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1. UME HA JJEKAPCTBEHHMA TTIPOAYKT OGOBPEHUL NP cocrcrisrairiirsrasessess ¥ - iosnssissesssmsssssrassannss
IIPOTUBOANO®TEPHEH CEPYM bya buno, HHKeKITHOHEH Pa3TBOP
ANTIDIPHTHERIA SERUM BUL BIO solution for injection

2. KAYHECTBEH U KOTUMYECTBEH CBCTAB

2.1. O6mo onucanne
[IpotuBOAM$TEPUHHNA CEPYM € TEUEH IIpenapaT ChIbpxKam HMyHor1o0ynuaose F(ab),
¢parmenTH. Te ca npou3BeieHH OT XUNEPHMYHHA KOHCKA KPbB, ITOTYYEHA el UM YHH3ALH

¢ U TepreH TOKCOR, upe3 PpakLOHUPaHE H €H3UMHA XHAPOIr3a. KaTo KOHCEepBaHT €
U30013BaH (PEHOII.

2.2. KavecTBeH H KOJHYECTBEH CHCTaAB

Eana po3za (5000 IU/amMnyna) crabpxka:

HMmynorobynuHoBn F(ab), dparmentu cpemy toxkcuna na Corynebacterium diphtheriae —
He no-Majiko oT S000IU

Corynebacterium diphtheriae antitoxic immunoglobulins

IloMoIHM BEIECTRA:
PeHon - He noBeyYe oT 2,5 g/l
3a IBIHNY CIHCHK Ha IIOMOIITHUTE BEOIECTBA BHXKTE Touka 6.1.

J.JEKAPCTBEHA ®@OPMA
MHxeKIMoHeH pa3TBop 3a moakokHO (SC) u uuTpamyckyino (IM) npunoskeHue.

4. KJINMHUYHU JAHHHA

4.1. TepaneBTHYHH DOKA3ZAHHS
CepyMEBT € NIPpEIHa3HAYCH 3a JICUCHUE Ha JHQPTepH4.

4.2. To3upoBKa H HAYMH HA NPHI0KEHHE

IIpoTuBomudrepueH cepym byn Buo ce npuiara caMo o KBATHGUITHPAHO MEIHULIHHCKO JIHIIE.
CepyMBT C€ IpHIara HHTPaMyCKYJIHO WIH I0AK0XKHO B 103U oT 500 no 3 000 [U Ha exun kg
TErNIO B 3aBHCHMOCT OT Bb3pacTTa H CECTONHHETO Ha Ooymus. Ilpyu Texku TokcHuHH GopMu
Morart ga ce uHxekTupar 100 000 v noseve IU greBRO.

CepyMbT Ce TIpUiiara HEMOCPEACTBEHO CIeJ MOCTaBsAHe Ha auarao3ara. [Ipu ScHo u3pa3eHy
KJIHHUYHHA CHMIITOMHM C€ IIPUCTBIIBA HE3a0aBHO KbM HHXCKTHPAHE HA CEpyM, 0e3 Aa ¢ yaka
pe3ynTarhbT 0T OAKTEPHOJIOTHYHOTO H3CIEIBAHC,

JIeueOHaTa 103a MOXKE J1a ¢ce BBBEE €MHOKPATHO HIH HEKOJIKOKPATHO B ClIEABAILUTE JHH.

4.3.1IporuBonoxkazanus
AOCOIIOTHM TNPOTHBOIOKA3aHKMA Cpelly u3noi3Banero Ha IIpotuBomudrepmiip Hﬁﬁﬁw
HaMa. [loNOXHTENHHUAT TecT 3a CBPBXUYBCTBHTEIHOCT KbM KOHCKH OeTE
IIPOTHBONOKA3AHHUE 3a NPUJIOKEHHETO Ha cepyMa. IIpH malMeHTH CBC CBPDBX B
KbM KOHCKH OenThK c¢e HpoBeKIa NPOTHBOANEprHUHA TEpanHa exn
MHXKCKTHPAHETO Ha CepyMa.
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4.4, CnenuaJHu npeaynpexaeHnus H IpeanasHH MepKH NIpM ynoTpeoa

