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AncopbHpaHa BaKCHHA cpeillly AWQTepHsA, TeTaHyc, KOKmMOW (Oe3kIeThbuHa, KOMMOHEHTHA), ¢
HaMaJICHO AaHTUI€HHO ChIbPKaHHe
Diphtheria, Tetanus, Pertussis (acellular component) Vaccine (adsorbed, reduced antigen(s) content)

[IpoueTeTe BHHMATENHO HAIATA JHCTOBKA, npean Bue uoin Bameto aere ga 6naere

BAKCHHHPAHH, Tbi KaTo T ¢BALPKA BaXKHa 32 Bac v Bamero aere mngopmanus.

- 3ama3zere Ta3u JIMCTOBKA. MOXKe 1a ce HAJTOXKU 1A 1 IPOYETETE OTHOBO.

- AKO UMAaTe HAKAKBH JOMBIHUTENHH BBIIPOCH, nonuTaiTe Bawina nekap, papMalLEBT HITH
MEIMLHHCKA CeCcTpa.

- Tasu BakcHHa € npeanucaHa JUYHO Ha Bac unu Baiwero aere. He g2 npeoTcTenBaifTe Ha Apyru
Xopa.

- Ako Bue unu Baleto nete nonyunTe HAKaKBH HEXXEJTaHH JIEKAPCTBEHH peakLivY, YBEJIOMETe
Bamus nexap, dapMaleBT WM MeIULMHCKA cecTpa. ToBa BKTIOUBA U BCHUKH Bh3MOXHHU
HexKeJlaHU peakUHH, HEOTIUCaHU B Ta3U JIMCTOBKA. BWKTe TOUKa 4.

KakBo ¢baABpka TA3H JJHCTOBKA:

1. Kakso npeactaBnaea AJACEJ] v 3a kakBo ce u3nonsea

2. Kakso Tp16Ba na 3naete npean AJJACEJI aa 6vae npunoxed Ha Bac nnu Bawero nere
3. Kak u xora ce npuiara AJACEJI

4. BbB3MOXKHH HEXKENaHH peakLHH

5. Kak na cvxpansaBate AJJIACEJ]

6.

ConabpkaHHe Ha ONMAKOBKATa M JOMBJAHUTEIRA MHpOpMalius

1. Kakso npeacrasassa AJACEJI u 3a kakBo ce u3noJ13sa

AJIACEJI (Tdap) e BakcuHa. BakcuHHTE c€ U3IION3BAT 32 NMpEana3saHe OT HHPEKUHO3HU
3abonaBanunA. Te Ae#cTBaT MO TaKbB HAUMH, Y€ Kapar TAJIOTO Ja Ch31al€e ¢BoA COOCTBEHA 3allluTa
cpelry 6aKTEpUMTE, KOWTO MPUUKHABAT ChOTBETHOTO 3a0014BaHE.

Tazu BakcHHA C€ U3MO3Ba 3a noacuieaHe (OycTep) Ha 3allluTaTa cpelry audTepus, TeTaHyc U
KOKJIFOII {(Marapelika KaluikMua) Nnpy aela Ha Bb3pacT Hajd 4 roAHHH, KOHOIIH M BB3PacTHH, ClE
3aBBPLUEH KYPC HA MbPBHYHA BAKCHHANHA.

H3nonszeadetro Ha AJJACEJ] no ppeMe Ha OpeMeHHOCT MO3BOJISBA 3aUlMTATa 1A MPEMHHE KbM AETETO
8 yTpobaTta ¥ Ja o 3aliUTH Cpelily Marapelika Kalyia rnpes MbpBUTe MECELH OT JKUBOTA MY .

OrpaHnyeHHa HA OCHTYPHBAHATA 3alIKTA

AJIACEJI iie 3a1UTH caMo OT Te3H 3a00A9BaHHS, KOUTO C€ NPUYHUHABAT OT DAKTEpUUTE KbM KOUTO €
HacouycHa BakcvHaTa. Bue nnu Bailleto aete MoxkeTe aa ce pasdboneere oT nogodHu 3abonsBaHuA, aKo
TE ¢a MPUYHUHEHU OT APYT THIl OAKTEpHUH UIIH BUPYCH.

AJIACEJ] He cbabpxKa HUKAKBH KUBH OaKTEpUU WU BUPYCH K HE MOXKE A IPUUYUHH HUKOE OT
UHPEKLHO3HUTE 3a00NABaHHA, CPELLY KOMTO OCUTYPABA 3alllUTa.

3anoMHeTE, Y€ HAMAa BaKCHHA, KOATO Ja OCUIYPH ITRJIHA 3alllMTa 3a LA XKUBOT Ha BCHYKH JTHLA, KOUTO
ca BaKCHHHPaHH.




2. Kakseo Tpa6Ba aa snaere npean AJACEJI ga 6bvae npunoxken na Bac nin na Bawero aete

3a ga cte curypiu, ue AJJACEJI € moaxoasama 3a Bac wnu Batiero aete € BaxHO Aa UH(pOpPMHUpATE
Balrya Jekap MM MEOHIHHCKAZ CecTpa, aKko HAKOA OT TOUKMTE [10-A0Jy Ceé OTHacAT 3a Bac uiu
Banrero aere. AKO MMa HEIIO, KOETO He pa3bupare, noMonere Baluus jiekap MM MEAHLIMHCKA CecTpa
3a 00sACHEHHE.

He n3nomsaiite AJJACEJL, ako Bue niiu Bamero aere:

® (CTE MMAaJIM anepruyHa peakLHs
-  KbM BakcHMHa cpemy AudTepua, TETaHYC WIH KOKIIOII
-  KBbM HSKOE€ OT MOMOIIHHTE BEILCCTRA (ONMHUCAHU B TOUKA 6)

- KbBM OCTATBUYCH KOMITOHCHT OT HpoLECa HA NMPOHU3BOACTBOTO ((]JOPMEIJIII.@XHH, F.lTyTap&JlI[EXHﬂ),
KOWTO MOXeE Ja ce CBEABPAKA, KATO CJICAH BBEB BAKCHHATA.

