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1. HUME HA JIEKAPCTBEHUS HPOJIYKT OgOﬁpﬁHU& NE e, .\/ ...............................

AJIHOCTAJI TTPHK, anepreHeH ekcTpakT OT AbPBECHH MONEHH, PA3TROP 3a KOKHO H3IMUTBAHE Ype3
yOokaane
ALYOSTAL PRICK, allergen extract from tree pollens, solution for skin-prick test

2. KAYECTBEH U KOJIMYECTBEH CHCTAB

AJIHOCTA I TTPHK e pa3TBOp Ha €KCTpaKT OT anepreH, 00paboTeH ¢ rimMuepoi.
Enun ¢nakon (3 ml) ¢ pa3TBop cbabpxka:

Envnuuen crannapTusupan anepreHen ekctpakt — 100 IR/ml.

Pe]"HCT‘pHpaHHHT B erapnﬂ CITUCBK Ha aJIEpreHu € NMpeacTaBeH B MPHUITOXKEHHUETO.

Cunata Ha feiicTBHe Ha BELIECTBOTO ce W3passaBa B IR 3a crannaptusnpanm anepreu.

¢ IR (Hnoexkc na peaxmusnocm): Excmpaxmvm om anepzenu uma mumvp 100 IR/ml, xocamo npu
Kookcen npux mecm (npoba ¢ yboocoane) cwe Stallerpoint® ewpxy 30 censumusupanu xom anepeena
nuya, RPUNURASAa NANYIA cbhe cpednozeomempuden duamemvp 7 mm. Koocnama peaxmusnocm na
me3u nuya ce OeMOHCMPUPA eOHOGPEMEHHO YPe3 ROTONCUMETCH OM2080P HA NPUK mecm ¢ 9%
pasmeop na kodeunos gocgham wru ¢ 10 mg/ml xuemamunos ouxudpoxiopuo.

AKTHBHOTO BEIIECTBO € CKCTPakKT OT JTHO(bHIIPBHpaHH aJIEPreéHH OT IbPBECHH ITOJIEHH C nobaBka Ha
MaHHTOIJI.

3a MBJIHUA CTUCHK HA TIOMOIIIHUTE BEUIECTBA, BIKTE ToUKa 6.1.

3. JIEKAPCTBEHA ®OPMA

PazTrOp 3a kokeH npuk TecT (Mpobda ¢ ydoxkaaHe)

4. KJ/IMHHYHH JAHHH

4.1 TepaneBTHYHH MOKA3ZAHUA

To3u JIEKAPCTBEH NMPOAYKT € NMpeAHa3HAuYCH CaMO 32 JHArHOCTHYHH LEJTH.

CBp'bX‘-lyBCTBHTCJTHOCT KbM H3MWUTBAHUTE AJIEPreHH € HaJlMLE, KOTaTo MPH KOXKEH MPUK TECT (np06a C
y6ox/aaHe) ce quarHoctuumpa Tun | cepbxuyBcTBUTeNnHOCT (IgE-3aBHCcHMa nposBa, cnopen
knacudukaunsaTa Ha Gell u Coombs).

4.2 Jlo3HpoBKa H HAYHH HA MPHJIOKEHHE

Ycaoeus 3a ynoTpeta U OTYHTAHE HA PE3VITATHTE

To3u pa3Teop ce ynoTpe6aBa ¢ MEIMUWHCKN HHCTPYMEHT, OCHIIECTBABALL MOBBPXHOCTHO
npobosaaHe Ha KoXara.

Hauun na npunoscenue
Hpunyun:

TexHukata Ha KOXKHHA TPUK TecT (mpoba ¢ y6oxkaaHe) ce ChCTOH BB BKApBaHETO H
BELIECTBO B FOPHHA CJIOH Ha KOKaTa ¢ MOIXOAAL MeIHLIHHCKH HHCTPYMEHT (J1aHiie
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Stallerpoint®) npes kanka Ha aNnepreRHus pasTBOp, MOCTaBeHa BbPXY koxaTa (00MKHOBEHO BbPXY
RETPEIIHATA CTpaHa Ha MPegMUUTHHLATA).

Hpunoxcenue:

KoXHuAT npuk TecT Tpabea 1a ce H3BbpLIBA caMo OT 06YyueH Nepconan.

