxkHO. ToBa Mo3BONABA Aa NPOXBIKH HabMONEHIETO HA CHLOTHOUIGHHETO MOa/pHcK 3a
nexapcTBeHus MPORYKT. OT MEAWIHHCKHTE CTIELHAICTH Ce W3KCKBA Ja ChOOIIABAT BeAKa
NOJO3HPaHa HexkeNnaHa peakmus Ypes:

H3nwaHuTenna areHuus no nekapcraara

yn. ,Jamau I'pyes” Ne 8

1303 Cogna

Ten.: +35 928903417

ye6eaiiT: www.bda.bg
4.9 Ilpemosmpane

Henpunoxumo.

5. ®APMAKOJIOTHYHH CBOMCTBA

51 ddapmakogHHAMHYHH CBOWCTBA

@apMakoTepanesTHYHa rpyna: TECTOBE 3a allepru4Hu 3abonasanus, ATC kox: V04 CL
MexanuseM Ha IeficTBue 1 GapMakoTOrHYHH edeKTH:

TTonoHTETHUAT Pe3yaITaT OT TeCTa OKA38a HATMYHETO HA AHTHTEJIA, CIeLMGUHN 33 aNepreHa, KbM
Ko#lTO & ceHcMOMMA3MpaH nalHeHTa.

JlokanHara peaxuus, cBbp3aHa C OTOK, EPHTEM H chpbex (Tpuana Ha Lewis) e pesynTaTsT ot in situ
ocBob0XK/1aBaHETO Ha MEIHATOPHTE HA ANlePrHYHATA PeaKLua, KaTo XxucTamuy, PAF-acether
(TpomboumT-akTHBHMpaw daktop), ECFA (eo3uHodus-xemotakcuden dakTop Ha aHadunakcusTa),
UMTOKHHH, OTKIIIOYEHH OT PEaklHATA aH THTeH-aHTHTAIIO.

5.2 dapMaKoKHHETHYHM CBOifcTBA

He ca npoBeskiani dapMakoKHHETHYHH NPOYYBaHHA.

5.3 IlpeaxaunnuHu Januu 3a GesonacHocT

HekTHHUYHATE JaHHH He MOKa3BaT ocoben pHCK 3a Xopa Ha 6a3aTa Ha KOHBEHLHOHAITHHATE

$apMakoNOruyHH MPOY4BaHHS 32 TOKCHYHOCT MPH MHOTOKPATHO NMPHJIATAHE H FEHOTOKCHY
[IPOBEREHH ¢ HAKOH OT ANIEPreHHHTE EKCTPakTH, Chabpkainy ce 8 AJTMOCTAJI [TPHK.
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XPOHMYHOTO NMpuNaraHe Ha BUCOKW JIO3H eKCTPAaKTH OT MHKPOKBPIEXKH HE BOAM JI0 MPH3HALY Ha
TOKCHYHOCT ¥ ILTHXOBE TIPH MOIKOXHO TIPHIIOXKEHHE.

TIpoBeneHn ca reHOTOKCHYHHA TIPOYYBAHHA ¢ roNAM Gpoll ekcTpakTh, chabpxkalln ce B ATTAOCTAIJ
TIPHK, kouTo He nokassaT MyTareHeH WITH KJIACTOreHeH TOTEHLMAN [IPH in Vitro aHAIU3U
{M3non3BaLIH KIETKH Ha HeGozalinuuu u Gozaltuunm).

6. OAPMAINIEBTHYHH JAHHH

6.1 CnHchK H2 TOMOIIHHTE Bell[eCTRA

I muepon

Harpues xnopug

Menon

Bona 3a HHXKeKuMH

ManwuTon

Pa3TBop 32 OTpHLIaTENHA KOHTPOIA: [IIHIEPOIN, HaTpPHEB XIOPUJ, GEHOJ, BOJIA 33 MHKEKINH.
PasTBOp 32 MONOXUTENHA KOHTPOIIA: XHCTAMUHOB INXHAPOXIOPH], TNHLEPON, HATPUEB XTOPHI,
theHoN, BOJIA 33 MHXKEKLHH,

6.2 HechLBMeCTHMOCTH

He ca u3BecTHH.

6.3 Cpok Ha rogHocT

3 roguHH
Crnen mepBoTO 0TBapgHe: Jla ce chbxpaHara 10 6 Meceua B XiagunHuk (2°C—8°C).

6.4 CnenHalHH YCJOBHA HA CLXpaHEeHHe

Ha ce cexpaHsaBa B xnaaunHuk (2°C- 8°C) .

3a ycioBHATa Ha ChXPaHEHHE ClIE] TTLPBOTO OTBAPAHE HA JIEKapCTBEHUS MPOAYKT BHXKTE TO4Ka 6.3.
Ja ce cbXpaHABa Ha MACTO, HEAOCTBITHO 3a JIela.

6.5 Bunu chaBpXkaHHe Ha ONAKOBKATA

®nakoH OT cTLKNIO THR I, ¢ NTacTMacoBa 3aBUHTBALIA CE Kallauka M KaNKoMep-aniHKaTop oT
XN10poOyTHNIOBA TYMa.

DNaKoHH C ANIEPreHHH eKCTPakTH OT 3 ml + 1 uakoH ¢ pa3TBOP 3a NONOKHUTENHA KOHTpONa

ot 3 ml + 1 duakon ¢ pasTBop 3a OTpHLATENHA KOHTpOna oT 3 ml.

6.6 Cneunaj Hu NpeanasHH MepKH MPH U3XBLpJasHe U paGoTa

Binxre Toyka 4.2 “J{o3upoBKa W HaWHH Ha NTpUNOXeHMe”.

3a MpoBexaHEeTO Ha TECTA C€ M3MON3BA NAIMAPHATa/BbTPEIlHA MOBBPXHOCT Ha NPeIMKLIHKLATA.
IMaunenTsT TpAORa 1@ NOCTABH OTMYCHATATA CH PbKa BBPXY Macarta.

Hewnsnmon3gannar IpOOYKT HITH OTNIABYHHTE MATEPHANTH OT HETO TpHGBa ha ce HIXBBPJAT B
CBOTBETCTBHUE C MECTHUTE H3HCKBAHWA.

7. NIPHTEXATEJI HA PASPEIIEHHETO 3A YIIOTPEBA

| o -



STALLERGENES

6 rue Alexis de Tocqueville

92160 ANTONY

Opanuus

8. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

20050238

9. JATA HA ITbPBO PA3PELIABAHEAIOAHOBSIBAHE HA PA3PEIIEHHETO 3A
YIIOTPEBA

Jata Ha mupBo paspeltraBane: 25 anpun 2005 r.

Jara Ha mocneiHo noxHosgBane: 30 roum 2011 r,

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA




NPRIOKEHHE

ANEpreHH 0T XHBOTHHCKH MPOU3IX0]N

CaMoCTOATETHH MPOAYKTH

Excrpaktn 3 100 IR/ml

Cat/Kotka




