JlucroBka: undopmanus 3a norped

HTEJIA

TETPAKCHM 0,5 ml unskeKuHoOHHA CyCHeH3HsA
TETRAXIM 0.5 ml suspension for injection
Aodcopoupana eaxkcuna cpewy oughmepus, memanyc, Kokmow (0e3Kiemvynda, KOMROHEHMHA) U

ROJMUOMUETUM (UHAKMUBUPANQ)
Diphtheria, tetanus, pertussis (acellular, component) and poli
(adsorbed)

omyelitis (inactivated) vaccine

IlpoueTeTe BHHMATE.THO UAJIATA JTHCTOBKA, IPeH BAKCHHHpaHe Ha BameTo nere, Thii KaTo TA

CHIBPKA BAXKHA 32 Hero HHopManus.

. 3anazere Ta3d JUCTOBKA. MOKe /1a ce HalOXKH J1a 5 IMpoOYETETEC OTHOBO.

L4 AKO UMaTe HAKAKBH JOMBJIHUTEIIHH BBLIIPOCH, nonuTaiTe Baius JICKap, (bapmaueBT HIIH
MEIULIMHCKA CecTpa.

L4 Ta3u BakcHHa € npeanycaHa JJHYHO Ha Baiero nere. He s npeorcnnBaFHe Ha IPYTH Xopa.

L4 Ako Baweto nere MNOJIYYH HAKAKBH HEKEJIAHH JICKAPCTBEHH PEAKLIHH, YBEIOMETC Baius

Jiexkap, d)apmaueBT HJTW MEIHIIHHCKa cecTpa. Tora BKIIOYBA U BCHYKH BB3MOYKHH HEXENaHH

pPE€aKlHH, HEOIMHCAHH B Ta3H JIMCTOBKA. Bukre Touka 4.

KakBo cbabpika TasH JIHCTOBRA

&
Kaxeo npencrasnssa TETPAKCHM wu 3a kakBo ce U3Moi3Beg
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2. Kakpo Tpsabea na 3naete, npeau aa ce npuinoxu TETPAKC
3. Kak na u3nonssare TETPAKCHM

4. BB3MOKHH HEKeNTaHH peakLMH

A Kak na cexpanssare TETPAKCHM

6. CuabpkaHHe Ha ONAaKoOBKaTa U A0IMBbJIHHTENHA HHPOpMALIUS
1. Kakgo npeacrapassa TETPAKCHM nu 3a kakBo ce H3no

Ji3Ba

TETPAKCHM e pakcuna. Bakcunute ce u3non3ear 3a 3ammra ot HHPEKUHO3HH 3a0019BaHHA.

Koraro ce npunoxu TETPAKCHM, ectectBeHaTa 3aiiuTa Ha opra
Te3H 3a00/BaAHHS.

TETPAKCHM e nokazana 3a 3aiunTa Ha Baerto nete ot nudrepu
nonvomuenut (DTaP-IPV Bakcuna). TETPAKCHM e nokasana 3a

HU3MA CH3/1aBa 3all|Ta Cpely

A, TETAHYC., KOKJIFOLI H
ITbpBHYHa HMYHH3allHUs Ha J€la

HaBbPUIHWIIH 2 mecela M 3a peBaKCHHaUHUA (6}"0’1’9[) J103a) 1o BpEME Ha BTOpaTa roJlHHa OT *KHBOTAa H

mesay 4 U 13-roauiHa Bb3pacr.

2. Kaxkso TpsndBa aa 3uaere, npean 1a ce npuiaoxu TETPAKCUM

3a na Obaere CHI'YPHH, Y€ Ta3H BaKCHHa € 1oIX0/is1la 3a Bamero nere e BaxHo Jia HHC[)OPMHpaTe
Bamwus JIEKap HJIH q)apmauem‘ aKo HAKOS OT TOUKHTE ce oTHacs 3a Baero nere.