3a mpexMmouHTaHe € KOXKHHUTE IPHK TECTOBE J1a CE MIBBPIIBAT BhpXY BLTPEWIHATa CTPaHa Ha

MpeaMUIIAKLaTa. KaTo anTepHaTHBa, H3TTHTBAHETO MOJKE J1a ¢€ M3BBPLIBA U Ha rbpba.

- [louncrere n aesundexunpaiite koxaTa Ha IPeIMULLIHALATA C TaMY4eH TAMIIOH, HAIOEH C
€THU/IOB aNKOX0J H OCTaBeTe Jia H3CHXHE.

- IlocTaBeTe BBpXY KOXaTa Kanka OT BCEKH allepreHeH eKCTpakT, KoWTo TpaGna na 6bae n3muTay,
Crna3Baifki pa3cTOAHHE OT 3 cm MeXIy BCIKA OT KalKHTe.

- XBaHeTe 3a0CTPEHHA MEAULUMHCKH HHCTPYMEHT/AHUETKATa MeXIY Nanela ¥ NoKazaneua n
npobozeTe MepneHIHKY IAPHO Npe3 BCAKA KaNKa, H3RbpIIBaAKY IeK0 BEPTETHBO ABIKEHHE
(w3non3BafiTe eaMH 3a0CTPeH Kpai Ha HHCTPYMEHTA 32 BCEKH OT/IENEH AllepreHeH eKCTPaKT).
Wsnonssaiite HoBa CTepUNHA ¢HOKPATHA JIAHLIETKA 38 BCEKM pasTBOpP.

- W36npiuete kankuTe Che candeTka, kaTo H3GArBAaTE CMECBAHETO HA PA3TBOPHTE MpH
3a0nj.cBaHETO.

- Hobpe e 1a Mapkupare ¢ ponep BHa Ha H3NUTBAHUS aNepreHeH eKCTPaKT.

- OTpHLaTETHOTO KOHTPONHO U3MHTBAHE (pa3peaMTeN), KAKTO W NONOXKHETETHOTO KOHTPONHO
U3NHTBaHE (Pa3TROP Ha XHCTAMUHOB IMXUIPOXNOPHT) CE IPOBEXIA NPH eIHH W CHUIH YCIOBHS,
33 J1a Ce NpOBEPH peaKTHBHOCTTA Ha KOXaTa (OTCHCTBHE Ha JepMOrpadM3LM U CIocobHOCT 3a
pearupaHe Ha XMCTAMUHOBHS AUXHIPOXITOPUIT).

3a TOYHO MHTEPNPETHPAHE HA PE3YJITATHTE OT KOXKHUA MPHK TECT CE NPEMOPHYBA ABYKPATHO

H3BbLpIUIBaHE Ha H3THTBAHETO.

Omyumarie na pesyimamume

OG6HKHOBE HO KOXHaTa peaKins ce MoABABa 20 MUHYTH Clie]] IPOBEXIAHETO HA HAUTBAHHUATA, npH
MONOXUTEHA peaKiid ce TIOABABA MalyJjia CbC WK Oe3 3auepBsaBaHe {epuTteM).

OTdeTeTe pesyNTaTHTE H OYEPTAliTe rpaHAUMTE (Ha MAITyNaTa, epUTEMa).

ITpenopbyBa ce KOMMpaHETO Ha TPAHULIMTE HA PEAKLIHATA BbpPXY NETUIMBA NEHTA, 3 [d Ce BKITIOYAT B
JoKTaza 3a nauueHTa.

Humepnpemupane Ha pe3yimamume
OueHABaHETO HA CBPLXYYBCTBHTENHOCTTA C& M3BLPLIBA 4PE3 CPABHABAHE HA MAMYIIATA U EPUTEMa,
NPHYHHEHN OT U3MMTBAHKA allepreH, ¢ Te3H, HabTIoJaBaHK MPH KOHTPOJIHHUTE HIMHTBAHNA.

JnameTsp Ha namynara
Pesyntati
KOHTPOHK M3NUTBAHMA AllepreHu
>
Baminauvs Ha Hononcn;e;na ; 3 mm unu o
S — KOHTpOMa > 3 mm 4Ko € ¢ 3 min No-rofisaM ot OTIOXKHUTENEH
OTpPHLATETHATA KOHTpONIA
OTtpuuarenHa <3 mm Orpruartenen
KOHTpoJIa < 3 mm

B ciryqait Ha epMOTpadM3bM, UANOTO MINHTBAHE, BKIFOUHTENHO OTPULIATETHATA KOHTPONA, C& CHHTA
3a nnonoxurendo. Pesynratute He Morar Aa GbIAT HHTEpPIPETHPAHH.

