KPATKA XAPAKTEPHCTHKA HA ITPOJIYKTA
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1. HUME HA JIEKAPCTBEHUA ITPOAYKT | SG/MA/MP - ....".......... R ) /T

TETATOKC HHXKeKIHOHHA CYCIIeH3HS
TETATOX suspension for injection

Aocopoupana saxcuna cpewyy memauyc
Tetanus vaccine (adsorbed)

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

TETATOKC npeacrasisBa CyCIleH3Hs OT MPEYUCTEH M aJACOpOMpaH BbpPXY ATYMHHHUEB XHAPOKCH]
TeTaHW4YeH TOKCOMA. Toil ce mpousBexaa or TOKCHH Ha Clostridium tetani 4ype3 J€TOKCUKALMUA U

MpCYHCTBAHC.

1 no3a (0,5 ml) csabpika:
[Tpeuncren TeraHuueH Tokcou (Purified tetanus toxoid) — He no-manko ot 40 U

AncopOupaH BbpXy alyMHHHEB XHJPOKCHJ — He noBeye oT 1,25 mg

[TomouHH BewlecTBa ¢ M3BecTHO AeicTBre: 0.5 ml (1 n03a) ceabpxka 0.19565 mmol HaTpHii.

MHoro/1030BuTe (p1akOHH CHABPHKAT KATO KOHCEPBAHT THOMepcan — He noseve oT 0,05 mg B 0,5 ml (1
J03a).

3a NbJIHUA CNMUCBK HA MOMOLLHUTE BelllecTBa BUXKTe Touka 6. 1.

3. JIEKAPCTBEHA ®OPMA

MHXXeKIIMOHHA CYCIeH3H.

TETATOX e cycneH3us oT Oelu WKW CHBH YacTHLUM JUCNEprupaHu B Oe3lBeTHA WM One10 XKbJTa
T€YHOCT, KOMTO MOrar Jia oOpa3yBaT yTaika Ha JbHOTO Ha aMIyJIUTEe WIH (plIaKOHUTE.

4. KJIMHHUYHHU JAHHHA

4.1 TepaneBTHYHH NOKA3aAHHA

TETATOKC e npeaHa3zHayeHa 3a cneyqdduyHa npoduiakTuKa Ha TETaHyC:

- IlbpBUYHA UMYHHM3ALHUA U PEUMYHH3ALUA CpeLLy TETaHYC NMPH Bb3PacTHH;
- Exkcrtpena npoduiakTuka npu HapaHABaHE U U3rapsHe;

- Cneundmyna npoduiakTHKa Ha TETAHYC Y HOBOPOJEHH;

- IIpodmnakTHka Ha HEOHATAJIEH TETAHYC.

4.2 Jlo3upoBKa H HAYHH HA NPHJIOKEHHE
Ennokparnara no3a Ha TETATOKC e 0,5 ml.

[Ipean ynotpeba ammynarta (¢pJakOHBT) ¢ BaKCHHaTa C€ paskjiaui@a aoope 1o no ‘
XOMOI€HHa CYCINeHCHs. 3a BCAKO JIMLE C€ M3MO0JI3Ba MHAMBHAYAJIHA CTEPHJIHA CNPHHIJORKS




HHxxekTHpaHeTO ce H3BBLpIIBA ¢ Apyra crepunHa H cyxa uwrna MYCKYJIHO B rophara uact Ha
NENTOUIHMA MYCKYJ Ha pbKaTa. Bp3ayXxbT OT CIpUHIIOBKATa TpAOBa Aa ce H3TOHH MpPEAH MOCTABAHETO
Ha CyXa Urja.

INIBbPBHYHA HMYHH3AILIHA IIPH BB3PACTHH

[TpoBexaa ce npu HEMMYHM3HPAHW MNAUUEHTH, IPH YCTAHOBEHA NHMIICa Ha 3amwmTeH THTHP (< 0,01
AU/ml) unu zaHHH 3a HETBTHO H3BBPLUEHA MMYHH3ALMA,

[ThpBuyHaTa HMYHM3ALUA TIPH BB3PACTHH C€ ChcTOM OT ABe HHKekuuu no 0,5 ml TETATOKC ¢
nutepsan 30 - 50 aHu. B ciayyait Ha nponyckake Ha J03a T4 ¢€ NpHiara NpH Bh3MOXKHOCT.
PEHMYHHN3AIIHUA

[Ipy H3BBpIICHA TBPBHYHA MMYHHU3AUHA NIPH Bb3pacTHH, MbpBaTa peuMyHH3aums ¢ TETATOKC ce
pOBEKIa eHa OAHHA Cie] BTOpaTa HHXKEKILHA.