He npunaraiite TETPAKCHM:
. Ako neteto Bu e aneprudHo (CBpbXUyBCTBHTEIHO)

-KbM HAKOH OT KOMIIOHEHTHTE HAa BAKCHHATA (H'BGPOGHH B TOYKa 6)
-KbM TJyTapajaexual, HCOMHIHH, CTPENTOMHUHH HIH NOJJUMHKCHH B (BEUJ.CCTBEI, KOHTO CC

H3NOJI3BAT MPH ITPOHU3BOACTBOTO HA BAKCHHATA H KOUTO MOra
clie/In B Hes ).

-KbM BaKCHHA Cpelly KOKIHOLI (UﬂﬂOl\ﬂET’b‘lHa HITH 6E3hﬂET’b‘lHa)
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HJIH Ha BaKCHHa, CbAbprkallla ChLIHTE BELUICCTBA.
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. Axo nereto Bu ctpana ot enuedranonaris (Mo3b4HH yBpeKIaHHA) B IIEPBHTE 7 THH crell
NpHlaraHe Ha NpeJHLIHA 1033 OT BaKCHHA (0e3KIeTRUCH HIH AIOKIETEYEH KOKITIOLI),

. Ako aetero Bu nMa nosrLIeHa TeMmepaTypa WM ocTpo 3a00nsBaHe, B TE3H CIy4aH € 3a
NpeAnOYHTAHEC BAKCHHALLHATA Oa C€ OTIIOXH.

IlpeaynpexaeHns H Npeina3HH MEPKH

I'oBopete ¢ Bawmsa nexap win gapmanerr npeau aa usnonseare TETPAKCHM B cry4yaute onHcaHi

Mo-a0uTy:

e Axko Bamero nere uMa otcnabeHa HMyHHa CHCTeMA, WIH aKO € MOUIOKEHO Ha NedeHHe C
KOPTHKOCTEPOHIM, UHTOCTATHLIM, TbYeJIeYeHHe WIH APYro JeYeHHe, KoeTo oTcnabbpa UMyHHATa My
cHCTEMA: B TE3H CMy4aH HMYHHHMA OTTOBOp MOe Na Oble HamaneH. Toraea ce npenopbuba MNpeau
BAKCHHALIMATA [1a ¢€ M34aKa Kpas Ha nedeHneTo wiM Gonectra. Bripeku ToBa Ha TMLA ¢ XpOHHYEH
HMyHeH AeduuuT, kato HIV HHeKiMsA, ce npenoprYBa BAKCHHALHA, TOPH H H3PA0OTEHHA HMYHEH
OTrOBOP 4 € OTPAaHHYEH.

* Axo npH Balwero geTe cnen npeaxoAHo NPUIOKEHHE Ha BAKCHHA ChIAbpXKallla TeTaHHYeH TOKCOUA
{BakcuHa cpelLy TeTaHyc) ca Bh3HMKHAIX cHHApoM Ha ['uneH-bape (HeoOuuaiiHa MyBCTBHTEIHOCT,
napanusa) wid OpaxHaiieH HeBpHT (ITapanuza, pasnpocTapaina ce 60/Ka B pbKaTa M paMoTo),
PEIICHHETO 33 BAKCHHALMA ¢ BAKCHHA CHbpIKAHIa TETAHHUEH TOKCOK TpaORa Ja 6Bae NpeLEeHEHO
ot Bamua nexap.

¢ Axo Bawero nere uma HapylleHHe Ha KPBBTa, KaTO HaManeHWe Ha 6pos Ha TPOMOOLMTHTE
(TpoMOOLIMTONEHHA) HTH HapyIIEHHe B KPBBOChCHPBAHETO, MOPAAH PUCK OT KbPBEHE, KOSTO MOXKe
Ja ce MOABH ClIeA HHTPAMYCKYJTHO MPHIOKEHHE.

¢ Axo Bawero nete uma/e uMasio 3apaseH npodneM HIH aneprudH# peakuHu, 0co0eHo aneprudHu
peakum cned npunoxenue Ha TETPAKCHM.

