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KPATKA XAPAKTEPI/ICTI/IKA HATIPOXYKTA
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1. ME HA JJEKAPCTBEHMUS ITPOJIYKT 14 -05- 100

MPOTUBO3MHUIMCKA CEPYM BYJI BUO HH:KeKIHOHEH Pa3TBop
SNAKE VENOM ANTISERUM BUL BIO solution for injection

2. KAYECTBEH 1 KOJIMYECTBEH CbCTAB

2.1. O6mo onuncanwue.

IIpoTuBO3MHHCKHS cepyM € OUcTbp, Oe3useTeH [0 Oseno BAT pazTeop. [lo Bpeme Ha ChbXpaHeHHE
MOXe Ja ce obpa3yBa jeka onaiecueHuus. Chbabpika uMyHornooynuHosu F(ab), pparmentu. Te ca
MPOU3BEJCHH OT XUIEPUMYHHa KOHCKa KPbB, MOJyYeHa Clie[l IMyHHU3alusl C OTPOBa Ha MemneisHKa
(Vipera ammodytes), upe3 ¢pakuvoHUpaHe W €H3UMHa XUAposu3a. Karo KOHCepBaHT € W3MOJI3BaH
tbenon.

2.2 KayecTBeH H KOJIMYECTBEH CHCTaB

Enna nosza ( 100 AE/amnysia) cuampaxa:

AKTHBHO BellecTBO:

UmynornobynunoBu F(ab), dparmenTu cpeuy otpoBata Ha nenenstka (Vipera ammodytes) — He 1o-
manko ot 100AE

Vipera ammodytes antivenom immunoglobulins

Ilomomxu BengecTna:

®eHout - He noseue ot 2,5 g/l

3a MbJIHUS CIHCHK HA MOMOIIIHUTE BEIECTBA BUXKTE TOYKA 6.1.

3.JIEKAPCTBEHA ®OPMA
Hnsxexuuonen pazreop 3a noakoxHo (SC) v uatpamyckyiHo (IM) npunosxenuve.

4. KIIMHUYHU JAHHU

4.1. TepaneBTHYHM NOKA3AHUS
3a jieyeHye Ha Xopa, yXanaHu OT OTPOBHUTE 3MUM mienensHka (Vipera ammodytes) v ycoWHHLA
(Vipera berus).

4.2. J103MpOBKa H HAYHH HA NPHJIOKEHHE
[Mpunoxxenunero u no3ara Ha [IpoTuBo3muiicku cepym by buo 3aBucaT ot passutuero Ha
CUMINTOMHUTE Ha OTpaBsiHETO. CepyMbT MMa jiedeOeH eeKT NP HABPEMEHHOTO MY MpUlaraHe.
EnHokpaTHaTa no3a Ha [IpotuBo3muiicku cepym byn buo e 100 AE (1 amnyna).

ITpenu ynorpeba ammynara cbe cepyma ce 3arpspa 10 TemrnepaTypa Ha YOBELIKOTO TSJIO.

Enna no3a ot cepyma ce HHKEKTHpa MOJIKOKHO Ha MSICTOTO Ha yXamBaHETO W BTOpa 1032 Ce
MHXXEKTHPA HHTPAMYCKYJIHO B 00nacTTa Ha ceaanuiuero. [1pu 3a0aBsiHe Ha JEUSHHUETO U B 3aBUCUMOCT
OT ChCTOSHUETO Ha MAaLlUEHTa Ce HHKEKTHPAT MHTPAMYCKYJIHO |-2 WU roBeye J03H ce
npeLeHKa Ha iekaps. Ha BTopus unu TpeTust JeH OT yXarnBaHeTo No NpeleHKa Ha Jie
WHXKEKTHPAT UHTPaAMYCKYJIHO olle 1-2 no3u. /
Moxxe na ce npuiioXku aacopOupana BaKCHHa CpelLly TeTaHyC ¥ aHTHOMOTHLIU. ’