Cnenpawure peuMyHu3aluy ce npoBexaart npes 10 ronuuu ¢ TETATOKC - 1 go3a (0,5 ml).

[Ipn npomyckaHe Ha J03M WIKH HECNa3BaHe HA WHTEPBANUTE MEXAY OTAENHHTE HHXEKUHWH, Mo-
HaTaThLUIHOTO MOBEACHHKE CE ONpeie/ia OT JeKyBallug Jiekap.

EKCTPEHA INIPOPUIIAKTHKA HA TETAHYC IIPH HAPAHABAHE H H3IAPSIHE

IIpH HMYHH3IHDAHH JHIA
[Ipy M3BBpIIEHA MBPBUUHA HMYHH3IAIMA UIIM HEMMbJHA TakaBa, HE3aBHCHMO OT Bb3pacTTa NHIETO ¢
uoxextupa ¢ 0,5 ml TETATOKC.

HenbnHo IMyHH3IHpAHHTE Ce MPOCNICAABAT 0 3aBLPUIBAHE Ha IThIHUA HMYHU3ALMOHEH KYPC.

IIpn HeHMYHHIHPAHH JHIA

HUnxextupa ce TETATOKC B go3a 0,5 ml, kato auuero ce npocneassa A0 3aBbpLUBAHE HA ITbJIHHA
KypC Ha UMYHH3ALHATA.

JaxbmxuTenHo, MO MpelleHKa Ha JIEKYBalllWA Jiekap, ¢e€ mnpunara IM Ha MACTO pa3nHyHO OT
NPUAOKeHaTa BAKCHHA KU €RHO OT CJICTHUTE CPEACTBa, MPEAHAZHAYCHH 32 TaCHBHA CEponpodHIaKTHKa
Ha TeTaHycC:

. IPOTUBOTETAHHU4YEH YOBELIKH UMVYHOI''TIOBYJIUH - eaHokpaTrHata no3a npH Aclia H
Bb3pacTHH e 250 - 500 [U.

2. TPOTUBOTETAHHUYEH CEPYM - npanara ce ¢aM0 INpH XH3HEHH HHAHKALUHH cJaejx
H3IBLPIIBaHe HA Npola 32 YYBCTBHTEAHOCT KbM KOHCKH OeatTsk! UmxekTHpa ce B fo3a 1500 -
3000 IU cpobpaseHo ¢ Bb3pacTTa Ha JTHLETO.

Crneunduunata npouIakTHKa Ha TETaHyca ce MpPOoBeXKaa yCHmopeaHo ¢ Xupyprudeckara obpadoTka
H4 paHaTa U JiIeYeHne C aHTHOHMOTHLIA.

[TpenopbkH 3a eKCTpeHa NpodHAaKTHKA HA TETAHYC NPH HapaHsABaHE H H3rapaHe, ChOoOPa3HO THMA HA
paHaTa U UMyYHHHA CTATYC Ha MaLUeHTa.

Heu_uy;mmpa Hwm | Hameauo Huy-;mmpan NAUMeHT
Tun paHa YACTHYUHO Ilepuoa or BpeMe el MNOCAETHATS
HMYHH3HPAH NAUMEHT | HMYHH3ALHSA
| 5 no 10 roaunu Haa 10 roannm




Manka, wuicma

3anouea ce mbpBMYHATA

He ce npunara

Ilpunara ce 1 go3a ot

obpadoTka Ha

WJIH ce JOBBPLIBA TETATOKC nnu 0,5 ml TETATOKC.

3al10yHaTara APYro CpeaACcTBO

UMYHH3alUA C NpeAHATHAYECHO 32

npunoxeHue Ha | noza | cneunduruHa

ot 0,5 ml TETATOKC. | npodunaktuka Ha

| TeTaHyc.

B ennara pbKa: 1 noza ot 0,5 ml | B equara pbka:
T'onama, oOvaboka, | I1poTUBOTETAHHYEH TETATOKC. IIpoTHBOTETAHHYEH
HO yucma YOBELIKH YOBELIKH
uau Manka, Ho | IMyHOrnoOyauH B A03a HMYHOrN100yHH B 1034
3aMBPCERA 250 TU* 250 TU*

B apyrara pbKa: | B npyrara pbka:

1 no3a ot 0,5 ml | 1 no3a ot 0,5 ml

TETATOKC* | TETATOKC*
Cunno 3amvpcena | B eqHara pbKa: 1 po3za ot 0,5 ml B ennara poKa:
pana b6e3 uau Kvcrno | IlpoTuBoTeTaHHYEH | TETATOKC., [IpoTHBOTETAHHYEH
nposedena YOBELIIKH YOBELUKH
XUpypzusecka MMYHOr100Y/IMH B A03a | MapbpilBa ce | iMyHOTIOOYNTHH B 1032
obpabomka. 500 IU* XHPYpPruyecka 500 iU*