® HAKOra CT¢ UMaJIN TCXKa PCAKIIMA, 3aciArafla MO3bKa B pAMKHTC Ha €Hd4 CCAMHIA CIICA
NMpeaxoaHa J103a OT BaKCHHA CPEILy Marapcelika KalllHia

e uMaTe ocTpo 3a0oNABaHe C BUCOKA TeMIlepaTypa. BakcHHaunaTa TpsOBa [a c€ OTJIONKH, AOKATO
Bue unn Bameto nete He o3apareete. Jleko 3abongapanHe 6¢3 TeMmneparypa 0OMKHOBEHO HE €
NpHUYKHHA 34 OTJIaraHe Ha BaKCHHALMATa. Bamugr nexap we onpeaend nand sakcuHara AJACEJI
TpsOBa ga 6ae npunokeHa Ha Bac wnu Baweto nere.

IlpenynpexxacHua 0 NpeanasHl MEPKH

[Tpenu pakcuHanusATa yreaomeTe Bauius nekap Wiy MEQUIIHHCKa cecTpa, ako Bue unu Bameto aete
yMaTe/HMa:

® B paMKHUTE Ha nmocaenHuTe 4 ceaMHLIK € IPWIokKeHa OycTep J03a OT BaKCHHa Cpeiy AudTepus U
TeTaHyc. B To34 cayyaii Bue unu Bawero aete He Tpabdsa na usnonssare AJJACEJI 1 Bamus
neKap 1€ npelucHu Kora fAa Obae npuiaokeHa cieasalla n1o3a Ha Bac uinu Bamero nete Bb3
OCHOBA Ha OPUUHATHUTE NPEMOPBKH.

¢ cre HMaKe umano cuuapoM Ha Guillain-Barré (BpemeHHa 3ary0a Ha ClIOCOOHOCT 3a ABHIKEHHE
WJIM YYBCTBUTEJIHOCT HA TAJIOTO MM HA YACT OT HET0) B PAMKHUTE HA 6 CEIMHULIM e MPeaxoaHO
npujaraHe Ha BaKCHHa cpellly TeTaHyc. Baluusr snekap me onpenenu nand sakcudata AJJACEJ]
Tpabera na 6bae npuiokeHa Ha Bac unu Bauleto aete.

® [IPOrpecHBHO 3a00NABaHE, 3acArall0 MO3bKA/HEPBUTE HIIM HEKOHTPOIUpaHy npunaasiu. Bamusar
JIeKap MbPBO WIE 3aMnouHe JISYCHHUE W LUIE MPHIOKH BAKCHHATA, CJIe/l KaTO ChCTOSHUETO BH ce
ctabuiuzupa.

e cnaba UM orciiabeHa MMyHHA CHCTEMA MOpajH
- [pPHEM Ha JieKapcTBa (HAmp. CTEPOMIH, XMMHOTEPATiMS HIIH pafuoTepanys)
- HIV undexkumsa unu CITUH
- Apyro 3abonsBake.

BakcrHaTa MOX€E 1a HE OCHTYPH ChLIATA 3ALUMTA, KAKTO FIPH X0pa CbC 3ApaBa HMYyHHa CHCTEMA. AKO €

Bb3MOXKHO, BAKCHHALIMATA TPAOBA J1a C€ OTJI0XKHM A0 Kpasi Ha JICYECHHUETO WK DonectTa.

® CTe HMasu npobyieMu ¢ KpbBTa, KOUTO NPHYUHABAT JIECHO KPBbBOHACAAAHE WIH NPOAB/DKHTENHO
KbpBeHe clie] JICKH HapaHiaBaHus (Hanpumep Nopaau HapyleHUs Ha KPbBTa, KaTo XeMoHius
HJTH TPOMOOLIMTONEHHUS MITH JISYEHUE C JIEKApCTBa, pa3pexciallid KPpLBTa).

Moxe Ja npunagHeTe clel, WK ACPU NpeaH, HHXEKTHPaHE ¢ Uria. 3aToBa Kaxere Ha Bauus nekap
WIH MeJHLHMHCKA cecTpa, ako Bue unu Baiuero aere cTe npunaaHaiy npy NpeaduIHa M

YeenoMete Bawius nekap, gpapMaleBT HIH MEAULIMHCKA CECTPa Npead NPUIaraHeTo
ako Bue wiu Baitieto aete cte HManp HAKAKBa aieprduHa peakiidg KkbM martekc. Ka R
NPeABaPUTEHO HAMBIIHEHATA CIIPUHLIOBKA CHABPXKA NPOH3BOAHO HA €CTECTBEHUA
ChEIMHEHHE, KOETO MOXKE Ja MPUUHHHA alepruyHa peaxkums.
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JApyru gexapcerpa Han BakcHad B AJACEJI

HUudopmupaiite Bamus nekap, MeJHLWHCKa CECTpa WiIH (papMalieBT, ako Bue iy Baineto aete
npHeMare, HACKOpO CTe NPUEMANTH MIIH € Bb3MOXKHO Ja PHEMETE APYTH JIEKApCTBa.

Twit kato AJACEJI He cbabprka )KMBH DaKkTEPUH, B OBEHETO CITYYaH TS MOJXKE Ja Ce NpHiara
eIHOBPEMEHHO C APYTH BAKCHUHH WIM HMYHOTJIOOYIHHH, HO Ha pa3sH4YHH HHXXEKLIMOHHHU MECTA.
[TIpoyuBanmusTa nokassar, 4e AJACEJI Mmoxe aa ce npunara eJTHOBPEMEHHO ¢ BCSKA €IHA OT
CJICIHATE BAKCUHM: BAKCHHA Cpelly XenaTtuT b, BUpyCHa NONHOMUENIHTHA BAKCHHA (WH)KEKLIMOHHA
HJIH TIEPOPAIIHA), HHAKTHBHPAHA BAKCHHA CPEIY TPHI H PECIEKTHBHO PEKOMOMHAHTHA BAKCHHA
Cpeury YOBeLIKY nanwiomMaBupyc. [Ipu nkekTHpaHe HAa NOBeYe OT €JHAa BaKCHHA €IHOBPEMEHHO,
[puaoKeHHeTo e 61ae Ha paz/IMYHU KPanHHULIM.

