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TETAJUD vHKeKIHOHAA CYCTIeH3BE

Adcopbupana eaxcuna cpewsy dugmepus u memanyc ¢ Ha HG—GHW@HWWHW‘ Ll

TETADIF suspension for injection
Diphtheria and tetanus vaccine (adsorbed, reduced antigen(s) content)

INpoyereTe BHMMATEAHO HAIATA JHCTOBKA, (PEAH Ta3k BAKCHHA 12 (bAe NpuiIokena Ha Bac win

Ha Bameto aere, Thil KaTO TA CHABP:KA BaxHa 32 Bac undopmanmn.

- 3anaseTe Tazu MMCTOBKA, MoXKe /1a c€ HANIOXKH 12 1 MPOYETETE OTHOBO.

- AKO uMaTe HAKAKBH AONBIHATENHH BLIPOCH, TONUTalHTe Bainua nexap win GapManiesr.

- Ta3u BakcHHa € peanHcana THyHo Ha Bac wiau Ha Bawero nete. He A npeotcThnBaiite Ha ApyTH
Xopa.

- Axo Bue maw Bameto AeTe IOIYIHTEe HAKAKEHN HEXKEIIaHN NMCKAPCTBEHH PCaKIivH, YBCOAOMCTE
Bamms nexap wiu dapmanerr. ToBa BKNo4YBA M BCHUKM BBE3MOKHH HEKETAHH PEaKIHH,
HeOnHMCaHH B TA3H IACTOBKA. BikTe Touka 4.

Kakgo cxabpka Ta3H JIHCTOBKA:

Kakso npeacrasasea TETAJM® w 3a xakBo ce H3NOT3BA

Kaxgo tpabsa na 3naete, npeau TETAIU® aa 6wae mpunokeHa Ha Bac wnu Bamerto gete
Kax na ce npunara TETAJH®

BB3MOKHM HEXKEIIAHH PEAKLHH

Kax ga cexpanasate TETAJIN®

CrabpiKaHie Ha ONaKOBKaTa H JOMBIHUTEMHA HHGOPMAIHA

VAW~

1. Kaxso opencraenasa TETATHD u 3a KakBo ce HINM0I3BA

TETAJIN® npencrapissa CycueH3Hs OT IPEYHCTCHA TETAHUYCH M IM(TEpHEH TOKCOHI, MOTYYEHY 4pes3
AETOKCHKHpaHe ¢ opManiexu 1 TOMTHHA Ha TeTaHWYEH ¥ THGTEPHEH TOKCHH, MOTYHEHH OT KYJITYPH
Ha Corynebacterium diphtheriae n Clostridium tetani. Toxconnute ca agcopGupaHu BopXy alyMHUHHEB
XHApoKcHy. KaTo KOHCEPBAHT € H3N0JI3BaH THOMEDCAL

Baxcunara TETAJIM® ocurypsasa 3auuTa cpeify 3abonssaHe 0T TeTaHyc H audTepus Ha gena Ham 7
TOOMHH H Bh3pacTHH. IMyHHTETHT C¢ 3aCHNIBA el PEMMYHH3AINA U C¢ CUHTA, 4¢ NMPORBITKaABA OT 5 10
10 roauHH.

TETAIV® ¢ npeaHa3naueHa 3a pEHMyHH3aLHA Cpelly TeTanyc u audrepus npy deua Haj 7 TOAMHE H
BB3PACTHH. [TbPBHYHATA HMYHU3ALMS CPELly TeTAHYC H SHQTEpHS, 3aM04Ba CiI1¢h 7 rOAHIIHA BH3pAcT.
TETAIU®D moxke cbllto Ja CE Mpilara 38 BAKCHHALMA CJIell HapaHABAHE MIIH H3rapsiHe ¢ ONacHOCT OT
TETaHYC, AKO € HeobX0uMa PEHMYHH3ALHA cpelly JudTepHs.

2. Kaxso TpabBa na 3Haere, npeau TETATU® na 6oae npuiaoxena Ha Bac wan Bawero nere

TETAIH®D ue 1padpa 1a ce npHAara npu

. CBPBXYYBCTBHTENHOCT KbM AKTHBHHTE BEINECTBA MM KbM HAKOA OT OCTAHAIMTE CLCTaBKH HA
BaKkcHHATa (H30poeHH B TOMKA 6).

. aHAMHECTUYHYU JAHHK 32 NPOABH HA CBLXYYBCTBHTENHOCT NPH IPEAX0KAALI0 NPHIIOKEHHE HA
BAKCHHATA.

[Ipu Hanu4Me Ha NPOTHBOIIOKA3AHMA JICKYBALIHAT JIEKap NPELEHABa CHOTHOIEHHUETO
npunoxenueto va TETAJIHO.

