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

2. KAYECTBEH H KOJTHUECTBEH CbCTAB

TETAJU® npeacTapiaBa CYCNEH3HA OT NPeYUCTEHH M aaAcopOMpaHd BbpPXY alyMHMHHEB aacopOeHT
TeTaHH4YeH ¥ AHPTEpHEH TOKCOMA. Te ca rponsseieHd OT TOKCHHU Ha Corynebacterium diphtheriae n

Clostridium tetani upe3 AeTokCHKaLMg U pevucTBaHe. KaTo KOHCEpRAHT € U3MNOJ3BaH THOMEPCAN IpPH
NMPOU3BOACTBO Ha MHOroA030BM ¢uiakoHW. KOHcepBaHT He ce HM3noJ3Ba NpPH NPOH3BOACTBOTO Ha
eHO10308 NPOAYKT B aMITyJIH.

Eana poza (0,5 ml) coabpxa:

[IpeuncTeH TeTaHH4YEH TOKCOUA
(Purified tetanus toxoid)* He no-Manko ot 40 Mexnynapoauu eauauu (1U) (10,0 Lf)

[Ipeuncred audrepueH Tokcoua
(Purified diphtheria toxoid)* He no-Manko oT 4 MexayHnapoauy eannuny (1U) (3,0 Lf)

*Ancopbupanu BbpXY anyMHHHeB xuapokeug (Al™) He noeeye oT 1,253 mg

BakcuHaTa B MHOrOI030BHTE (UIAKOHM CHABPAKA KaTO KOHCEPBAHT THOMEpcan - He noseye ot 0,05 ml.
BuxTe TOUKa 4.3.

[ToMOHIHO BeMIECTRO ¢ U3BECTHO AEHCTBUE
BakcuHaTa ¢cpaAbpxka Mo-Manko or 1 mmol Hatpui (23 mg) Ha f03a, T.€. NPAKTHUYECKK HE ChAbPXKA

HATPHH.

3a MBJIHUA CMHCBHK HA TIOMOLIHHUTE BElleCTBA BHXKTe TOYKA 6. 1.

3. JIEKAPCTBEHA ©0OPMA

HNuxexinoHHa CYCNCH3HA.

TETAAHU®D e cycneH3us ¢ 0en UM CHBKaBH HacTHUM, JUCTIEpripany B Oe3iBeTHA UM 61eA0 XKbaTa
TEUYHOCT.

4. KJHHHUYHH JAHHH
4.1 TepaneBTHUHH NOKAIAHUS

TETAAN® e nokazana 3a:
1. PeumyHnsauus cpeuty TeTaHyc 1 JundTepus npy aelia Haa 7 roqHHU H Bb3PacTHH.
2. TTepBHUHA MMYHH3ALHMA CPELLY TETaHYC ¥ Ju(TEpHs, 3ar104HaTa cliejl 7 FoJAMLIH
3. Bakcuuaijus cneZl HapaHABaHE HNM M3rapsiHe € OMAcHOCT OT TETaHyc,

peMMyHH3allug cpelly AUPTepHs.




4,2 J1o3HpoBKA H HAMHH HA MPHJIOKEHHE

EGSHQOBKH

EnHokpaTHaTa HMYHH3aLHOHHA Ao3a e (,5 ml.
BaxcHHalIHOHHATA CXEMa € B ChOTBeTCTBHE ¢ HallHOHAHHA UMYHHK3aLlHOHEH KaJleHaap.

ITvpeuuna uMynuzayui

[TepBHYMHA HMYHH3ALHS Cpellly TeTaHyC H Au(repus, 3amoyHara ciej 7 roAHIlHA Bb3pacT ¢e H3BbpIUBa
tpukpaTHo AbA0oko UHTPAMYCKYJIHO B gearonaHua MycKkyn Ha pbKaTa: TbpBUTE AB€ 03U o 0,5
ml npe3 HHTepBan OT He No-Manko oT 30 AHK MeXAy OTAEAHHUTE 03U H TpeTa Ao3a ot 0,5 ml — o1 6 1o
12 Mecena cne Bropara. B cnyuait Ha nponyckaHe Ha 1034, T4 Ce mpuiara rnpH Bb3MOXHOCT.