B npyrara pbKa: paHara ¥ fleueHue ¢ | B gpyrara pbKa:
| no3a ot 0,5 ml aHTUOHOTHLIN. 1 7103a ot 0,5 ml
TETATOKC* TETATOKC*

H3pnpiiBa ce
XHpYypruyecka
obpaboTka Ha paHaTa H
ne4deHne ¢

HUspnpliBa ce
XHpYpru4eckKa
obpaboTka Ha paHaTa U
NeyeHne ¢

| aHTHONOTHLLH. | | aHTHOHOTHLH,

* 3a BCAKO NMMilE c€ H3M0J13BAa NHAHBUAYAIHA CTEPHJIHA CIIPHHLIOBKA M HIlla U Pa3IMUYHH MECTa

Hd HHXCKTHPAHC.

HPH MMAlHCHTH, IIPCGOJIEI[YBHJIH 0T TCTAHYC C€ NpenopmpydBa NpPOBCKIRHETO HA ITBEPBHYHA
UMYHH3ALUHA, T:H KATO 3afoagraHeTo OT TCTAHYC H¢ BOIH 10 oﬁpaaynane HaA JOCTATHL4YHO

KOJHYECCTBO MPOTHBOTCTAHHYHH 8HTHTE/IA.

CIIEUHPHYHA ITPOPHJIAKTHKA HA TETAHYC Y HOBOPOJEHH -
H3BbPIUBA Ce NPH paxiaHe B W3BbHOONHHYHa 00CTaHOBKA W NTOMIN CAHUTAPHH YCJIOBHSL.
1. [lpn HemMyHKH3MpaHa Maiika.

1.1. Maiikata c¢ umyHu3upa ¢ 0,5 ml TETATOKC u ce npocieasa A0 3agbplilBaHe HA IThIHHA

HMYHH3ALIHOHEH KYpC.
1.2. Ha maiikaTa 1 HOBOPOAEHOTO C€ HHXXECKTHpPAa NMPOTHBOTETAHHYEH YOBEIIKH WMYHOrnoOynuH B

no3a 500 1U.

2. Humynusupana maiixka npedu 6pemennocmma.
2.1. Matikara ce umynusupa ¢ 0,5 ml TETATOKC.
2.2. HoBOpoJieHOTO Ceé HHKEKTHpA € MPOTHBOTETAHHYEH YOBELIKH HMYHOrNOOYIHH B 220 LM P
IU. :
3. HMyHH3MpaHa Maiika 1o BpeMe Ha OpeMeHHOCTTA.




3.1. Ilpu ycTaHOBABaHE Ha CHIIHO 3aMbpCsiBaHe Ha HOBOPOAEHOTO C€ HHXKEKTHPA NMPOTHBOTETAHUYEH
yoBeLIKH UMYHOrn100yarH B A03a 250 - 500 IU.

ExHoBpeMeHHO C MpoBeAeHaTa clieHduUHa MPpOPHNAKTHKA MHNUETO Ha HOBOPOAEHOTO ce 00paboTBa
C aHTHCEITHYHH CPEACTRA.

NMPOPUITAKTUKA HA HEOHATAJIEH TETAHYC

[IpenopbuBa Ce NMpH XeHH B PENPOAYKTHBHA Bb3pacT WM OpeMeHHH ¢ aHAMHECTHYHHM NaHHH 3a
NHNCBALLA HIH HeITBJIHO MPOBEACHA UMYHM3allHa cpely TeTaHyc. CneundudHa npodHIakTHKA NpH
TAX ce MpOBEXAa npeau 3abpeMeHsBaHe KIH Tipe3 MbPBUTE TPH Mecena Ha OpEeMEHHOCTTa M Ce ChCTOH
ot ase wxkexkmuu no 0,5 ml TETATOKC c¢ murepBan ot 1 mecen. Ilspa peuMyHH3anMs c
TETATOKC B no3a 0,5 ml ce npoeexaia 1 roaHHa cliell BTOpaTa HHKEKIMA.

4.3 IIpoTnBONOKa3laHHA

CBpBbXYBCTBHUTETHOCT KbM HAKOH OT CHCTABKHTE Ha BAKCHHATA MPESACTABEHH B T. 6.1,

AHaMHECTHMYHH JAHHH 3a NMPOABH Ha CBPBXYYBCTBUTEIHOCT MPH NPEAXOXAAIO [PHIOMKEHHE HA
BAKCHHATA.