B ciyuali Ha HamaneHa KoXHa YYBCTBHTENHOCT, UANOTO H3MHTBAHE CE CYUTA 3a OTPHULIATENTHO.
Pesyntature He Morat Aa 6B1aT WHTepHIpeTHpaHH.

TTosBaTa Ha paHHO U NPEXOAHO 3a4epBaBaHe TPsaGBa Ja ce NpeHebperke.

[MauneHTHT TpAGBa Aa ocTaHe TOI Nekapcko HabMoAeHHe B IPOIbLIKEHHE HA Hal-Maiko 30 MHHYTH
CITENt KOYCHHUS [TPHK TECT.

43 TIpotuBomoka3aHus

CBpbXUYBCTBHTENHOCT KbM HAKOE OT NOMOLUHKMTE BEILeCTBa, H3GPOEHHU B To4Ka 6




44 CneunanHu npegynpexaeHHs H NPeANa3sHU MEPKH NpH yNoTpe6a

Toif xaTo € BL3MOKHO Jda HACTBIMAT CUCTEMHH AJICPrHYHH peakLii (KOHTO MOTarT na 61:11&1‘
KHBOTO3ACTpAlIaBALIM, KOraTo ca TC)KI(H), KOXHHUAT [IPHK TECT T'pﬂﬁBa da C€ H3BBPLIBA H
MHTEpNPETHPA B IPUCHCTBUETO HA WA OT JIEKap C OTTHT B MPHITAaraHETO Ha KOXKEH TIPHK TECT H NIPH
YCNOBHS, MO3BONABAILMN NPUIAraHETO Ha CMELIHH TEPANEBTHYIHA MEPKH (BKIIOYHTENHO elUHEPPHH).
Tlpy BE3HMKBaHE HA CHMNITOMM CJIES] TIPUITAraHe Ha KOXKHUA TIPHK TECT, Halp. CHIEH Chpbexk Ha
ANaHHUTE HA PBUETE U CTHlIANATA HA KPaKaTa, ypTHKApHs, €/leM Ha yCTHATa KyxuHa, (papuHrealnex
elIeM, BOJICTI IO 3aTPYJHEHO MPETThLUIaKe, 3aTPYJHEHO AUIIAHE WITH TIPOMSAHA Ha Tliaca, rajeHe,
MOBpbIIAHE, TpA6Ba He3abaBHO 1a ce KOHCYNTHPA JleKap U Aa ce TIPEKPaTH JIeUeHHETO.

KOXHUAT NPUK TecT He € NPeNIOYHTAHUAT JUATHOCTHYEH TIOAXOX APH TAUMEHTH, KOWTO IPHEMAT
JNlekapcTBa, KOMTO MOTaT Aa MOBIHUAST HETaTHBHO ehHKacHOCTTA Ha emiHedprHa (GeTa-OnokepH,
TPUUAKNHYHH AHTHAETIPECAHTH H MHXHOHTOPH Ha MOHOaMHHOOKcHAaza (MAOI), gx. Touka 4.5).

IIpy noewiNeHa TeMMepaTypa M CKOPOLIEH aCTMATHYEH NPHCTBM, TOTBbPAEH KIMHAYHO W/HIH Ypes
H3MepBaHe Ha MAaKCUMANTHHA eKCITHpaTopeH Ae6uT, He TpaOBa Ja ce H3BBLPILBA KOXKEH TIPHK TECT
NpeJii HAaCTBIIBAHETO HA TOXOOPEHHE H Cle]l TpeteAKa Ha NIEKap ¢ OIAT B NPHIIAraHeTo Ha KOXeH
NPHK TECT.

KoxnHTe NpHK TecToBe TpAOBa 1a & HIBLPLUBAT IIPH 34PaBH NAUHEHTH.

Koxnute npuk TectoBe He Tpa6Ba a ce H3BLPLUBAT 10 BPEME Ha 0CTPa (asa Ha ANePruyHo
3abonsaBaHe.

