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1. Hme Ha 1eKapcTBeHHS NPOAYKT
[.1. Hme na epynama rekapemeenu npooyvkmu
AnepreHy oT AbpPBECEH MOJIEH 3a JIHAarHOCTHKA
Allergens from tree pollen for diagnosis
1.2. Hme na omoennume j1ekapcmeenu npooyKmu, 6KI04YeHu 6 2pynamd
b2'. TI'pynos avpsecen nonexn 1000 PNU/ml’
b2". TI'pynos awpBecen nonen 1000 PNU/m
b2". Tpynos nwpBecen nonen 1000 PNU/m
b 35. Cornus mas 1000 PNU/ml
b36. Ulmus sp. 1000 PNU/ml
b37. Corylus avellana 1000 PNU/ml
b 38. Betula pendula 1000 PNU/ml
b39. Alnus sp. 1000 PNU/ml
b 40. Carpinus betulus 1000 PNU/ml
b41. Salix alba 1000 PNU/ml
b42. Salix caprea 1000 PNU/ml
b 43  Populus sp. 1000 PNU/ml
b 44. Populus tremula 1000 PNU/ml
b45. Fraxinus sp. 1000 PNU/ml
b46. Quercus sp. 1000 PNU/ml
b 47. Fagus silvatica 1000 PNU/ml
b 48. Acer campestre 1000 PNU/ml
b 49. Acer negundo 1000 PNU/mlI
b 50. Acer pseudoplatanus 1000 PNU/ml
b51. Juglans regia 1000 PNU/ml
b 52. Morus sp. 1000 PNU/ml
b 53. Pinus nigra 1000 PNU/ml
b 54. Pinus sylvestris 1000 PNU/ml
b 55. Picea abies 1000 PNU/ml
b 56. Larix europeae 1000 PNU/ml
b 57. Platanus orientalis 1000 PNU/ml
b 58. Aesculus hippocastanum 1000 PNU/ml
b 59. Sambucus nigra 1000 PNU/ml
b 60. Taxus baccata 1000 PNU/ml
b6l. Tilasp. 1000 PNU/ml
b 62. Ailanthus glandulosa 1000 PNU/ml
b 63. Gleditschia sp. 1000 PNU/ml
78 KadyecTBeH H KOJIHYECTBEH ChCTAB

2.1 AKmueno eewyecmeo

- Eana nosa (0,05 ml) B 2%, ['pynoB abpBecen nosen 1000 PN U/[pl"bbiﬁ:.p}ica:

1] PNU (6enTtbuHo-a30THa eauHuua)/ml = 1 pg d6enrbuen azor/ml \
1



SOPNU cMmec oT anepreHHH eKCTPakTH OT CNIEAHHTE MONCHHU:

Cornus mas ([psan); Salix alba (Bvpba),

Ulmus sp. (Bpsacm), Salix caprea (Hsa);

Corylus avellana (/lecka),; Populus sp. (Tonona),

Betula pendula (bpeza); Populus tremula (Tpenemnuxa),
Alnus sp. (Enwa); Fraxinus sp. (Hceun);

Carpinus betulus (I'abwp), Taxus baccata (Tuc).

- Enna no3a (0,05 ml) 52",  I'pynos abpsecen noaen 1000 PNU/ml chabpxa:
S0PNU cMec oT alepreHHH €KCTPakTH OT CAEAHHWTE MOJICHH:

Quercus sp. (v6); Acer pseudoplatanus (Heop),
Fagus silvatica (byx), Juglans regia (Opex),
Acer campestre (Kaen), Morus sp. (Hepruya).
Acer negundo (Hcenonucmen ssop);
- Enna no3a (0,05 ml) B 2"",  I'pynos anpsecen noaen 1000 PNU/ml cuavpika:
SOPNU cMec OT allepreHHu eKCTPakTH OT CACAHUTE NOJICHH:
Pinus nigra (Yepen 6op), Aesculus hippocastanum (Koucku kecmen),
Pinus sylvestris (bsan 6op); Sambucus nigra (Hepen 6v3);
Picea abies (Cmvpy); Tilia sp. ([Tuna),
Larix europeae (/lucmeenuya), Ailanthus glandulosa (Aiinanm),
Platanus orientalis (Yunap), Gleditschia sp. (I 1edunus).