OOLIH NpOTHBOMOKA3aHWA NPH UMYHHM3allKH, BKAIOUYeHH B HauMoHanHMA MMYHU3ALHOHEH KaleHaap
(Hapen6a Ne 15 or 2005 r.; n3M. # pom. - [IB, 6p. 38 ot 12 mait 2017 1.)

OcTtpu uHpekLMO3HU 3a00N4BaHHS, BKJTIOYUTEAHO B NEPHOAA Ha PEKOHBAJIECLICHIINA.

OeOpUITHH CHCTOAHHA.

AKTHBHa dopMa Ha TyBepKyno3a.

HexoMIeHcHpaH CbPASYECH TIOPOK.

Huaber, THpeoTOKCHKO3a 1 HaZOBOpeuHa HeJOCTAaTbYHOCT B CTAJAHI HA AEKOMNEHCALHA.
OcTpn BBb3nanuTenHy 3abonsBaHns Ha LIHC — MeHHHIHTH, eHuedaluTH, MEHHHIOCHUEANTHTH.
XPpOHUYHHK aKTHBHM XENMATHUTH M 4€pHOApOoDOHA 1iMpo3a.

3 HUudexunn Ha NTHKOYHHUTE IThTHLLA.

9. He¢pporrueH cHHApOM.

10. AproumyHHH 3abonsaraHHA.

11.  Aneprus, BKIIOUHTEIHO MEAHLIMHCKH AaHHH 32 IOK, ¢1eM Ha KBHHKE, H IPYTH TEXKKH
alleprHYHy peaklMy CMIPAMO ChABPKALIM C¢ BEB BAKCHHUTE ANEPreHH.

12. Enunencus.

A Dl

IIpyn HaJAHYHEe HA NMPOTHBOMOKAIAHUA JEKYBARUHAT JeKap NpeleHABA PHCKA OT MPHIOKECHHETO
Ha TETATOKC uau zabonssane oT TeTaHYC.

44 CrnelHaJHH NPEeTYNPEKICHHEA H NPEANA3HA MEPKH NpH ynoTpeba

BakcuHalusaTa ¢€ H3BBLPIUIBA CIEA IIPErne ot jeKap.
JInua nudekTupann ¢ HIV ce uMynusupar, pecnektuBHO peuMmyHH3Hpat ¢ TETATOKC, cxraacuo
yTBBLp/JeHAaTa CXEeMa.

B13MOXHO ¢ CHIDKeHHe Ha edekTa OT MMYHH3aUUATA TPH HMYHOACHHIUHTHH CBHCTOAHHA H IpH
eAHOBPEMEHHO NPOBEXIAHE HA HMYHOCYIIPECHBHA TEpaITH.

[IpenopbuBa ce oTnaraHe Ha HMYyHH3auMaTa (aKo € [IIaHOBA) CNeA MNpPHKIIOYBAHE Kypca Ha
HMYHOCYNpPEeCHBHATA Teparus.

[Ipu xopa ¢ npoBeneHa mbPBYYMHA HMYyHH3auua uny peumyHusaiugs ¢ TETATOKC npes nocneanure 5
FOAWHYU, C€ MpenopbyBa H30ArBaHe Ha HOBO MPHIOXKEHHE HA BaKCUHATA, C LiEN NPEeAOTBpaTABAHE Ha
CBPBXYYBCTBHTENHOCT OT THIA Arthus peaxuus. -
TETATOKC ce npunara ¢ BHHMaHHe IIPH NALHEHTH C HApPYLIEHHE B KPHBOCHCHPBE




TETATOX cbaspxka HaTpuil.
BakcHHaTa ¢bAbpkKa No-Manko oT 1 mmol Harpuii (23 mg) Ha 1033, T.€. O CBHINECTBO '0e3 HaTpuil’

4.5 BianmoaekcTBHE ¢ APYIH JEeKAPCTBEHH NPOAYKTH H APYrH GpopMH Ha B3auMoaeiicTBHe

AMmynuzanuata (pecnektusHOo peumyHusanusta) ¢ TETATOKC wMoxe pma c¢e wu3BbpuBa
easoBpeMeHHO ¢ ApyrH BakCHHU. TETATOKC e cbBMECTHM ¢ BakCHHH cpely TyOepKynosa,
MOJHOMMENNT, XenatutT b, MOpOHIH, pyOeona, nMapoTHT, MPOTHUBOOSACHR BaKCHHA, MPOTHBOIPHITHA
BAaKCHHA M BakCHHa cpelly XBJTa Tpecka. IlocoyeHuTe npenapary ce npunarat ¢ Apyra CTepuiiHa
CIIpHHLIOBKA H UI1a, Ha MACTO pa3NIu4HO OoT MACTOTO Ha HHXEKTUpaHe Ha TETATOKC. Bakcunara 6H
MOTIIA [a C€ MpHJIara KakTo ¢JHOBPEMEHHO, Taka M B Pa3MyHO BpeMe ¢ UMyHornodynuHu. Mscroro
Ha KHXKeKTHpaHe Ha IMYHOrnoOynuHHTe e pa3nuiHo oT Tosa Ha npunoxeHua TETATOKC.