® AKO € M3BECTHO, Y€ HAKOS OT CHeIHHTE PeaKlHH € Bb3HHKHATIA 10 BpeMe Ha MPUNOKEHHE Ha
BaKCHHa (peleHHETO 3a NO-HATATBIIHO NPHIGKEHHE Ha BAKCHHH CBABPXKAIIH KOKIIOL TpAOBa
BHUMATETHO Aa Oba¢ NpeLCHEHO);

-Temnepatypa 40 °C unu no-Bicoka B paMmkuTe Ha 48 yaca 6e3 ycTaHOBeHa ApyTa IIPHYHHA 3a TOBA

-Konaric unu nonofHO Ha IHOK CLCTOSHHE ¢ XUNOTOHHYEH-XUIOPEAKTHBEH €MH30. (MOHMKeHa
eHepruf) B paMKuTe Ha 48 4aca OT BakCHHALMATA

-HenpekbcHat, HenoBnMABALL ce NMNay, Npogb/Xapalll 3 4aca W MoBede, B pamkuTe Ha 48 uaca crnen
BaKCHHALMATA

-I'spyoBe ¢ 1K 6e3 TeMnepaTypa B paMKUTE Ha 3 [IHH Cliefl BAKCHHALIMATA

o Axo Bawerto pete € HMa10 rbpu0Be NNPH BUCOKA TEMIIEPATY P4, HECBBP3AHH C MPpeAHILHA
BAKCHHALIKA, B TO3H Clly4ad € 0co0eHO BasKHO Ja ce ClieiH PeIOBHO TeMIiepaTypaTa B
npoabJokeHHe Ha 48 yaca cien BAKCHHALMATA M MPe3 TOBa BpeMe [a My €€ J1aBaT JIeKapcTBa,
NIOHMKABAILH TeMIepaTypaTa,

¢ Axo Bawero aete e nonyunwio nogyeaHe (€1€MaTO3HH PeakLli) Ha JOMHHTC KpalHULM, crel,
HIDKEKTHpPaHe Ha BaKCHHA, ChAbpXallla CbCTaBKa OT Haemophilus influenzae Tun b, neete
BAKCHHHM, BAKCHHATA cpelly AudTepus, TeTaHyC, KOKIIOLI H MOJTHOMMENTHT W KOHIOTaTHATa BAKCHHA
cpeury Haemophilus influenzae Tvun b TpadBa na 6baaT NpUNOKEHH Ha pa3NMYHK MEDKEKLIMOHHH
MECTa ¥ B Pa3/IH4HH JHH.

e Tlpunagbk MoOXKe 1a HACTBITH Ced WIH JOPH MpedM BCAKO HHXEKTHpaHe ¢ Mria. 3aTora,
yBefioMeTe Balliva nekap WiH MEIULHHCKA cecTpa, ako Baulero gete e npunaaxano npu
OpeIHLITHA HHKEKLIHA.

Apyrn nexapersa wian Bakenwn H TETPAKCUM
Tazu BakcHWHa MO3Ke N1a ce NpHilara €IHORPEMEHHO, HO Ha [IBe Pa3lMYHH MecTa T.€. Ha J{

TAMIOTO € BAKCHHA cpeuly MopOunu-napotur-pybeona, papuuena, M-M-RVAXPRO
cpewty xenatut b, HBVAXPRO paxcuHa.

3a NbpBUYHATA KMYHH34aLMA ¥ 3a ITbpBaTa peuMyHuzauuda, TETPAKCHM moxe @e,np <
C& H3I10JI3Ba 34 Pa3TBapAHE HA KOHIOTaTHA BakcHHa cpewly Haemophilus influenz ﬁn &E



(Act-Hib) unu na ce npuiokH eHOBPEMEHHO C Ta3H BAKCHHA, HO HA JIBE PA3IHYHH HIDKEKIIHOHHH
MeCTa T.€. Ha ApYTa 4acT OT TAI0TO.

B cnyuaii, ye Bamiero gete TpsbBa fa ce BakCHHHpa MO €aHO U ¢k Bpeme ¢ TETPAKCHM u apyru
BaKCHHH, MOJIA nonuTaiite Bamus nexap unu ¢apMauerT 3a noseue HudopMarus.