- Enna noaza (0,05 ml) b 3S. Cornus mas 1000 PNU/ml cyabpixa:
S0PNU aneprenen excrpakrt ot Cornus mas ([{pan).

- Enxa no3a (0,05 ml) B36. Ulmus sp. 1000 PNU/ml cuabpxa:
SOPNU anepreHeH excrpakt ot Ulmus sp. (bpsicm).

- Enna no3a (0,05 ml) b 37. Corylus avellana 1000 PNU/ml cuabpxa:
SOPNU aneprened excrpakrt ot Corylus avellana (Jlecka).

- Enxa no3a (0,05 ml) b 38. Betula pendula 1000 PNU/ml chabpxa:
50PNU anepreHeH ekctpakr ot Betula pendula (Bpesa).

- Enna goza (0,05 ml) b 39. Alnus sp. 1000 PNU/ml cxabpxa:
SOPNU anepreHeH excTpakt ot Alnus sp. (Emua).

- Enna noza (0,05 ml) b 40. Carpinus betulus 1000 PNU/ml coabpxa:
SOPNU anepretieH ekctpakt ot Carpinus betulus (I'abvp).

- Enna no3a (0,05 ml) B 41. Salix alba 1000 PNU/ml csanspxa:
SOPNU aneprenen ekcrpakr ot Salix alba (Bvpba).

- Eana nosa (0,05 ml) b 42, Salix caprea 1600 PNU/ml cbabpxka:
S0PNU aneprened excrpakr ot Salix caprea (Hea).

- EnHa po3za (0,05 ml) b 43 Popalus sp. 1000 PNU/ml cbabpxka:
SO0PNU anepreneH exctpakt ot Populus sp. (Tonona).

- Eana no3a (0,05 ml) b 44. Populus tremula 1000 PNU/ml ¢banpxa: patr sl
S0PNU aneprenen exctpakt ot Populus tremula (Tpenemnauxa), 7

- Ezna n03a (0,05 ml) B 45. Fraxinus sp. 1000 PNU/ml chanpxa: (I
50PNU anepredeH excrpakr ot Fraxinus sp. (Hcewn). X .
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- Eana no3a (0,05 ml) b 46. Quercus sp. 1000 PNU/ml cpavpxa:
S0PNU anepreHeH excrpakr o1 Quercus sp. ([[v0).

- Enna no3a (0,05 ml) b 47. Fagus silvatica 1000 PNU/ml csaspxa:
SOPNU anepreHeH excTpakT ot Fagus silvatica (byx).

- Enna no3a (0,05 ml) b 48. Acer campestre 1000 PNU/ml cbaspxa:
S50PNU aneprereH ekcTpakT ot Acer campestre (Kaen).

- Enna posa (0,05 ml) b 49. Acer negundo 1000 PNU/ml cuabpixka:
SOPNU anepreHeH ekctpakT ot Acer negundo (Hcenonucmen asop).

- Eana go3a (0,05 ml) b 50. Acer pseudoplatanus 1000 PNU/ml coabpxa:
50PNU anepreneHd excrpakr ot Acer pseudoplatanus (Hsop).

- Eana noza (0,05 ml) b 51. Juglans regia 1000 PNU/ml cuvabpxa:
50PNU anepreHen excrpakr ot Juglans regia (Opex).

- Enna posa (0,05 ml) b §2. Morus sp. 1000 PNU/ml cvabpxa:
S0PNU aneprenen excrpakt ot Morus sp. (Yepruya).

- EaHa no3a (0,05 ml) b 53. Pinus nigra 1000 PNU/ml ctxabpxka:
S50PNU anepreHeH ekcTpakt ot Pinus nigra (HYepen 6op).

- EnHa po3a (0,05 ml) b 54. Pinus sylvestris 1000 PNU/ml cbanpixa:
SOPNU aneprenen ekcrpakt ot Pinus sylvestris (bsu 6op).

- Eana no3a (0,05 ml) b 55. Picea abies 1000 PNU/ml cbabpxa:
S50PNU anepreHnen exctpakT ot Picea abies (Cmopuy).

- Eana po3a (0,05 ml) b 56. Larix europeae 1000 PNU/ml cbabpxa:
SO0PNU anepreHeH excrpakr ot Larix europeae (Tucmeenuya).