Peumynuzayus
Cnenpawiyte peHMYHH3aUHMH ce cboOpa3zsBaT CcbC CX€Ma 3a peWMyHH3auMH B HaumoHanHHS
HMYHH3ALIHOHEH KaleHaap.

Baxcunauus ched HapanAsane wiu uszapane ¢ onacHoOCT OT TETaHyC, ako € HeoOXoAuMa peMMYHH3alHs
cpeury audrepus, ce uiBspuipa ¢ 0,5 ml xenboko HHTPAMYCKYJIHO B nentonaHud MycKyn Ha

pBKaTa.

[leduampuuna nonynayus
BeszonacnocTTa ¥ epukacHocTra Ha TETAJITU® npH Aeua Ha Bb3IpacT NMoJ 7 FOAMHH He ca YCTAHOBEHH.

HauuH Ha [IpUNOXEHHE
Bakcrxata ce npunara apiboko MHTPAMYCKYJIHO (1.m.) B aenTouaHus Mycky) Ha pbKaTa. [Ipeau

ynorpeba amnynara (dhnakoHa) ¢ BakCMHaTa ce paskiaia aobpe A0 momyyaBaHE Ha XOMOreHHa
Oene3HuxaBa cycneH3usa. BakcHHaTa ce u3terns ot aMiynata (¢prakoHa) KATO ¢€ M30A3Ba CTEPUITHA
CIPHHLOBKA H urna. CneJl H3roHBaHe Ha Bb3JyXa OT CIIPHHLUOBKATA, HI1aTa ce 3aMeHs ¢ HOBA CyXa
CTEPHJIHA HIJIa, C KOATO C€ H3BbPLIBA HHXKEKTHPAHETO.

4.3 [IIporHBONOKA3IAHUNA

CBpPBXYYBCTBUTENHOCT KbM aKTHBHHTE BeILECTBA MM KbM HAKOE OT MOMOIHHTE BeELllECTBa Ha
BAKCHHATA, H30poeHH B TOUKA 6.1.

Jdexapcmeenuwim npoodykm 8 MHO2000306 QIAKOM CHOBPICA MUOMEDCAR KAMO KOHCEPBAHM U €
BbIMONCKHO OQ NPUMUKYU AREPSUYHA PeaKylsl npu sac/eqauiemo oeme.

AHaMHECTHMYHH JaHHH 32 NPOABH HAa CBPBLXUYYBCTBHTENHOCT IIPH NpPEAXOCXKAALUIC NPUNOXKEHHE Ha
BaKCHHATA.

OO611y NPOTHRONOKA3aHUA NPH HMYHH3aUMH, BKIOYeHH B Hanponannns MMyH#3alMOHEH Kanenaap
(Hapedba Ne 15 om 2005 2.; oon. [IB. op. 108 om 22 [Jexemepu 2020 2.).

Octpy HHbeKUMo3HH 3ab0NaBaHNA, BKIIIOYHTENHO B MEPHUOJa Ha PEKOHBANECLICHIIHA.

DeOpHITHK CHCTOAHUA.

AxTHBHa popMa Ha TyOepKyno3a.

JleKOMITeHCHpaH CbPACUEH ITOPOK.

HNuaber, THpeoTOKCHKO3a M HaAOBOpedHa HeIOCTAaTLYHOCT B CTAAXN Ha AeKOMIIEHCALIMA.

OcTpu BB3nanuTenHu 3abonaBanua Ha HHHC — MeHHHIUTH, erleGanuTH, MEHHHIOCHUEDATHTH.
XpoHHYHH aKTHBHM XeNAaTUTH H YepHOApoOHA umupo3a.
HUnoekunun Ha NHKOYHUTE NbTHUILA.

. HedpoTu4yeH cHHIPOM.