IIpenu uHXeKTHpaHe Ha cepyMa 3aIbDKUTENIHO TpAOBA [1a Ce HallpaBH npoda 3a
YYBCTBUTENHOCT., W3NHTBAaHETO C¢ H3BBpMIBA 10 ciacanus wHadmH: 0,1 ml cepym,
paspencH 1:100 ¢ pastBop Ha HaTpucB xnopua (9 g/l) ce MHIKEKTHpa HHTPAAEPMATHO
BBB BRTPECIIHATA CTPaHa Ha NPe/UIaKbTHALATA HA pbKaTta. OTYATAHETO HA PEaKIHATA CE&
u3pepmisa cien 30 muaytu. llpu wosea Ha zaucpeaBane npodara ce cuura 3a
MOIOKUTEIHA,

IIpn orpuniatenna npoda - 0,1 ml cepym, paszpesen 1:10 ¢ pasrBop Ha HaTpueB xnopua (9 g/l)
C€ MIDKEKTHpa UHTpagepManHo. OTYMTAHETO HA peakimusita ce u3bpimBa cjiex 30
MHWHYTH.

IIpm orpuuaTenta npoba - 0,1 ml HepaspeaeH cepyM Ce HHXXEKTHPa UHTPAIEPMAIHO.
OT4HTaHETO HA peaKLuATa ce U3BbpIBa ciiea 30 MAHYTH.

AKO He c€ ITOABIAT MECTHH WM OOIIH IIPH3HALIM HA [TOBHIIICHA YYBCTBHTEIHOCT, CE
HHXXEKTHUPA HEOOXOAUMOTO KOJIUYCCTBO CCPYM.

IIpenoprusa ce malueHTHT Aa OcTaHe onle 1-2 yaca mox JieKkapceko HaOMOAeHHE U 1a ce
IpeayNpean 3a B3MOXKHOCTTA 0T [OABATa Ha cepyMHa donecT Mexay 7-14 aeH cien
HHXCKTHPAHETO Ha CEpyMa.

[Ipp nonoxkuremna npo6a B €IHH OT TOPENOCOYEHHTE CIYYaH €€ IPOBEXIA
JeceHcuOMIn3aus o Meroaa Ha A. M. be3penka upe3 uHxxexTHpaHe npe3 30 MEAYTH Ha
NOCTENECHHO IMMOKAYBALM Ce JO3H OT cepyMa 110 clIeHaTa MpUMEPHA cXeMa:

0,10 ml cepym, paspencH ¢ pazTBOp Ha HaTpHes Xiopua {9 g/) 1:100 - THTPAACPMAJIHO
0,50 ml cepyM, paspencH ¢ pa3TBop Ha Harpues xyopua (9 g/1) 1:100 - IOAKOXKHO

1,00 ml cepym, paspene ¢ pa3tBop Ha Harpues xnopua (9 g/1) 1:100 - MIOJAKOYKHO

3,00 ml cepym, paspelieH ¢ pa3TBop Ha HATpHEB Xjlopua (9 g/) 1:100 - TOJAKOXHO

0,10 ml cepym, pazpenen ¢ paztBop Ha HaTpHeB xnopug (9 g/1) 1:10 - HHTPAAECPMAIHO
0,50 ml cepym, paspenen ¢ pa3TBop Ha HaTpues Xinopux (9 g/1) 1:10 - TIOJAKOKHO

0,10 ml sepaspenen cepym - HHTPaACpPMAJTHO

0,50 ml sepa3peneH cepyM - IOAKOXKHO

1,00 ml Hepa3peaeH cepym - MOJKQKHO

3,00 ml mepa3penen cepym - HOJKOXHO

OcTaHanOTO KOJHYECTRO OT HASHAYECHHA CEPYM C€ HHKEKTHpPA HHTPAMYCKYJIHO.
EnHOBpEeMEHHO ¢ HH)KEKTHPAHETO Ha CepyMa C€ IPOBeXAa MpOTHBOAIEPriYHA
Tepanus. Ts NpoJb/IKaRa 2-3 JHH Clie/1 HpHIIaraHe Ha cepyMa.

l1pu osgBa Ha CUMIITOME Ha aHAMUIAKTHYEH IIOK TPA0BA 4 ce B3eMAaT CICIHUTE MEPKH:
bonHugT ce nocTaRd B IeTHANO nonoxenue. Umkekrrpa ce ennaedpun  (agpenanun) 0,1%
OAK0XKHO. Copen TernoTo Ha naijenTa ao3ara Moxe ga o0sae o1 0.3 10 0.5 ml. C 0,1 - 0.2
ml ce HEQHATPHpPA OKOJI0 H MO MACTOTO Ha KOeTO € OHJT HHXKEKTHPaH
[IpotuBOMUpTEpUNHUA cepyM By bro. OcTaHANTOTO KOJIMYECTBO C€ HHXKEKTHpPA MOAKOKHO
Ha ApyrarTa pbKa.