Hudopmupaiite Bawms nexap Wik papMaliest, ako Baliero sete npuema, HACKOPO e MPHEMANO UITH €
BB3MOXHO 112 [IPHEME JPYTH JIEKapCTBa, BIJIOYHTENHO U TAKHBA OTIMycKaHH Ge3 pellenTa.

TETPAKCHM c xpaHa, HANATKH H AJIKOX0J1
Henpunoxumo

Bpemennoct, Kepmene H GepTHANTET
TETPAKCHM e npeaxa3zHayeHa 3a BakCHHALMSA Ha Jella, 3a cjiydal Ha noapactsalll, TOBOpETE ¢
Bawms nexap.

Hlopupane u paGora ¢ MAIIHHH
Henpunoxumo. TETPAKCHM e npeanazHayueHa 3a aelia.

TETPAKCHM cnabpxa deHnIaIaHHH, €TAHON H HATPHH

TETPAKCHM cvaspxa 12,5 MuKporpaMa peHiNanaH1H BbR Beska 1o3a ot 0,5 ml. deHunanaHuHeT
MOJKE J1a € BpeIeH 3a Xopa ¢ PeHWIKETOHYPHA, PAAKO N'eHeTHHHO 3a00/14BaHeE, IPH KOETO CE HATPYNBa
(eHHNaNaHHH, THH KaTO HE MOKE /12 C€ OTCTPaHABA HOPMASTHO OT TAJIOTO.

TETPAKCHM chaobpika 2 mg ankoxos (€TaHoJ) BbB BeAka n03a ot 0,5 mi. MankoTto KonuyecTBo
AIKOXO/ B TO3M JIEKAPCTBEH NPOXYKT HAMA 1a HMa 3abenexuMu edexTH.

TETPAKCHM craepxa no-manko ot | mmol HaTpHii Ha 1034, KOETO Ha NPaKTHKA 03HaYaBa, 4e He
ChAbpKa HATPHH.

3 Kak pa manmoazeare TETPAKCUM?

BakcuHata '1"p$I6Ba CC IIpuJIara Ha Barmmero aete 0T MEIULIMHCKH CIIEUHAIMCT, KOHTO € 3aI03HAT ¢
BaKCHHUTE.

20314 POBKa

OO0mara npenopbuBaHa cXeMa BIIOYBA MbPBHYHA BAKCHHALMA, ChCTOALIA C& OT TPH MHKEKLMH ¢
€/IHOMECEYHH MHTEPBAIA [IOMEXKIY MM, 3a1I04BALIA OT AByMeCedHa Bb3PacT, [OCTEIBaHH OT
PEHMYHH3aLMA C €Ha 1034 110 BPEME Ha BTOPATa roJIMHAa OT KHBOTA M Ipyra peUMyHH3aLMsa Mexay 4
1 13-rognuna pu3pacT.

HauuH Ha npunoskeHue

Ipunoxennero Tpabea aa Obae MyCKyIHO (MHTpaMycKyJTHO i.m.). [IpenopbuBaHoTo MACTO Ha
HHXXEKTHpaHe ¢ OepOTO NMPU KbPMAYETa H B rOPHATa 4acT Ha phKaTa MpH fewa Mexay 4 v 13 roauHu.
AKO HMaTe HAKAKBH JOITLIIHUTENHH BBNPOCH, CBbP3aHH ¢ ynoTpebara Ha Ta3H BaKCHHa, MOTNUTaTe
Bawusa nekap vnu ¢papmatiest.

4. BL3MOo:xHH HexeTaHH PeakiHu

BCCKH 'K NoayYaea.

CepHo3HH AI€PTHYHE pPeakHu

Maxap H MHOI'O pAaaKoe, CCPHO3HHUTS AJICPTHYHH peakKLEMd, MOraT aa ¢ NnOABAT CIIEN
OOHKHOBEHO JIETETC € BCE OlIE Ha MACTOTO, KBAETO C€ BAKCHHHPA.