10. AprouMyHHH 3a00nABaHuUA.

11. Aneprus, BKIIOUUTEIHO MEAWLIMHCKH JaHHH 3a LIOK, eAeM Ha KBHHKe U JpyTH Te
peakLHH CNpAMO ChABPXKALUH C€ FbB BAKCHHATA ATICPreHH.
12. Enmnencus.

ORI BN =




[Ipn HanMuMe Ha NMPOTHBROMNOKA3aHHA JNEKYBAlUMAT JIEKAp NpPELEHABa PUCKa OT MPHIOXKEHHETO Ha
TETAJIU® unu 3a601iBaHe OT TeTAHYC HIH ANGTEpHA.

4.4 Crneuuaanu nNpeaynpexieHNs H NpeanasHH MepKH NMpH ynorpeba

BaxcuHauuaTa TpabBa na ce npeaxoxkaa OT aHaMHE3a M NPErnel Ha THUETO.
JInua undextupanu ¢ XHUB (HIV) ce uMyHH3Hpart, pecnekTHBHO peuMmyHusupar ¢ TETAIU®,

CbI'NNaCHO YTBBPJIEHATA CXEMaA.
BB3MOXHO € CHYKeHHWe Ha edekTa OoT MMyHM3alUuATa NMpH HUMYHOACPUIMTHH CHLCTOAHHMA M TIpU

e AHOBPEMEHHO MPOBEXIaHe HA HMYHOCYNPECHBHA TEparns.
[IpenopnuBa ce oTnaraHe Ha MMyHH3aLuMATa (aKko € IUIAHOBA) cnej MNPHKIIOUBAHE Kypca Ha
MMYHOCYNIPECHBHATA TEpaIus.

TETA/IU® ce npunara ¢ BHUMaHUe NPH NMAUHEHTH ¢ HapylleHHe B KphBochcHpBaHeTo. KakTo npy
BCHYKHY MHXXEKLIHOHHH Ipenapari, BaKCHHUPAHUAT TpAOBa Aa ocTaHe Nnoj jekapcko Habmoaenue 30
MHHYTH CJle]l HMYHH3alHATa IopaJH Bh3MOXHOCTTA OT [pOsSBa HA aHa(MIIAKTHYHA peaKIus.

IIpocneAUMOCT
3a aa ce noaodbpy npocnaeAuMocTTa Ha OHONOrHYMHHUTE JEKAPpCTBEHH NPOAYKTH, HMETO K NAPTUAHHAT
HOMEp Ha NpHA0KEHNA NPOIYKT TPAOBA ACHO Ja ce 3alHCBaT.

4.5 BianmoaeficTBHE ¢ APYIH JeKapCcTBEHH NPOAYKTH H APYTrH GOpMH Ha BIaMMOACHCTBHE

MMynnzanuata (pecnekTHBHO peuMmyHusauuara) ¢ TETAIM®D Moxe fa ce H3BLpIIBA ¢IHOBPEMEHHO
¢ apyrd BakcuHH. TETAIN®P ¢ chbBMecTHMa ¢ BAKCHHHM CpeLLy NONHOMMENHUT, XenaTuT b, Mopbuny,

pyfeona, napoTHT, NPOTHBOOACHA BaKCHHA, MPOTHBOIPHITHA BAKCHHA H BaKCHHA CPeLLy XbJITa TpecKa.
[TocoueHuTe MpenapaTH ce NpuiaraT ¢ Apyra CTCpWIHa CIPHHLUOBKA W MINa, Ha MACTO pa3luyHO OT
MACTOTO Ha HHXkeKTHpaHe HAa TETAIUD.

Bakcuuara 61 mMorna ga ce npuigara KakTo €AHOBPEMEHHO, TaKa W B Pa3IMiyHO BpeMe NMpH JHLA, HA
KOUTO ca HHXeKTHpaHu MMyHornodoynuuu. TETAHWD Buharu tpabsa aa ce npunara Ha MACTO
pa3fiiMKBO OT TOBA Ha MHXKEKTHPAHHUA HMYHOTNOOYTHH.