Ako Bue nnn Baunleto gete cre NOMNIOKEHH Ha JICUEHHE, KOETO MOBJIMABA KPBBOHOCHATAa WM
MMYHHaTa cucTeMa (HarpuMep JIEKapCTBa, pa3spexaaliy KPbBTa, CTEPOUTLH WIM XMMHOTepanus), MoJia
npouereTe Toukata "[Ipeaynpexnaenys U npelna3Hi MEPKH NO-TOpE.

bpemMetHOCT, KbpMeHe H PEPTHIHTET

VeengoMere Ballua iekap WK MEAMIIMHCKA CECTPa, aKo ¢Te OpeMeHHa UK KbpMHTE, CbMHABATE Ce,
ye MOoXe Ja cTe OpeMeHHa WIK IJ1aHWpaTe /1a uMate aete. Bamuar nekap we Bu noMmorHe aa peurure
nanu TpadBa aa Bu 6wae nmoctasen AJJACEJI no BpemMe Ha OpeMEHHOCTTA.

Illodnpane u padora ¢ MALIAHHA

He ca npaBeHH Npoy4YBaHHA Ha e(eKTUTE BbPXY CIIOCOOHOCTTa 3a WodHupaHe ¥ padoTa ¢ MallHHH,
BakcHHaTa HIMa WIIH HMa HE3HAUYMTETHO BIMAHUE BbPXY cnocoOHOCTTA 3a WwodHpane U padora ¢
MAaIIIHHH.

3. Kaxk u kora ce npunara AJACEJ]

Kora Bue san Bamero aete moike aa ce BAKCHHHpAaTe

Bamusar nekap e onpeacau ganu AJACEJ e noaxondiua 3a Bac nnu BailieTo aete B 3aBUCHMOCT OT
TOBA:

e  KAaKBHM NPeJXOAHH BAKCHHH Cca npwiaradnu Ha Bac vy Bauweto nete

¢  KOJKO J03H OT NogoOHH BaKCHHM ca npwiarady Ha Bac wiu Bawero aete B MUHAIOTO

e  Korae Ouna nociegHarta go3a ot nozodHa BakcUHa npuioxeHa Ha Bac unu Bainero nerve.

Bauimat iekap wie npetieHy KOJAKO IbAbl TpsiOBa Aa ObAe MepHOAbT MEXKAY BaKCHHALYUTE,

Axo cTe OpeMeHHa, Jiekapat e Bu noMorke aa pewuure ganu rpadea n1a Bu 6pae nocraseH
AJIACEJI no peMe Ha OpeMEHHOCTTA.

J103HPOBKA H HAYHH HA NPHJIOKEHHE

Koii e npunoku AJACEJT?

BaAKCHHATA.




HosupoBka

3a BCHUYKH BB3pacTOBH rpynu, 3a Kouro € nokaszaHa AJJACEJ], nozuposkara € eaHa HHXEKLIMS
(NOMOBHH MWJIHJIKTBP).

B cnyuaii, ye Bue wiu Baillero gete momyduTe HapaHsABaHE, KOETO H3MCKBa INPEBAHTHBHA MApKA
cpely TeTaHyc, Bamnusat nexkap Moke da pewd aanM aa npwioxd AJACEJ ¢ unn 6e3 TetaHuueH
HMYHOTJIOOYJIHH.

ATACEJ moxe na ObAe W3MO/3BaH 3a MOBTOPHA BakCHHauus. Bamuat Jgexkap we Bu nocheerBa
OTHOCHO MOBTOPHATA BAaKCHHALINA.

HauuH HA NpUiioxKeHHe

BaiuuaT Jekap WIH MeAUIMHCKA CecTpa IIE MPWIOXKHK BaKCHHATa MYCKYJIHO B ropHata BHHIIHA HacT
Ha pbKaTa (IEATOMIHHA MYCKYI).

Baummar JICKap HJIH MCIOHUIIMHCKA CECCTpa HAMA 14 MPHITOKH BaAKCHHATA B KPBEBOHOCEH Cbhl, B
celaTHIIETO WIH NoakoxHo. B CJTY‘-[&FI Ha HAPYLICEHHWA B KPBbBOCECHPBAHCTO, JICKADAT MOXKC Ja PCLUIH
Aa HHXKCKTHpAa BAKCHHATA MMOAKOXHO, BBRITPEKH HE TOBA MOXKE 14 IMPCAU3BHKa (10BCYC JOKANTHH
HCXKCJIaHHN pCAKIIHH, BEJAKYHTCIIHO MallKa MNMOAKOYKHA TTOTYTHHA.

AKO UMaTe HAKaKBHY JOMBIHUTENHH BbIIPOCH, CBBP3aHH ¢ ynoTpebara Ha TO3M NEKAPCTBEH NPOJAYKT,
nontraiite Bamusa nekap, (papMaLieBT WIN MEIHLIMHCKA CECTpa.

4. Bu3MOXKHH HEXKeJIAHH peaKUHH

KakTto BcuukM nekapctea, AJJACEJ]I Moxe pa npeau3BHKa HEXKENaHU peakliH, BBIIPEKH Y€ HE BCEKU
4 No.Ty4asa.

CepHO3HH AJIEPrHYHH PEAKUHH
AKO HSIKOS1 OT T€3H pPeakUny H CHMIITOMH BL3HHKHE CJie] HANYCKAHE HA MACTOTO, KBAETO €

npujaoxkena pakcunara, tpadsa HE3ABABHO ga noTnpeuTe Nexap:
- 3aTPYJIHEHO AUILAHE
- MOCHHABAHE Ha €3HKA MW YCTHUTE
- 0obpuB
- OTOK HA JIMLETO WU CBPJIOTO
- HHCKO KpBBHO HanAraHe, MpUYHHABAUIO CBETOBBPTEXK HIIH KONarIC.

Koraro ce nogBaAT Te3W peakUMi WIM CUMNTOMH, T€ OOUKHOBEHO CE€ pa3BUBAT MHOIO CKOpPO cllefl
NPUJIAraHeTO HAa HHXKEKINATA, 10KaTo Bue win Baleto geTe Bee owIe CTe B KIHHHUKATa HIH KaOUHETa
Ha Jiekapa. BB3MOXKHOCTTA 33 NOABA HA CEPUOIHU AJIEPTMYHU peakiiHd € MHOro paaka (MorarT fa
sacerHar o | Ha 10 000 nuua), cnen nomyvyaBaHe Ha BAKCHHATA.

g[!! ' HEKE/IAHH DCAKIUHH

CrnenHMTe HEXKeNaHH peaKUHH ca HaOmoiaBaHy MO BPEME Ha KIIMHUYHH MPOYYBAHHUA, IPOBEACHHU NPH
cneuHPHUIHH BBE3PACTOBY IPYITH.

