KPATKA XAPAKTEPHCTHKA

1. THProBCKO HME HR JEKADPCTBCHHS HPOAYKT

1.1.  Topeoecko ume na 2pynama aexapcemeenu npooyxmu
A UBOTHHCKY ENHACPMAaNHK ajicpreHU 38 AHATHOCTHKE, HIDKeKimokeH pa3teop 1000 BU/ml

Allergens from ammals for diagnosis, solution for injection1000 BU/ml

1.2.  Tupeoscko ume na omoeanune 1exapcmeeryu npooyKinu, 6KRIOYEHU 8 2pynama

A 2. Tyx u nepymuna 1000 BU/ml *

A 3. Koocmu u repxor ot Kyue 1000 BU/ml

A 4. Kocmu u mrepxort ot 3aek 1000 BU/ml

A 5. Kocmu u repxor ot kotka 1000 BU/ml

A 6. KocMmu ¥ mepxoT ot xon 1000 BU/ml

A7. Boana 1000 BU/ml

A8  Yopemxu xocmu ¥ mepxoT 1000 BU/ml

A 11. Kocmu u mepxot oT Mopeko caunde 1000 BU/ml
A 12. Kocmu v mbpxoT OT Mumka 1000 BU/ml

KonuuecrBeH H KA9€CTBEH CLCTAB.

2.1. Axmueno sesiecmeo

- Exna nosa (0,05 mi) A 2. Ilyx m nepymuna 1000 BU/ml capppxa:
aIEPreHeH EKCTPAKT OT NYX ¥ NePYWURa O KOKOWKY.

- Enna posa (0,05 mi) A 3. Kocma i mbpxor o1 xyue 1000 BU/ml cpappaxa:
QJICPreHeH CKCTPRKT KOCMU U NupX0oM Om Kyye.,

- Enna nosa (0,05 ml) A 4. Kecmu ® mnpxor ot 3aex 1000 BU/ml cranpxa:
AJICPreHEH EKCTPAKT OT KOCMU U ITupXom Om 34eX.

- Enna nosa (0,05 ml) A S, Kocva B mbpxot oT Kotka 1000 BU/ml coappxa:
AIEPreHeH eKCTPAKT OT KOCMU U ITbPXOMm OMm KOMKA.

- Exna nosa (0,05 ml) A 6. Kocmu B mspxor or koa 1000 BU/ml cuiepixa:
AJIEPIreHEH EKCTPAKT OT KOCMU U NupXom Ot KOH.

- Enua posa (0,05 ml) A 7, Boana 1060 BU/ml ceanpka:
anepreteH eKCTPAKT OT 6BARa oin 06Yd.

- Enria nosa (0,05 mi) A 8. YHosemxa xocva ¥ mupxoT 1000 BU/ml coonpaxa:
ANCPICHEH EKCTPAKT OT YOBEHIKI KOCMU U NupXom.

- Epna posa (0,05 mi) A 11. Kocma » mepxor o Mopceko ceunge 1060 BU/mi coanpxa:
ANEPIreHEH EKCTPAKT OT KOCMU ¥ MuPX0im OM MODCKO CEUHYE.

- Eana posa (0,05 mil) A 12. Kocma 1 nbpxor or mamxa 1000 BU/ml caappixa:
ANEPIEHEH €KCTPAKT OT KOCMU U ITLPXOM O MUUIKA.

' 1000 OGumomorvueH cpaupmE (BU/ml) ca  ckBHBAaNGHT
[IPCA3BHKAHA OT XMCTEMHHOB CTaHNaPT:
0,1 mg xHcTaMEH XHpOXIOpHA/ml - IpH BETPEKOXKEH TECT.




2.2. IHomoupat eesiecmnon
BerukH anepreHHd NpPOAYKTH Or Ipyna "JKHBOTHHCKHM €NHACPMAIHH alepreHd 3a

JRUATHOCTHKA" CHIAbPXAT.

Hampuees xnopuo 250,00 ng

Heyuampuees gocgpam cooexaxudpam 71,50 pg

Kanues ouxudpozenghocgham 17,50 pg

Denon 200,00 pg

Yoeewxu cepymen anbyrun 10,00 pg

Booa 3a unxcexyuu o 0,05 ml
3. Jlekapcreena qopma.