He ca ¢choO1ueHr JaHHH 3a B3aUMOAEeHCTBHE HA BAKCHRATA ¢ APYrd IEKapcTBa.

4.6 DepTRAHTET, 6PEMEHHOCT H KBPMEHE

bpemMeHHoCT
He ca npoBexJaHn W3NUTBAHNA 3a peNPOAYKTHBHATA TOKCHYHOCT HA BAKCHHATA. Bhlpeku TOBa He Ce

npenopbyYBa UMYHH3ALMA MO BpeMe Ha OpeMeHHOCT.

KnpMeHe
He ca HanuyHH AaHHK 32 [pUNarade Ha BaKCHHATA MO BPEME Ha KbpMEHE.

QepTHARTET
TETAJIA®D He e oLi¢HSBaHA B MPOYYBaHHUA 3@ (PEPTHIIHTET.

4.7 E¢exTH BLpxy cnocobHOCTTA 32 Modpupane u pabora ¢ MalIuHK

He ca nposeaeHu npoyusBaHua 3a egpektuTe Ha TETAJIM® BBPXY criocobHOCTTA 3a o HpaHe H paboTta
¢ mawuiHu. TETA/IU®D He nosnugsa WM NOBNHMABA NMpeHeOpexxkuMo crnocobHocTTa 32 modupane
padoTa ¢ MalllHHH.

4.8 HexenaHH JeKapCTBeHH peaKIiHH

Hexenanute peakuuy cnea npunarane Ha TETAJIA® ca:
C neuszsecmna wecmoma (om Haluynume OaHHU HE MOXNCe Od OvOe HanpaseHa
CUCTEMO-OpraHHaTa Knacudukauua no MedDRA.




Obtyu Hapyuienua 1 epexmu Ha MACMOMO HA NPUROIICEHUE.

Ha MAcTOTO Ha MHXXKEKTUPAHETO Ha BaKCHHATa OMXa MOINIH Ja Bb3HHKHAT JIOKATHH peakLiH KaTo:
0onKa, 3auepBaBaHe, Jieka NooyTHHA U YILTbTHEHHE, KOMTO OT3BYy4aBar 3a | - 2 AHH.

[Toxuaxora MoXe Aa HMa JIEKO MOBHIICHHE Ha TEMIIepaTypaTa, KOeTo NpeMuHaBa 3a | - 2 AHm.

CrobinaBaHe Ha NOAO3IUPAHN HEXENaHU peakLHy
CroblaBaHeToO Ha NMOAO3IMPAHH HEXENIaHHK PeakliMH Clel paspeillaBaHe 3a ynorpeda Ha JeKapCTBeHUS

MPOAYKT € BaXKHO. TOBa NO3BOJIABA Aa MPOABIKH HaOMIOJEHHUETO HA ChOTHOLIEHHETO NON3a/pPUCK 3a
fieKapcTBeHHNA nNpoaykr. OT MeAULIMHCKHTE CNEeLHaMCTH CE H3UCKBA a cho0LaBar Becaka NMoAO3HpaHa
HEeXENaHa peaklHs Ypes:

HzrenHUTENHA arcHLUMA 10 1eKapcTBara

yi. ,.,JlamaH ['pyes® Ne 8

1303 Codus

Ten.: + 359 28903417

yeOcaiiT: www.bda.bg

4.9 Ilpepo3upane

[TbpBHUHAaTa ONakoOBKa chAbPXKa e€JHOKpaTHa ao3a — 0,5 ml, nopaanm koeTo HE € BBL3MOXKHO
peao3upaHe.

[IpenopnuBa ce cHeMaHe Ha NoJpoOHa aHaMHe3a BbB Bpb3Ka ¢ NpeAlliecTBallld UMYHH3ALHH C LEN
n30ArpaHe mnNpAIaraHeTO Ha MpernapaTa NpU JIHKA ¢ [POBEJAEHA HACKOpO HMMYHH3AlUd WM

PCHMYHH3allHA C BAKCHHH, ChAbpXAalllH TETAHHYCH H nmlrrepHeH TOKCOHA.