KoxHuTe MpHk TecToBe TpabBa fa ce M3IBBLPIIBAT BbPXY 31paBa Koxka. [IpeH W3BbPLIBAHETO HA
KOXHH TIPUK TeCTOBE € HE0OX0MMO BHHMATENTHO OLIEHABAHE Ha CHILECTBYBAIIN KOXKHH NE3HH
(YPTHKH, aTONMYEH AepMaTHT, €K3eMa, TICOPHA3NC) UMK AepMorpadi3sM, KOUTO MOraT Jia onpeyar
Ha HAJEXIHOCTTA HA TECTA HITH 1a 060CTPAT NpeulecTRalla epMaTosa.

I1pu oTcTpaHeHH akCHNAapHK NMHMQHH BB3NA € 33 MPeANOYHTAHE KOXKHATE MPUK TeCToBe a ce
W3BBPILIAT Ha MPOTUBOTIONOXKHATA TIPEAMHIIHILA,

4.5 BaauMojeilicTBHe ¢ IPYIH JeKAPCTBEHH TPOXYKTH U APYrH OPMH Ha B3aHMoeiicTBHe

JlexapcTBaTa MOTar Ja TOTHCHAT KOKHMTE TECTOBE, 3aTOBA € HEOGXOAMMO BUHATH [a CE pa3muTaT
NAaLHEHTHTE 3a JIEKAPCTBATA, KOUTO Ca NpUEMalH B NPENXOAHATE AHM (B, Tabnruara no-gony). Topa
B&KH 0c00eHO 3a epopaniuTe H1-aHTHXHCTAMHHM, HO M 3 JPYrH JIEKApCTBa, KOHTO HE ca
3aTBIDKHTENTHO H3NO0/3BaHH 3a IEYEHHE Ha aNlePTHYHA 3a00NABAHNAS, HATP. AHKCHOMMTHIIM.
JloxanuuTe KOXHH KOPTHKOMIH MOTaT A2 IPOMEHAT KOXaTa peakTHBHOCT.

Huxubumopen eexm Ha pasnudni Ne4eHUA 6bPXY KONCHUR NPUK mecm

Jleuenne Crtenen Hpoeanmxkuteanoetr | Kananuna
3HaYHUMOCT

IMepopanen

H1-aHTHXHCTAMHH ++++ 2-7 gHu Ja
Hutpanazanen

H1-anTuxucTaMiR He

H2-aHTHXHCTAMMH 0 mo + He
WMunpamMnan +HH Jo 21 aun Ja
PeHOTHAZHHHU + no ++ Jo 10 gun Ha
KopTtukocTeponau

CHCTEMHY — KpaTKOCPOYHH 0 He

CHCTEMHH — TBITOCPOYHA Br3MoxkHa He

HMnxanaumnoHnn 0 He

JIoKaITHH KOWHH + 1o +H Jo 7 quu R M
Jlonamuu + A W/f% ~2 /]
Knonngua ++ J/ - i
MoHTemykact 0 € fi e




CrennduyHa HMyHOTEpAITHA 0 no + He
Cuctemno nedenne ¢ UV ¢cBeTIHHA, B +++ Jo 4 cenMunm JHa
3aBHCHMOCT OT M3TOYHHKA Ha CBETIIHHA,
Ha#l-HHTeH3nBHO ¢ PUVA

Bera-Gnokepute B3aMMOAEHCTBAT ¢ eNUHEDPHHA H IPRIOKERHETO UM, CIIENOBATENTHO, IPEAOTBPATABA
NeIeHHETO Ha eBEHTYATHH aHaQHIakTHYHM peakunn. To3u puck Tpabsa fa ce B3eMe NpeaBHA Npen
H3BBPIIBAaHE Ha KOXKEH MPUK TeCT (BXK. TOUKa 4.4).

TTpu TeXKH ANepruuHH peakiHi MOXe Jia Ce HANOXH NMPHIIOKEHNE Ha enHHedpUH. PHCKBT oT
HeXeNlaHH edeKTH Ha enMHEPPUHA MOXKE Ja ce MOBUIUH [PH NAUHEHTY Ha IeYeHHe C TPHUMKIHIHH
aHTHIENPECAHTH UK ¢ MHXUOUTOPH Ha MoHOaMUHOOKcHAa3a (MAOI), ¢ BEaMOXHY daTansu
nocnencTers. To3H puck TpaGBa a ce B3eMe NpeBU NPETH K3BbPLIBAHE Ha KOXEH NPHK TecT (BiK.
TOYKa 4.4).