He ca cp0o0Leny naHHH 3a B3aMMOACHCTBHE C IPYTH JIEKAPCTRA.
4.6 ®epTHaHTeT, OpEeMEHHOCT H KEpMeHe

Hama nannm 3a Tokcuder uan teparoreHeH edekt Ha TETATOKC Bbpxy nnoaa npu npunoXxeHUeTo
MY MO BpeMe Ha OpeMeHHOCTTA, ¢ e NpodHIakTHKA Ha HEOHATANICH TETAHYC.

[lo BpeMe Ha NaKkTalH# TeTAHHYHUTE AHTHUTE/NA OT MAaHYHHMA OPraHH3bM Ce U3bYBaT IPU KbpMeHe
4ypes MILKOTO.

Hama paHHW 3a TokCcHuYeH e(dekT mpuH KkbpMavera oT npwioxeHueTo Ha TETATOKC npu xenu
KbPMELIH Ac11aTa CH.

4.7 EdexkT BBpXY cniocobHOCTTA 332 mogpHpaHe H paboTa ¢ MALLIHHH

Hsama naHHY 38 BaKCUHATA, Y€ BIHAEC BbPXY aKTHBHOTO BHMMaHHE, CMOCCOHOCTTA 3a LopHpaHe H
pabora c MalIHA,

4.8 HexelaHn JeKapCTBeHH peaKInH

Ha MACTOTO Ha HHXEKTHpPAHETO Ha BakCcHHaTa OMXa MOTJIM Ja BB3HHKHAT JIOKAJIHH pEaKkmHH Karto:
Gonka, 3a4yepBABaHE, JIeKa NOAYTHHA U YNUTbTHEHHE, KOUTO OT3BYYABaT 3a 1 - 2 AHH. [loHskora Moxe
Jla UMa JNieKo MOBMILIEHHE HA TEMMIEpATYpaTa, KOETO npeMHuHana 3a | - 2 nHm.

CRpBXHYBCTBMTENTHOCT OT THNA Ha Arthus peakuua MoXe ja ce pasBHe NPH NMAUMEHTH ¢ MOTOKPATHO
npunoxenue Ha TETATOKC, npe3 uHTepBanu oT BpeMe No-Manku oT 5 rogunu. H3paszsaea ce ¢
JIOKAlIHA peaKlys, NposBaBaiia ce Ha 2 ™ no 8 ™ yac cnea MHXKEKTHpaHE Ha Npenapara.

Tosu nexapcmeern npooykm CbOBPIHCA MUOMEPCAT KAMO KOHCEPEARM 68 MH020003068UuMe (PAAKOHU U €
8B3IMOJCHO 0a NPUYURY QleP2UNHA PeaKYUa npu eac/sauuemo deme.

Crobmapane Ha NOJO3HPAHN HCKCJIAHH DCARKIIHHA.

Cro0duiaBaHeTO Ha NOAO3ZHPAaHHU HOXCIAHH PCAKIIMH CIIC] pa3pClliaBaHE 3a ynmpeﬁa Ha JICKApCTBCHHNA
MPOAYKT € BaXXHO. Toea no3sonsaea Ja npoaABJIKH Ha0MI0AEHHETO HAa CHOTHOLIEHHETO NMOJI3a/pk
NCKapCTBCHHA TTPOAYKT. OT MEAHUMHCKUTE CHNELUHATHCTH C€ H3MCKBa Ja ChoPH(ER§ TAGBRI NG
NoAO3IHpaHa HCXKENaHa pCakliiia 1pC3 HallHOHAJIHA CHCTEMaA 3a chboOllaBane, mocoue '-/I" ' } D g
HM3mbpJHHTETHA areHIMd No NEKapCTBATa Er? o




yi. , Jdaman I'pyes* Ne 8, 1303 Codus,
Ten.: + 359 28903417
yeOcaliT: www.bda.bg

4.9 Mpeaosupane

[Tpn npepo3npane nauneHTHT TPAOBa 21a ce HabmoaaBa OT neKap 3a He mo-Manko or 2 - 3 auu. [lpu
NposBa Ha CHMNTOMAaTHKA, pa3KyaBallla ce OT OMHCAHHUTE CTpPAHHYHH peakiiHH, Aa ce npeanpueMar
CHOTBETHHTE TEPANIEBTHUHH MEPKH.