[Tpu geua Ha BB3pacT oT 4 10 6 roAUHY

MHoro uecty (Morart ga 3acersar noseue ot 1 Ha 10 auua):
® TMOHWKEH alleTHT
e rnapobonue




anapus

yMopa

Oonka

3a4yepPBABAHE

OTOK Ha MACTOTO HA MHXKEKTHpaHe Ha BAKCHHATA

Yectu (Morar ga 3acerdat no | Ha 10 una):

rajcHe

MOBPBILAHE

oOpHUB

60nkH (o UAJOTO TAJIO) WIH MYCKYJTHA ¢nabocTt
OOIKH MJTM OTOK Ha CTABUTE

TeMIieparypa

BTpHCAHE

HApYIUE€HHUA B JIMM(PHUTE BL3JIM Ha MOAMMUIHHLIATA

[Tpu roHOIIM Ha BB3pacT oT 11 10 17 roavHu

MHoro decTd (Morat aa 3acersar noseue oT 1 Ha 10 nuua):

rinasobonue

JHapus

rajieHe

O0JIKH (O LAOTO TANO) WIH MYCKYJIHA ¢nadocT

OOJIKH UM OTOK Ha CTABHTE

yMopa/cnadocr

HEPA3NOI0KEHHE

BTPHCAHE

Dosika

3auepBABaHEe U OTOK B 00NIaCTTa Ha MHXKEKTHPAHE Ha BAKCUHATa

Yectu (Morart 1a 3acerHart 40 1 Ha 10 auna):

MMOBPBIIAHE
oOpHUB

TeMIlepaTypa

HapyIIEHHS B JIMM(PHUTE BH3JIH Ha NMOAMHILHHLATA

[1pu BB3pacTHH Ha BBb3pact oT 18 a0 64 roavuu

MHoro 4yectu (Morart Aa 3acerHat noreue ot | Ha 10 nuua):

rnaBoOonue

nHapHA

OosKH (1Mo UAIOTO TAAO) UIIH MYCKYJTHA ¢mabocT
yMopa/ciabocT

HEPA3OI0XKEeHHE

DOJMKa

3aUepBABAaHE U OTOK B 00J1aCTTa Ha HHXKEKTHpAaHe HAa BaKCHHATa

Yectu (Morat aa 3acerdar ao 1 Ha 10 nuna):

raacHe

MOBPBLUAHE

obpuB

O0JIKK WIH OTOK Ha CTaBUTE




® TEeMIIePaTypa
® BTPHCAHE
¢ HapyLIEHHS B JHMPHHUTE Bb3JIH Ha NOAMHLIHHLATA

CnenHuTe JOIIBITHUTEIHH HEXENTaH! peakKUMH ¢a OMITY CroO1aBaHH NpPH pa3IMYHH BB3PACTOBH IPYIH
1o BpeMe Ha Teproeckara ynorpeda Ha AJJACEJL. YecroTtata Ha TE€3H HEXENAHU pEaKLIMU HE MOXE Ja
ObJe U3UHCeHA TOYHO, ThH KaTO €€ OCHOBABAT Ha A00OPOBOIHH CHOOIIECHHS U CE€ U3HHUCIIABA CIIPAMO
OpoA HA BAKCHHUPAHHTE JIMLIA.

. AJepru4dy / CEpUO3HU aJIEPriuHU peaklivH (B HAYAJIOTO HA TOYKA 4 MOXeTe aa
NpPOYETeTE 32 TOBA KAK [a PAa3io3HACTE TAKHBA PEAKLIHH ), MTAWYKH H OOUKaHE WIH
W3TPBLITBAHE, MAPAIA3a HAa 4acT OT HIH 11oTo Tano (cuHApoM Ha Guillain-Barre),
Bb3IIAJICHHE Ha HEPBUTE Ha pbkaTa (OpaxuajieH HEBpUT), 3aryda Ha QyHKUMATA HA HEPBA
Ha THLICBUTE MYCKYY (JIMLIEBA T1apanu3a), Npunaasuu (Mep4Hose), NpwiIoliaBaHe,
Bb3MAJICHUE HA rpbOHaYHUA MO3BK (MHEJINT), BB3IIAJICHHE HA MYyCKY/IHAaTa 4acT Ha
cbpueTo (MHOKApaMT), chpOex, OOpHBH, BE3NANCHHE HA MYCKYJla (MHO3UT), MacHUBEH
OTOK Ha KpaiiHHKa, [IPUAPY>KEH OT 3aucpBABAHE, 3aTOTUIAHE, YYBCTBUTEIHOCT WiM OONKa B
00J1aCTTa Ha UHXXEKTHpaHe Ha BaKCUHATa, KpbBOHacAAaHe, abcuec uny maska Oydka Ha
MSACTOTO Ha MHXEKTUPAHE H3 BAKCHHATA.

CrobiapaHe Ha HeXeJaHH peakluy
Axko Bue win Baiuero nere nonyuuTe HAKaKBH HEXEAaHH NEKApPCTBEHH PeaKlMM, yReaoMeTe Bamud

nekap, papMaleBT WM MEJULMHCKA cecTpa. 1OBa BKIFOYBA BCHYKH BB3MOYKHH HEOMUCAHH B Ta3H
JTHCTOBKA HEXENaHW peakuHu. MoxeTe ChIIO A2 ChbOOINTE HEXENAHU PeaKLy AUPEKTHO upes:
H3mbiHUTETHA areHUMs [0 TeKapcTBaTa

yi. ,,JlamsaH ['pyeB” Ne 8

1303 Codpus

Ten.: +35 928903417

yebcait: www.bda.bg.

Kato cprobinaBate HeXenaHH peaklHH, MOXKETe Aa AAfeTe CBOSA NMPUHOC 33 MOJYyYaBaHE Ha MOBEYE
HHpOpMaLMs OTHOCHO 0€30IMacHOCTTa Ha TOBA JIEKAPCTBO.

5. Kak na coxpannBate AJACLEJ]
CupXpaHsaBaiTe TO3M JIEKAPCTBEH NPOJAYKT Ha MACTO, HEOOCTBITHO 3a AcNA.
AJIACEJ] He TpabBa na ce W3MN0JI3Ba Clea U3TUYAHE HA CPOKA HA IOJIHOCT, OTOEIA3aH BbPXY €THKETA

cien "['omen no:". CpOKBT Ha rOAHOCT OTroBapsa Ha MOCHEIHHA AEH OT [IOCOYCHHA MeceLl,.

