KPATKA XAPAKTEPUCTUKA HA ITPOAYKTA



1. UME HA JIEKAPCTBEHMUA IMTPOAYKT

Ol J O
IMPOTUBOAUDPTEPUEH CEPYM BYJI BUO nHXxeKIHOHEH pa3TBoOp /J <O 3 S

ANTIDIPHTHERIA SERUM BUL BIO solution for injection 20 / 3 (7 08 -10- 2075

2. KAYECTBEH H KOJIMYECTBEH ChCTAB

[IporuBoaAUdTEpHIHHA CEpyM € pa3TBOpP ChbAbpkall UMYHOrji00yauHoBH F(ab), ¢pparmentn. Te ca
MPOM3BEIEHH OT XUIIEPUMYHHA KOHCKA KPbB, MOJIy4Y€Ha cjie]l UMYHHU3al1a ¢ AU(TEepUEH TOKCOU, Ypes
(¢paKLIHOHUPAHE U EH3UMHA XHAPOJIK3a.

Eana nosa (5 000 IU/ amnyaa) cbabpaka:
HUmynornobynunosu F(ab), ¢pparmenTu cpeury TokcuHa Ha Corynebacterium diphtheriae
(Corynebacterium diphtheriae antitoxic F(ab), immunoglobulin fragments)-He no-manko ot 5 000 IU.

Karo koHcepBaHT € u3non3saH eHon - He noBeye ot 2,5 g/l.

3. JIEKAPCTBEHA ®OPMA

MHxeKLIMOHEH pa3TBOP 3a NOJAKOKHO K HHTPAMYCKYJIHO MPUIIOKEHHE.

4. KJIUMHUYHHU JAHHHU

4.1 TepaneBTHYHH NOKA3AHHA

CepyMBT € npeaHa3Ha4yeH 3a JieueHue Ha audrepus.
4.2 Jlo3HpOBKA H HAYHH HA NPHJIOKEHHE

[IporuBoanudrTepuer cepym buo buo ce npunara camo oT KBaIMPHUUHPAHO MEAHULIMHCKO JIMLIE.
CepyMbT ce npujiara HHTPaMyCKYJIHO WK NoAKOKHO B 1034 OoT 500 no 3 000 IU Ha eaun kg Ternio B
3aBUCHUMOCT OT Bb3pacTra U CbCTOSHHETO Ha OonHMA. [IpU TeKKHM TOKCHMYHM PopMH Morar aa ce

uHkekTupar 100 000 u noseue IU nHeBHO.
CepyMbT ce npHjiara HernoCpeACTBEHO CJie/l NocTaBsiHe HA auarHo3ara. [lpu ACHO U3pa3eHU KIIMHHYHH

CUMIITOMH C€ MPUCTbNBA He3ab0aBHO KbM MHXKEKTHpaHe Ha cepyM, 0e3 na ce yaka pe3yiaTarbT OT
O0aKTepHOJIOTHYHOTO H3CJIe/IBaHe.
JleueOHaTa n03a MOXkKe J1a C€ BbBe/l€ €JHOKPAaTHO MJIH HEKOJIKOKPATHO B CJI€/1BALILIMTE JIHM.

4.3 IlpornBonokKasaHus

CBpBXUYBCTBHTEJIHOCT (QJ1Ieprusi) KbM aKTHBHHUTE BELIECTBA HJIM KbM HAKOS OT OCTAHAJIMTE ChCTAaBKH
Ha cepyma (KM30poeHH B TOuKa 6).

AOCOMIOTHU NPOTHUBOIIOKAa3aHUA cpellly u3nos3BaHeTo Ha [IporuBoaudrepuiinus cepym byn buo Hsama.
[TONOXKHUTENHUAT TECT 3a CBPBXYYBCTBHUTEJIHOCT KbM KOHCKH O€ITBK HE € NMPOTHBOINOKAa3aHUe 3a
MPUJI0KEHHETO Ha cepymMa. [ Ipu nalMeHTH CbC CBPBbXUYYBCTBHTEIHOCT KbM KOHCKH O€JITBK C€ MpOBeXK/a
[MPOTHBOAJIEPrUYHA Tepanus €JIHOBPEMEHHO ¢ HHXKEKTHPAHETO Ha cepyMa.