4.6 ®DepThauTer, GpeMeHHOCT H KbpPMeHe

BpeMeHHOCT
Jnceat KITHHMYHY DaHHK 3a yoTpebata Ha AJTMOCTAJI TIPHUK npu 6peMennu xenu. JIuncear

ChOOLUEHHS 38 HEXENAaHU CHOUTHA OT KNHHHYHHA OMUT 3a ynoTpebara va AJTMOCTAI TIPUK npu
OpeMeHHH JKeHH.

He nposexaany npoyyBanUs MPH KHBOTHH OTHOCHO PENMPOAYKTHBHOCTTA M PA3IBHTHETO C
AJTMOCTAIJ ITPUK.

KoXHHTe MpHK TeCTOBe ¢ aepoanepreHy He ce NpelopLYBaT [0 BpeMe Ha GpeMeHHOCT, Thil KaTo
MOraT Jia U3J10XaT GpeMeHHHTE JKeHH HA PHCK OT CHCTEMHA alepriyHa peakius.

Knpmene
He e uapectHo gamu AJTHOCTAJ ITPHK ce ekckpeTHpa B KbpMaTa.

He ca npoBexanu npoy4BaHus MPH XKWBOTHH 3a H3C/eBaHe Ha ekckpeuuarta Ha AJIMOCTAJTT
TTPHK B xppMarTa.

DepTHanTET
He ca npoexaan# npoyusanus Ha deprunurera ¢ AJTMOCTAIJI ITPHK. Bunpeky ToBa,

XHCTONATOTONHYHOTO W3C/IeABaHE HA MBXKH H )KEHCKH PEMPOIYKTHBHU OpPraH# NpH NpoyyBaHe 3a
TOKCHYHOCT MPH MHOIMOKPaTHO NpPHIIAraHe ¢ eKCTPakT OT Kbpnex, chAbpxai ce B AJTHOCTAJ
[TPHK, He ycTaHOBRRA HeBNATOTIPHATHH HAXOAKH.

4.7 EdexTa sbpxy cioco6HocTTa 38 modupane v pa6oTa ¢ MAMIHHK
AJIMOCTAJTI [TPHK He noenuaea cnocoGHOCTTA 3a wodKpare 1 paboTa ¢ MalIWHM.
4.8 HexenaHH JeKapCTBEHH PeaKLHH

TTo BpeMe Ha AMarHocTHYHOTO W3nmuTRane ¢ ATTMOCTAJ TIPUK, nauneHTHTE ca H3TOKEHH Ha
aJNepreHd, KOMTO MOTAT A4 NPeAH3BUKAT JOKATTHH H/UTH CHCTEMHH AleprU4HE CAMITTOMH,

HWMa chobiienns 3a anepridny peakilii, BKIOYHTETHO aHaQUIaKTHIHH PeaKkiMK (Hamp. oCTpo
Hayano Ha 3abongBaHe ChC 3acCATAHE Ha koXara, TMraBULATE WK W ABETE, BIOILABAHE HA JHLIAHETO,
YNOPHUTH CTOMALIHO-YPEBHE CUMITOMH MJIH IOHWKEHO KPBBHO HaNAraHe W/UH CBbP3aHH
cHMIrToMH). Uidopmupalite naunenTHTe 32 CRBP3aHHTE MPU3HALM ¥ CHMINTOMHM U TH HaKapaiiTe 1a
MOTHPCAT He330aBHA MeTMIIMACKA TTOMOL H 1a IPEYCTAHOBAT NEYEHHETO, KO HACTRIAT TAKHBA.
Hsnuteaneto ¢ AJTMOCTAJ TIPHK Moxe a ce Bb30GHOBH CaMo MO CHBET Ha JiEKapA.

TToHocHMOCTTA Ha NALIHEHTA MOXE Aa BapHpa BbB BPpEMETO, B 3ABUCHMOCT OT CbCTOAHHE
NauWeHTa K OKOJTHaTa cpeaa.



TMomecTeHaTa no-10my TabaHa Ha HeXeNaHH JTeKaPCTBEHH peakLUdH ce 5a3upa HA NaHHH OT
CIIOHTAHHHTE CHOOIIEHHS B KNTHHHUHY POYYBaHUs, KaTO PEAKIIHUTE €A CBC CISIHATA YECTOTA:
aHedectH (> 1/1 000 mo <1/100).