WinkexilMOHEH pa3sTBOp 334 HHTPAACPMAIHO NPHIIOKEHHE.

4, KinHH9YHH JARHHH

4.1. Toxazanus.

Tosu JexapCTBEH MPOAYKT € NPEAHA3ZHAYCH CAMO 38 AHMATHOCTHYHMY UENH.
H3n0i3Ba ce 38 AHarnocTuka Ha JgE mennupana anepris KoM XKHBOTHHCKH €IHACPMAaiHU

aJepPreHu.

4.2, [Ho3uposka u Hauur Ha npuioNCenue
- 10 0,05 ml;

-  HHTPaZACPMAJIHO 4YPe3 BETPEKOKCH KOXKHO-alICPrHiCH TECT.

4.2.1, Texnuxa na uanumeanemo Ype3 UHMpacePMAneH KONCHO-ARepIUYer mecm
HUBTpagepMaiHEAT KOXHO-&JIEPIHYeH TEeCT Ce M3BhPINBA HA BOJADHATA (BLTPEITHATA)
[IOBBPXHOCT HA NPeAMUINHMNGTA. 32 MIBBPIIBAHETO HA TECTa, Koxara He Tpabea
npefBapruTeHO Aa Opae Tperupana. Clen HOYUCTBAHETO HA KOXKATA ChC CIHPT C€ H3UAKRA
HaH-MaJIKO 2 MHHYTH 38 HOPMAIIM3KPAHE HA MECTHOTO KphBOooDpaineHue npeay Ha4anoTo
Ha TECTa.

Ot dinaxona CbC cTepuiHAa Urid 38 ¥ cnpuuioBka oT 1 mi ce msrerna 0,1 ml or aneprena.
BruMaTenHo ce OTCTPaHSB& NPOHHKHAMHAT BB3AYX BbB CHOpuHIOBKaTa. C Taka
HOATOTBEHATA CHPHHIIOBKA C€ BLBEXZAA CTPOro mETpayiepManto 0,05 ml ot anepreHs,
BCIIEOCTBHE Ha KOETO ce nojy4asa nobpe ohopMeno kabapue.

YcnopeaHo ¢ anepresure 3a JUarHOCTHER 3TB/DKATCHHO CE HPABAT H ABE KOHTPOJIH:

~ Ompuyamenna xonmpana - pastseop Ha Coca (paspexaamus
- Ilonoacumenna konmpona - XuctaMut xuapoxnopup 0,1




4.3.
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PazcTogHHeT0 MEXCAY ABC KOXHH Ipobn He TpabBa na Omae no-Manko ot 3-3,5 cM, 3a 52 ¢ce
r36erue CMEeCBAHETO Ha NMOJMYYCHUTE KOXHY PEaKIU.

3a BCEKHM ajicpreH 38 JAUATHOCTHMKR M BCAKA OT KOHTPOJNHMTE C€ H3NOJI3yBa OTACNHA
COPUHLIOBKA K MIJA.

Cren 3aBBPIIBAHE HA TECTE CHPHHIOBKATA C OCTAHANOTO KOJWYECTRBO OT aJiepreda B Hest ce
H3XBBPIIA.

OTuuTaHETO HA peaKIMHTe, MOJYYEHH C HHTPAZEepPMANlHUR KOXHO-QIEPrudeH TECT Ce
W3BBpIuBa cnen 15 -20 MM, 10 pa3sMepa HR MANYyNaTa W epHTeMaTa, NpeABAPHUTEIIHO
OUEPTAHH C XHMUKAKA.