4.4 ChneuHa/IHH npeaynpeRJaeHHs H NpeAnasHH MEePKH NpH ynorpeda

U3nuTBaHeTo ce u3BbpmiBa no ciaeanus HauuH: 0,1 ml cepym, pazpenen 1:100
HaTpueB xJiopua (9 g/l) ce MHXKEKTHpa WHTPAJEPMAIHO BbB BbTPELIIHATA CTpaHa Ha



HAa pbkara. OTUMTAHETO Ha peakuuATa ce W3BbpLBa cnea 30 MuHyTH. [lpH nosBa Ha 3ayepBsBaHe
npobaTta ¢e€ CYMTA 3a MOJIOKHUTETHA.

ITpu ompuyamenna npoba - 0,1 ml cepym, paspeaen 1:10 ¢ pasteop Ha HaTpueB xnopua (9 g/l) ce
HHXKEKTHpa HHTpajepMaiHo. OTuMTaHeTO Ha peakuMaTa ce u3pbpwisa ciaea 30 MHHYTH.

ITpu ompuyamenna npo6a - 0,1 ml HepaspeneH cepyM ce HIKEKTHPA HHTPaAEPMATTHO.

OTuHTaHeTO Ha peakuHATa ce H3BEpLIBa cnel 30 MUHYTH.

AKO HE Ce¢ NOABAT MECTHM HAH OOWlM NpH3HALHM Ha MOBULIEHA YYBCTBHMTEHOCT, C€ HHIKEKTHpa
HEOOXOAHMOTO KOJMIHYECTBO CEPYM.

[IpenopbuBa ce nauMeHTHT Aa ocTade owe | - 2 yaca noa nekapcko HabmoaeHKe K Aa ce npeaAynpeaH
33 Bb3MOXKHOCTTA OT FI0ABATa H3 CepyMHa Gonect Mexay 7 - 14 neH ciel HHXXEKTHPAHETO Ha CepyMa.
IIpu  nonoocumenwa npoba B €OHH OT TOPENOCOMEHHTE CJAyvaW ¢€  MpoBeXIa
neceHcndwimzauma no meroaa Ha A. K. bespeaxa upes unkexktupane npe3 30 MUHYTH Ha NOCTENEHHO
NOKa4Bally ce JO3H OT CepyMa M0 ClieAHATa NPUMEpHA CXeMa.

0,10 ml cepym, paspeacH ¢ pa3rsop Ha HaTpueB xnopua (9 g/1) 1:100 - HHTPAREPMANTHO

0,50 ml cepym, paspeaceH ¢ pa3Tsop Ha Harpues xnopua (9 g/l) 1:100 - TOAKOXHO

1,00 ml cepym, paspeneH ¢ pa3Top Ha Hatpuen xnopua (9 g/l) 1:100 - TOAKOXKHO

3,00 ml cepym, paszpencH ¢ pasteop Ha HaTtpues xyiopua (9 g/1) 1:100 - NOAKOXKHO

0,10 ml cepyM, pa3speacH ¢ pazTBop Ha HaTpueB xjopua (9 g/l) 1:10 - HHTpaJepMATHO
0,50 ml cepym, paspeneH ¢ pa3reop Ha HaTpueB xaopua (9 g/1) 1:10 - TOAKOXKHO

0,10 ml Hepa3peacH cepym - HHTPaJAePMAITHO

0,50 ml HepaspeaeH cepym - IOAKOKHO

1,00 m] HepaspeneH cepym - MIOAKOKHO

3,00 m] HepaspeneH cepym - NOAKOXKHO

OcTaHaNOTO KOJIMYECTBO OT HAZHAYEHHSA CEPYM CE€ HHXKEKTHPA UHTPAMYCKYIHO.

ENHOBpPEMEHHO C HHKEKTHPAHETO Ha CepyMa ce [POoBexkAa NpPOTHBOANIEPru4Ha Tepanua. Ts
NpoaABIKABA 2 - 3 AHHU Clie] MpularaHe Ha cepyma.

[1pu nosBa Ha cUMITOMK Ha aHadUnNakTUYEH oK TPsaOBa Aa ce B3eMaT ClIEIHHTE MEPKH!

BOMHUAT ce nocTaed B NerHano nonoxeHve. Muxekrupa ce enuHedput (anpeHanun) 0,1 % noaxkoxHo.
Cnopea Ternoro Ha nauueHTa ao3ara moxe Aa 6sae ot 0,3 ao 0,5 ml. C 0,1 - 0,2 ml ce undwrrpupa
OKOJIO W NMOA MSACTOTO, Ha KoeTo € Oun MHkektupad Ilporusoaudrepuiinua cepym byn Buo.
OcTaHATOTO KOAMYECTBO CE€ HHXKEKTHPA MOJKOXKHO Ha Apyrara pbKa.