4.3.J1IpoTuBONOKA3AHNS

CBpBbX4yBCTBUTEIHOCT KbM aKTMBHOTO BEIECTBO WJIM KbM HSKOE OT TMOMOLIHHTE BELIECTBA,
130poeHH B Touxa 6.1

AGCONOTHH MPOTUBOINOKA3aHHUS Cpeuly U3Mo3BaHeTo Ha [IpoTHBO3MHUICKH cepyM HAMa.
TToIOKUTETHUSAT TECT 32 CBPBXHYBCTBUTETHOCT KbM KOHCKH O€NITHK HE € MPOTUBOMNOKA3aHHE 32
TIPUIOXKEHHETO Ha cepyMa. [Ipu nauueHTy Cbe CBPbXUYBCTBUTEIHOCT KbM KOHCKHM O€NTHK ce
MPOBEXJa NPOTUBOATIEPIYHA TePAIHs €THOBPEMEHHO C HH)XKEKTHPAHETO Ha cepyma.

4.4. CnenuajHu npexynpexieHns U Npelna3Hy MepKHU NpU ynoTpeda

[penu nmkekTHpaHe Ha cepyMa 3aIb/DKUTEITHO TPIOBa fa ce HarpaBy npoda 3a YyBCTBUTETHOCT.
MznuteaHeTo ce u3pbpiuBa Mo cieaHuss Hauuu: 0,1 ml cepym, pazpenen 1:100 ¢ pastBop Ha
HaTpueB xjopua (9 g/l) ce uHKeKTHpa WHTpaZepMalHO BbB BbTpElIHATa CTpaHa Ha
npeulaKbTHHLATA HA pbkaTa. OTYMTaHETO Ha peakuusaTa ce u3BbpliBa cien 30 muHytu. Ilpu mossa
Ha 3a4epBsiBaHe rpobara ce cuuTa 3a MoJOXKUTEHa.

INpu otpuarenna npo6a - 0,1 ml cepym, paspenet 1:10 ¢ pasrBop Ha Hatpues xnopua (9 g/l) ce
UHXEKTHpa WHTpagepMaiHo. OT4yuTaHeTO Ha peakuusTa ce u3BbpuBa ciel 30 MUHYTH.
IIpu orpunarensa npoba - 0,1 ml HepaspeneH cepym ce HHXEKTHpa UHTPaJEPMaTHO.

OTunTaHeTO Ha peakuusaTa ce U3BbpIIBa cieq 30 MUHYTH.

AKO He ce MOosSBAT MECTHH WK OOLIM NPH3HALM Ha MOBUILEHA UyBCTBUTEIHOCT, C&

WH)KEKTHPa HEOOXOIMMOTO KOJIHUECTBO CEPYM.

[IpenopbuBa ce nagUeHTHT @ ocTaHe owle 1-2 yaca rnoa jiekapcko HabJIoIeHHE U A ce Mpeaynpeau
3a Bb3MOXHOCTTA OT MOsIBaTa HA cepyMHa 0osiecT Mexay 7-14 neH ciel MHXKEKTUPaHETO Ha CepyMa.
Ilpu nonoxwurenHa npoba B eOWH OT TOPENOCOUCHHTE Cllyyau ce MNpoBeXJaa
JaeceHcuOunuzauus no merona Ha A. M. bespenxa upe3 unxkektvpase npe3 30 MUHYTH Ha [TOCTENEHHO
NOKa4yBaLIM Ce 103M OT cepyMa Mo cliefjHaTa MpUMepHa cxema:

0,10 ml cepym, pa3peneH ¢ pa3TBop Ha HaTpue xyiopua (9 g/1) 1:100 - HHTpaJlepMalHO
0,50 ml cepym, paspeneH ¢ pa3tBop Ha HaTpue xyopun (9 g/l) 1:100 - MOJJKOXKHO