Jla ce cvxpaHara B xnaguiaHuK (2°C — 8°C). Jla ne ce 3ampasaBa. M3xBepneTe BakcHMHATa, ako € OUma
3aMpa3eHa.

CobXxpaHsBaiiTe CIIpHHLIOBKATa B KAPTOHEHATa ONAKOBKA, 3a Ja C€ NMpeAna3d OT CBEeT/IHHA.
He u3xpbpnsiiTe jieKapcTBaTa B KaHAIM3aLMATA WK B KOHTEHHEpa 32 JOMaUlHU OTNAaIbIIH.

[lonutaite Baluus QJB.]JMHHEBT KdK [a H3XBBPAHTC JCKAPCTBATA, KOHTO BCHC HC H3NOJI3BATC. Teau
MEPKH LIS CMTOMOTHAT 34 OIIa3BaHC Ha OKOJIHATa Ccpcaa.

6. CoabpKaHHue HA OMAKOBKATA H AONBLJAHHTEIHA HHPOpMALHA

Kakso ceaspxa AIACEJL » ml
AKTHBHHTE BellieCTBA BbB BCsaka A03a (0,5 ml) sakcHHa ca: bt | SR
HudrepueH Tokcoun He no-Masiko oT 2 Me ﬁmim,m(f Lf)

-



TeraHnueH ToKCOUa He no-Maiko oT 20 MexayHapoaHd Eaununu (5 Lf)
KOKJIIOUIHH aHTUT€HH:

KoxroieH ToKcoua 2,5 MuUKporpama
®uaMeHTO3€H XEMarly THHUH 5 MUKporpama
[leprakTiH 3 MUKporpaMma
Oumbpuy Tun 2 u 3 5 MHKporpaMa
Ancopbupan epxy aryMunues docdar 1,5 mg (0,33 mg Al*®)

AnyMHHHEBHAT POCHAT € BKIIFOUEH B Ta3H BAKCHHA KaTO aAKOBAHT. AQIOBAHTHTE Ca BEIIECTBA, KOUTO
ce BIUIIOYBAT B Ofpelie/IeHHe BAKCHHH, 32 1a YCWIAT, NOA0OPAT W/ vAH YABIKAT 3alMUTHUA €(EKT Ha
BakcHHata. [loMoinHHTEe BemecTna ca: PEHOKCHETAHOJ, BOAA 3a UHKEKLIUM

Kak szrnexna AJACEJ] 4 kakBO ¢hALPHKA ONAKOBKATA

AJIACEJI e npeacraBeH noa ¢gopMara Ha HIDKEKUHOHHA CYCIICH3MA B NIPEABAPUTEIHO HAMB/IHEHA
crpuHioska (0,5 ml):

e Oe3urna—omnakoska 11o 1 uiau 10

e ¢ | WM 2 OTAEIHYU UIJIH — onakoBKa no | unu 10

He Bcuuku BHAOBE OMAKOBKH MOrat Aa 6Baat mycHat B npoaaxda.

HopManHHST BbHIIIEH BH/Jl HA BAKCHHATA € MbTHA O4Jia CyCreH3Hs, KOATO MOXKe Ja oOpa3yBa yTaiika
Mo BpeMe Ha ChXpaHeHneTo. Cel KaTo ce pa3knarty jobpe, BakcMHaTa BB3BPbLUA BHla CH HA
eqHOpoaHA Os51a TEYHOCT.

HFOHSBO,EIHTEJI H NMIPHTEXATE HA PA3PEUHICHHETO 34 )’HOTPEGH

[IpuTexaren na paspelleHHeTo 32 ynorpeda
Sanofi Winthrop Industrie
82 avenue Raspail

94250 Gentilly
Opanius

IIpon3Boauren

Sanofi Winthrop Industrie

[ 541 avenue Marcel Mérieux
69280 Marcy ’Etoile

Opanius

Sanofi Winthrop Industrie
Voie de I’Institut - Parc Industriel d’Incarville
B.P 101

27100 Val de Reuil
MpaHLus

Sanofi-Aventis Zrt., Budapest
Logistics and Distribution Platform
H-1225 Budapest

Building DC5,Campona utca. 1
(Harbor Park)

YHrapus

To3u JEKAPCTBEH NPOAYKT € pa3peuicn 3a ynmpeﬁa B CTPAHHTEC YWICHKH
HKOHOMHYCCKA 30H2 NOA CJACIHHTE HMEHA.




Asctpus, ['epMmanns: Covaxis

benrus, Jlanua, ®unnanana, @pannus, [ vpuus,
Hpnanausa, Uranua, JlrokcemMOypr, Hopeerud, Iloptyranus,
Hcnanus, HHeeuus, Hupepnanans: Triaxis

buarapus, Xepeatua, Kunsp, Hexus, Ectonus, YHrapus,
JlatBusg, JlutBa, Manra, Ilonma, PymsHua, Cnosakus,
Cnosenus, O0eauneno kpancTro (Cesepna Upnannus): Adacel

3a JOMBJIHUTEIHA HHCI)OPM&LIHH OTHOCHO TOBa JICKApPCTBO, MOJIA, CBBPKETE CC € NTOKAJTHHUA
NMPEACTABHTEI HA NPUTCXKATCIIA HA PA3pCLICHHETO 3a ynﬂmeﬁa:

Cyukc buodgapma EQOJL, Ten.: +359 2 4942 480

JaTa Ha NOC1eAHO Mpepa3rexiane HA JUHCTOBKATA auyapu 2025 r.
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[TocovyeHarta [mo-40IyY HH(prMﬂL[HH € [Ip€AiHa3Ha4qCHa CaMoO 3a MCAHIHHCKH CIICHHAJIHCTH!

HHceTpykuHH 32 ynoTpeda:
[1pu nunca Ha npoy4uBaHHA 3a HecbBMeCTUMOCTU AJTACEJ] He Tpsabea na ce cmecBa ¢ apyru
JIEKapPCTBEHH MPOTYKTH.