B cnyyail Ha MHOTO TEXKBK M1H Obp30 paseueall ce wok 0,3 - 0,5 ml enunedpun (agpenanun) 0,1 % ce
HHXXEKTUPa WHTPAMYCKYJHO WNW UHTpaBeHO3HO. [lpn BeHosHO npunoxenue noszara € 0,3 ml
(npeapapurenno paspenes o 1:10 000 ¢ pasreop Ha HaTpHeB xnopua — 9 g/l). BeBexxaa ce MHoro 6aBHo
(15 - 20 MHH.) o BPBL3IMOXKHOCT ¢ nep@ysop. EaHa amnyna (1 ml) aapenanun 0,1 %, pazteopen B 500
ml pa3TBop Ha HaTpHeB xyopua (9 g/1) Moxke 1a ce MPUIOKH KankoBo ¢b¢ ckopocT | ml/min. Ipu aeua
enuHedpud (aapenanu) 0,1 % ce no3upa no 0,01 ml Ha kunorpam TenecHo Terno, Ho eTHOKpaTHATA
ao03a He TpaOBa na Hansuwagea 0,3 ml. MHkekTHpa ce NOAKOXKHO HAM-MANKO Ha JBE MECTAa.

B 3aBHCHMOCT OT 001IOTO CHCTOAHKE W KPBBHOTO HANATAHE Ha NAUMEHTa, NPOALIKARA Ja C€ NOCTABA
noakoxHo 0,3 - 0,5 mi enunedpun (aapenanun) 0,1 % npes 15 - 30 MuH. Ycnopearo ¢ HHXeKTHpPaHETO
Ha enWHE(PPHUH (aApeHaIHH) Ce NMOCTaBA HHTPABEHO3HO MeTHanpearu3onoH 1 - 2 mg/ke (80 - 120 mg).
HenocpencTeeHo cien ToBa ce HHKEKTHPA CHLLOTO KOJTUHMECTBO METHINPEAHH30JI0H, pasTBopeH B 500
ml pa3rBop Ha rmoko3a (5 g/l) u HaTtpues xnopua (9 g/L). Bansanero npoabikaea Ao cTabWIM3HpaHe
HAa KPBBHOTO HANATAHE W H3YC3BAHE HAa BCHYKH CHMINTOMH Ha LioKa. JlaBa ce KMCIOpod ¢ Macka HJIH
Ha3aJICH KATETHP.

[lopabpka ce NpOXOAMMOCTTA Ha JAUXATe/HUTE NbTuilia. [Ipy nbpBa Bb3IMOXKHOCT OONHHUAT ce
TPAHCTIOPTHPA A0 OTAETICHHE 38 HHTEH3UBHO JIeYEHUE.

[Ipn HacTbNBaHE Ha cepymMHa OonecT ce mpenoppyBa NPUIAraHETO HAa aHTHXHCTAMHHOBH cpe,uCTBa

I{OMGHHHPHHH C aApPCHaJIHH, KOPTHKOCTEPOHIAH H APYIH.

[IpocneauMocT
3a na ce nonodpu npocaeauMocTTa Ha OHOTOrHURHTE JE€KapCTBEHH NPOAYKTH, UM

HOMEP Ha NMPWICKEHU NPOAYKT TpabBa ACHO Ja Ce 3anucBar.




4.5 BiarMoaeHCTBHE ¢ APYI'R JEKAPCTBEHH NPOAYKTH H ApYrH GOPMH HA B3AHMOACHCTBRE

He ca H3BeCTHH J@HHH OTHOCHO ICKAPCTBEHU YU APYTH B3aUMOoaeiHCTBUA. EAHOBPEMEHHO C MpHIaraHeTo
Ha cepyMa ce NpoBeXa MaTOreHeTHYHO H CHMITTOMATHYHO JIEYEHHME.

4.6 DepTHAHTET, DPEMEAHOCT H KbPMEHE

CepyMbT MOXE Ja ce npwiara Ha 6peMeHHH W KbpMaukH MPH CTPOTH HHAHKALHH.
Hsama naHHH 3a TOKCHUEH €(eKT BbPXY IUI04a NMPH IPHIOKEHHE 110 BpeMe Ha OpeMEeHHOCT WIH 33 TAKbB
Npy KbpMaueTa NpH NpUWIoKEeHHeTo Ha MaiKara 1o BpeMe Ha KbpMEHe.