TpenynpexkaeHns! W NPeNa3HH MepKH MpH ynorTpeda

IIpenynpexaeHns
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° Ilopopere ¢ Bamms jmexap unm ¢apmanesr, npeau aa Bu Osae npunoxkena TETAJIH®.
HMmMynnsaimara ce U3BBPILBA Clel HA3HA4ABAHE OT JIeKap.

. JInua undexrupanu ¢ XMB (HIV) ce umynnsupar ¢ TETAJIU®, cernacHo yTBBpAEHATa cXeMa
33 HMYHHM3aLHA.

. 3a nuua ¢ MMyHHA HCOOCTaTLYHOCT WIH NMOMIOKEHH HA NeueHHE, MOATHCKAUO HMYHHATA
CHCTEMa Ce [pernopbysa OTI&raHE HA HMYHHIAUMATA/PCHMYHUAUMATR, (2XO € ILIaHOBa) A0
NPHKIIOUBAHETO MY, Thil KaTO edekTyT OT MMyHH3auMaTa Moxe 1a 6bie mo-cnab. B cnyvait mHa
HApymIEHHe HAa KPLBOCHCHPBAHETO BAKCHHATA MOXE Ja CE NpWIara N0 HM3KIueHHe ABIOOKO
HOJKOKHO.

. KaxkeTe Ha paiivd nexap, ako Bue iy Bamero Aere ¢T€ UManu 31paBocioBHE npobieMH cien
[IpHNaraHe Ha RaKCHHATA.

IMpeanasHy MepkH NpH ynoTpeda

PnakoHBT ¢ BaKCHHA €€ paskiama 100pe A0 nolyJaBaHe Ha XOMOI¢HHa CyCHeH3HA.

HrxekTHPAHETG Ce H3BLPINBA ChC CYXa HITA.

Kakto [OpH BCHYKH MHKCKLMOHHH BaKCHMHM, BaKCHHHMpaHMAT TpAGBa na ocTaHe MOA IeKapcKo
HabmoneHHe 30 MUHYTH ciiel HMYHH3aI[HATa.

Zla He ce H3MoON3Ba dIaKOH ¢ HApYIIEHA IIOCT WK M3TPHT/HesceH Hammuc!

Ja ne ce Npuaara HATpaBeHo3Ho!

JApyra nekapersa u TETATH®

Tpabpa na kaxxeTe Ha Banmsa nexap, ako Bue undl pauieto aete NpHeMare, HACKOPO CTE IPUEMATTH MM
€ BB3MOXKHO 113 IpHeMaTe APYTH JMeKapCTRa.

. Hmyrusamuata (pecniekTHBHo peumynmsaguata) ¢ TETAJIW® moxke ga ce u3sbpiuBa
€IHOBPEMEHHO ¢ IPYTH BaKCHHH, KaTo BCAKA HHKEKUHMOHHA BAKCHHA CE IIPHlara Ha pasiIM4HO MACTO U
C pa3NMMHA CIPHHIIOBKA H WT7a.

. TETAJAH®D e cbBMecTHME ¢ BAKCHHH cpelly TyOSpKyn03a, MOTHOMHEIHT, Xeratit b, MopGuy,
py6eona, npoTHROGACHa BAKCHHA, MPOTHBOTPHITHA BAKCHHA, BAKCHHA CpEIIy ¥KBIITa TPECKa H BAKCHHA
otT H. influenzae type b 1 no6aBka 0T BUTaMHH A.

. Bakcunata 6u Morna ja ce IpHara KaKTO €IHOBPEMEHHO, TaKa M B DasnU4YHO BpEMe C
HMYHOrNIOOYyIHHH., MSCTOTO Ha HIKEKTHpaHe Ha HMMYyHOTNoOYJIHMHHTE € paslivyHO OT TOBa Ha
npuioxeHua TETAJTAD,

. Tlpy IuIa, MOATOXKEHH HAa MMYHOCYTIPECHBHA TCpAllMA € Bb3MOXKHO Jia €€ MONMYyYd mo-ciab
HMYHCH OTTOBOp.
. Hsama naHHH 33 BaauMo/eiicTBHE ¢ JAPYTH NeKApCTREHK NPOIYKTH.