[Tpeny npunoxxeHue, OHONOTMMHUTE NMPOAYKTH 32 NapeHTepatHa ynorpeda e HeoOXoauMo f1a ce
IPOBEPABAT BU3YATHO 3a YYXK/AW YaCTULIM W/IIK obe3nseTaBaHe. [Ipy HaMuue Ha TaKHMBa YCJIOBHA,
BaKcHHaTa He TpabBa na 6bae npunaraHa.

Hrnara TpsabBa 1a ce Onpe MIBTHO KbM Kpad Ha NMPeIBaAPUTEIHO HAITBJIHEHATA COPHHIIOBKA U J1a ce
3aBBPTH Ha 90 rpanyca.
HUrnure He TpAOBa 1a 6B4aT MOBTOPHO 3aTBapAHH.
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t Paspauienis N
AJIACEJI uHKeKUHOHHA CyclleH3Hsl B NPEABAPHTEJHO HalLiileha cnpn Huzaxa
ADACEL suspension for injection in pye Mﬁ'ﬁnge.‘...i..é: _30/;"
Ry foloreereerr.
AncopbupaHa BakcHHa cpely audrepus, TeTaHyc, KOKTou (Oe3kneThula, KOMIOHEHTHA), C
HAMAIEHO AHTHT€HHO ChABPKAHHE
Diphtheria, Tetanus, Pertussis (acellular component) Vaccine (adsorbed, reduced antigen(s) content)

‘. ]

[IpoueTeTe BHHMATE/IHO HA/IATA JUCTOBKA, npean Brae uau Bamero gere 3a 6naete

BAKCHHHDAHH, Thil KATO TH CHABLPXKA BaxHa 332 Bac u Bawero aere unpopmaunug.

- 3amnasere TaszH JUCTOBKA. Moke J1a ce HaIOXKH a A MPOUYETETE OTHOBO.

- AKO UMAaTe HAKAKBM JOITBJIHHUTEIHY BBIPOCH, NonuTaiite Baiuug nekap, ¢papmaueBt niu
MeOULIKHCKa cecTpa.

- Tazn BaxkcHHa € nMpeanucaHa AMUHO Ha Bac unu Batuero aete. He 1 npeorcTenBaiTe Ha Apyry
Xopa.

- Axo Bue wiy Bawero gete monyyuTe HAKaKBH HEXKEJIAHU JICKAPCTBEHH peaKLHH, YBEIOMETE
Bawus nekap, ¢papManeBT HIIH MEJIUMLMHCKA cecTpa. 10Ba BKNOYBA H BCHYKH BB3MOKHH
HEXKeJIaHH peaKlUHH, HEOITHCAHH B Ta3M JIMCTOBKA. ByxkTe TouKa 4.

KakBo cCuoabpxka TA3H JHCTOBKA:

Kakso npeactapnsea AJJACEJ] v 3a kakBO ce U3non3sa

Kakso Tpatsa ga 3Haete npenn AJJACEJI 1a 6sae npunoxked Ha Bac wiu Bawero gerte
Kak u xora ce npuiara AJACEJ]

B13MOXHH HEXXETaHH peakiuu

Kax na cexpangasare AJJACEJ]

Chabp)kaHWe HA ONAKOBKAaTa U AOMBAHUTENHE HHPOPMALUS

AN ol b e

1. Kakso npeacrasassa AJACEJI u 3a kakBo ce H3NO/13BA

AJIACEJI (Tdap) e BakcuHa. BakcHHMTE ce W3MON3BAT 3a MpeaAna3Bane OT UHDEKUHO3HY
3a0onmaBaHHAa. Te aecTraT No TakbB HA4YKMH, Y€ KapaT TAJI0TO J1a Ch3AaAe CBOS cOOCTBEHA 3alluTa
cpellly DaKTEpUHTE, KOUTO MPUYHHABAT CHOTBETHOTO 3a00/19BaHe.

Ta3u BakcHHA Ce M3MOA3Ba 32 NOACKHIBaHE (OycTep) Ha 3alUATATa CpeLy AHPTepH, TETAHYC H
KOKITIOLI (Marapelika Kalinua) rnpy Aeua Ha Bb3pacT HaJl 4 TOAMHH, KOHOLIM H BL3PacTHH, Clel
3aBBPLIEH KYPC HA MbpPBHYHA BaKCHHaUMWA.

Hinonseanero Ha AJACEJ] no BpemMe Ha OpeMeHHOCT N0380JIABa 3aUIMTATa Ja NPEMUHE KBM AETETO
B yTpoOaTa U Aa o 3aliiTH CPELLY Marapellka KallHLa npe3 MbPBHTE MECEUH OT XKHBOTA MY,

OrpansveHHs HA OCHIYPHBAHATA 3ALIHTA

AJTACEJ] e 3amuTi camMo oT Te3H 3a00naBaHuA, KOMTO C€ MPUUYMHABAT OT OAKTEPHHUTE KbM KOUTO €
HAaco4Ye€Ha BakcHHaTa. Bue unu Bauleto aete MoxeTe Ja ce paszboiieete oT noaoOHH 3a00siBaHMS, ako
T€ ca TIPUYMHEHH OT APYT THI DAKTEpPUH MITH BHPYCH.

AJJACEJ] He cbabpka HUKAKBHM KUBU OaKTEPHHU WIM BHUPYCH M HE MOXE Aa NMPHYUHU HUKOE OT
HH(GEKLIHO3HHTE 3a00NABaHUS, CPELLY KOUTO OCHIYPSBA 3aLLHTA.

3aMoOMHETE, Ye HAMA BAKCHHA, KOATO A4 OCHIYPH MBJIHA 3alllATA 3a LA JKHBOT HA BCHYKH JIHLA, KOUTO
Ca BAKCUHHPAHM.




2. Kakpo TpaoBa aa 3naete npead AJACEJI na 6nae npuaoxen na Bac uan Ha Bawero gere

3a 0a cte curypuy, ue AJJACEJI e noaxoasiua 3a Bac wim Bawero gere e BaxkxHo Aa UH(pOpMUpaATe
Baiiya nekap WAW MEOUMUMHCKA CECTpa, akO HAKOS OT TOYKHTE MO-J0dYy ¢€ OTHAcAT 3a Bac WM
Bautero nete. AkO UMa HEIO, KOETO HE pa3dupare, nomonere Bamus Jiekap WM MeJULIMHCKA cecTpa
3a 00siICHeHHe.