4.7 EdexTn BbLpXYy cnocobHOCTTa 38 modHPRHe H paboTa ¢ MAINMAHK

[IpotuBoan¢TepueH cepyM byn bHo He nmoBnuABa WIH NOBJIHARA NMpeHEOpEKUMO CMOCOOHOCTTA 34
iogHpaHe U pabota ¢ MaluMHH. HeobxoauMo ¢ nauyeHTa Aa 6bae npeaynpeack 3a edekra otr Apyrure
NEKaPCTBEHU NMPOXYKTH (MNaBHO AHTHXHCTAMUHOBH), MMPUNAraHu ¢HOBPEMEHHO ChC CEPYMA.

4.8 Hexenann JexkapcTrBeHH peaklHB

BBBeXKAQHETO HA KOHCKM CEPYM B YOBCLIKHSA OPraHH3bM, MOXKE [1a Npeau3BHKa He3abaBHA peakuHs -
anagunaxmuver wiox WIA KbCHa peakuua - cepymna bonecm. Te3n peakilMH ca pesyaratr OT
CeHCHOMIM3aLMATA Ha OpraHM3Ma MNpH MTbPBHYHOTO NPOHMKBAHE Ha KOHCKH OenTbK WIM oOT
crieyPHyYHATa PEaKTOT€HHOCT Ha OpraHu3Ma. AHaQHIaKTHYEH LLIOK MOXeE /1a Ce NMOABH BEHara, KakTo
[IpH MTOAKOKHO, TaKa U NPH HHTPaAMYCKYJHO NPHIOKEHHE.

CuMmnroMdTe Ha aHapHIAKTHYHHMA WIOK Ca: 3aTPYRHEHO AMillaHe (AMCIIHEA), LHAHO33a, YCKOpPEH
PuindopmMeH Mync, H3NOTABAHE, MOBPBIUAHE, MOHWKEHO KPBHBHO HANATaHe, JUapHa M NMPH TEXKKH
cly4dau — nNporpecypaiil Koaanc, 3apbpiiBaill CbC CMBPT.

B 2 no 6% ot cnyuanTte Ha nMpunaraHe Ha KOHCKH CEPYM MOXKE Aa HacTwilU cepymHua borecm Mexny 7
-14 neH cnex npunaraHeTo Ha cepyMa. Ta npoTuya KaTo NeKka TPAH3UTOPHA EPHTEMA WITH YPTUKapHA, a
B HAKOM CIIy4YaH HACTBLNBAT YCIOXKHEHHWA, XapaKTepu3upalM ce ¢ OONKM B CTaBHTE H NMOAYBAHE Ha

NUMGHH BB3JIH.

CohobluaBaHe Ha NOAO3ZUPAHU HEXKENAHU pEAKLIUH

Cov0o011aBaHETO HA MOAO3IUPAHH HEXKENAHU peaKUMH cie/l pa3pelnaBaHe 3a ynorpeba Ha JiekapcTBEHUS
NPOAYKT € BaXKHO. ToBa Io3BoJIABA Aa NPOABLLKY HAaOMOACHHETO HA CBOTHOWICHHETO HOJN3a/pHCK 34
NeKapcTBEHHMA NpoaykKT. OT MEAHLMHCKUTE CMELMA/IUCTH C€ U3UCKBA Aa ¢bob1aBaT Beaxka noao3MpaHa
HEXeJlaHa peakLus Ypes:

H3nbnHATENHA areHuus o JeKapcTBara

ya. ,Jamsau ['pyes* Ne 8, 1303 Codus,

Ten.: +359 28903417

yebcatit: www.bda.bg

4.9 Ilpeaosupane

Henpunoxumo.

5. ©OAPMAKOJOI'NYHHU CBONCTBA

5.1 @apMARKOAHHAMHYHH CBOHCTBA

QapmaxorepanesTHyHa rpyna: Mmynnu cepymu, ATC koa: JO6AAQ] '
MexaHH3bLM Ha AeiicTBHE: <A g
[IpotuBoaudTepueH cepyM byn buo e npeuncTeH U KOHLIEHTPUpPaH UMYHeEH cepyy Y' 0 24

or F(ab): ¢parMeHTHTe Ha MMYHOTNOOGYNMHHTE, KOMTO HEYTPAIM3HpPAaT cneLis
oﬁpaayBaHH or bakrepunre Corynebacterium diphtheriae, KofiTo ¢Cb3aBa NACHUBE
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5.2 @apMAKOKHHETHYHH CBOHCTBA
HenpunoxuMmo.
53 IlpeaxIHHHYHH AAHRH 33 H€30NACHOCT

He ca npoBexaann npeaKTHHHYHH H3NKHTBAHKUA 32 §€30nacHOCT Ha NPOAYKTA.

