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1. UME HA JIEKAPCTBEHMSI IPOJIYKT Ogodperse U

NMPOTUBOAUPTEPUEH CEPYM Bbya buo, uH:KeKUHOHEH Pa3TBoOP
ANTIDIPHTHERIA SERUM BUL BIO solution for injection

2. KAYECTBEH U KOJIMYECTBEH CHCTAB

2.1. O6mo onmcanmne

ITpotuBoAM(TEPUUHHS CEpYM € TeUeH IpenapaT ChabpKall UMyHOT 100y iuHOBH F(ab),
¢parmenTn. Te ca mpousBeieHN OT XUIEPHUMYHHA KOHCKA KPbB, [I0JIyYeHa Cilejl IMYHH3a1Hsl
¢ IU(TEPHEH TOKCOU I, upe3 GpakiMOHUpaHe ¥ eH3MMHA XuAposn3a. Kato KOHCepBaHT €
U310J13BaH (peHoJ.

2.2. KayecTBeH ¥ KOJIHMYECTBEH CHCTAB

Enna no3a (5000 IU/amny.ia) cbabpoka:

Nmynorno6ynunosu F(ab), ¢hparmentu cpemty tokcuna na Corynebacterium diphtheriae —
He no-manko ot 5000IU

Corynebacterium diphtheriae antitoxic immunoglobulins

IMomounu BewecTBa:
®eHon - He oBeue ot 2,5 g/l
3a IbIHUS CIIUMCHK Ha ITIOMOILIHUTE BELIECTBA BUXKTE TOUYKA 6.1.

3.JJEKAPCTBEHA ®OPMA
NmxexuuoneH pa3tBop 3a moaxkoxHo (SC) u uatpamyckyaro (IM) npunoxeHue.

4. KJIIMHUYHU JAHHU

4.1. TepaneBTHYHU MOKA3AHHSA
CepyMBT € IpeiHa3HAYCH 3a JIeUeHHE HaA TUPTEPHUs.

4.2. 103MpOBKAa M HAYHH HA MPUJIOKEHHE

ITpotuBonudTepuen cepym byn buo ce mpuara camo oT KBaTH(DUIHPAHO MEAUIIMHCKO JIMLIE.
CepyMBT ce Ipuara HHTpaMyCKYJTHO WM MTOAKOXKHO B 1034 0T 500 10 3 000 IU Ha enun kg
TETJIO B 3aBUCUMOCT OT BB3pacTTa U ChCTOSHHETO Ha OonHus. [Tpu Texku TOKCHIHU GOopMu
morat fa ce urxektupar 100 000 u moseue [U qHEBHO.

CepyMBT ce npHiara HEIOCPEICTBEHO Clie/l TIOCTaBsIHE Ha JUarHo3ara. [Ipu sicHO U3pa3eHn
KIIMHUYHU CUMIITOMH C€ IPUCTHIIBA HE3a0aBHO KbM MHKEKTUPAHE Ha cepyM, 0€3 J1a ce yaka
pe3ynTarbT OT OAKTEPUOIOTUYHOTO U3CIIEIBAHE.

Jleyebnara no3a Moe Jia ce BbBE/Ie €IHOKPATHO WIJIM HEKOJIKOKPATHO B CJIEBALIUTE JIHU.

4.3.I1poTuBonoxka3aHus

AOCOJIFOTHY NPOTHBONOKA3aHUA Cpelly H3Mnona3BaHeTo Ha IIpoTuBonudTepuiHuUs CepyMm
HiMa. [IONOXMTENHUAT TECT 3a CBPBXYYBCTBHTENHOCT KbM KOHCKHM OEJIFBK  HE, €
MPOTUBOIIOKA3aHUE 3a MIPUJIOKEHUETO Ha cepyma. [Ipu manueHTH cue CprquBCTBHTenHO(,I 5
KbM KOHCKM O€NThK Cce TpoBeXJa TPOTHBOATICPTHYHA Teparwsl eﬂHOBpeMeHHO c
WHXXEKTUPAHETO Ha cepyMa. :
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4.4. CnenpaJiHy OpeIyNpeKIeHHs H NpeNa3HH MEPKHU NPH ynoTpeda

ITpenu uHXeKTHpaHe HA cepyMa 3aIbKUTEITHO TPsiOBa Jla ce HalpaBy mpoda 3a
YyBCTBUTEIHOCT. M3nuTBaHeTo ce u3pbpiiBa 1o cieaaus HauwH: 0,1 ml cepym,
paspenen 1:100 ¢ pastBop Ha HaTpueB xjopua (9 g/l) ce WHKEKTHpa MHTPALEPMATIHO
BBHB BbTPEIIHATA CTPaHa Ha IIpeylakbTHUIATa Ha pbKkaTta. OTYHTAHETO Ha peakIusra ce
us3pbpiuBa cien 30 munyTu. Ilpu mosiBa Ha 3adepBsiBaHe mpobarta ce cyMTa 3a
HOJIOXKHUTEITHA.