CHcTeMo-0praHeH Kiac Yecrota  HexkenaHH JTeKAPCTBEHH PeAKIMH

Hapywenus Ha KoxaTa M TOJKOXKHATA TbKaH HegecTt TpypuTyc

QOcueH TOBA4, TIpH MOCTMAPKETHHIOBHA OIMMUT HMa CNOHTAHHH CT:OGUIEHHSI 34 CIIEIHHTE HEeXENMaHN
PEaKII¥H C HEM3BECCTHA YECTOTA.!

- TOKATIHW peakimu: 0oNka, eieM, epHTeM, ypPTHKapUs

- CHCTEMHH allepriHYH1 peakuuH: aHadHIakTHYHa peaKims.

IMpodunsT Ha Ge30MacHOCT B MEJUATPHYHATA MONYIALNS € CXOLEH C TO3M IIPH Bb3PACTHU.

CrofmapaHe Ha MOJ03HPAHM HEXKENAHH PeaKIHA

Cuo01aBaHeTo Ha NIONO3MPAHH HEXENAHU PEAKUNM Cliell paspelliaBaHe 3a ynoTpeba Ha TeKapCTBEHHA
NPOIYKT € BaXHO. ToBa N03BONABA 1a NPOJBLINKH HAOMIONEHHETO Ha CHLOTHOLIEHHETO TToN3a/pHCK 34
NeKapcTBeHns poaykT. OT MeAHLMHCKATE CHEUWATIHCTH CE H3ACKBA Ja ¢hoOINaBaT Beaka
NOIO3HpaHa HexcellaHa peakins Jpes:

H3nbnuuTeNnHa areduus o 1exapcrsaTa

yI. ,JlamsH I'pyes” Ne §

1303 Codna

Ten.: +35 928903417

yebcaiit: www.bda.bg

4.9 Ilpepo3upane

Henpunoxunmo.

5. @®APMAKOJIOTHYHH CBOHCTBA

51 ®dapmMakoIRHaMMYHE cBolicTBA

QapMakoTepaleBTUYHA MpyIa: TECTOBE 3a anepriuHu 3abonaranus, ATC kon: V04 CL
MexaHn3bM Ha JelicTBHe U dhapMaKkoIOrHYHH eerTH:

TTONOXHUTETHHAT pe3yATaT OT TeCTa MoKa3Ba HATMYHETO HA AHTHTENA, CIeUNHYHH 32 allepreHa, KM
KoOlTO € ceHCHOMNMHM3NUPAH NalHeHTa.

JlokanHaTta peakius, CBbp3aHa C OTOK, EpHTeM H chpOex (Tpuana Ha Lewis) e pe3ynTaTsT OT in $itu
0cBoO0KAaBAHETO HA MEAHATOPHTE Ha ANCPrUYHATa peakl, Karto XucTaMul, PAF-acether
{TpombonmT-axtieHparn daktop), ECFA (eosuHoun-xeMortakcuueHn hakTop Ha aHa(UIAKCHATE),
LHTOKHHH, OTK/IIOYEHH OT peakUHATa aHTHTeH-aHTHTAND.

5.2 ®apMaKOKHHeTHYHH CBOCTBA

He ca nposexaanu gapMakoOKHHETHYHH [POYYBAHNA.

5.3 IlpegxiauHHYHH JaHHH 32 Ge30MACHOCT

HexknuHHYHATE JaHHH He TToKa3eaT ocobeH pHCK 3a X0opa Ha 0a3aTa Ha KOHBEHIHOHAT
¢$apMaKkonOrH4HH IPOYYBAHHS 32 TOKCHYHOCT NPH MHOTOKPATHO NPHJIaraHe i reHoTo,
NPOBEAEHH C HAKOH OT aNEpreHHATE eXCTPaKTH, chabpikalny ¢e B AJINOCTAII TP
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XpOHHYHOTO NMpUIAraHe Ha BUCOKH JO3M €KCTPAKTH OT MUKPOKELPNEXKH He BOAM O TIPH3HALW Ha
TOKCUYHOCT ¥ TUTBXOBE IPH MOJKOXKHO NMPUIIONKEHHE.

ITpoBeneHH ca reHOTOKCHIHH NPOYYBaHHA C rofisiM Opoifi excTpaxTh, ceabpxkaiu ce B ATTMOCTAJI
IMPUK, xonTo He MoKa3BaT MyTareHeH WM KNacTOreHeH MOTeHLWAN MpH in vitro aHaNH3H
(M3non3BalK KIETKH Ha Hebo3alHHuuM H Go3aliHnuH).