5. ®APMAKOJIOTHYHH CBOMCTBA
5.1 (PapMakoIHHAMHYHH CBOHCTBA

dapmakoTepaneBTHHHAa pyna: AHTHHHQEKLHO3IHH CpelCTBa 3a CHCTEMHO MPHIOKCHHE, BAKCHHH,

OakTepHalHM BAKCHHH, TETAHHYHH BAaKCHMHH, TETAHHYCH TOKCOMI, KOMOHHAIMA ¢ JTHPTEPHEH TOKCOUA.
ATC xon: JOTAMSI

MexaHU3bM Ha JCHCTBHE

TETAIN® npeacrasnsBa CyCneH3HA OT NMPEUHUCTEHH H aACcOpOMpPaHH BLPXY anyMHMHHUEB alcopOeHT
TeTaHu4eH H AHdTepreH Tokcou. Te ca npou3BeA€HH OT TOKCHHU Ha Corynebacterium diphtheriae
Clostridium tetani upe3 NeTOKCHKALHA H NpevyHcTBaHe. BakcHHATa € ¢ HaMalneHO CbAbpP)KAHWE Ha
qnprepueH aHTHreH. Cnel BakCHHALMA C€ NPOM3IBEXKAAT aHTHTENA CPEHly ABaTa aHTHIeHa Ha
BaKCHHaTa, KOMTO OCUTYpPABAT 3allMTara cpeuly AndTepHs U TeTaHyc. UMyHHTETBT ce 3acuiBa clel
pPEeUMYHH3aLIHA H CE CUHTA, Ye Npoabikasa oT 5 1o 10 roaunm.

EdexTrBHOCT cpelly andrepus

A} TepHitHUAT TOKCORA OCHTYPABa 3allMTa cpety AUPTEepHS.
HMyHonpodHnakTHKaTa € €¢AHHCTBEHOTO cpeAcTBO 3a Oopba ¢ audrepusara. Ta ce H3BBLpIIBA C
andTepHeH TOKCOU, Hali-4ecTO KOMOMHHpaH ¢ TETAHUYEH TOKCOMA HITH ¢ YOUTH KOKITIOIIHH DAKTEpHH.
Ha BakcuHalya nmoanexar Aella Ha Bb3pacT OT TPH Mecena A0 & roamHu. B 1nocneJHUTE roJHHH ce
UMYHM3UpAT 4 THia A0 35 roamiuiHa Be3pacT. MacoBOTO NpHIOKEHME Ha BAKCHHATA Y HAC JOBeZE 10
JIMKBHAHpaHe Ha 3aboneBacMocTTa OoT Andrepua B bbarapud. IlocoueHure nanHu Ha Tabnuua 1 w
Tabnuna 2 BbpXYy MMYHONOTMYHHMS CTATYC Ha HaceNeHHETO MOKa3BaT, 4e Jelara M jJuuara ao 13
roAulIHa Bb3pacT [OKa3BaT Hali-BHCOKA CTEIeH Ha 3aluTa cpeilly AudTepHsa. AHaIU3BT Ha JaHHHUTE
NOKa3Ba, 4e ¢ HalpeABaHE Ha BB3PACTTA, Hal-Beude cpell U3C/IEABAHHTE MALMEHTH Hand 45 Ha
BL3pAacT HaMaJifgBa MPOLECHTLT Ha 3alliMTEHUTE Xopa U ce YBelHYapa MpoLeHTHT Ha Cef
oA 3alMTHHA. He3aBHCHMO OT TOBa, MPOLIEHTA Ha 3AIMUTCHHUTE cpeLly AUdTepra
FOJAMIIHA Bb3PacT € [0-N0NAM B CPABHEHHUE C HANPABEHUTE H3C/IEeABaHHA B HAKOH ExXf
n CAILl. HanpnMep B llIBeuns B oxkono 56,9 % oT HacelneHHETO JHNCBA 3allHTA (PR
I'epManna B oxono 52,2 %, a B Jlanua B okono 36 %.