ToBa cCraBa KaTO CE€ M3MEpBa HAW-rOJIeMMA JHaMeTbp Ha nHamynara /A/ »n

nepuenauKyispHus Ha Hero /B/. Cpemnusr nuamersp Ha namynata /[in/ ce oupepems 1o
¢opmynara;

A+Db
Hn:

Cnen TOBa O CHINMS HAYUMH C& OOPEHENL U CPeHUsAT AUaMeTsp Ha epureMara ([le).
PeaynraTeT OT xOXHO-anepruuHara npoba mnpeacraBissa Ape0 € YHCIMTENl CPEeRHHS
ZHaMeTsp Ha nanyiaata (JIn) B MM U1 3HaMEHATEN - Cpenuus AuaMeTsp Ha epureMata ([le) B
MM,

38 NOJOXMTENHA C€ NPHEMA BCAKA pPEAKIUA ChC CPEACH NUEMETHD Ha IANyjisrTa ¥

epHTeMaTa Hax 7/7 M,

[Ipomusonoxazanun.

Joxannu npomueonoxasanus
- Ocrpu 1 XpOHUYHH CK3EMH.
-  BTopHuHm BR3HAATENHH WM ACICHEPATHBHY M3MEHEHHS Ha KOXaTa.

- Yowien nepMorpadussM, reHepaIi3Hpaa YPTHKADHS.
- Hapymenusa Ha KpbBOCHAOAIBAHETO HA KOXATA.

O6wu npomueonoxazanus

- Peakims OT ¢TpaHa HA MIOKOBHA OpraH, MpeAH BCHYIKO OT crp,ya Ha:.ﬂmTBJIHa’IH
# t“u\;”l ﬁ:"L '-..,:\.:‘

NAPEHXUMHKTE OPraHK B APYTH CHCTEMH.
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- Texxu <¢opmu Ha Oenmoppoben emuzeM, Kapg@amHa acrMa, CTapy
dubponponykTeeae GopMu Ha Oemompobua TyOepkyno3a, aKTHBHM WM
CHMHUTENHO AKTUBHN TyOSpKYI03HH OrHHIIA.

- Texxa xopouapHa cxuepo3a, nOpekapad HHQAPKT HE MHOKApHAA, CbpHACYHA
HEKOMITEHCAIS,

- TexKa THPEOTOKCHKO32, ACKOMIICHCHPAH M CKIOHEH KbM alfiio3a 3axapeH auaber.

- Dbnbhpeuna HENOCTATHYHOCT, NPEKAPEHM PBHINWIMTETHH 3a0onsgBaHus HA
IApCHXMMHUTE OPratu B Cpox 6-12 mecena.

- JnokaueCcTBeHH 3a00J1BaHHA

- DBpEMEHHOCT.

Creyuanuu npomueonoXa3anus i CREYuaIHy npeoynpexncoeHus 3a ynompeba

Anepresure Ce HOPWIAraT CaMQ OT JHIE ¢ MEOUIMHCKO o0pasopasue U ChelHanHa
&JICProNOruHAa OBRNOTOBKA. .

XA MBOTHHCKHWTE EIHACPMAIHA AJEPreHH Ca NPeAHA3HAYEHH C8MO 33 HHTPAACPMANHH
KOXHO-anepuyHy npodu 1 He OMBA 3 ce M3MON3YBAT 32 KOXHO H3NUTBaHe upes yooxaaHe.
Hamuenture TpAbBa A2 €8 HHCTPYKTHPAHH A& He Ce MElNaT Ha MACTOTO Ha TECTA.

ATlepreHHUTE NPOXYKTH Ha Pa3IIHA (DUPMH HE Ca B3aMMO3aMECHHMHU

Jlexapcmeenu u opyzu esaumoodeiicmeus.

Koxuo-anepruunure npoOH c anepreHd ce W3BLPIUBAT HE IO-Malko OT 5-7 OHH clex

CIIHpaHC Ha JICHCHHCTO C 8HTUXHCTAMUHOBH HIIH IMOKOKOPTHUKONAHM TPOXYKTH.

bpemennocm u xvpmene.,

Iio Bpeme Ha OpEMEHHOCT He Ce€ MPOBEXKAA PYTHHHA, CIOCLHM(HYHA AUArHOCTHKA HA
anepruMuuTe 3abonsBaHus.
HsiMa OnacHOCT OT M3BLPUIBAHETO HA HHTPAafepMalHH allepruyHd npoOu o Bpeme Ha

KBDMEHE.

Libexm evpxy cnocobnocmma 2a wodupane u paboma ¢ Mawunu.