AKO ce ITOABAT HAKOH OT Te3H CHMIITOMH CJIe[ HANyCKAHe Ha MACTOTO, KbieTo BameTto gerte e

BakcHHHpaHo, Tpaoea HESABABHO na ce cBppikeTe ¢ Aekap WIH 13 MOTHPCHTE MENHLIMHCKA

MOMOIIL:

o [loaypane Ha TMIETO (OTOK HA JIHLIETO), BHE3ANHO IMOXYBaHE Ha JIMLIETO U LMATA (aHrHOeIeM,
oToK Ha KBHHKE).

¢ BHezanHoO U CepHO3HO Hepa3NoIOKEHHE ChC ¢NaJ B KPPBHOTO HaAraHE, KOETO NPHUHHABA
CBETOBBPTEIK U 3aryba Ha ch3HaHHe, YCKOPEH ChPAEUYEH PHTHM, CBbP3aH C AHXaTEHH HapyLIeHUs
(aHaHIAKTHYHA peaKLus).

JApyru Hexe/IaHH peaKkHH

Ako Baluero OETE TMMOTYYH HAKOA OT CJICAHUTE HEKETAHH pEaKIIiH, aKko T4 TIPOABIDKH ABATO HITH
CTaHe CepPUO3HA, MONA YReAOMeTe Bamng nekap wiu ¢papMariesT.

MHOro 4€CTH HeXXeNaHH peakunH (crobLaBany ca mpyu noseye oT 1 Ha 10 geua)
3aryba Ha aneTHT

HepBHocT, pasapasHHTE/IHOCT

Heobuuaen mnay

CoHIHBOCT

I'maBoGonue

Iorpriuane

Myckynanu Sonku (Maairus)

3auepBaBaHe (epHTEM) Ha MACTOTO HA HHXKCKTHpaHe
Bonka Ha MACTOTO Ha MHXKEKTHpaHe

IlonyraHe (emeM) Ha MACTOTO Ha HHXKEKTHpaHe
Temneparypa 38°C wnu no-eucoka
Hepaznonoxenue

Cnen npunaraHe NbPBHYHATA CCPHA, HECTOTATA HA PCAKLUHUTE HA HHXKCKIUHOHHOTO MACTO HMAT
TEHACHOKUA da C€ YBCIIHYaBaT € [MpHNaralHe Ha 6yCTep Ao3ata

YecTH HexenaHH peaklliid (MOrar Aa 3acerdar o 1 Ha 10 nena)
s NMuapus
*  VrusTHeHHe (HHAYpauKa) Ha MACTOTO HA MHXKEKTHpaHe
e  PascTpoHCTBO Ha CBHSA

HedecTu HexenaHu peakidu (Morart aa 2acerHat Ao | Ha 100 geua)
» 3auepesBaHE W MOJyBaHe (€M) 5 CM W NMOBEYE HA MACTOTO HA HHXKCKTHpAHE
e  Temnepatypa 39°C wnu no-eucoka
o HeoGuyaeH nnay, NpoabkMTENIeH HEMOBAHABALL ce fu1ay ([pOAb/DKABALL [I0BEYe OT 3 yaca)

Penxn Hexenanu peakuud (Morat aa 3acerdar Ao 1 Ha 1 000 geua)
¢ Bucoxa Temneparypa Hag 40°C

Peakumu ¢ HensBecTHa yecToTa (YecTOTaTa He MOXKe Jla Oblie onpedeneHa, Thil KaTo peakuuHTe ca
cbOOLLIABAHH MHOTO PAIKO)

¢ ['npuoBe ¢ unK 6e3 TeMneparypa.

o 3aryba Ha cbh3HAHHE (CHHKOT).

¢ OOpuBH, 3auepBABaHe K CBHPOEK HA KOXKATa (EpHTEM, yPTHKApHA).

e  OOLIKPHH peakuuy Ha MACTOTO HA MHXKEKTHPaHe (MoBeye OT S ¢M) ¢ MoayBaHe (CJICM) KOETO
MOZKe Ja Ce PasTpoCTPaHH TI0 LIeNHS KpaHHHK, Ha KOHTO € MPUAoKeHa BaKCHHATA.
peakuus 00MKHOBEHO Bb3HHKBA B PAMKHTE Ha 24 - 72 vaca cniesl BAKCHHALIMATA
NIPHAPYEHA ChC 3aUepBABaHe (EPUTCM), 3arpABaHe, 1y BCTBUTENTHOCT HIH 0O,
Ha HHXeKkTHpaHe. Te MpeMUHaBAaT CIIOHTAHHO B PAMKHUTE Ha 3-5 aena.