6. PAPMAIIEBTHYHHA JAHHH

6.1 C(CridchbK HA NOMOIMHATE BellecTBA

QeHon
Hatpuer xnopua
Bona 3a HbKexuMH

6.2 HecLBMEeCTHMOCTH

To3u nexkapcTBEH NMPOAYKT HE TPAOBA Aa ce CMECBA C APYTH JIEKAPCTBEHH NPOAYKTH.

He ca u3secTHH AaHHHY OTHOCHO (PM3HKO-XMMHYHA HECHLBMECTHMOCT Ha CEpyMa C APYTrH JIEKapCTBEHH
MPOAYKTH.

[Tpu eanoBpeMeHHoTO npunarade Ha [IpotuBoaudrepuiinnug cepyM byn BHo ¢ Apyr¥ MHKEKLMOHHH
JIEKapCTBEHH NPOAYKTH, 3aXb/DKHTENIHO € BCEKH OTACIEH NMPOAYKT Aa C€ U3TEr/A U NpUJiara ¢ OTACIHH
CTEPWIHH CIIPHHLIOBKA H HINa, HA MACTO Pa3jIN4HO OT MACTOTO HAa MHXKEKTHPAHETO Ha CEpyMa.

6.3 Cpok Ba rognocrt
3 roavHH
6.4 ChnensalnH yCJJOBHA HA ChXPAHCHHE

Ha ce cbxpaHaBa M TpaHcnopTHpa B XaaanwnHuk (2°C - 8°C).

Ja ce chbxpaHsBa B OpHIHHA/IHATa KAPTOHEHA ONAaKOBKa, 3a Aa CC NMpEana3H OT CBET/IHHA.
Ja He ce zampa3sspa.

3aMpb3Ban CepyM € HerozeH 3a ynorpeoa.

lla ce cexpaHsABa Ha MACTO, HELOCTHITHO 34 ZIeua.

Cepyma na ce M3non3Ba BEAHAra cjcj OTBApAHE Ha aMITyJiaTa.

HeusnomssaHHAT CEPYM Na CC UIXBBPIIA.,

6.S BnaucpALPKARHE HA ONIAKOBKATA

besuserna, npo3payHa, caModyneua ce, CToKIcHa aMnyna (tun I).
Amnyiaure ce onakosat no 1 wam 10 6poq B KapTOHEHaA KyTHS.

He BCHYKHM BHROBE ONakOBKM MoOraT fa ObaaT IMycHaTH Ha nasapa.
6.6 Cpennajauu npeana3in MEepKH NPH A3XBbLPJIsSHe B pabora

[TpoTuBoaudTepueH cepyM byn buo npeacrasnsaBa 6ucTpa Neko KLATCHUKABA TEYHOCT.
CepyMbBT ce npuiiara HernocpeACTBEHO cjle/] OTBApPAHE Ha aMITynara.
Ha re ce ynorpebaBa cepyM, KOHTO € 3aMpa3iBaH H/WIH TaKbB C MIPOMEHEH BLHIIE
[Tpeau ynorpeda aMynata cbC cepyMa ce 3arpsaBa 10 TeMIeparypa Ha YOBELIKO
Jla He ce U3MoJI3Ba CEPYM € U3TEKbJ CPOK Ha I'OJHOCT.

Ha He ce U3Mo3Ba aMITy/a ¢ HapylleHa LUAAOCT HIIH € H3TPHT/ HEeACeH HAAMHC,




Hen3non3pauuAT MNPOAYKT HWIH OTNAOABYHHUTE MATEPHaIW OT Hero TpabBa Oa ce H3XBLPNAT B
CbOTBETCTBHE C MECTHHTE H3UCKBAHMS.

7. HOPHATEXATEJ HA PAZPEIIEHHETO 3A YHOTPEBA

.BYJI BUO — HL3IIB* EA]],
Oyn. ,.IHko Caxb3oB* Ne 26,
Codna 1504,

buarapus

8. HOMEP(A) HA PABPEIHIIEHHETO 3A YIIOTPEBA
11-0883/18.10.2007 r.

PerucrpaunoneH Ne 20011234

9. JATA HA ITBPBO PAZPEHNIABAHE/TIOAHOBSIBAHE HA PAZPEINEHHETO 3A
YIIOTPEBA

Harta Ha mepeo pazpewasane: 20.11.2002 r.
Ilara Ha nocneaHo noaHosaBaHe: 18.10.2007 r.

10. JATA HA AKTYAJIMZUPAHE HA TEKCTA: asrycrt 2025 1.