B ciayuyait Ha MHOTO TexcbK I OBbp30 pasBuBaiyj ce mok 0,3 - 0,5 ml enunedpun
(anpenanun) 0,1% ce HHXXeKTHpAa HHTPAMYCKYJIHO HJIH HHTpaBeHO3HO. IIpH BeHO3HO
npuioxkeHue go3ara € 0,3 ml (mpeasapurennoe pazpeaeH a0 1:10 000 ¢ pasTBop Ha HATpHEB
xmopus — 9 g/1). Besexxaa ce MEOro 6asHO (15-20 MHH.) 110 BE3MOXKHOCT C neptb);;g’p';m Ha<
ammyna (1 ml) agpenanun 0,1%, pasteopen B 500 ml pa3TBop Ha HaTpHEB XJIOPH] \:‘(91‘

MOJK€ Ja ce IIPHIIONKH Kalkopo ¢b¢ cKopocT 1 ml/min. [Ipu nena EHHHE(l)pHI-?/
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0,1% ce nozmpa o 0,01 ml Ha kunorpamM TemecHo TErNO, HO €HOKPATHATA J103a HE TpAOBa Ja
HaaBruasa 0,3 ml. MHxXeKTHpa ce MOAKOXKHO Hall-MaJIKo Ha JIBE MecTa.

B 3aBrcuMOCT OT 00IIOTO CHCTOSHIE H KPBBHOTO HAJIATAHE HA IALMEHTa, IPOJBIDKABA J1a Ce
nocTass noaxoxHo 0,3-0,5 ml enunedpusn (anpenanun) 0,1% mpes 15-30 MuH. YcnopenHo ¢
HHXEKTHPAHETO Ha eNMUHEDPHH (aJIPCHANIMH) C€ TIOCTaBsA HHTPABEHO3HO METHIINIPE THH30IOH
1-2 mg/kg (80-120 mg). HenmocpeacTBeHo cnef ToOBa ¢€ HHKEKTHPA CHUIOTO KOJIHYECTBO
MCTHIIIPEAHU30MI0H, pa3TBopeH B S00 ml paztsop Ha rmoxo3sa (5 g/l) u natpHer xnopu (9
g/L) . BimsaHeTo npoasxkasa J0 cTabHIH3HpaHe Ha KPHBHOTO HASITaHe M M34e3BaHE Ha
BCHYKH CHMIITOMH Ha HIOKa. JlaBa ce KUCIIOpOd ¢ MacKa HJIH Ha3alleH KareTbp.

IHomxspika ce MPOXOAUMOCTTA HA AHXATENHUTE MHTHINA. [IpH MBpBa BE3MOKHOCT GOJHHUAT Ce
TPAHCIIOPTUPA OO OTACIICHUE 3a HHTCH3HBHO JICYEHHE.

IIpu HacThIIBaHE Ha cepyMHA OoNecT ce IpenopbyBa NPUIAraHETO Ha AaHTUXHCTAMUHOBH
CpeACTBa, KOMOMHHPAHH C a/IpEHANHH, KOPTHKOCTEPOUM H IPYTH.

4.5. BzaumoneiicTBHe ¢ APYI'R JIEKAPCTBEHH NPOAYKTH H APYrH ¢opMH HA
B3auMMOZEeHCTBHE

He ca n3BeCTHH JaHHH OTHOCHO JIEKAPCTBEHH H APYTH B3auMOmeHcTBHA. EAHOBpEMEHHO ¢
NpHIIaTAHETO HA CEPYMA C€ MIPOBEXK /A MATOTCHETHYHO H CHMIITOMATHYHO HEYEHHE.

4.6. PepTHANTET, OPEMEHHOCT H KbPMeHe

CepyMBT MOXeE Aa Ce IpHlara Ha OpeMEHHH U KEPMAUKH [IPH CTPOTY HHAKKAIHH.

Hsma nanny 3a ToKcH4YeH edeKT BEPXY IUIoAA MPH MPHIOKEHHE IO BpeMe Ha OpeMEHHOCT
HJIH 34 TaKbB IIPH KbpMayeTa MpH MPUI0KESHHETO Ha MaiiKkaTa 10 BpeMe Ha KbpMeEHE,

4.7.E¢deKT BEpXY cIoco0HOCTTa 32 mMo¢HupaHe H padoTa ¢ MAIIHHU
Hama pannm llporHBomudtepmen cepym byn buo jma BiuMse OTpHIATENHO BBPXY
cnocoOHocTTa 3a modupade u pabora ¢ MamumHH. HeoOxoaumo € mauHeHTa Ja ObAc

npeaynpefes 3a epexra oT OpyruTe JEKapCTBEHH IIPOJYKTH ([JIaBHO aHTHXHUCTAMHHOBH),
[IPUJIATAHH €IHOBPEMEHHO ChC CEPYMAL.