BpeMeHHOCT, KbpMeHE B PePTHINTET

AKo cTe OpeMeHHa WIH KBPMUTE, CMATATE, Ye MOXKE A2 cTe OpeMeHHa WIH nnaHnpare GpeMEHHOCT,
noceBeTBaitTe ce ¢ Bamus nexap win dapManest upelH ynoTpedaTa Ha Ta3H BaKCUHA,

He ca nposexaany M3NMTBAaHHS 32 PENPOAYKTHBHATA TOKCUYHOCT HA BAKCHHATA, TOPAaIH KOETO He ce
NPENOpbYBA HMYHH3aLHA 70 BpeME Ha GpeMEeHHOCT.
HsaMa gannu 3a MpunaraHne Ha BaKCHHATA TI0 BPEME HA KbpPMEHe,

Ilopupane 1 paGora ¢ MAIIMHA

Hama nadopmanus, xoato ga npeanonard, v¢ TETAIH® nmosnuasa crocobHocTTa 32 1o
paboTa ¢ MallIuHW.

TETAAH®D cbIbLpika THOMEDPCAJ KAaTO KOHCEPBAHT H € BEIMMWKHO Ja NPHYHHA
mpH Bac v BameTo AgTe. Kaxkere ma Bamms JIEKap, axKo Bwe ure sameTo ACTE

alepTHA.




3. Kak na ce mpuaara TETATH®

TETAJN® npencrapndBa HHKEKNHOHHA CYCIEH3Ms 33 HMHTPaMyCKYTHO (i.m.) NpWIOXKeHue BBB
dmakorn no 5,0 ml — 10 g03d ¥ draxonu no 10,0 ml — 20 rosu. EanoxparHara 1o3a Ha BAKCHHATA €
0,5 ml. Tlpenu ynorpe6a duakOHBT ¢ BaKCHHATa C¢ pa3kiama Jo0pe M0 MOXY4aBaHe HA XOMOTEHHA
CyclicH3Ms, 32 BCAKO JIHUE C€ H3TI0/13Ba HHANBUIYANHA CTepHIHA COPUMELOBKA M Mria. HmkekTHpaneTo
¢e U3BBPLIBA C ApYra cTepuiHa U cyxa urna MYCKVYJIHO B ropnarta uact Ha IENTOMIOHUA MYCKYI Ha
phkata. Be3gyx®T oT copHHLOBKATA TPAOBA A3 & MITOHM NPEAH NIOCTABAHETO Ha CyXa Hria. BakcuHara
ce npwiara apndoxo MHTPAMYCKYJTHO B nenTouHus MyCKyJl Ha pbKaTa.

. ITepBHYHA MMYHH3AIMA CpeIly TeTaHyc M Audrepus, 3amodHaTa cilel 7 TOAHIIHA BB3PACT Ce
u3BbpmBa TpUKpaTHO AbNOoko MHTPAMYCKVYJIHO B nenTonnHuA MyCKYN Ha PbKATA: ITBPBUTE JBE
Jo2x o 0,5 ml mpe3 HETEpBaN OT He NO-MaNKo oT 30 AHU MEXAY OTACTHHTE I03H M TpeTa A03a oT 0,5
ml — or 6 mo 12 mecena ciaen Bropara. B cioydail Ha mpoNycKaHe HA /1033, TA Ce MpWiara NpH
BB3MOKHOCT.

. CHEHB&I].IHTE PEHMYHH3ALHH CC C'BOﬁpﬂBHBaT CBC CX€Ma 33 PEHMYHU3AIHH B Haunoramansa
HMYHH3AIIHOHCH KaJleHdap.
. Bakcunamuua cnen HapaHABaHE HWIH HW3rapAHe C ONAcHOCT OT TETaHyC, ako © HEeoOXOIHMA

peRMYHM3aINS cpelly ndrepus, ce m3rppiuBa ¢ 0,5 ml mpadoko MHTPAMYCKYJIHO B nentounuus
MYCKYJI Ha PBKATA.

4. Bb3MOKHH HEKETAHH PEAKIHU

KaxTo BCHUKW IeKapCTBa, BAKCHHATA MOXKE [l TIPEIH3BAKA HEKENIAHH PEAKLHH, BBIPEKH e He BCEKH
TH OTy49454.
» C HeM3BeCTHa YecTOTa (OT HAMYHHTE JJAFHH He MOxe Ja OblIe HanpaseHa ONCHKA)
Ha MACTOTO Ha HIDKEKTHpaHeTo Ha BaKCHHATAa OHMXa MOITIM 13 BB3HUKHAT JOKAIHH PeaklMK KaTo:
» GoJKa, 3auepBABaHE, JIeKa TOAYTHHA H YIITETHEHHE, KOHTO OT3BYYaBar 3a 1 — 2 ouu.
® NOMAKOTA MOXKE Ja HMa JIeXo NOBHILEHNE Ha TeMIepaTypaTa, KoeTo TpeMHuHaBa 3a 1 - 2 nuu.

Ipu cepHO3HK WK NPOALIDKABAILM TIO-TBITO PEAKHUH Ce 0OBPHETE KbM JISKap.