ITpu otpunaresnsa mpoba - 0,1 ml cepym, paspenen 1:10 ¢ pa3tBop Ha HaTpres Xiaopun (9 g/l)
Ce UHKEKTHpa MHTpajepMaiHo. OTYMTaHETO Ha peaknusTa ce wu3BbpmBa cien 30
MUHYTH.

[Ipu orpunarensa mpobda - 0,1 ml HepaspeeH cepyM ce HHKEKTHPA UHTPAICPMAIIHO.
OTtynTaHeTo Ha peaknusaTa ce U3BHpIIBa ciel 30 MUHYTH.

AKO He ce TIOSIBIT MECTHH WM OOIIY MPH3HAIM HA [TOBUINICHA YYBCTBUTEIHOCT, CE
HH)KEKTHPA HEOOXOAUMOTO KOJIHMYECTBO CEPYM.

[TpenoppyBa ce MALUEHTHT Jja OCTaHe ole 1-2 yaca Mo/ JeKapcKo HabIIOICHHE 1 J1a CE
IPEAYIpPEaH 3a Bb3MOXKHOCTTA OT 10siBaTa Ha cepyMHa OoJyiecT Mexay 7-14 neH cien
WH)KEKTUPAHETO Ha cepyMa.

Ilpn monoxutenHa mpoba B €IWH OT TOPENOCOYEHUTE CIydaW Ce IPOBEKIA
neceHcubunmMsanus no Merona Ha A. M. bespenka upes nmkektupane npes 30 MHHYTH Ha
TIOCTENEHHO ITOKaYBallH Ce J03U OT cepyMa II0 clie[[HaTa IIpUMepHa CXeMa:

0,10 ml cepym, paspenen ¢ pa3tBop Ha Hatpues xyopua (9 g/l) 1:100 - HHTPaJIEPMAIIHO
0,50 ml cepym, paspenen ¢ pa3tBop Ha Harpues xyopun (9 g/l) 1:100 - TIOJIKOXHO

1,00 ml cepym, pazpenen ¢ pa3tBop Ha Harpres xiopus (9 g/1) 1:100 - TIOJIKOXHO

3,00 ml cepym, pazpezen ¢ paztBop Ha HatpueB xiaopuz (9 g/1) 1:100 - TIOIKOYHO

0,10 ml cepym, pa3pezeH ¢ pa3tBop Ha HarpueB xyopua (9 g/1) 1:10 - HHTPaJAECPMAIHO
0,50 ml cepym, paspeneH ¢ pa3tBop Ha Harpues xyuopun (9 g/l) 1:10 - TIOJIKOXHO

0,10 ml Hepaspenen cepym - HHTPaJIEPMaIHO

0,50 ml Hepazpenen cepym - IOJIKOXHO

1,00 ml mepaspenen cepym - IOJKOKHO

3,00 ml HepazpeneH cepym - TIOAKOKHO

OcTaHano0TO KOJMYECTBO OT Ha3HAYCHHS CEPYM C€ MHIKEKTHPA HHTPAMYCKYJIHO.
EnnoBpeMeHHO ¢ HHXEKTHpPaHETO Ha cepyMa ce IIPOBEXIa MPOTHBOAIEPrHYHA
Tepanus. T npoabixkasa 2-3 JHU CJIeJl MpUjIaraHe Ha cepyma.

ITpu mosiBa Ha cuMNITOMHU Ha aHAQUIAKTHYECH 1IIOK TPsiOBa J1a Ce B3eMarT CJICJHUTE MEPKH:
boyHuAT ce noctass B nerHano nojoxenue. Mkektupa ce enunedpun  (anpenanus) 0,1%
1onK0KHO. Criopes1 TerJoTo Ha MalienTa go3ara Moxe aa onae ot 0,3 7o 0,5 ml. C 0,1 - 0,2
ml ce MHQUITPHPA OKOJIO ¥ MO MSICTOTO Ha KOETO € OUJT HHIKEKTHPaH
[TporuBomudrepunnus cepym by bro. OcTaHamoTo KOJMYECTBO CE€ HHKEKTHUPA TTOJAKOXKHO
Ha Jpyrara pbKa.