1,00 ml cepym, paspeneH ¢ pazreop Ha HatpueB xjopun (9 g/l) 1:100 - MOJIKOXHO

3,00 ml cepym, pa3peneH ¢ pa3TBop Ha HatpueB xyiopua (9 g/1) 1:100 - IOJJKOYKHO

0,10 ml cepym, pa3peneH ¢ pa3tBop Ha HatpueB xJjiopua (9 g/1) 1:10 - UHTPaJEepMaIHO
0,50 ml cepym, paspeneH ¢ pastBop Ha HaTpue xyiopun (9 g/l) 1:10 - MOJIKOXHO

0,10 ml nepazpenen cepym - UHTpaAEpMAaJIHO

0,50 ml HepazpeneH cepym - MOAKOXKHO

1,00 ml HepaspeneH cepym - MOAKOXKHO

3,00 ml Hepa3peneH cepym - TIOAKOXHO

OcTaHanoTO KOJIMYECTBO OT HA3HAYEHUSI CEPYM CE HHKEKTHpPa UHTPaMYyCKYJIHO.
EnHoBpeMeHHO ¢ WHXEKTHPaHETO Ha cepymMa ce NpOBEeXIa MPOTHBOANEpruiHa Tepanus. T
NpoAb/bKaBa 2-3 HU Clien NpuiiaraHe Ha cepyma.

ITpu nosiBa Ha CUMINTOMM Ha aHa(UIIaKTUYEH LIOK TPIOBa Aa ce B3eMaT ClIeIHUTe MEPKU: BOHUAT ce
MocTaesl B JIeTHAJIO nojokeHue. - MkekTrpa ce envbHedpun (aapenanun) 0,1% noakoxxo. Cnopen
TErJ0TO Ha nauueHTa ao3ara Moxke aa obuae ot 0,3 1o 0,5 ml. C 0,1 - 0,2 ml ce undunTpupa okoJI0 U
N0 MACTOTO Ha KOeTo e 0w urxekTHpas [IpoTuBo3muiickus cepym Byn buo. Ocrananoro
KOJIMYECTBO CE€ MHKEKTHUPA MOAKMKHO Ha Apyrara pbKa.

B cnyuaii Ha MHOro TexbK Uik O6bp30 paseusaiy ce wok 0,3 - 0,5 ml enunedpuH (anpeH
C€ MH)XEKTHPa UHTPaMYCKYJIHO HITH HHTPaBeHO3HO. [Ipy BEHO3HO npuiiokeHue 103aTa
(npenBapurenHo paspenex a0 1:10 000 ¢ paszteop Ha HaTpue xjopun — 9 g/l). Bbee
6aBHo (15-20 MuH.) o BB3MOKHOCT ¢ iepdy3op. Enna ammyna (1 ml) angpenanux 0, °/§

500 ml pastBOp Ha HaTpueB xJopua (9 g/1) MOXKe 1a Ce MPUITOKH KAITKOBO ChC CKOPOCTH \mf/mm ]
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neua enuHedpuH (agpenanus) 0,1% ce nosupa no 0,01 ml Ha kuIOrpam TenecHo Terao, HO
€JIHOKpaTHaTa 11032 He TpsidBa na Haneuwasa 0,3 ml. MkekTupa ce moaKoHO Hali-MaJIko Ha JBE
MecTa.

B 3aBrcuMocT OT 0OLIOTO CBCTOSIHHME U KPBBHOTO HaJIsraHe Ha MalMeHTa, NPOABbJKABa Ja Ce IMOCTaBs
nozakoxHo 0,3-0,5 ml enunedpun (anpenanun) 0,1% npe3 15-30 MuH. YcrnopeaHO ¢ MHXXEKTHPAHETO
Ha enuHepprH (aApeHaliiH) ce M0CTaBsk HHTPABEHO3HO METUIINPeAHU30J10H 1-2 mg/kg.
HenocpezncTeeHo ciie TOBa ce MHXKEKTHPA ChLIOTO KOJHYECTBO METHIINPEAHU30JIOH, pa3TBopeH B 500
ml pa3tBop Ha rioko3a (5 g/l) u Hatpues xsopua (9 g/1) . Bausanero npoabinkaBa 4O cTaOUIM3UpaHe
Ha KPBbBHOTO HAJISAraHe W M34e3BaHe Ha BCUUKM CUMITOMM Ha 11oKa. /laBa ce KMCI0pOA C MacKa UITd
Ha3aJIeH KaTeTbp.