¢ [logysaHe Ha »Je3uTe B 00IaCTTa HA WIHATA, O MUIUHULIATE WIH cNaluH
(numdaneHonatus).




Jpyru peakiuy, KOUTO MorarT Ja ce noseAT, korato TETPAKCHM ce npunara e IHOBpeMEHHO ¢
Haemophilus influenzae Tum b KOHIOTaTHA BAKCHHA!

e Enemaro3Hu peakLMH, 3acArallld eJMHHA KITH 1BaTa JONHK KpaliHHKa MOraT fja HACTBIIAT Cliel
BAKCHHALUA C BAKCHHA, cbabpxawia Haemophilus influenzae tvn b. Te3u peakuuu ce NOABABAT
IMABHO C/E/l IMEPBHYHHTE HHXKEKIIMK H ce HamoaaBaT B paMKHUTE Ha IThPBUTE HAKOJIKO Yaca crej
BakcHHauuaTa. [IpuopyskaBaluyre CHMIITOMHM MOTaT Aa BKJIIOYBAT LIMAHO34, 3a4epBiBaHe, TpeXoaHa
TypIypa H CHIIEH r1ay. BCHUYKH peakiiH OT3BYYaBaT CIIOHTAHHO B paMKHTE Ha 24 yaca 0e3
HCOGXOHHMOC’T OT JICUCHHE.

Bb3MoxkHH HexkeNaHH peakliH (T.¢. He ca 6umn croburasanu TouHo ¢ TETPAKCHM, Ho ¢ apyru
BaKCHHH ChABPAKAIUK ¢IHH HJIH HAKOIKO AHTHTEHA, chabpkaiuy c¢ B TETPAKCHM) ca cnennure:

®  [pexonHa 3aryfa Ha UyBCTBHTENHOCT, Hapanu3a (CHHApoM Ha ['nnen-bape) u napanusa, Gonka u
CKOBaHOCT {OpaxHalieH HEBPHT), pa3nNpOCTHPALIY Ce B pPBKaTa H pamoTo.

®  enu3oaH, Korato Bamero aete u3rnexaa B cbCTOAHHE NoAoDHO Ha LIOK, AeTeTo € Oaeno,
OTIIyCHATO H HE pearHpa 3a H3BECTHO BpeMe (XHIOTOHHYHU-XHIIOPEAKTHBHH eNU30IH).

*  npu HeaoHoceHH Gebeta (poneHH BBE MM Npeay 28-Ta recTallMOHHA ceIMUIIA) 3a 2-3 THU Clie
BAKCHHALIMATA MOXe 14 UMA NI0-TOJIEMH [1aY3H MEXTy BAHILBAHHATA.

AKO HAKOA OT HEXENAHHTE PEAKLHH CTaHEe CEPUO3HA, HITH HAOMIOAaBaTe HEOKETaHH PEaKITHH,
HEOITHCAHH B Ta3H THCTOBKA, MONA WH{poOpMHUpaliTe Bamms nekap unu ¢papmanesr.

CpofinaBaHe Ha HeXeJJaHH PeaKnHHA

AKO nonyyMTe HAKAKBH HEXeNaHH JIeKapCTBEHH peaklnd, yeeaoMere Baius nexap, papMalesT Wi
MeTHIIMHCKA cecTpa. TOBa BKJIIOYBA BCHUKH BE3MOXKHHM HEOMIHCAHH B Ta3H JHCTOBKA HEXKeIaHH
peakuui. MokeTe chIIO 13 CHOOLINTE HeXKENAHH PeaKLMH JHPEKTHO Ypes:

H3nbinHuTeHA areHuMs o TeKapeTraTa

yu. , Jamsas I'pyer” Ne 8

1303 Cotpus

Ten.: +35 928903417

yebceaiit: www.bda.bg.