4.8.Hexxenanu jiekapcTBEeHH peakiliu

BeBexnanero H4 KOHCKH CEpyM B HOBEIIKHA OPraHH3IbM, MOXE A4 IpeIu3BHKA He3abaBHA
peaKklus - grHaguiakmuyed wox WIA KbCHA Peaklust - cepymua Gorecm. Te3n peakuuu ca
pe3ynrar OT CeHCHOMIM3alMATa Ha OpraHu3Ma NpH NHPBHUHOTO IIPOHHKBAHE HA KOHCKH
OeNTHK MM OT clelU(pHUYHATA PEaKTOreHHOCT Ha OpraHu3Ma.AHadpunakTuyeH MIOK MOXe fa
CE MOABU BeJHAra, KaKTo IIPH MOAKOXKHO, TaKa H IPY HHTPAMYCKYJIHO IIPHJIOXKEHHE,
CHMIOTOMHTE Ha aHaQHIAKTHYHHA IHOK Ca: 3aTPyAHEHO AMITaHe (OcHHed), 1MAHOo3a,
yCKopeH (uiin@OpMEH I1ylIC, H3NOTABAHE, MOBPhIllaHE, IOHKKEHO KPBBHO HAIATAHE, AHAPUS
M IIPH TEXKKH CIyYaH — MPOrpecUpalil KOaarnc, 3apbpIoBall ¢h¢ CMBPT.

B 2 no 6% ot ciyyanTe Ha npHiaraHe Ha KOHCKH CEPYM MOXE J1a HaCThIIM cepymHa 6orecm
MeXKIOy 7-14 neH crien mpHIaraHeTo Ha cepyma. T mpoTHYA K4aTo jdeKa TpaH3MTOPpHA epATeEMA

UK YPTHKapHs, 4 B HAKOM CIy4aH HAaCTBNBAT YCIOXKHEHHMS, XapaKTepu3Hpalld ce ¢ OOMIKH B
CTaBHUTE U [IOAYBAHE HA JIMM(HH BBL3JIH.

4.9.1lpenozupane
He e npunoxumo
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5. ®APMAKOJIOITYHH CBOMCTBA

S.1.DapmMakoAUHAMHYHM CBoiicTBA

QapMakorepaneBTuyuna rpyna: Umynnu cepymu, ATC xon: JO6AAO1

IIpoTuBonudTepuen cepym byn buo e npeyncTeH ¥ KOHIEHTPHUPaH HMYHEH CEPYM, KOHTO ce
cbCTOH OT (Fab), ¢parMenTHTe Ha UMYHOTIOOYIHHHATE, KOUTO HEYTpaIu3upar cnelHpHuHo
TOKCHHHTe, oOpasyBaHnm oT OaktepunTe Corynebacterium diphtheriae, koiiTo cb3xara
IACHBEH UMYHUTET,

3.2.0apMakoKHHEeTHYIHH cBoiicTBa — He e npuioxumo

S.3.11peaxkInBUYHE JaHHH 32 0e30MAcCHOCT
He ca nipoBexialy NpeIKIIMHAYHE H3IIATBAHMUSA 3a 0€30MacHOCT Ha IIPOIYKTA.

6. DPAPMAIIEBTHYHH JAHHHA

6.1. CnnuchLK HA NOMOIIHNTE BEECTBA
Denon - He moBeye ot 2,5 g/l

Hatpues xnopun - 9 g/l

Boaa 3a HHXEKIHH - J0 HEoOXOIUMHS 00eM

6.2. Hec.BMecTUMOCTH
T'o3m mexapcTBeH POAYKT He TPAOBa a Ce CMeCBa ¢ IPYTH IEKAPCTBEHH MPOIYKTH.
He ca u3pecTHH JaHHM OTHOCHO (PM3HKO-XHMHYIHA HECHBMECTHMOCT HA IIpemapara ¢ APYrH

JIEKapCTBCHU MPOIYKTH.