ITonabprka ce NPOXOIUMOCTTA Ha AWXaTeIHUTe MbTULLA. [Ipi mbpBa BH3MOXKHOCT OOJIHUAT Ce
TPaHCIOPTHPA A0 OTAENEHHUE 3a HHTEH3UBHO JIEYEHHE.

IIpy HacTbNBaHe Ha cepyMHa 0OJIECT ce NpenopbyBa NMpUJIaraHeTo Ha aHTUXUCTAMUHOBH CPEICTBA,
KOMOHHHUPAHH C alpeHAINH, KOPTUKOCTEPOUIU U JPYTH.

4.5. B3aumogeiicTBHe ¢ IPYTH JeKapCTBEHH NPOAYKTH U APYrH opmu Ha B3anMojeicTBHE
He ca u3BecTHM 1aHHM OTHOCHO JIEKAPCTBEHU U APYTH B3auMoneicTBus. EAHOBpEMEHHO ¢
NPUIIAraHETO Ha cepyMa ce NMPOBEX/a NaTON€HETUYHO U CUMITTOMATUYHO JIeUeHHE.

4.6.DepTHANTET, GPEMEHHOCT H KbpPMeHe

CepymbT MOXKe fa ce npuiara Ha GpeMeHHH ¥ KbPMayuKH NP CTPOr'H MHIHKALMH.

Hsama nanHM 3a TOKCHUYEH eeKT BbpXY MJ10/a MpU NPUIOKEHHE M0 BpeMe Ha OPEMEHHOCT WM 3a
TaKbB IPH KbpPMaueTa Npu NPUIOKEHUETO Ha Makkara 1o BpeMe Ha KbpMeHe.

4.7.EdexT BbpXy cnocoOHOCTTa 3a miodupane H paboTa ¢ MALIHHA

Hsama nannu IIpotuBosmuticku cepym Byn Bruo na Biusie oTpvLaTesiHO BbpXY COCOOHOCTTA 3a
wodupane u padbora ¢ MawuHu. Heobxoaumo e naureHTa na 6bae npeaynpeseH 3a ehexra ot
JPYTUTE IEKapCTBEHU NPOIYKTH (IJ1aBHO aHTHXHUCTAMUHOBH), PUJIAraHyu €IHOBPEMEHHO ChC CEPYMa.

4.8. Hexxes1aHM JIeKAapCTBEHH peaKk Uy

BbBex1aHEeTO Ha KOHCKU CEPyM B YOBELIKHS OPraHM3bM, MOXE Ja Npeau3BrKa HezabaBHa peakuus -
anagunakmuyer WOK WIM KbCHA peakuus - cepymua oOonecm. Te3u peakuud ca pe3yataT OT
CeHCHOMNIM3aLUMATa Ha OpraHu3Ma NpH MBPBHYHOTO MNPOHMKBAHE HA KOHCKM O€NTBK MM OT
crieur(MYHaTa PEaKTOreHHOCT Ha OpraHui3Ma. AHa(WIAKTHYEH LIOK MOXKE [a Ce MOSBM BEIHara,
KaKTO TIPH MOJKOKHO, TaKa M IIPU MHTPAMYCKYJIHO MPHIIOKEHHE.

CumnromuTe Ha aHaQUIAKTHYHMS LIOK ca: 3aTPyJHEHO AMINAHE (AMCMHEes), LMaHo3a, YCKOPEeH
bumidopmeH mysic, U3MNOTABAHE, TOBPbLIAHE, MOHIKEHO KPBbBHO HAJIAraHe, JUapHs U MPU TEXKKH
Clly4au — porpecupalll Koiamnc, 3aBbpLiBaLl CbC CMbPT.