[IpenoprpuBa ¢ce CHeMaHe Ha noapoOHa aHaMHE3a BLB BpbH3Ka € NPEJLUECTBALUH UMYHHU3ALHH ¢ UEN
H30ArBaHe TMpuWJaraHeTo Ha MNpenapara NpH JMUa C© [poBeJeHa HACKOPO HMYHHM3alUMA HIH
peuMyHH3auHng ¢ TETATOKC,

3. GAPMAKOJIOTHYHH CBONCTBA
S.1 <PapmMaxkoAMHAMMYHH CBONCTBa

G®apMakoTepanesTHYHA rpyna: AHTHHHQEKLMO3HH CpeJCTBa 3a CUCTEMHO MNPUIOXKEHHE, BAKCHHH,
GakTepnanHy BaKCHHHU, TETAHHYHH BAKCHHH, TETAHHYEH TOKCOH.

ATC xon: JO7TAMOI

TeraTtoxc e npeuMcTeHa aacopOUpaHa BakCHMHa CpeLly TeTaHyC, MOJIyyeHa 4pe3 ASTOKCHKallUA Ha
TE€TAHWYEH TOKCHH ¢ GOpMaNaeXH] ¥ TOIUIRHA.

5.2 PapMakoKHHeTHYHH cBoHCTBA

AKTHBHOTO BCLUECTBO Ha BakKCHHaTa — TI[IPEYNCTEH TETAHWYEH TOKCOMJ C¢e TMpulara Karo
mMoHompenapaT TETATOKC 4 kato koMnoHeHT oT koMOuHupaHute BakcHHM — JJUOTETKOK,
JUOTET u TETAAAUD.

TETATOKC ocurypsBa saiiuTa cpeury 3abongsaHe oT TetaHyc. MIMyHMTeT Cce ocurypsaBa cinef
BTOpATa A03a U Ce NMOACHABA OT peUMYHH3AUHUTE. [IpOABIDKUTENHOCTTa HA HMYHHHS OTIOBOp Chel
BCAKa peHMyHH3auua € 10 roauHn.

EaHo ot cpeacrBara 3a Hopba ¢ TeTaHyca € cneuM(puuyHaTta MMYHONPOPHNAKTHKA ¢ TETaHH4YeH
TOKCOMA. BbBeteH B HOBEINKKA OPraHU3bM Toli npean3BiuKkBa 00pasyBaHe Ha cnelM(PHYHH aHTHTEA,
HIrpaeillH OCHOBHA POAA B 3allIMTaTa Cpeuyy TeTaHyc. IMYHHTETDBT MPH TETaHYC € 00YCIOBEH U 3aBHCH
OT KOJIHYECTBOTO H BB3MOKHOCTTA Ha CieupHYHHTE aHTHTENA B HAl-KPaThK CPOK Ja HEYTpalHu3upar
TeTAHWYHHA TOKCHH.

B brnarapus 3a00519eM0OCTTa H CMBPTHOCTTA OT TETAHYC B MUHAJIOTO ca OHAH BUCOKH. OT 1959 rognHa
y HAC c€ BbBEXKJa 3aIb/KUTENIHA CrielluPUYHa IMYHONTPOUIAKTHKA HA TeTaHYC, KaTO MOCTENEHHO ce
oOXRallla UANOTO HaceneHwe. ToBa BOAHU JO PA3KO orpaHM4aBaHe Ha 3abonsemoctra (2,7%0 3abonenu
npe3 1959 roa., 0,01%0 3abonenu npes 1998 roa.). To3n pe3yaTat e aokasareacTso 3a Aobpara
NPOTEKTUBHA €(EKTHBHOCT HA TETAHWYHHA TOKCOMZI, KAKTO M Ha ONTHUMA/IHAaTA CXeMa Ha
NPUWIOXKEHHETO MY, TNPH KOATO ce o0xBallla UANOTO HacelieHHe, HE3aBHCHMO OT Bb3pacTTa.
JIBAroroANINHMUTE HM3CJACABAHHA HA KOJIEKTHB OT NPOH3BOACTBEHATAa JIADOpPATOPHA NpH ANCPru4vHH
nvua, aMadetHo 6oany, pesMaTtHyHo 601HH, bonHKr ¢ xpounyHH 6pOpeunn 3abonasan -~
70 rogWiiHa BB3PACT, NMOKa3paT A0Opa MOHOCHMOCT NPH Te3U PUCKOBH TPYIH




MO3BONABA BKIHOYBAHETO HM B 33JB/DKMTEIIHHA HMYHH3ALMOHEH KaleHaap Ha cTpaHaTa. JlaHHHTeE OT
eNHACMHOJOTHYHHTE MOKA3ATENH 3a CTpaHaTa ca npeactaBeHu Ha Tabnuua:

_ Tabnrua 1. EnHaeMUoONorHdHH AaHHH 3a TeTaHyc B Bearapus

Toouna 3abonsemocm %o Crppmuocm %o
1945 48 ' - -
1950 39 | - -
1955 4,1 - ' .
1959 * 2,7 0.8 | 29,2
1960 2,7 0,9 | 333
1961 2,3 0,7 31,2
1962 L8 0,34 18,2
1963 1.6 0,32 20,2
1964 1,3 0,27 21,3 .
1965 1,4 0,40 28,0
1966 0,9 0,24 28,0
1967 1,0 0,36 36,1
1968 0,98 0,37 37.8
1969 1,1 0,26 24,7
1970 0,6 0,25 40,4
1971 0,59 0,29 50,0
1972 | 057 | 0,24 42,80
1973 0,65 0,26 39,29
1974 0,69 0,32 I 46,68
1975 0,27 0,05 16,67
1976 027 0,15 46,43
1977 0,32 0,15 44,83
1978 0,22 0,09 42,11
1979 0,24 0,13 5238
1980 0,20 . 0,08 38,89
1981 0,20 0,09 44,44
1982 0,30 0,22 74,07
1983 0,29 013 | 46,15
1984 0,14 0,08 53,85
1985 0,13 0,08 58,33
1986 009 0,00 62,50 '
1990 0.07 0,03 50,0
1997 0,06 0,01 20,2
1998 0,01 0,00 0,00
2004 | 0,00 | 0,00 | 0,00

*Breedena 3a0bANCUMENHa cneuugfmqna uuynanpa@makm UKQ cpewiy memanyc 6
bBwvrzapus

[TpoBeaeHKTE Mpe3 NOCHEAHHTE FOAUHH CEPOSTHIEMHONOrHYHH NPOYYBaHHA MOKa3Bar, Ye Haift-BHCOK
AHTUTOKCHYEH THTBP HMAT JeLaTa H MJIaaeXKHTe, opaan CTPUKTHOTO o0XBallaHe Ha OpPTaHH3NPAHUTE
KONEKTHBH. B ocTaHanuTe BH3pacTOBH IPylH € HanHUe A0OBp 3alUUMTEH HMYHHTET ¢ TEHAEHIMA 33




3abonsBaHe oT TeraHyc. HaOnilogeHusTa MIBLPLIEHH OT NPOH3IBOACTBEHaTa jnaboparopua IpH
NPUIOKEHHE HA TeTaHH4YeH TOkcouma Ha Han 2000 nuua npes nocneaunure 10 rogMsy nokassart, ye¢
TETAHWYHKHAT TOKCOMJA HE € peakToreHeH. B pesyarat Ha npoBexAaHara cneuudpu4Ha
uMyHonpodunaktTuka 98,91% ot uscnepaHuTe rHLia ca 3allHTEHH OT TETaHYC.

6. GOAPMAIEBTHYHH JAHHH
6.1 Chnucbk Ha NOMOIIHHTE BEIECTBA

CnHehK HA MOMOIHATE BellleCTBA B MHOI'01030BH (PJIAKOHH
ATTYMHHHEB XHIPOKCH

Tuomepcan

Harpues xnopua

Boaa 3a HHXEKIHH

Crncnk HA NOMOIMKHKUTE BellleCTBA B €IHOZO030BH AMITY./IH
AJTYMHHHEB XHAPOKCHA

Hatpues xytopun

Bopna 3a HHXeKIHH

6.2 HecsBMEeCTHMOCTH

Jla He ce cMecBa C IpYrH JIEKapCTBEHH MPOAYKTH.

Ilpn eanospeMenHo npunoxenue Ha TETATOKC ¢ apyry HHXEKLHMOHHH NEKApCTBEHH MPOAYKTH,
33Jb/DKHTENIHO € BCeKH OTAENeH MPOAYKT Aa C€ U3TErNs W IMpHjara ¢ oTAelIHa CTepUIHA CIPHHIIOBKA
M MI'J1a, Ha MACTO PasInYHO OT MACTOTO Ha HHDKCKTHPaHE Ha BAKCHHATA.

6.3 Cpok Ha rogHocT
Tpu roaunu.

64 ChneunajHH YC/IOBHA Ha ChXPAHCHHE

Ha ce cbxpansBa ¥ TpaHCOPTHPA B xnaawiHUK (2°C — 8°C).
Ha ce cbxpaliBa B OpUIHHANHATa ONAKOBKa, 3a Ja ce NpeAna3y OT CBeTIHHa.
Ha He ce 3aMpa3aBa!