B cnyuait Ha MHOTO TeXBK Wi OBp30 pasBuBail ce ok 0,3 - 0,5 ml enunedpun
(ampenanun) 0,1% ce UHXKEKTUPA UHTPAMYCKYJTHO WJIM HHTPAaBEHO3HO. [Ipu BEHO3HO
npunoxenue posata e 0,3 ml (npeaapurento paspenex 10 1:10 000 ¢ pa3TBOp Ha HATPHUEB
xaopul — 9 g/l). Beexna ce muoro 6asHo (15-20 MuH.) 10 BE3MOXHOCT ¢ iepdy3op. Exna

ammyna (1 ml) angpenanun 0,1%, pastBopen B 500 ml pasrBop Ha Hatpues xmopun (9 g/l). »f;j_ 1

MOXE [1a c€ MPUIIOKH KarKoBO ¢he cKopocT 1 ml/min. IIpu nena enunedpuH (aJpeHaInH)
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0,1% ce no3upa mo 0,01 ml Ha KuIOrpaM TEJIECHO TETJI0, HO €IHOKpAaTHATA J103a He TpsOBa Jia
Hazasuiasa 0,3 ml. MmxekTupa ce moAK0XHO Hall-MajKo Ha JBE MECTa.

B 3aBuCHMOCT OT OOIIIOTO CHCTOSIHME M KPHBHOTO HAJISITaHE Ha MallMeHTa, IpoJAb/bKaBa Jia ce
nocranst moaKkoxHO 0,3-0,5 ml enunedpun (anpenanun) 0,1% npe3 15-30 MuH. YCnopeaHo ¢
HMH)KEKTUPAHETO Ha enuHeQpUH (aApEeHATNH) Ce MMOCTaBsI MHTPABEHO3HO METHIIIIPEIHU30JIOH
1-2 mg/kg (80-120 mg). HemocpeIcTBEHO Clie/l TOBA C& HHIKEKTUPA CHITOTO KOJTUYECTBO
METHIIIPEHU30JI0H, pa3tBoped B 500 ml pa3tBop Ha riroko3a (5 g/l) u narpues xnopun (9
g/L) . BmuBaneTo npoabipkaBa 0 CTaOMIM3HpaHe Ha KPBBHOTO HANITaHe U M34e3BaHe Ha
BCUYKU CUMIITOMHM Ha II0oKa. J/[aBa ce KUCIOpO/I C MacKa Ui HazaleH KaTeThbp.

ITonaepika ce MPOXOAUMOCTTA Ha IUXATEIHUTE MBbTUIIA. [IpH MbpBa BH3MOXKHOCT OOJTHUAT Ce
TPAaHCIOPTHPA JI0 OT/ICJICHHE 32 UHTCH3UBHO JICYCHHE.

ITpu HacTeIBaHE HA cepyMHa OOJIECT ce MPEeTnophYBa MPUITAraHETO HA AaHTUXHUCTAMUHOBU
CpencTBa, KOMOUHUPAHH C aJIpEeHATMH, KOPTUKOCTEPOUTH U JAPYTH.

4.5. BzaumoaeiicTBHe ¢ APYry JIeKAPCTBEHH MPOAYKTH U Apyru ¢popMu Ha
B3aUMO/IeHiCTBHE

He ca u3BecTHM JaHHM OTHOCHO JIEKAPCTBEHH U IPYTH B3aUMOAEHCTBHS. EAHOBPEMEHHO €
IIpUJIaraHeTo Ha cepyMa ce MPOBEXK/1a MaTOTeHETUYHO U CUMIITOMATUYHO JIEYEHHE.

4.6. ®epTHINTET, OPEMEHHOCT M KbpPMeEHe

CepymMbT MOXe J1a ce Ipujiara Ha OpeMEeHHH U KbPMAYKH MPH CTPOTH WHIUKAIHH.

HsiMma naHHU 3a TOKCHYeH e(eKT BbpXY IJI0Ja MPH TPHIOKEHHE 10 BpeMe Ha OpEMEHHOCT
WJIM 32 TaKbB [IPH KbpMayeTa Py MPUII0KEHHETO Ha MaiKaTa 1o BpeMe Ha KbpMEHE.

4.7.EdexT BbpXy cioco0HOCTTA 3a mopupaHe H padoTa ¢ MANIHHH

Hama panuu  [IpotuBogudrepren cepym byn buo 1a Biamsie  oTpHIIATENHO BBPXY
criocobHOCTTa 3a modupane W pabora ¢ MmammHH. Heobxoammo e manmeHTa Ja Oble
npenynpeseH 3a edekra OT APYTHTe JIEKApPCTBEHH MPOAYKTH (IJIABHO AHTHXUCTAMUHOBH),
IpUIaraHd €JHOBPEMEHHO ChC cepyMa.