"IN




Tab6auua 1: OueHKa Ha UIMYHHHS CTATYC Ha HaceJleHHeTo B Bbbiarapusi B pa3/iHYHHTE BL3PACTOBH
rpynH.

% cepyMH ¢ TbJIHA | % cepymu ¢ 6asuyen | % He3amHTeHH
3aIUHTA (THTHP > HMYHHTET (THTBP cepyMH (THTBP <
5,55
:
15,71
17,71
___ 710 1,0 22,0
61,92 1,58 36,5
61,64 _ 7.6 30,76
Bo3pacTHH HaA 65 roaHHH 11,77 - 88,23

* Pesynmamume ca noayuenu upes ELISA: Enszum-cevp3an umynoananus;

Ta6auua 2: KojiH4ecTBO HA NMPOTHBOAHPTEPHHHHTE AHTHTENA NPH Pa3IHYHHTE BbL3PACTOBH
IPYNH ¢ YCTAHOBEH 3alIIHTEH THTHP.

% CepyMH ¢ THTBP | % CepyMH C THTBP
ot 0,1 50 0,99 1U ot 1,0 10 4,99 IU THTHP Hajg 5,0 1U

Bn3pacToBa rpyna

5,55 72,22
58,08
14,39 57,19
_Jlnuaor36a045romumm | 100 62,0
JIuua ot 56 g0 65 roauuu 26,92 34,61
Bo3pacTHH Haja 65 roauHH 5,88 5,88

EdeKkTHBHOCT CpeLly TeTaHYC

TeTaHHYHHUAT TOKCOH/] OCUTYpsABa 3alUTa Cpelly 3a009BaHe OT TETaHYC.

Eano ot cpeacTsara 3a 0opba ¢ TeTaHyca € cneuuduyHaTa UMy HOonpogHJIaKTHKA C TETAHWYEH TOKCOMI.
BbBeseH B HOBELIKHUSA OpPraHu3bM TOH Nnpean3BHKBA 00Opa3dyBaHe Ha crieiH(pUYHU aHTHUTENA, Urpaeliy
OCHOBHA poJIs B 3alllUTaTa cpeuly TeTaHyc. UMyHHTETBT NPH TETAHYC € XyMOpPaJIHO 00yCJIOBEH M 3aBUCH
OT HMBOTO M BB3MOXKHOCTTA Ha CHeUM(PUYHUTE aAHTHUTENIAa BbB Bb3MOXHO Hal-KpaTbK CpOK Ja
HeyTpaJIN3upaT TETAHUYHUSA TOKCHH.

TeranychT Bce olle npeactapisBa 34paBeH NpobseM 3a MHOrO CTpPaHU MO CBETa IJIaBHO MOpaau
BHCOKAaTa CMBPTHOCT.

B bbiirapus 3abosieBaeMOCTTa M CMBPTHOCTTA OT TETAHYC B MUHAJIOTO ca OuiH BUCOKH. Ot 1959 roauna
y Hac ce BbBEX/a 3aJbJ/LKUTE/IHA crieH(PUIHa HMYHONTPO(HIAKTHKA HA TETAHYC, KaTO NMOCTENEHHO Ce
oOXxBalla UAJOTO HaceneHwe. ToBa BOAM A0 pA3KO orpaHuyaBaHe Ha 3aboneBaeMoctra /2,7 %000
3abonenu npe3 1959 rox., 0,01 %000 3abonenu npe3 1998 roa./. To3m pesynrar € JoKa3aTeJCTBO 3a
no0para NMpoTeKTHBHA €(EKTUBHOCT HA TETAHWYHHA TOKCOM/, KaKTO M Ha OINTHMAJIHAaTa CXeMa Ha
[MPUJIOKEHHETO MY, MIPH KOATO ce 00XBallla LUAJOTO HaceleHHe, He3aBUCUMO OT Bb3pacTTa.