- Eana no3a (0,05 ml) B 57. Platanus orientalis 1000 PNU/ml chabpxa:
SO0PNU aneprenen excrpaxr ot Platanus orientalis (Qunap).

- EnHa ao3a (0,05 ml) b 58. Aesculus hippocastanum 1000 PNU/ml cbanpxa:

SOPNU aneprenen ekcrpakr oT Aesculus hippocastanum (Koxcku kecmen).

- Eana po3a (0,05 ml) b 5§9. Sambucus nigra 10600 PNU/ml ¢cxabpxa:
SOPNU aneprenen excrpakr ot Sambucus nigra (Hepen 6v3).

- EaHa po3a (0,05 ml) b 60. Taxus baccata 1000 PNU/ml cuaspxa:
50PNU anepretHen ekcrpakt ot Taxus baccata (Tuc).

- Enna no3za (0,05 ml) b 61. Tilia sp. 1000 PNU/ml cvaspxa:
50PNU aneprenen ekcrpakrt ot Tilia sp. (/luna).

- Enna no3a (0,05 ml) B 62. Ailanthus glandulosa 1000 PNU/mi ceappixa;, ,«4

S0PNU aneprenen excpakr ot Ailanthus glandulosa (Aitianm). /- -

- Eawa 103 (0,05 ml) B 63. Gleditschia sp. 1000 PNU/ml comppsa: | - |

SOPNU anepreHeH ekctpakt ot Gleditschia sp. (I'nedowusn). o



4.1.

4.2,

4.2.1.

Homounu gerecmea
BcHuky anepreHHH NpoAyKTH OT rpyna "AnepreHu oT AbpBeceH NOJNECH 38 JUarHoCTHKa"

ChAbPHKAT:

Hampuee x1opuo 125,00 pg
Hampues xudpozen xapbornam 62,50 ng
Denon 200,00 ng
Hosewxu cepymen arbymun 10,00 ng
Fuyepun 31,25 pg
Booa 3a unorcexyuu no 0,05 ml

Jlexapcraena popma

Pa3sTBOp 3a KOXXHO W3NMTBaHe upe3 yOokaaHe.

KAHHHYBH JaHHA
Iokasanun

To3n AekapcTBEH NPOAYKT € NPEAHA3HAYCH CaMo 33 AHAarHOCTHYHH LIENH.
H3non3ea ce 3a aHarHocTvka Ha IgE MeauupaHa aneprug KbM AbPBECHH NOJIEHH.

03 8Ka H HAYNAR Ha RpURDIINERUE

- no 0,05 mi;
- KOXHO M3NUTBaHE upe3 yboxaaHe

Texnuxa na kOXCHOMO uznumeaane upes yboocoane
Hanursanetro (koxHo-anepruuna npoba — KAIl) upes yboxnane ce H3BbpLIBA HA BONAPHATA
(BbTpELIHATa) NOBLPXHOCT Ha NpeJAMHUIHMLATA. 32 u3BbpiiBaHeTo Ha KAIT, xoxara He Tpabaa
[peABapHTENHO aa ObAe TpeTupana. Cnen NOYMCTBAHETO HAa KOXATA ChC CIIMPT CE€ H3YAKBa Haii-
MAlIXO 2 MHHYTH 33 HOPMAJIM3HPAHE HA MECTHOTO KPBBOOOpallleHHE Npead HAYaJloTO Ha
M3NHTBAHETO.
Ot ¢nakoHa CbC CTEpHIHA WINa M CNIPHHUOBKA ce u3tersnis okono Ilml ot aneprexa. Topa
KOJIMUECTBO OCTaBa Mo BpeMe Ha pabota B cnpuHUoBKaTa. OT Hes 0e3 Ja ce JOKOCBa KOXKara Ha
pEKaTa Ha nauueHTa ce Hakansa no 0,05 ml or aneprena.
YcnopeaHo ¢ anepreHyTe 3a JMarHOCTHKA 3aJbJDKHTENHO CE€ NPABAT U JBE KOHTPOJH:

- Ompuyameana xonmpoaa - 50% rnvuepvHoB pastBop Ha Coca (pa3pexkaalllus pa3TBop);

- Honoocumenna konmpona - xuctamud xuapoxyopua 1 mg/ml B 50% ravuepuHoB pa3rBop Ha

Coca.