HMI3pbpINBAHETO HA KOMXHO-ANEprHydy HpoOH ¢ anepreHH upe3 HHTPAIEPMAICH TECT He

OK23Ba BL3AECUCTBHE BLPXY criocobHocTTa 32 modupaue 1 pabora ¢ Mamunmy.




438.

Heocenanu nexapcmaenu peaxyuu.

ITo Bpeme uiu HENOCPEACTBEHO CHCH H3IBHPIIBAHETO HA KONHO-AJICPridHHTC TECTOBE C
ANCPreHH [IPH CHIIHO YYBCTBHTEIHY NALMEHTH MOXE 1A CE pa3sBre a0OHOPMHA MOJIOKHTEIHA
KOXCHO-aJICpPriiHa peakiys, NpoABABANA ce ¢ Oonka, 3a4epBABEHEC Ha MACTOTO HA TECTa,
OTHAAHANOCT, & B OTAGHHM Ciydad - 3aCWIBaHE WM 384CCTABAHE HA IPOSBHTE HA
anepriyHoTo 3aboyaBaHe (3amyx, XpeMa M np.). MHOIO PABKO BCIERCTBHE HA KOXHO-
AJACPrHYHUTE TECTORE C AJIEPreHH MOXKE Jia Ce pa3Bue aHaunakTHUeH oK (1Manosa; cuad,
yckopen HiH OaBeH NOyJNC, CHJIHO NOHMXABAHE HA KPBBHOTO HAuAraue, 3aryba Ha
cb3HaHue). IIpH HAcCTHNBAHE HA HeXejlaHa peakuus Tpadea fAa ce pearmpa He3abaBHO

CBIIACHO NPOLCHYPHTE 38 TPCTUPAHES HA HEXCIAHH &JMICPIrHIHM PEAKLIMH;

IIpu cunus A0KANRE WIEPSHYHI PEaKiHU:
- ITocrasa ce crersaTa npeBps3Ka (TYPHUKET).
- KoxaTta ce Hama3sa ¢ aHTHXHCTAMHHOBH M/ KOPTHKOCTCPOMAHH YHIBEHTH.

~ HepopanHo ce Ha3HAYABAT €AHH WM ABA AHTHXUCTAMHHOBH nperapata 3a 2-3 AHH,

Ilpu u3paszenu cucmemuil peakyiu ce Ha3RALasant:
- AHTUXHCTAMUHOBH lIPENAPaTH NapEHTEPAITHO HIIH IIEPOPANHO.
- Kopruxocreponou napesTepaito (.m. i 1.v.) - 1 mg/kg wnu nepopaiso.
- MHXanaTOpHM CCICKTHBHI OeTa-arOHKUCTH.

- Kcanrunu napestepanso (1.v.). Cuex Tosa nepopanHo (IpH OpOHXOCIIA3EM).

Ipn anaghunaxmuyuen wox:

- A30upcBa ¢e OCTATHKBT OT anepreHa (MpH KOXKHO W3NUTBaHe upes3 yioxaaHe).

- I{octass ce crernara NpeBpb3Ka (TYPHUKET).

- bonHuAT C¢ NOCTaBsA B JErHANO0 HOAOXKCHUC.

- HMmxextupa ce Epinephrine (Adrenalin) 0,1% nozxoxno. o3ata sapupa COOpPEH TEMNIOTO
Ha mupuBrAa ot 0,3 po 0,5 mi. C 0,1 - 0,2 ml ce uHQUATPHPA OKONO ¥ NOA MACTOTO HA
BBBEXJaHE Ha aneprena. OcraHalIOTO KOJMMYECTBO €6 HIDKEKTHpa NOAKOXHO HA APyrata
pBKa

- B ciyuait Ha MHOIO Texpk MK Obp30 passusam ce wmok 0,3 - 0,5 ml Epinephrine
(Adrenalin) 0,1% ce umxexTupa i.m. WiH i.v. IIpy BeHO3HO TPHIOXEHHE A03aTa €
0,3 ml (mpexsapurento paspenen o 1:10000). Beeexna ce MHOTO gi_gﬁ_iip (3a 15-20

MHH. TI0O BB3MOXHOCT C mnepdysop). AzpeHanuHBT (€OH /Qmij{na:* B%ﬂo ml

(PH3HAOJIOTHMEH PA3TBOP) MOXE JIa CE MPHIIOXKH H KAIIKOBO ChC

-




4.9.