THTLP HA NPOTHBOTETAHHYHH AHTHTE/ 1A B H3C/I€/IBAHHTE CEPYMH
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Onurypa l BuipacroRs rpyns

JIBLATOroANIIHHUTE U3C/IeIBAHNS HA KOJIEKTHB OT MPON3BO/ICTBEHATA 1a00paTOpHs NMpH aJIepruyvHHM JINLa,
nnadbetHo O0NHH, peBMaTHYHO 00JIHH, 0ONMHH ¢ XpOHWYHH OBOpeuHu 3abonsaBaHus M nuua Haxg 70
rofuiliHa Bb3pacT, NoKa3BaT 100pa MNOHOCUMOCT MPH T€3H PUCKOBHU I'PYNH NMALUEHTH, KOETO M03BOJIABA
BK/JIIOYBAHETO MM B 3aJbJDKUTEJIHUS HWMYHH3allMOHEH KajieHJaap Ha cTpaHarta. JlaHHuTe OT

eNMUeMHOJIOTHYHUTE N0Ka3aTe/In 3a CTpaHara ca npejactaBeHd Ha Tabnuua 3:
Tabanua 3: EnHaeMHoJ0rH4HH JaHHH 32 TeTaHyc B buiarapus

CmbpTHOCT /00 Jleranutet '/

3abosieBaemoct */oo




*Breeoena e 3a0vadcumenna cneyuduuna umynonpoguraxmuxa cpewjy memaxyc 6 bvazapun

[IpoBeseHHTE Npe3 MOCNEAHNTE FOJAHRHH CEPOCTHACMHUONOTHYHY NPOYUBAHHUS NMOKA3BAT, Y€ Hall - BHCOK
aHTUTOKCHYEH THTBHP UMAT JellaTa H MIIAJEXKHUTE, MOpaXH CTPUKTHOTO O0XBAlllgHEe Ha OPpraHH3HpaHHTe
KOJEKTHBH., B oCTaHANHTE BB3PACTOBH MPYIH € HanuLe J0OBD 3alIHTeH HMYHHTET ¢ TEHACHUMA 34 IEKO
CHHIXXABaHE Ha 32LUTHUA THTHP, BEPOATHO NOPAIH He AOCTAThYHATA MITbTHOCT Ha 0OXBAIIaHE, C KOETO
ce 00ACHABAT H € AHHHYHHUTE 3a0onABaHHA B Te3H Bb3pacTH (Ourypa 1). HabmogeHusta H3BbPIIEHH OT
MpoU3BOACTBEHATA JlabopaTopua MpH NPUNOKEHHE HA TeTaHUYEH TOKcoMAa Ha Hapg 2 000 nuua npes
nocneanure 10 roaMHy, NOKA3BaT Y€ TETAHUYHUAT TOKCOU/ HE € peaKTONeHEH.

5.3 [IpeakauHHYHH JaHHH 3a 6ezonacHocT

HekITMHHYHHATE AaHHH HE NoKa3BaT 0CoOEH PUCK 3a Xopa.

6. PAPMAILHEBTHYHH JAHHH

6.1 CnucrLk HA NOMOINMHHUTE BelllecCTBA

B €HOJ030BH AMITYJIH:
ATTYMHHHEB XHAPOKCHA
HatpHeB xnopua

Boaa 3a HHXEXHH

B MHOI'0O1030BH (IaKOHH:
ANTyMHHHEB XHAPOKCHA
TromMepcan

Hatpuer xnopua

Bona 3a HHXXKeKLHH

6.2 HecLBMeCTHMOCTH

[Ipu nunca Ha NpoyyYBaHHUA 32 HECHBMECTHMOCTH, TO3H JICKAPCTBEH MPOAYKT He TpAOBa 1a cE CMECBa ¢
JAPYTH JIEKapPCTBEHH MPOJYKTH. o

Ilpn eanoBpeMeHHo npunoxenue Ha TETAMUD ¢ apyrm MHXEKLUHOHHH Neka
3aBHKHTENTHO € BCEKH OTACNHEH NMPOAYKT A C€ U3TErNd H NpHNara ¢ oTaeNHa ¢t
HrJia, Ha MACTO Pa3sIMYHO OT MACTOTO HA HHXEKTHpaHe Ha BAKCHHATA.