Pa3cTOAHHETO MEXAY ABE CHCEAHH Kallku He TpadBa aa Omae mo-manko ot 3-3,5 ¢M, 3a na ce
H30erHe CMECBAHETO Ha NMOMYYEHHTE KOXKHH peaKiiHH.
Koxara ce npoboxaa npes kankara cbC CTEPHIHA MIJIa WM CbC CIIELHATHO MPHCNOCOIEHHE 3a
uasbpuiBaHe Ha KAl Taka ue na He ce MonyuM KbpBeHe.
3a BCEKH alepreH 3a QUArHOCTHKA W BCAKA OT KOHTPOJINTE CE€ M3NOJ3yBa OTACHAHA HINla WIH
npucnocobieHue 3a H3pbpLuBaHe Ha KAIT upes yboxnane.
Pbkata Ha nauveHTa TpAOBa 1a OCTaHE B XOPH3OHTAJHO NOJOXKEHHE A0 OTYMTAHETO Ha
pe3yJiTaTta, 3a Aa He Ce€ NOAYYH palIMBAHE HA KAMKHTE H CMECBAHE HA AJICPreHHTe, a OT TaM M
HeAOCTOBEPHH KOXKHH PEakiinH, f“';,' T:““‘; N
Cnen m3pbplIBaHe HA BCAKO U3MHUTBAHE CMPHHLIOBKATA C allepreHa ce anaBa B xﬂa;um’rﬂux“
Temnepatypa oT 2 °C no 8 °C. Topa no3BOIABA B paMKHTe HA eAMH PaGoTeH.fEH ¢ ,uanE;H
anepred aa ce uisbpwar 10 —20 KoXHO-ane€pruyHH U3NHTBAHHUA uYpe3 yﬁbmﬁmie B Kpaﬂ}’]-l

paboTHUS AeH CNPHHLIOBKAaTa H OCTAHAIOTO KOJUWUYECTBO OT anepreHa B }HBH ce Haxm.pnn*- ;’ =
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4.3.

4.3.1.

4.32.

4.4,

4.5.

4.6.

OTtunTaneTo Ha peaxunure, nonydeHH npu KAII upes yboxxnaHe recta ce uapppLusa cien 15 -20
MMH. [10 pa3Mepa Ha rnarnyJjiata ¥ €puTeEMaTa, NpeJABapUTEIHO OMEePTAHH C XHMHKAJIKA.
ToBa cTaBa xaTo ce H3MepBa Hal-rofeMus AMaMeThLp Ha namynara /A/ ¥ NepNeHANKYNAPHHUS Ha
Hero /B/. Cpeanuar quamersp Ha nanynaara /Jin/ ce onpeaens no popmynara:
A+b
In =
2
Cnea ToBa N0 ChIUMA HAUUH C€ ONpPeacns U CPEAHUAT AHaMeTsp Ha epureMara ([e).
PeaynTarbT OT KOKHO-anepruyHaTta npoda npeacTarissa ApOO ¢ YMCIMTEN CPEAHHA JAHAMETBP
Ha nanyaarta (/In) B MM ¥ 3HaMeHaTen - CpeaHMsR AHAMETHp Ha epHTeMarta (Je) B MMm.
3a MONOXKHUTEIHA Ce MPUEMa BCAKA PEaKUKMs ChC CPEACH JHAMETDP Ha NaITyjaTa M epHTeMara Haj
3/3 mm.
He ce npenopvuBa u3nuTBaHeTo 4upe3 yOoxaaHe Oa ce M3BLPIUBA PYTHHHO NMPpH Acua nojg 3
roAWHU, NopaaH GHU3HONOrHYHHUTE 0COOEHOCTH Ha AETCKAaTa KOXa.

Ipomusgonoxkaianun

Soxannu npomusonoxasanus.

- OCTpH U XpOHHYHH €K3EMH.

-  BTOpHYHHM BB3NATHTENHH WU AEr€HEPATHBHH U3MEHEHHS HA KOXKATA.

- Ycunes aepmorpadnsnM, reHepalu3HpaHa ypTHKapHs.

-  Hapywenus Ha xpbBOCHA01aBaHETO Ha KOXKATa.