ChobmiaBaHe HA HeXXeIaHH DeakmHH

AKo NOAyuHTE HAKAKBH HEXENAHH JIcKapcTBeHH peakiun, yBenoMmere Banina nexap win dapmauesT.
Toea BKIOYRA BCHYKH BE3MOKHH HEOIIMCAHY B TA3H IMCTOBKA HEKENAHH peakiui, Moxere chilo ga
CHOOIIHTE HEXKENAHN peaKl[MK AHPEKTHO 1pes:

HM3nsniuHKHTENHA areHyA 110 NEKapCcTBaTa

yn, Jdamsu I'pyes” Ne 8

1303 Cotus

Ten.: + 359 2 8903417

yeGcaiiT: www.bda.bg

Karo cpobmasate HexellanH peaknM, MOXETE 1a JANeTe CBOA NPUHOC 334 NONY4YaBAaHE HAa MNMOBEYE
nncbopmauns OTHOCHO 0e30MaCHOCTTa HA BAKCHHATA.

5. Kak aa cexpanasare TETATUD

Aa ce TpaHCNOPTHPA H ChXPaHABA B XNaauiHUK oT 2°C g0 8°C B OpUrHHATHATA KAPTOHEHA ONAKOBKA.
Ja He ce JoNycKa 3aMPBb3BaHE HA BAKCHHATA!
3AMPB3BAJIA BAKCUHA E HETOJJHA 3A YIIOTPEBA!
Jla ce crxpaHaBa Ha MACTO, HEAOCTHIIHO 33 Jella.

He uznomspatite TETAU® cuex cpoka Ha rogHocT, OTOENA3aH BBPXY ETHK
OTaKoBKa, cex ,,I'oaeH M0:“. CPoKET Ha TOTHOCT OTTOBApA Ha MOCIeIHHUA AH OT



Bakcunara B MHOrOOO30BHTE (UIAKOHH MOXKE Ja ce H3MOJ3BA B NPOAB/DKEHHE HA 4 CEAMHIM CIel
mepBoto u3rernane (WHO/TVB/14.07), npy cna3Bake Ha CAEAHHTE YCIOBUA:

- CpoKbT Ha FOAHOCT HE € H3TEKBIT;

- BaxcuHaTa e ¢hXpaHABaHA B XIaIu/IHHK NPH TeMniepatypu ot 2°C 1o 8°C;

- Kanayero Ha ¢rraKoHa HE € NOTAISHO BB BOJA;

- [IpH H3TErnAHETO HAa BCHYKH JO3M € Ca3BaHa TCXHHKATA HA aceNTHKA.

He usxsBpiisiiTe NekapcTBaTa B KAHATH3AMUATA MITH B KOHTeHHepa 3a foMatiHu ornaxsiy. MonuTaite
Bamus d;)apmaueBT KaK Ja H3XBRPJLITE JCKAPCTBATA, KOMTO BCUC HE HINON3BATE. Tezn MEPKH LIE

CIIOMOTHAT 3a OoTIa3BaHe HA OKOJHATA cpela.

6. Chbahpxkanye Ha OHAKOBKATA H IONBIHHTEIHA HHpOPMALIEA

Kakeo coIspxa TETAJU®

Eawma mo3a (0,5 ml) ceappika:

. AKTHBHHTE BeIICCTRA
IIpeuncreH TeTaHMYEeH TOKCOUT He no-manko ot 40 Mexnyuaponuu efuuunid (1U)
[Ipeuncren gupTepHeH TOKCOH He mo-Manko oT 4 MexayrHaponus earHuH (1U)

Azicopbupann Bepxy aTyMHHHEB Xoapokeua (Al™) - He nmoeue ot 1,25 mg
. Jlpyrure ChCTaBKH Ca: THOMEPCAT, HATPHEB XJIOPH W BOJA 33 HEKEKIMH
Kax marnexnaa TETAJV® u kakso ChILPKA OMAKOBKATA
HHXeKIIHOHHA CYCNEeH3UA BbB QIIaKoHM.

BeznsereH, npo3spaycH, cThiieH Guaxon (tun I).

P rnakonuTe CHABPKAT BAKCHHA B 06eM 5,0 ml - 10 zo3n.

dakoHHTE CHALPKAT BakcHHA B 06em 10,0 ml - 20 mosn.

$akonure ce onakosar o 10 6poa B KapTOHCHA KYTHA.

MpuTexaTen Ha paspeleHHeTo 3a ynoTpeda n NPOH3IBOAHTET

»BYJI BUO — HIT3IT6* EOOJ1
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JlaTa Ha MocaexHO NPePasrekiaHe HA THCTOBKATA: anpui 2022 .