4.8.Heskes1aHM JIeKapCTBEHHU PeaKIHU

BEBBeXK/IaHETO Ha KOHCKM CEpyM B YOBEIIKHs OpPraHM3bM, MOXe Ja Mper3BHKa HezabaBHa
peakuus - anagurakmuyer WOk WM KbCHA PeaKUus - cepymua 6onecm. Te3u peakuuu ca
pes3yaTaT OT CEHCHOWIHM3alusATa Ha OpraHu3Ma TpH MBPBUYHOTO MPOHMKBAHE HA KOHCKH
OenThK WM OT crenu(puIHaATa PEaKTOTEHHOCT Ha Opranm3Ma.AHa(pUIaKTHUeH HIOK MOXe Ja
Ce MOSIBU BEJHAra, KakTo IMpY MOJKOKHO, TaKa U MPH UHTPaAMYCKYJIHO IPUIIOKEHHUE.
CumnroMuTe Ha aHaQUIAKTUYHUS LIOK ca: 3aTPyAHEHO MAWINaHe (JUCIHEA), [HaHO3a,
yckopeH ¢uinrudopMeH ImyJic, U3NOTsBaHe, NOBPBINAHe, MOHIKEHO KPBBHO HalAraHe, 1uapus
Y IIPH TEXKKU ClIydau — IIporpecupart KoJarc, 3aBbpIIBalll CbC CMbPT.

B 2 10 6% OT ciyyanTe Ha NpUJiaraHe Ha KOHCKH CEpYM MOXE Jia HACTBIH cepyMHud 001ec
MexXIy 7-14 neH cien mpuiiaraHeTo Ha cepyma. Ts mpoTHua KaTo JieKa TpaH3UTOpHA epuTeMa
WM YPTHUKAPWs, @ B HSAKOM CIIydad HACTBIIBAT YCIOKHEHHUSI, XapaKTepu3upaly ce ¢ OOJKH B
CTaBUTE U MOJyBaHe Ha TUM(pHU BH3JIH.

4.9.11peno3upane
He e npunoxumo

(9]
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5. ®APMAKOJIOTMYHU CBOMCTBA

5.1.®apmMakoAUHAMUYHH CBOIiCTBA

®apmakoTepaneBTiHyHa rpyna: Umyunau cepymu, ATC koa: JO6AAO]

ITpotuBogudrepuen cepym byn buo e mpedncTeH u KOHIIEHTPUPAH UMYHEH CEPYM, KOHUTO Cce
ceeton oT (Fab), ¢parmeHTHTE Ha UMYHOTJIOOYJIMHUTE, KOUTO HEYTPATH3UPAT CIEHUPHIHO
TOKCHHHTE, oOpasyBaHu oT Oaxtepuure Corynebacterium diphtheriae, koHTO Cb31aBa
[IaCUBEH UMYHHUTET.

5.2.®@apmMakoKHHeTHYHH cBoOlicTBa — He e nmpuioxxumo

5.3.1IpeaKkTUHUYHHA JAHHH 32 0€30MaACHOCT
He ca npoBexxnanu npenKIHHIYHNE H3MTUTBAHUS 3@ 0€30MTaCHOCT Ha MPOAYKTA.

6. DPAPMAIEBTUYHU JAHHU

6.1. CnuchbK HA NOMOIIHHTE BEIIEeCTBA
@eHnou - He oseye ot 2,5 g/l

Hatpues xnopun - 9 g/l

Bona 3a umxexium - 10 HeoOX0 MU 00eM

6.2. HeceBMecTHMOCTH

To3u nexapcTBeH NpoayKT He TPsOBa 1a ce CMeCBa C APYTH JIEKapCTBEHH MPOTYKTH.

He ca n3BecTHH JaHHM OTHOCHO (U3MKO-XMMHUYHA HECHBMECTHMOCT Ha Ipernapara ¢ Apyru
JIEKapCTBEHH MPOIYKTH.

IIpu egHoBpemenHoTO mpuiarane Ha [IpoTHBOAM(TEPUNHUS CepyM ¢ APYTrd HHXKEKLMOHHU
JIEKapCTBEHU IPOAYKTH, 3aBDKUTEIIHO € BCEKH OT/EJICH MPOJYKT Jia Ce M3TErJIs U Ipujiara ¢
OTZIEJIHHU CTEPUJIHU CIPHUHIIOBKA M UIJIa, HA MSICTO PA3JMYHO OT MSCTOTO Ha UH)KEKTUPAHETO
Ha cepyma.