6.3 Cpox Ha rogHoCT

3 roodHu

6.4 ChneunaanH ycJI0BHS Ha ChXpaHeHHe

Ha ce cexpaHaBa ¥ TpaHCNOpTHpa B xnajuitHuK (2°C — 8°C).

Ha ce cpxpaHaBa B OpHrHHANHATA KAPTOHEHA ONIaKOBKa.,

Jla He ce zampa3spa!

3AMPB3IBAJIA BAKCHHA E HEI'OJJHA 3A YIIOTPEBA!

Ha ce cbXxpaHsABa Ha MACTO, HEAOCTBHIHO 3a Acua.

BakcuHara BBEB (p1aKOHA Ja C€ H3MOJ3BA BeIHAra ClcA NbPROTO H3TErNnsaHe!
Hen3no3saHATA BAKCHHA A2 ¢€ HIXBBPJIA!

6.5 Buau cuaALpXKaHHE HA ONIAKOBKATA

be3uBeTHa, Npo3padHa, camoyynella ce, CTbKJIeHa ammyna (tun I).
AMITyIHTE ChABPAXKAT BakcHHa B 06eM 0,5 ml - 1 no3a.
AMmynuTe ce onakorat no 1, 10 uau 50 6poa B KapToOHEHA KYTHS.

BesuseTeH, npo3paucH, cTbkieH ¢aakon (tum I).
dnakoHuTe cbABPKAT BakcHHa B 06eM 5,0 ml - 10 posn.
®nakounte chabLpXKaT BakcuHa B 00em 10,0 ml - 20 go3u.
@nakoHHuTe ce onakosat 1o 10 6pos B kapToHEeHa KyTHA.

He BcHuku BHAOBE ONMAKOBKH MoraT Aa ObJar MyCHATH Ha nasapa.
6.6 Chnennalny NpeANa3HU MepKH NPH HIXBLpAAHE H paboTa

B ytaeHo cectoanne TETAIM® npeacrasnssa 6ucTpa, 6e3uBeTHA HaAyTaeyHa TEYHOCT ¢ Besle3HHKaBRa

yTanka.

He ce ponycka ynotpeba Ha 3aMpB3Bajla BAKCHHA.

HJa He ce npusara HHTPaBEHO3HO.

BakciHa ¢ H3TEKDBJ1 CPOK Ha FTOAHOCT J1a HE e M3MON3Ra.

Ja He ce n3non3pa ammnyna (Gy1akoH) ¢ HapyLUeHa UAJIOCT WIH H3TPHT/HeACeH HaAIHC.

Heu3non3spaHUAT NEeKAPCTBEH NPOAYKT HIIH OTNIAABYHHUTE MAaTepHalid OT Hero TpabBa Aa ce H3XBBbPIAT
B CBOTBETCTBHE C MECTHUTE H3HCKBAHHA.

7. TNPHATEXATEJ HA PASPEIIEHHETO 3A YIIOTPEBA

,,bYJI BHO — HL[3I1B* EA /]
oyn. ,, JiHko Caxp30B* Ne 26
1504 Codns

brarapus

Ten. 02 944 61 91

taxc: 02 943 34 55

e-mail: bulbio@bulbio.com

8. HOMEP(A) HA PASPEHIEHHUETO 3A YITIOTPEBA
I1-15236/ 11.10.2011

Peructpainmoner Ne 20011159




9. JATA HA ITBPBO PASPEINIABAHEAIOANHOBABAHE HA PABPELHIEHHUETO 3A
YIIOTPEBA

JlaTa Ha MbpBO pa3pewaBane: 28 HoemBpn 2001 r.

Jlata Ha mocneHo nogHoBseaHe: 11 okroMmepu 2011 r.

10. JATA HA AKTYAJIMIUPAHE HA TEKCTA: okromepu 2024 1.
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