Obwyu npomusonoxazanus

-  Peakuus oT cTpaHa Ha LIOKOBMSA OpraH, fIipelil BCHYKO OT CTpaHa Ha JMXATENHATa CHCTEMA,
KOHIOHKTUBATA M MO-PAAKO OT CTPAHATA HA CTOMALIHO-YPEBHMA TpPaKT, NapeHXHMHHTE
OpraHu U ApYrH CHCTEMH,

-  Texxku ¢opmu Ha OGenoapoben emduszeM, KapoualHa acTMa, ctapy (GHOpONPOAYKTHBHH
dopmu Ha OenogpobHa TyOepkyno3a, akTHBHH WIH CbMHHUTEIHO AKTHBHH TYOepKYJIO3HH
OrHHUILA,

- Texka KOpOHapHa ckiepo3a, npekapal HHPAPKT HA MHOKApAa, ChPACUYHA JEKOMITEHCALMS.

- Texka THPEOTOKCHKO3a, IeKOMIIEHCHPAaH U CKIIOHEH KbM aL[M03a 3aXapeH JHaber.

- bbOpeuHa HEOOCTATBUHOCT, MpeKapaHH BBLINAIMTENHM 3abonABaHMA HAa NApPEHXHMHUTE
OpraHH B CpoK 6-12 meceuia.

- 3/I0Ka4YeCTBEHH 3a00NABaHUA

-  bpemenHocT.

Cneuuannu npeoynpexcoenun u npeonainu Mepxu npu ynompeba

AJNlepreHuTe Cce€ npuiaraT caMoO OT JIHUEe ¢ MEAHLMHCKO O00pa3oBaHHE W CrneLManHa
aNeproNoriyHa noJAroToOBKa.

ATNiCpreHHMTe TPOAYKTH OT rpyina "AJlepreHd OT AbpBeCeH MNOJIeH 3a AMAarHocTUKa" ca
NpeJHa3HaYeHH CcaMoO 33 KOXHO-aNeprudHo H3nuTBaHe upe3 yboxnaHe U He OMBa na ce
M3MOJI3YBAT 34 HHTPAACPMaIHH KOKHO-aIEPrHdHH Npodu.

[TanuenTrre TpabBa Aa ca MUHCTPYKTHPAHH Ja HE CE YEllaT Ha MACTOTO HA TeCTa.

ANEepreHHUTe NPOAYKTH Ha pa3iuuyHH GHPMH He ca B3IaUMO3aMEHHMH.

Biaumooeiicmeue ¢ Opyzu 1exapcmeeniit npooyKrmiu u opyeu dopmMiu Ra e3aumooeiicmeaue

KoxHo-anepruuHuTe npobH ¢ alepreHd ce U3BLPUIBAT HE NO-MAIKO OT 5-7 OHM clie]] cnupaHe

Ha JICYEHHUETO ¢ AHTUXUCTAMHHOBH WU INMIOKOKOPTUKOWIHHM NMPOAYKTH. f"".".;,. i f“\
T AT \
bpemennocm u Kopmene N R
S '\ *;‘,\
[To BpeMe Ha OpeMEHHOCT He ce NPoBeXAa PyTHHHA, cneundruHa nuarﬂdcmua Ha a.lrﬂss[:ﬂ'l{‘n:n;"ré> }*
3a00nABaHHA. e R /



4.7.

4.8.

HamMa onacHOCT OT M3BBPLIBAHETO Ha KOXKHO-aJIEPriYHO HM3MMTBAaHE 4pe3 yOoxKaaHe Nno BpeMe
Ha KbpMeEHe.

Edvexmu av cnocobnocmma 3a 1o He U paboma ¢ MQIuUNRN

HasspuisaHeTro Ha KAII upes yboxaane He noepnusapa ¢nocodHocTTa 3a wodupane u pabora ¢
MALIHHH,