6. GAPMAIUEBTHYHH JAHHH

6.1 Cnnchk Ha MOMOIMHHTE BEHIECTRA

I'mruepon

Hatpues xnopna

Qenon

Boaa 3a MHKeKIHH

ManuTon

PasTeOp 3a nTpHUaTeNHa KOHTPONA: MHUUEPON, HATPHER XIOPKI, PeHON, BOJA 38 HHXKEKIIHH.
Pa3TBOp 33 NONOXHTENHA KOHTPONA: XHCTAMHUHOB AHXHAPOXIOPH, MHILEpOS, HATPHEB XJIOPHI,
¢eHomn, Bo/a 32 HHIKEKLIHA.

6.2 HechbBMecTHMOCTH

He ca u3BectHu.

6.3 Cpok Ha roaHoCT

3 roannu (30 Mecena 3a Fraxinus excelsior / F. excelsior /flcen)
Crnep mepBoTO OoTBapaHe: [la ce cvxpansaBa 10 6 Mecena B xnaguiaHuk (2°C—8°C)

6.4 CpoeuuajJHH YCJIOBHS HA ChbXpaHeHHE

Ja ce coxpanssa B xuagunuuk { 2°C - 8°C).

3a YCIOBHATA Ha ChXPAHEHHE CIIE] TEPBOTO OTBAPAHE Ha NEKAPCTBEHHS MPOAYKT BHKTE TOYKA 6.3.
Ja ce cbXpaHAB2 Ha MACTO, HEQOCTBIIHO 3a Aela.

6.5 BuiH chaALpXaHUe HA ONIAKOBKATA

@nakoH OT CTLKIO THN L, € niacTMacoBa 3aBUHTBALIA CE Kaayka U KalnKoMep-anjinkaTop oT
xNopoGyTHI0BA ryMa.

®nakoHH ¢ anepreHHN eKcTpakTH oT 3 ml + 1 ¢uakoH ¢ pa3TBop 3a NONOKHTENHA KOHTPONA

oT 3 ml + 1 dnakoH ¢ pa3TBOp 32 OTPHLATENHA KOHTPONa oT 3 ml.

6.6 CnenHaaHH NpeAIa3HH MEPKH NPH H3XBLPJISHe H paboTa

Brokre Touka 4.2 “J0o3npoBKa W HAYHH Ha NIPHITOKeHHE”,

3a npoBeKIAHETo Ha TecTa ce H3MoN3Ba NaNMapHaTa/BbTpelllHa NOBbPXHOCT Ha NpeAMUINHHLATA.
[TauueHTsT TpAOEa Ja MOCTARH OTTIYCHATATA CH phKa BRPXY Macara.

Heusmonzsanusr MPOAYKT HIH OTHAABYHHTE MATEPHRAIH OT HETO TPHGBE Ja ce UIXBBPIAT B
CBOTBETCTBHE C MECTHHTE H3IHCKBaHHA.




7. IIPHTEXATEJ HA PA3IPENIIEHUETO 3A YIIOTPEBA

STALLERGENES

6 rue Alexis de Tocqueville

92160 ANTONY

OpaHous

8. HOMEP(A) HA PASPEIIEHHETO 3A YIIOTPEBA

20050239

9. JIATA HA ITBPBO PA3PEIIABAHE/TIOJHOBSIBAHE HA PASPEUIEHHETO 3A
YIICTPEBA

Jlara Ha nBpBO pa3pelraBane: 25 anpui 2005 r.

Jara Ha nocnenHo nogHoesaBanre: 30 ouM 2011 1.

10. JATA HA AKTYAJIU3HPAHE HA TEKCTA




NNPHIOKEHUE

AJepreHy 0T ALPBECeH IPOHIX0]

CaMoCTOATEIHH TPOXYKTH

Excrpakty B 100 IR/ml

Alnus glutinosa /epua enura

Betula pendula/ O6uxnosena Gpesa

Carpinus betulus / O6uxkHoBeH Tabbp
Juniperus ashei / Xpoiina

Olea europaea / Macnuna

Corylus avellana / O6ukHoBeHa necka Fraxinus
excelsior /' F. excelsior /Slcen