Karo crobiuasare HexeNnaHu peakii, MOKETE 1a SAAETE CBOA IPHHOC 32 MOTYYaBaHe Ha MOBEYE
uxbopMaLksi 0THOCHO Oe30MacHOCTTa Ha TOBA JIEKAPCTBO.

5. Kak na coxpanasate TETPAKCHM

Ha ce cbxpaHsiBa Ha MACTO, HEAOCTHITHO 33 JelA.

He uzmomssaiite TETPAKCHM cnen cpoka Ha romHoCT, 0TO€/IA3aH BPXY €THKETA, KapTOHEHATA
ormakoBka. CpoXbT HA TOOHOCT OTrOBApA Ha MOCIEeAHUs AeH OT NOCOYEHHS MECElLL.

Ha ce cuxpanssa B xnagunauk (2 °C — 8 °C). [la He ce 3ampazasa.

He uznomssaiite TETPAKCHM, ako 3aGenexute HeoOMUYacH LIBAT MM HATHYHE HA MYXKIH YACTHIIH.
He u3xBbpnATe nekapcTBaTa B KaHATM3aUMATA WIK B KOHTeHHepa 3a AoMaIlHK oTnaabuy. [onuraiite
Bawns dapManeBT Kak Ja H3XBBLPAATE JI€KapCTBaTa, KOHTO Bede He n3nonseare. Te3n MepxH we
CIIOMOTHAT 3a ONa3BaHe Ha OKONHATa cpela.

6. ChbabpxaHHe HAa ONAKOBKATA H AONLJHHTENHA HHPOPMALNS

Kakeo epaspaxa TETPAKCHM

AKTHBHHTE BelecTBA €a:
Eana go3a (0,5 ml) cvobpika:




JTADTEPHEH TOKCOHIT ....eoeeeoteeecieeeeieeceiceeetetcoeseeeeaetese e s s saebabinas e no-manxo ot 20 [U?? (30 Lf)

TETAHHUEH TOKCOMAL ..vvvvvrsesceeaeseaeeeeereeaeeeeseeaeaseeeesnaeaseesemesanasanseeeseeens He no-Manko ot 40 [U3 (10 Lf)
AHTHTeHH Ha Bordetella pertussis:
TIEPTYCHC TOKCOMI ....cvevevnreiereesreeieeeesesesaresrsessassestesnsesassssransassesnsesnes 25 MHKpOrpaMa
DIAMEHTOIEH XEMATTTYTHHHH! .......ovvivvreirereceneeenecsssaree st nas 25 MuKporpama
TMonuoMuenuTed BUpyc (MHAKTHBHPaH)®
T 1 (maM Mahoney) ..ot 29 D-aHTHTEHHH €IHHAIH 5
T 2 (maM MEF-T) et 7 D-auTureHHH eauuHiy ©
THI 3 (WIAM SAUKELE) oo 26 D-anTureHHH eAMANIM

! ancopGupan Ha aTyMHHHEB XHAPOKCHA, xuapatupad (0,3 munurpama Al’*)

? KaTO JONHA FPAHMIA HA JOBepUTeNHUSA HHTepBal (p= 0,95) u He no-manko ot 30 TU kato cpeaHa
CTOHHOCT

* WIH eKBMBAIICHTHA AKTHBHOCT, OMpPe/Ie/IeHa Upes OLEHKA Ha MMYHOTEHHOCTTA

4 kaTo NONHa rpaHHLIA Ha AOBEPHTENHHA HHTepBan (p= 0,95)

3 kysnruBupaH Bbpxy VERO wietku

§ KOJIMYECTBATA HA TE3H AHTHIeHM Ca aGCOMIOTHO ChUIMTE KAaTO TE3H, U3PA3eHH IIpeay ToBa Kato 40-8-
32 D-aHTureHHH eIHHHLH, CHOTBETHO 33 BHPYCH THN 1, 2 1 3, KoTaTo ca H3MepeHu 4pes ApyT
NOIXOAAL HMYHOXHMHUYEH METOL

AYMHHHEB XHAPOKCHJ € BKAKYEH B Ta3H BAKCHHA KaTo afcopOeHT. AncopOeHTUTE ca BEHIECTRa,
KOHTO ce BKJIIOHBAT B OTIPEIE/ICHH BAKCHHH, 3a a YCHIIAT, MoA0OPpAT WWIN YABIDKAT 3aLMTHHTE
e(heKTH Ha BAKCHHATA.