Hexcenanu JAEeKApcmaeni peaxkuyiu

[To BpeMe WK HEMOCPEICTBEHO Clel U3BbPLUIBAHETO HA KOXKHO-aIeprUHYHKTE NMpodH ¢ anepreHu
MpH CWIHO YYBCTBHTEJHM MAUHMEHTH MOXKe Ja ce pa3Bue aOHOPMHA MONOXKHTENHAa KOXKHO-
aNepruyHa peaxklus, npoassapama ce ¢ 601ka, 3a4uepBaBaHe Ha MACTOTO HA TECTA, OTNAJHAJIOCT, a
B OTJCJHHK CIYy4YaH - 3aCWIBAHE WIH 3a4CCTABAHE HA& NPOABHTE HA AICPrH4yHOTO 3a00/NABAHE
(3amyx, xpeMa M ap.). MHOro psaako BCIEACTBHE HA KOXHO-AICPTHYHUTE HIMHUTBAHHUA C
AJICPEreHN MOXKE 11a ce pa3BHe aHa(HIAKTHYEH LOK (1MaHo3a; ¢1ab, YCKOpPeH WIH OaBeH MyJic;
CAJIHO NOHWXABAHE HA KPBLBHOTO HadradHe; 3aryba Ha cb3Hanue). Ilpy HacTbnBaHe Ha
HEeXKeJlaHa peaklius TpabBa jga ce pearupa He3a0aBHO CBHMIACHO MPOLCAYPHTE 3a TPETHPAaHE Ha
HEXeJNaHH AJIPrUYHH PEaKLIMH:

[1pu mbpBa Bb3MOXKHOCT OOTHUAT C€ TPAHCTIOPTHPA A0 OTAENEHHE 3a HHTeﬂQH)H{) ne‘qehue

Hpu cunnu roxkannu anepzunnu peakyuu:

[locTapa ce cTerHata npeBpb3Ka (TYPHHKET).

KoxaTa ce Hama3Ba ¢ aHTHXHCTAMHUHOBH WIH KOPTHKOCTEPOUIAHU YHIBEHTH.
[lepopanHo ce Ha3HAYaBaT €AMH WIH ABa AaHTHXHCTAMHHOBH Npenapara 3a 2-3 AHH.

Ipu wipaszenu cucmemnu peaxyuu (bpouxocnasm) ce Haznauaean:
AHTHXMCTAMHHOBH NMPENApaTH NAPEHTEPANHO WIH NEPOPATHO.
KopTukocTeporan napeHTepaiHo (1.m. WiH 1.v.) - | mg/kg unau nepopanHo.
HMuxanaTtopHH CeNeKTHBHH O€Ta-arOHUCTH.

KcanTuHu napenrepanto (1.v.). Cnea ToBa nepopanno (npu SpoHxXocnazbM).

Hpu anajpunaxmunen uiok:

H3bbpeBa ce OCTATBLKBT OT anepreHa (Npu H3nuTeaHe upes yboxnaue).

[locTaBg ce cTerHara npeppb3ka (TYPHHKET).

BonHMAT ce MoCTaBg B JIETHANO NOJIOKEHHE.

Huwxexrupa ce Epmephrine (Adrenalin) 0,1% noakoxkHo. o3ara Bapupa cnopel TEMNIOTO Ha
uHareHaa or 0,3 ao 0,5 ml. C 0,1 - 0,2 m! ce urdurTpUpa OKONO M MOA MACTOTO Ha
BbBEKJaHE Ha anepreHa. OcTaHanoTo KOJIUWYECTBO Ceé HHIKEKTHpa NMOAKOKHO Ha ApyraTa pbKa
B cnyuail Ha MHOro TeXXbK WiH 6bp30 paseusaly ce wok 0,3 - 0,5 ml Epinephrine (Adrenalin)
0,1% ce nrxexkTupa i.m. wiH i.v. Ilpyu BeHo3HO nipuiokeHune ao3ara ¢ 0,3 m! (npeasapurenHo
paspeneH no 1:10000). BwBexxma ce MHoro OasHo (3a 15-20 MHH. nO BB3MOXHOCT C
nepdysop). Anpenanvduwst (eana amnyna B 500 ml ¢usmonornyen pastesop) Moxe aa ce
NPWIOKH H KaNKoBO cbC ckopocT 1 mi/MuH.

IIpn neua Epmephrine (Adrenalin) 0,1% ce posupa no 0,01 ml Ha xr TenecHo Terno, HO
€HOKpaTHaTa A03a He Tpabsa na Hagsviuaea 0,3 ml. MaxexTHpa ce moakoxHoO Hait-Manko Ha
IBE MECTA.