6.3. Cpok Ha rogHocT

Tpu ronuHu Npy MOCOYSHHUTE YCIOBHS HA ChXPaHEHHE

JlataTa Ha KOSITO M3THYa CPOKBT HA TOAHOCT € MOCOYEHa BbPXY IIbPBUYHATA U BTOpHYHATA
OITaKOBKa.

6.4. CnenuaJIHu ycJI0BUSI HA ChbXpaHeHHe

Jla ce chXpaHsABa U TPAHCHOPTHPA HA THMHO B XJIaIWIHMK Ipu Temmeparypa ot 2°C no 8°C.
Jla ce cbxpaHsiBa B OpUTHHATHATA KapTOHEHA OTIaKOBKA.

Jla He ce 3ampa3sBa !

3AMPB3BAJI CEPYM E HET'OJIEH 3A YIIOTPEBA!

Jla ce cpXpaHsiBa Ha MSACTO, HEAOCTHITHO 3a Jera!

CepyMa 1a ce U3Moi3Ba BeIHATa ClIe]] OTBApSIHE Ha aMITyiaral

HewnsnonsBauusr cepym na ce u3xpbpis!

6.5. Bua u chabprkaHue HA OMIAKOBKATA
AMITyna - CThKIIEHa, camoyuyIiena, 6e31BeTHa, Ipo3payHa, MbPBU XI/I)IpOJII/ITI/I'—IeH TI/IH (TI/III I)f,
Awmnynute ce onakoBat 1mo 1 wiu 10 Opost B KapTOHEHA Ky THSI. '
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6.6. CrienyuaJIHM NIpeNa3HN MEPKH NPH HU3XBbPJIsIHE H padoTa

[TpotuBomudTepren cepym byn buo npencrapnsiBa OucTpa JeKko XbITCHUKAaBa TEYHOCT.
CepyMBT ce mpuiiara HeIoCpEICTBEHO CJIe]l OTBAPsIHE Ha amITyJiaTa

Jla He ce ynoTpeOsiBa cepyM, KOMTO € 3aMpa3ssiBaH H/WIK TaKbB C TIPOMEHEH BBHILIEH BU!
ITpenu ynmorpeba ammnyiara cbe cepyma ce 3arpsiBa 10 TeMIepaTypa Ha YOBEIIKOTO

TAJIO.

Jla He ce U3MoII3Ba CePyM C U3TEKhJI CPOK Ha I'OJHOCT!

Jla He ce u3IoII3Ba aMIyJIa ¢ HapyIeHa ISUI0CT WM C U3TPUT HaIIHC!

Hewn3non3BaHUAT NPOIYKT UM OTIIAABYHATE MAaTEPHATIH OT HETO TPsOBa Ja ce U3XBBPIIAT B
ChOTBETCTBHUE C MECTHUTE U3UCKBAHUS.

7. IPUTEXATEJ HA PASPEHIEHUETO 3A YIIOTPEBA:
byn buo - HII3IIb EOO/I,

1504 Cocust, bearapus, oyn "Suako Caxb3os" Ne 26, Ter. 846 81 55,
¢bakc: 9433 075

e-mail: bulbio@bulbio.com

8. HOMEP(A) HA PASPEIIEHUETO 3A YIIOTPEBA -
11 6386/20.11.2002r.
11 0883/18.10.2007r.

9. IATA HA ITbPBO PA3PEIIIABAHE/IIOAHOBSIBAHE HA PASPEIIEHHUETO
3A YIIOTPEBA
20 nHoemBpu 2002r. Per. Ne 20020930

10. JATA HA AKTYAJIN3UPAHE HA TEKCTA : mapr 2013r.

A. INPOM3BOAUTEJ HA BHOJOI'MYHO AKTHUBHOTO BEIIECTBO H
IMPUTEXATEJ HA PA3PEIIEHUE 3A TMPOU3BOJACTBO, OTI'OBOPEH 3A
OCBOBOXJIABAHE HA ITAPTUIN

.bYJI BUO — HI3IIB” EOO/I, 1504 Codust, byn ,,Slako Caxb30B™ Ne 26

b. YCJIOBHUA HA PASPEIIEHUETO 3A YIIOTPEBA
JlexapcTBeHHs IPOIYKT Ce OTITycKa IO JIEKapCKO MpeIicaHme.