2.1,

3.2.

1ipu nena Epinephrine (Adrenalin) 0,1% ce gosepa no 0,01 ml na kr TesrecHo Terno, Ho
eAHOKpaTHaTa fo3a He TpadBa fa maasmmasa 0,3 mil. Hrokekrupa ce MOMKOXKHO Hai-
MAaJIKO Ha [{B€ MeCTa.

B azasucumocT or  obmoto ChCTOSHME M KPBBHOTO  HANATaHE
0,3 - 0,5 ml Epinephrine (Adrenalin) 0,1% ce nocrass noaxoxuo npe3 15-30 MuH.

- YcnopenHo ce npasu Benozno Methylprednisolon 1 - 2 mg/kg (80 -120 mg).
HenocpencreeHo cien ToBa ome Toikosa B 500 ml pasrsop Ha mmokosa (5 g/l) wmm
HaTpHes xJyiopun (9 g/l). Biausanero mpomsikasa o crabmmsHpase Ha KPBBHOTO
HAJIATEHE ¥ H34YE3BAHC HA BCHYKH CHMITTOMH,

- 1IpH BBH3MOXHOCT CE AaBa KUCIOPOX C MACKA HIIH KaTeTh).

~ Ilomabpika ce MPOXOMMMOCTTa HA AHXETENHHUTES ITBTHING.

Ilpu mbppBa BE3MOXHOCT OOAHMAT CE TPAHCNIOPTHPA O OTACHEHHE 33 HHTEH3HBHO JICUCHHE,

Ipu nosisa Ha Hexenauy peaknun cpodmere® bya Buo - HI3IIS ECON,
Cobus 1504, 6yn. "Suxo Cakp3os" M 26, Ten. 946 07 87 u 846 81 55.

{Ipedozupane.

Lipy npenosupane Ha aNCPreHHHTE NPOAYKTH HO BpPEME HIH HENOCPEACTBEHO CIEH

MAHVITYJIANMATA MOXKE Ja CE MOJIyYaT MECTHH MK OOIMH QJIEPriyHN PEaKIHH.

DapPMAKOJIOrHIHH ARHHH.

DapMaxoCuHaMuiHu ceoiicmea.

JeHCTBHETO HAa aNepreHHHTE MPOAYKTH 38 JHATHOCTUKA C€ OCHOBABA HA CIENM(BMYHOTO
B3aUMONCHCTBHE MEXAY MPUIOXCHHA alCPreH 1 QHUKCHPaHUTe BBPXY KOMHHTE MRCTOLWTH
xomoioxuu IgE auuTena, BCIENCTBHE HA KOSTO HACTBIBA AEIPAHY AU HA MACTOIHTHTE
C OTACWIAHE HA MEAKATOPH, Hallp. XHCTAMKMH, H Pa3SBHTHE Ha aJICPrHUHA PeaKiyd oT I Tvil.

anemww ceolcmed.

BoBeficHUAT B KOXATa QICPreH ce 3ajiaBd OT cuelMduuHM 3a Hero IgE amrTwrena,

PasmOJIOXEHH 1O XKOXHUT¢ MacTOHMTH. BCIEACTBME HAa Tasd pEAKIHs HACTHIBA




5.3. Hexaunuunu oaunu 3a 6e30naciocnt
HexnyHuIHITE JRHHY He NOKA3BAT 0COOEH PHCK 32 XOpaTa Ha 6a3aTa Ha KOBEHIWOHAIHUTE
dapMaKkaaryyHe = M3NMTBRHMA 38 0e30macHOCT, TOKCHYHOCT IIDH MHOIOKDATHO

MPHIOXEHHE, NTeHOTAKCHYHOCT, KAPHMHOTEHEH MOTEHIHAN, PEMPORAYKTHBHA TOKCHYHOCT.