B 3aBucumocTt oT obmoro cwucTosHUEe H KpbBHOTO Hansrane (.3 - 0,5 ml Epinephrine
(Adrenalin) 0,1% ce noctaea noakoxchHo npe3 15-30 mun.

Ycnopeano ce npasu BeHo3Ho Methylprednisolon 1 - 2 mg/kg (80 -120 mg). H;c,uoepenc\;rgeuo

cnea ToBa ce BavBa oule Tonkosa B 500 ml pa3rsop Ha rmoko3a (5 g/1) umm& mop
(9 g/1). BauBaHeTo npoawmkaBa a0 c¢tabunuznpaHe Ha KPHLBHOTO Hany HE.‘ H muesnaﬂe:’ Ha

BCHUKHM CHMITTOMM. fE00 7 e 2 “;._;_"“.1
[TpH BBL3MOXKHOCT cE AaBa KUCIOPOA C Macka WIH KaTeThp. :f S '_ ERY
Moanbpxa ce NPOXOAUMOCTTA Ha AMXATENHHTE IThTHLIA. \1 E )j'
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4.9.

5.1.

5.2

5.3.

6.1.

6.2,

6.3.

6.4.

[1pu nosBa Ha Hexenanu peakunm ceobiere B byn buo - HL3IB EAL,
Codma 1504, Oyn. "Anko Cakb3oB" Ne 26, Ten.: 02 944 6191; 02 447 5800/ 260

Ilpedozupare

[Ipy npenosupaHe Ha anepreHHHWTE MNPOAYKTH NO BpPEME WIH HEMNOCPEACTBEHO CNEa
MaHHITYIALHATA MOXKE [a CE NOTy4aT MECTHH WIH OOUIH aJICPrHYHH peaKki(HH,

‘bﬂphlﬂl(ﬂ.llﬂl"ll'lﬂl] JAAHHH

DapmaKkoounamusHu ceolicmea

JIeHCTBHETO HA aNEepreHHHTE MPOJAYKTH 3a AMArHOCTHKAa CE€ OCHOBaBa Ha cnelHPHUYHOTO
B3aHMOICHCTBHE MEXAY NPHIOKEHHUA alepreH H (QUKCUPAHHTE BbPXY KOXHHMTE MacTOLMTH
xoMoJio)KHM UrE aHTHTEna, BCieacTBHe Ha KOETO HACTHIIBA AerpaHynauMs HA MacCTOLMTHUTE C
OTACAHE HA MEAMATOPH, HaNp. XHCTAMHH, H Pa3BUTHE HA aepruyHa peakuus ot I Tun.

DapmakokuHemudHU ceolicmea

BnBeaeHMAT B KOXKAaTa anepreH ce 3anaes or cneundnyHy 3a Hero UrE anTHTena, pasnonoxenu
NO KOXKHUTE MAaCTOLMTH. BeeacTBHE Ha Task peakumsa HacTbNBa OCBOOOKAaBaHe Ha MERHATOPH
OT MaCTOLIMTHTE H B paMkHTe Ha 2() MMHYTH Ce pa3BHBa THIM4YHA ajleprUyHa peakuus oT OBp3
THI1, NPOSBABALLA CE C PA3BHTUETO Ha NaIyJia H EPHUTEMA.

Hexarunuunu daunu 3a bezonactocm

HexknuHyyRUTEe NaHHH He nokas3BaT oCoOEH pPHCK 3a XxopaTa Ha 0a3aTa Ha KOBEHLMOHATHMTE
¢apmakanardyHH H3NHTBAHKA 3a 6e30NMacHOCT, TOKCHYHOCT MPH MHOFOKPATHO MPHIOKEHHE,
reHOTAKCHYHOCT, KAPLIMHOIEHEH NOTEHUMAN, PenpOAYKTHBHA TOKCHYHOCT.

Pa PM2UEBTHYHH JaHHH

Cnucevk Ha noMowHume seliecmsa

Hatpuer xnopun

Hatpues xuapores kapboHart

OeHoN

YoeelukH cepyMeH anbymMuH pasTBOP
'nuuepuH

Bona 3a HHOKEKLHH

DUz UKO-XUMUYECKU HECTEMECIMUMOCNIE - HE CA U3BECTHH.