He u3nomzpaiite AJTACEJL, ako Bue uau Bamerto aere:

e (TE UMAJTH AllepruyHa peaklus
-  KBbM BaKCHHa cpelly AUGTepUs, TETAHYC HJIH KOKIIOLI
-  KBM HAKO€ OT [MOMOLUHHTE BELeCTBa {ONMUCAHH B TOYKA 6)

- KbM OCTaTBUY€H KOMIIOHEHT OT MpOLEca Ha MPOHU3BOACTBOTO (OopManaexua, riyTapanaexun),
KOITO MOXE Ja C€ ChABPXKA, KATO CNeAH BbB BaKCHHATA.

e HAKOra CcTE HMAJIH TEXKA peaklHd, 3acArallia MO3bKa B pAMKHTE Ha €/1Ha CeIMHLIA cliel
[Mpeaxo/iHa 1032 OT BAKCHHA CPElly Marapeluka Kaulndia

e pMarte ocTpo 3a0o/ABaHe ¢ BUCOKA TeMMnepatypa. BakcuHauuaTa TpaOBa 1a ce OTJIONKH, AOKATO
Bue wnn Bamero nete He o3apaseete. Jleko 3abongaane 0e3 Temneparypa OOMKHOBEHO HE €
[PUUYMHA 34 OTJIaraHe Ha BakCUHauuATa. BalnusaT nekap uie onpeaeny nanu sakcHHata AJIACEJ]
TpaOBa ga Obae npunockeHa Ha Bac waum Balueto gere.

IIpeaynpexaenns H NpeANa3sHH MEPKH

[Ipeau BakcHHaLUATA YBEIOMETE Ballusg Jiekap HIIH MEeIMUMHCKA cecTpa, ako Bue wnu Barerto nere
UMAaTE/UMa:

® B pPaMKHTE Ha MOCIEOHUTE 4 CeAMULIM € NpUIoKeHa OYCTEP A03a OT BaKCHHA cpelly Audrepus U
TeTaHyc. B To3u ciyuaid Bue wnu Bamerto gere He Tpabra aa usnonaeare AJACEJ] u Bawug
JleKap 11e NpeLeHH Kora aa Ow/ie NPUIOKEHa cneaBaina 103a Ha Bac winu Bauiero aete b3
OCHOBA Ha O(ULHATHHTE MPENIOPBKHU.

e CTe uMas/e umano cuHapom Ha Guillain-Barré (BpeMeHHa 3aryfa Ha crnocoOHOCT 3a IBHXKEHHE
WJH YYBCTBHTEIHOCT HAa TAJIOTO KM Ha YacT OT HEro) B paMKUTe Ha 6 CeaAMUHLM cned NpeaxoaHo
pUiaraHe Ha BaKCHHA Cpelly TeTaHyc. Bammar nekap wie onpenenu pany sakcuHata AJJACEJ]
TpaOBa Aa Osae npwiokeHa Ha Bac nau Bawero gere.

® rnporpecuBHO 3a00nfABaHe, 3aCAralli0 MO3bKa/HEPBUTE WK HEKOHTPOJIMPaHH NpUunaabuH. Bamuat
j1eKap IbPRO 1€ 3arOYHE ICYEHHUE U 11IE MPUITOKNA BAKCUHATA, CEN KATO ChCTOSHHETO BH ce
CTaOHITH3HpAa.

e cnaba unM otcnabeHa MMyHHA CMCTEMA NOpaiH
- TIpMeM Ha NeKapcTsa (Hamp. CTePOHAH, XUMHOTEPAIKA WIH paIHoTEpanus)

- HIV un¢exums win CI1THMH
- Opyro 3abongBaHe.

BakcuHaTa MOKe [1a HE OCHIYPH ChbillaTa 3allWTa, KaKTO MPU XOpa Cbe 3/paBa UMyHHA cUcTeMa. AKO €

Bb3MOXKHO, BAKCHHALIMATA TPAOBa Ja ce OTA0XKH A0 Kpas Ha JICHEHHUETO UK DosecTTa.

® (Te UMaNH MpoOAEMH C KPBBRTA, KOMTO NMPHYMHABAT JIECHO KPBBOHACAAaHE WU NPOABIIKHTENHO
KbpBEHE CJie]l JIEKY HApaHABaHUS ( HaTprAMep NOpajdH HapyUICHUA Ha KPbBTA, KATO XEMOQWIHA
UJIH TPOMOOUMTONEHHUS WM JIEUEHHE C JIEKApCTBa, pa3peskJalill KpbBTa).

Moske na npunagHeTe Cled, WK JOpH NPEAH, MHKEKTHPAHE € UrJia. 3aTOBa KaxkeTe Ha Bainus nekap
HJIW METMIIMHCKA cecTpa, ako Bue nnu BawueTo geTe ¢Te npynaaHaii Npy NpeaniliHa HHX

Yeenomere Baiuusa nekap, ppapMaueBT HIIM MEJULIMHCKA ceCcTpa NPEAK NpHiaradeT
ako Bue uny Bauieto aete ¢Te MMau HAKAKBA ANIEPruyHa peakLns KbM JaTexc.
HaITbJIHEHHUTE CIIPHHLOBKH (1,5 ml) ¢ Meka Kanadka CbABPKAT MPOU3BOAHO Ha €C
ChEAHHEHHE, KOETO MOXKE [1a MPUUHHH aJIeprHyHa peakiys.
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Hpyru aexapcerea Hak BakcHHH H AJJACEJ]

Hudopmupaiite Baiuus nekap, MeAHIIMHCKA cecTpa unM ¢dapMallesT, ako Bue win Bamero aere
npHeMaTe, HACKOPO CTE MpHEMalTU UITHA € BB3MOXKHO Aa NpueMeTe ApYrH JIeKapCTBa.

Toi#t kato AJIACEJ] He chabpka »KHMBH DaKTEpHUM, B MOBEYETO ClYyYal TA MOXe Aa ¢€ Mpuara

e AHOBPEMEHHO C JPYTH BAKCHHH W/IH UMYHOTIOOY/IHHH, HO HA Pa3/IMYHHA HHXKEKLIHOHHH MECTA.
[TpoyuBanusra nokassar, ue AJACEJI moxxe na ce npunara €THOBPEMEHHO ¢ BCAKa €/1HA OT
CIEAHHUTE BAKCHHH: BAKCHHa Cpelly XenaTuT b, BUpycHa MOJTHOMHETHTHA BAKCHHA (MHKEKLIMOHHA
WJIH NepopaiHa), MHAKTUBHpaHa BAKCHHA CPELIy IPUIl H PECMEKTUBHO pEKOMOHHAHTHA BAKCHHA
Cpellly YOBEUIKM nanuinomasupyc. [IpH umxekTHpane Ha nose4ye OT €HA BAKCHHa €1HOBPEMEHHO,
NPUIOKEHHETO LIIE ObAC HA PATHYHH KPaHHHLH.