0. DApPMANCBTHYHE AAHHHA

6.1. (Cnucok na nomownume cewecmea

Harpues xnopuz
JByBaTpueB QochaT NOACKAXUAPAT

HogemKku cepyMeH anOyMHH
Bona 3a mixeKiy

i

6.2. DuUBURO-XUMUYECKI HECHLEMECTIUMOCIY ~ HE Ca M3BECTHMH.

6.3. (pox na 200n0cm - 2 TOGHHH.

Ha He ce u3noByBaT CIEHA A&Tara Ha KOATO U3THYa CPOKBT HA TOHHOCT, NOCOYEH BBPXY
ITEPBHHHATE OnakoBKa. LIpDOAYKTET € rofeH 3a yrorpeba Ho NOCHeaHKs NeH Ha NOCOYCHHSR

MCCCOLL

ZKUBOTHHCKHTE SHMIEPMANHY QJIEPIreHH 38 BHATHOCTHKSE CA NOAHM 1 rogusa ot AaraTta Ha

mepBoTO upofoxaane Ha (QUAKOHA B PAMKHTC HA NOCOMEHMA CPDOK HA TOMHOCT
OT 2 F'OAHHH.

6.4, Creyuannu ycnogus 3a CbXpaHnenue.

AJiepreHure 3a AHArHOCTHKA CE ChXPaHABAT HA THMHO B XJIQJIMJIHHK IIPH TEMIIEPATYPa OT
+2 °C no +8 °C.
Ha He ¢ JoNnyCKa 3aMph3BaHE HA alepreHuTe!

3aMpb3BaiuTe aNCPreHH Ca HErOAHM 33 ynorpebdal
CeXpaHsBaT C¢ HA MECTa HEAOCThLIINM 38 Acnal

6.5. [aunu 3a onaxosxama,

0.5.1. Aneprennre ce pasnpBar MO0 3 mi B 7 MWDUIMTPOBM (IIAKOHH OT CTBKIO THO I,

e v




6.5.2.

6.5.3.

6.6.

10,

DakOHKTe C ajepreHHMTe NPOAYKIH 38 XHMATHOCTHKZ ce OQUICHBAT C CTHKETH C HepPBCH
IBST, HOCOIH CIenupTe 0003HAMCHHN!

-  ¥Me€ HA JUarHOCTHYHHSA NPORYKT,

-  HOMEHKJI&TYPHO O3HAUYCHHE H HRHMCHOBAHHE HA BHIA HA ANEPreHa Ha ORITapCKH C3HK,
- ChIOBbPXKAHKE HA JEKAPCTBEHOTO BemecTso B BU/ml,

- Ha49HH Ha ynotpede;

- HMIME HA MPHTEXATENA HA Pa3sPEmEeHHeTO 33 ynoTpebara Ha NPORYKTE,;

-~  [8pTHIEH HOMED,
- ZIaT8 Ha M3THYaHEe HA CPOKA Ha rOJHOCT, H3pa3eH Karo "rofeH 0. (Mecel/ronsHa)”,

- YCJIOBHA H& CHXPaHEHHE.

TotoBuTe (JISKOHH C &NEPreHH 38 HHATHOCTHKA C€ NOCTAaBAT OT | 20 6 (uaxoHA BELB

BTOPHYHA ONAKOBKA (KAPTOHEHA KYTHA), 3aCAHO C TMCTOBKATA 38 HAITHCHTA.

Creyuansu npeonasnu Mepxu npu usxewpasne u paboma.
B kpas Ha pabOTHHA JAEH HEM3NON3BAHHA HPOAYKT H OTHANBIHATE MATEpHANH IIPH

M3BBPIIBAHE HA H3NATBAHUATA TpAOBA A2 C€ M3XBLPIAT B CHOTBETCTBHE C MECTHHTE

H3HCKBaH"A,

HAme B aipec HA APHTEKRATEANR HA PRIPEMCHHETO 18 ynorpeda.

byn buo - HIBIIb EOOJ,

Codns, 6yn. "S1. Caxp3os" Ne 26, brarapus

Ten. 944 61 91 daxc. 943 30 75 E-mail: bulbio@bulbio.com
Homep Ha paipemcHueTo 32 yHorpeba
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