[Ipn exnospeMenHoTo npunarade Ha [IpotuBromudrepHiinus cepyM ¢ APYIH HHXKEKITHOHHA
JIEKapCTBEHU IPOAYKTH, 3aABIDKHTEIHO € BCEKH OT/IC/ICH IPOJIYKT 1a C€ U3TETId K [pHIara ¢

OTACJIHH CTEPHIIHU CIPHHIIOBKA H HITIA, Ha MACTO PasIH4YHO OT MACTOTO HA MHXKEKTHPAHETO
HA cepyMa.

6.3. Cpox Ha roquocr
Tpu roaunu npu nocodeHATE YCAOBHA HA CHXPAHEHHE

IIEIT&T& Ha KOATO H3TH4Ya CPOKBT Ha rOJHOCT € MOCOYEHA BhPXY IBPBHYHATA H BTOpHYHATA
OIIaKOBKa.

6.4. CrieunaTHy yCJI0BMS HA ChXPaHEeHHE

Jla ce cbXpaHiaBa W TPAHCMOPTHPA Ha THMHO B XJIATWIHHK MpH Temnepatypa oT 2°C no 8°C.
J{a ce chXpaHsiBa B OPMTHHAIHATA KAPTOHEHA OMIAKOBKA.

Ja "e ce 3aMpa3sBa !

JAMPDL3BAJI CEPYM E HEI'OJEH 3A YIIOTPEBA!

/la ce cBXpaHsBa HA MACTO, HEIOCTEIHO 3a Aela!

Cepyma ga ce U3n0/3Ba ReJIHAra cJiel OTBapsiHe Ha aMITy.1aTa!

Hen3non3BaHuAT cepyM 1a ce U3XBbpIId!

6.5. Bua u chbaALprkaHHe HA ONMAKOBKATA
AMIyna - CTbKJIE€Ha, caMouyIellla, 6e31BeTHa, Ipo3padula, MbPBU xmponmuqe
Amnynure ce onakoBar mo 1 wnu 10 Opos B kapToHEHa KyTHS. /
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6.6. Crienpatnu npeanasH| MepPKH NPH H3XBLPJISHE B padoTa

IIpotuBoau¢TepueH cepym byn BHo npeacTaBnsasa OHCTpa IEKO KBJITEHHKABA TEYHOCT.
CepyMBT ce npuiara HeMoCpeJCTBEHO clle OTBApAHE Ha aMIIylIaTa
Ha He ce ynorpedsBa cepyM, KOiTO € 3aMpassBaH H/MIH TaKbB C IPOMEHEH BhHIICH BHA!

[Ipenu ynoTpeda amnynara cbC cepyMa ce 3arpiaBa Jo TeMIieparypa Ha YOBEIKOTO
TAIIO.

J1a He ce H3MoN3Ba CepyM ¢ H3TEKDJ CPOK Ha FOJAHOCT!
Jla He ce M3HO3BA aMIyJia ¢ HApYIIEHA IATNOCT UM ¢ U3TPHT HAIIHC!

Hewn3nom3spaHuAT OpOOYKT WU OTNaABYHHTE MaTepHAIH OT HEro Tpg0Ba 1a ce H3XBBPIIAT B
CHOTBETCTBHE ¢ MECTHHTE U3UCKBAHHAL

7. IPUTEXKATEJI HA PASPEIIIEHHUETO 3A YIIOTPEFA:
byn buo - HII3IIb EQO/I,

1504 Codusg, benrapus, 6yn "fuko Caxw3oB" Ne 26, ten. 846 81 55,
¢paxc: 9433 075

¢-mail: bulbio@bulbio.com

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

9. JATA HA ITbPBO PA3PEINIABAHE/IIOTHOBABAHE HA PASPENNIEHUETO
3A YIIOTPEBA
20 noemBpm 2002r. Per. Ne 20020930

10. JATA HA AKTYAJINIUPAHE HA TEKCTA : mapt 2013r.

A. IIPOU3BOTUTE] HA BHOJIOI'NMYHO AKTHBHOTO BEIIECTBO H

HPUTEXATEJL HA PA3SPENIEHHE 3A MPOU3BOACTBO, OTTI'OBOPEH 3A
OCBOBbOYXJIABAHE HA ITAPTUAH

,,bYJI BUO — HI3IIE” EQOJ, 1504 Cobus, byn , Auxo Caxbzos” Ne 26

b. YCJIOBHUA HA PAZPEIIEHUETO 3A YIIOTPEBA
JlekapCTBEHHS MPOIYKT CE OTOYCKA II0 JIEKAPCKO NMpEeaIUcanue.