JApyrute ¢bCcTaBKH ca:
Cpeaa 199 Hanks 6e3 deHOMOBO YepBCHO, NEJCHA OLCTHA KUCENHHA H/UIH HATPUEB XUAPOKCHA 32
kopekuua Ha pH, opmanaexun, deHOKCHeTaHON, €TaHo/1, GE3BOACH H BOJIA 32 HHIKEKLIMH.

Kak m3rnexxaa TETPAKCUM n kakpo Chabpika 0NAKOBKAaTA
TETPAKCHM e umxekuHOHHA CyclieH3us, fipefiara ce KaTo ¢AHOA030Ba [IpelBapUTENHO
HambJHEHA cripHHLICBKA (0,5 ml).

Onakoeku o1 | unu 10 0e3 urna, ¢ npukpeneHa uria, ¢ 1 OTAeaHa UIia WK ¢ 2 OTAENHH HIJIH.
He Bcutiku BHIOBE ONakoBKH MoraT aa 6bAaT MycHaTH B npoaaxoa.
IIpuTenaTen Ha pa3pelIeHHETO 32 yNoTpeba H NPOH3IBOIHTE

IlpuTesxkaTen Ha pazpelieHHETO 3a yIIOTpeba
Sanofi Winthrop Industrie

82 avenue Raspail

94250 Gentilly

@paHOua

I[IpouzeoauTen

Sanofi Winthrop Industrie
1541 avenue Marcel Mérieux
69280 Marcy I'Etoile
Dpanima

Sanofi Winthrop Industrie

Voie de I'Institut - Parc Industriel d’Incarville
B.P 101

27100 Val de Reuil

@panHuus




Sanofi-Aventis Zrt.
Building Dc5
Campona Utca 1
Budapest XXII, 1225
YHrapus

3a nomMbLJIHHTETHA HHd)OpMaLlHH OTHOCHO TOBA JIEKApPCTBO, MOJIA, CBBPIKETE CC C JTOKAJIHHA
NpeacTaBATE/ Ha MIPHTEAKATENA HA PaspClI€HHETO 3a yncrrpeﬁa:

Cyuxc buodapma EOOJ], Ten.: +359 2 4942 480

JaTa Ha mocieJHO Npepa3riexkAaHe HA JTHCTOBKATA HoeMBpH 2025 .

TMocoueHara 0-0Iry nmbopmaum € NpeHAa3Ha4Y€Ha CaMo 3a MCIHIHHCKH CIICUHATHCTH:

3a cnipHHLOBKY O€3 NIPUKPENICHH HITIH, OTAEAHATA UITla TpaOBa 1a ce NOCTABH IUTETHO KbM
CIPHHLIOBKATA, 3aBbPTaiikH % Ha eIHA YeTBHPT.

Ilpeau MHKEKTHpaHE COPHHLIOBKATA TpAOBa 1A ce pa3knari 10 MOAY4YaBaHe HA XOMOTEHHA MBTHA
OenesHUKaBa CyCIleH3HA.

Ja ce npunara HHTPaMycCKy/IHO (i.m.).

[penopbuBaHOTO MACTO 33 HHXKEKTHPAHE Ha BAKCHHATA € aHTepoNiaTepaliHaTa yacT Ha 6eapoTo (B
¢peaHaTa My TPETHHA) IIPH KbpMayeTa H MaIKH JIeLia M B JETTOH/IHATA 30HA MPH Jeua mexay 4 u 13
rof#lliHa Bb3pacT.

Tasn pakcHHa HHKora He TpA6Ba fa ce Mpunara B KPEBOHOCEH bl (BBTPECHIOBO).