B 2 1o 6% ot cnyvaute Ha npuiaraHe Ha KOHCKHM CEPYM MOXeE @ HaCThITH cepyMHa Oonecn MEXIy
7-14 nmeu ciienl npunaraHeTo Ha cepyma. Ts MpoTHya KaTo Jieka TpaH3UTOpHA epUTeMa Wil YPTHKapus,
a B HAKOM CJIy4ad HAaCTBIBAT YCJIOXHEHHs, XapaKTepU3upally ce ¢ OOJKH B CTaBUTE W MOAYBaHE Ha
JUM(}HU BB3IH.

CboluiaBaHe Ha MOJ03MPAHK HEXENAHH PEaKLUH
Cpbob11aBaHeTo Ha MOJO3UPaHK HEXEJTaHW PeaKLMK Cliell pa3peliaBane 3a yrnorpeba Ha JIeK

NI0/103MpaHa HeXKelaHa peakiys upe3 HallMOHAIHA CUCTeMA 3a ChoOLLIaBaHe, moc
H3nbnnuresiHa areHuus no JiekapcTeaTa
ya. . Jlamsn 'pyes® Ne§, 1303 Codus,



Ten.: + 359 28903417, yebcaiit: www.bda.bg

4.9.I1penozupane
He e npunoxumo

5. ®APMAKOJIOIMYHU CBOMCTBA

5.1.®apmakoguHAMHYHH CBOlicTBA

®dapmaxorepanesruyHa rpyna: Umynnu cepymu, ATC koa: JO6AA 03

[MporuBo3muiicku cepym byn Bro e npeurcTeH U KOHLUEHTPUPaH UMYHEH CEPYM, KOUTO CE ChCTOH OT
F(ab), — ¢parmenTrTe HA UMYHOTJIOOYJIMHUTE, KOUTO HEYTPAJIM3UPAT CELM(PUYHO OTpOBATa Ha
nenensHkara (Vipera ammodytes) u cbh3iaBa nacuBeH UMyHHUTET. IMyHOTIOOyIMHHUTE Ca MOJTyUYeHH
4pe3 eH3UMHA XMAPOJIK3a U GpakiMOHUpaHe OT Miia3mMara Ha KOHE, UMYHH3UPaHU C OTPOBA OT
nenensHka (Vipera ammodytes).

KaTo koHcepBaHT € u3non3BaH GeHol.

5.2. ®dapmakokHMHETHYHH CBOiicTBa — He e npunoxumo

5.3. IlpenxknuHnYHYE JaHHH 32 6€30MACHOCT
He ca npoBexxjaHu MpeAKIMHAYHHA U3MMTBAHUS 3a 6€30MaCHOCT Ha NMPOAYKTA.

6. PAPMAIIEBTUYHU JAHHU

6.1. CnHchbK HA NOMOUIHHUTE BellecTBa
®eHos - He noBeue ot 2,5 g/l

Harpues xnopun - 9 g/l

Bona 3a nHKeKLMH - 10 HeOOXOAUMHUS 00eM

6.2. HechBMecTHMOCTH

To3u nekapcTBeH MPOAYKT He TpsiOBa a ce CMECBA C JIpYTH JIEKAPCTBEHU NPOLYKTH.

Hsima nanuu 3a hU3HMKO-XMMHUHA HECHBMECTUMOCT Ha Mpernapara ¢ Apyrd JISKapCTBEHH MPOTYKTH.
[Mpu enHoBpeMeHHOTO MpunaraHe Ha [TpOTHBO3ZMUNCKUS CEPYM C APYTH MHXKEKLIMOHHHU JIEKAPCTBEHH
NPOIYKTH, 33IJDKUTENTHO € BCEKH OT/IENIEH MPOAYKT Ja Ce U3TerJsl U NpuJiara ¢ OTAEITHH CTEPUITHU
CTNPUHLIOBKA U UIJIa, HA MSICTO Pa3JIMUHO OT MSACTOTO Ha MHXKEKTHPAHETO Ha cepyma.