Cpox na zo0nocm - 2 rOAWHN.

Jla He ce W3NON3yBaT Clen 1aTara Ha KOATO H3THYA CPOKBT Ha TOJAHOCT, TOCOYEH BBPXY
NbpBHYHATA onakoska. [IpogykThT e rofieR 3a ynorpeba 1o nocieaHys AeH HA HOCOUEHHS

Mecell.
AJNlepreHHTe OT AbPBECHH MNMOJNEHH 3a AHArHOCTHKA ca FrOAHHW | roaMHa OT AaTata Ha MbLPBOTO
npoboxaaHe Ha (1aKkoHa B paMKHTE Ha MOCOYEHHUA CPOK Ha FOIHOCT OT 2 FO/IMHM.

MakcuManHuAT Opodi Ha npobokaaHuaTa Ha duiakoHa He G1Ba a HAABHILABA §. -~ ... -.
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Ha He ce aonmycka 3aMpb3BaHe HA ajaepreHmTe!
3aMpB3BANUTE AJIEPreHH Ca HEeroAHH 3a ynorpeba!
CbXpaHABaT c€ Ha MECTa HEJOCTLITHU 3a Aeual

6.5. annu 3a onaxosxama

6.5.1. Anepreuurte ce paziusar no S ml B 7 MWIWIMTPOBH PNAKOHH OT CTBHKJIO OT THN |, OTroBapsaium
ga Ph. Fur. ®nakoHuTe Ce 3aTBapAT ¢ KayMyKOBM TanH, orroeapsiid Ha Ph. Eur. ®nakonure ¢
TanUTE ¢¢ 0OKATABAT ¢ AMTYMHHHEBH KanavkH.

6.5.2. (DnakoHHTE C ANEPreHHUTE NPOAYKTH 33 THArHOCTHKa C¢ ODJIENBAT ¢ €THKETH C YEPBEH LBAT,
HOCELIH CIeTHHTE 0003HAYEHHA:
- HME€ Ha JHWarHOCTHYHHA NPOAYKT;
- HOMEHKNATYPHO O3HAYCHHE H HAHMEHOBAHHE HAa BH/Aa Ha anepreHa Ha ObJarapckH €3mK;
-  CbAbpXKAHHME HA JICKAPCTBEHOTO BewlecTBO B PNU/ml;
- Hau4MH Ha ynotpeba;
- MMe Ha NpPHTEXaTelNs Ha pa3peilieHUeTo 3a ynoTpebaTa Ha NPOAYKTA,;
- [OapTHAEH HOMED;
- JaTa Ha U3THYaHE Ha CPOKa Ha IOAHOCT, W3pa3eH KaTo "roacH o: {(Meceu/rognHa)"
- YCJIOBHA Ha CbXpPaHEHHE.

6.5.2. T'oToBHTE (pIaKOHHM C anepreHH 3a AMArHOCTHKA C€ MOCTABAT OT | 10 6 ¢nakoHa BbB BTOPHUHA
OfNaKoOBKa (KapTOHEHa KyTHs ), 3a€IHO C JIUCTOBKATa 3a NalHeHTa.

6. 6. Cneyuannu npedna3nu Mepxu npu u3xXevpisue /u paboma

B kpas Ha pabOTHHA J€H HEeH3NON3BAHHA NMPOLYKT U OTNAABYHHTE MATEPHANH MPH H3BbPLIBAHE
Ha U3NUWTBAHHUATA TPAORA Ja Ce U3XBLP/IAT B CHOTBETCTBHE ¢ MECTHHTE H3HCKBAHMA.

7. ITpurexcaTe, Ha pa3pelIeHHETO 3a ynoTpeba

bya buo - HL3I1b EA/L,
Oyn. "Auko Cakb3os” Ne 26, Codua 1504, brarapus
Ten.: 02 944 6191, 02 447 5800/ 260

E-mail bulbiow bulbio.com

8. Homep Ha padpemenneTo 3a ynorpeba
20020681/ 30.07.2007

9. JaTa Ha NLPBO pa3pelIaBaHe/NIOAHOBABAHE HA PA3PelieHHETO 33 ynorpeba
02/08/2002

10. J4Ta HA AKTYAJHIHPAHE HA TEKCTA

08/ 2025 r. TN