JAMPDB3IBAJIA BAKCHHA E HET'OJHA 3A YIIOTPEDBA!
HAa He ce H3NM0/13Ba aKo ¢ 3aMpa3eHa. /[a ce crxpaHgaBa Ha MACTO, HEAOCTBITHO 34 Jiela.

MHoroao3oerTe (GNakoHH MOraT Aa C€ H3MON3BaT B MPOABIKEHHe Ha 4 CEAMMIIM clie]l ITbPBOTO
nmatermase (WHO/TVB/14.07), npu cna3ssaHe Ha CII€JHATE YCIIOBHAL:

- CpOKBT Ha TrOAHOCT HE € M3TEeKDI;

- Baxcunara e coxpausasana B xnaaunHuk (ot 2° C no 8¢ C) ;

- Kanadeto Ha ¢pnakoHa He € MoTaNndHO BBR BOAR;

-  [lpH H3TernaHeTo Ha BCHYKH JO3H € CNa3BaHa TeXHHKaTa Ha aceNTHKA.

HEKHPETB&TB. HE ’l‘pHﬁBﬂ Aa CC HIXBBPJIAT B KAHATH3AIHATA HITH B KOHTﬁﬁHBpa 34 ¢
Tean MCPKH 1LIC CMTOMOTHAT 34 ONna3BaHE Ha OKOJIHATa Cpcia.




6.5 BHAH cLALPAXKAHHE HA ONAKOBKATA

besuserna, npo3pauHa, caModynella ce CTbkAeHa aMmya (Tun I).
Amnynure chaspxar TETATOKC B obem 0,5 ml - 1 nosa.
AMnynute ce onakopar no 1, 10 u /unu 50 6pos B xaproHEHA Ky THS.

be3usereH, npospaveH, CTokiAeH ¢aakoH (Tun I).

dnakonute crabpxat TETATOKC B obem 5,0 ml — 10 go3m.
Pdnakonute cpaepixaT TETATOKC B 0b6em 10,0 ml — 20 no3m.
MdnakoHuTe ce onakopart o 10 6pos B kKapTOHEeHa KYTHA.

He Bcuuixn BUAOBE ONMakoBKH Morar Aa OmaaT nycHaTH B npoaaxba.
6.6 ChneunanHu NpeaANAIHE MEPKH NPH H3XBLPASHE H paboTta

Hama cnenpianHi H3MCKBAHHUA MPH U3XBBPIAHE.

B yraeno cheroanne TETATOKC npencrapnssa 6mucrpa, 6e3uBeTHa HaZYTaeHHA TEYHOCT ¢
benesnnkana yralika.

Ilpenn ynotpeba ammnynara (paakoHbBT) ¢ BakCHHara ce paskialna aobpe 10 mnojy4yaBaHe Ha
XOMOIr¢HHa Oene3HHKaBa CyCMeHCHA. BaxkCHHaTa ce H3Terns OT aMmnynara (¢pnakoHbT) KaTto ce
M3MQ/I3Ba CTEPUIHA CIIPMHIIOBKA M Hrna. Cnea M3roHBaHE Ha Bb3AYXa OT CAPHHLOBKATa, Mriara ce
3aMeHA ¢ HOBA CyXa CTEPUIHA HINa, ¢ KOATO C€ H3BBbPLIBA HHXXEKTHPAHETO.

He ce gonycka ynotpeda Ha 3aMpb3Bajla BAKCHHA.

Ja He ce npunara HHTPaBeHO3HO.

BakcyHa ¢ H3TEKBJ CPOK Ha MOJHOCT Aa He C& H3II0N3BA.

Ha He ce u3noniea amMnyna ((prakoH) ¢ HapylI€Ha UANOCT HAH K3TPUT HAAIIHNC,

7. INIPHTEXATEJI HA PAZPEHIEHHETO 3A YIIOTPEBA

byn bno — HLI3I1b EA[]
1504 Codus,
6yn. ” Sinko Cakp3oB” Ne 26

bbarapus
Teha. 02 944 6] 91

¢draxc: 02 943 34 55
e-mail: bulbio@bulbio.com

8. HOMEP HA PAZPELHIEHHETO 3A YIIOTPEBA

20010491

9. HAATA HA NIBPBO PA3PENNIABAHE/ IOMHOBSIBAHE HA PAZPEUIEHHETO 3A
YIIOTPEBA

Harta Ha mbpso paspemasate: 18.05.2001 r.
Jlara Ha nocneaHo noaHosaraHe: 19.09.2011 r.
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10. JATA HA AKTYAJIHINPAHE HA TEKCTA

Oxtomepu 2024 1.
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