6.3. Cpok Ha roanoct
Tpu ronuHM NpyU NOCOYSHHUTE YCIIOBHUS HA ChbXPAHCHUE
JlataTa Ha KOSITO M3THYA CPOKBT Ha TOJHOCT € MIOCOUeHa BbPXY MbPBUYHATA M BTOPUYHATA ONAKOBKa

6.4. CnienpaHH yCJIOBHS HA ChbXPaHEHHE
Jla ce chXpaHsBa M TPAHCHOPTUPA HAa TBMHO B XJIaAMIHUK npu Temnepatypa ot 2°C no 8°C.
Jla ce cbXxpaHsBa B OpUrMHANIHATa KAPTOHEHA OTAKOBKA.
Ha He ce 3ampazssa !

3AMPB3BAJI CEPYM E HET'OJIEH 3A YIIOTPEBA!
Jla ce cbxpaHsiBa Ha MSICTO, HEIOCTBIHO 32 Jeua!
HewusnonzpanusTt cepym na ce u3xsbpJis!

6.5. Bua u chaAbpiKaHNe HA ONAKOBKATA

AMryna — CThKJIeHa, Oe31BeTHa, Npo3payHa, cCaMOTyTeL(a, ITbPBY XUIAPOIUTHYEH THIY

v
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Amnynure ca onakoany 1o 1 unu 10 6pos B kapTOHEHa KyTHS.

6.6. CnienMa/IHH NpeANa3sHU MEPKH NPH H3XBBLPJIsHE H paboTa

[IpOTHBO3MUHCKHUAT cepyM € GUCTBD, Oe3LBETEH 10 OJIE10 XKBIT PasTBOP. [To BpeMe Ha ChbXpAHEHHE
MO>Ke Ja ce 0Opa3yBa JIeKa ONaJIeCUEHITUS.

CepyMBT ce MpHjiara HerocpeACTBEHO CJie]l OTBAapsiHE Ha amIlyJjiaTa

Jla He ce ynoTpebsiBa cepyM, KOWTO € 3aMpa3saBaH W/WJIH TaKbB C MPOMEHEH BHHIICH BuA!

[Ipeau ynorpeba amiysaTa CbC cepyma Ce 3arpsaBa [0 TeMIepaTypa Ha HOBEIUKOTO TAJIO.

Jla He Ce U3MoJ3Ba CEPYM C M3TEKbJ CPOK Ha NOAHOCT!

Jla He ce M3MOI3BA aMITyJia C HapyLIeHa LSIOCT WK C H3TPUT Haamuc!

Heusnon3BaHUAT NPOAYKT WK OTMAagbYyHUTE MaTEPHAIIM OT HEro TPOBA /ia Ce U3XBBPIIAT B
CbOTBETCTBHE C MECTHUTE U3UCKBAHUS.

7. MPUTEXATEJI HA PABPEIIEHUETO 3A YIIOTPEBA
"bYJI BUO - HIIBIIE" EOO I

Codus 1504, bvarapus

6ya. "Snko Caxb3oB" 26,

Ten.: +3592944 61 91

daxc: +359 2 943 34 55

e-mail: bulbio@bulbio.com

8. HOMEP HA PASBPEIIIEHUETO 3A YIIOTPEBA
11 16203/20.12.2011r.

9. JATA HA ITbPBO PA3PEIIABAHE 3A YIIOTPEBA: 19 snyapu 2001r. Per. Ne 20011235
JlaTta Ha nocaeaHo noaHosssaHe: 20.12.2011

10. JATA HA AKTYAJIMBUPAHE HA TEKCTA: mait 2020 r.