Axo Bue wnu Bamero gete cre noanokeHd HAa JIEUEHHE, KOETO MNOBJIMABA KPLBOHOCHATa WM
MMyHHATa cHcTeMa (HanpuMmep JIeKapcTsa, paspexialll KpbBTa, CTEPOHIU WITH XUMUHOTEPAII|A ), MOJIS
npoueteTe ToUkaTa "llpenynpesxaeHua U npeanazHd MEpPKH" NMo-rope.

bBpeMeHHOCT, KbpMeHe H PepTHIHTET

YBenoMeTe Balliug nekap Wik METMLHHCKA CECTPA, AKO CTe OPEMEHHA MITH KbPMHTE, CbMHABATE CE,
ye MOXKe 13 cTe OpeMEHHA WM UIaHMpaTe aa umare aete. Baliuar nekap ule Bu noMorse jga peiure
nany Tpsadea na Bu 6wae nocrasen AJ/IACEJI no sBpeme Ha OpeMeHHOCTTa.

[Jopupane u padoTta ¢ MAIHHHA

He ca npaBeHM npoy4raHus Ha epeKTHTE BHPXY cnocoOHOCTTa 3a WodHpake H paboTa ¢ MaLLIUHH.
BakcuHaTa HAMA WK HMa HE3HAYUTENHO BIMSHHE BBPXY COCOOHOCTTA 32 wodupaHe 1 padoTa ¢
MAaLIMHH.

3. Kak u xora ce npuinara AJACEJI

Kora Bue nunn Bailetro aere Mo:xKe 1a ce BAKCHHHpaTE

BawuaT nekap we onpenenu ganu AIJACEJ] € noaxoaswa 3a Bac unu Bawero aere 8 3aBUCHMOCT OT
TOBA:

e  KakBH NpeAXOAHHM BaKCHHHM Ca NMpHaaraly Ha Bac unu Barneto gete

®  KOJIKC 103H OT N0A00HH BaKCHHHM ca npywiaraHy Ha Bac wny Baweto aete B MUHATOTO

e Kora ¢ Ouna nocieaHara A03a OT nNoA00Ha BAKCHHA NPHIIOXKeHa Ha Bac win Bawerto aere.

BamusT niekap Liie npelieHH KONKO AbABI TPAOBa Aa Oble NepHOaBT MEXKIY BAKCHHALIMHTE.

AKo cTe OpeMeHHa, nekapAar e Bu noMorse na pewure ganu tpadea n1a Bu 6bae noctaseH
AJTACEJI no BpeMe Ha OpeMeHHOCTTA.

J103HpOBKa H HAYMHH HA NPHJIOKEHHE

Koi uie npunoxu AJACEJI?

AJACEJI TpabBa na ce npuiara ot MEAMLUHHCKH CreuHalIUCTH, 0OyYeHH B yrioTpedaTa Ha BAKCHHHU, U
B KJIMHHKA HJIH KabHHeT, u3LUaa0 000pyABaH 3a pearupaHe NMpU peAKH TEXKKH afiCprudHU PEaKkLMH KbM
BAKCHHATA. —

Jlo3HpoBKa

3a BCHUKH BB3pACTOBH IpynH, 3a Kouto e nokazaHa AJIACEJI, no3zupoBka




(MoJIOBUH MHJIHITHUTLP).
B cayuaii, ye Bue unu Bamero gere noiy4dure HapaHsBaHE, KOSTO M3HUCKBA IIPCBAHTHBHA MSpKa
cpeury TertaHyc, Bammat nekap moxke ga pems namd aa npuioxku AJJACEJL ¢ wiu Oe3 Teranuuen

HMYHOTITIO0YIJIHH.

AJTACEJI Moxe na Obie H3MOJ3BaH 34 MOBTOpHA BakcuHaLMd. Bawmar nekap we BW noceeerna
OTHOCHO IMOBTOpHATA BAKCUHALIMA.

HayuH Ha NpUIoKeHHE

Balnust nekap WIH MEAHLIMHCKA CECTpa LUEe HPUI0KH BAaKCHHATA MYCKYJIHO B rOpHaTa BBbHIIHA 4acT
Ha pbKaTa (AEJITOUIHHUA MYCKY ).

BamusT nekap UM MEOULIMHCKA CECTPA HAMA J1a MPWIOKH BAKCHHATA B KPHBOHOCEH CbJl, B
CeAATHILETO WIH NOAKOXKHO. B ciyuaii Ha HapylUeHUA B KPbBOCBCUPBAHETO, JIEKAPAT MOXKE 1A PeLUH
Ja UIDKEKTHpa BaKCHMHATA MTOAKOKHO, BBIIPEKH Y€ TOBA MOKE [1a NpeAH3BHKa NOBEYe JOKAIHH
HeXKeJIaHW peaKiluy, BKIOYMTEHO MaJIKa MOJKOXKHA TIOAYTHHA.

AKO HMAaTe HAKAKBH JOMBIHUTEIHH BBOPOCH, CBBP3aHH ¢ yIIoTpebaTa Ha TO3H JIEKApCTBEH NPOIYKT,
nonyTadTte Bamua nexap, hapManeBT Win MeJHLHHCKE CECTPa.

4. Bb3MOKHH HeXKENAHH peakiHuu

Kakro BcuukH nekapctea, AJACEJ] MOXe ga npeiu3ByKa HEXKeEJTaHH peakliiy, BBIIPEKH Y€ HE BCEKM
I'M MOJTy4aBa.

CepHO3IHH AJEPrHYHH PeaKIHH
AKO HAKOS OT T€3H PeAKIUN H CHMITOMH BbLIHHKHE CJIe/l HAIlYCKAaHe Ha MACTOTO, KbAETO €
npuaoxeHa sakcuHara, Tpsiosa HE3ABABHO na nornpeuTe siekap:

- 3aTPYAHEHO AMllaHe

- [OCHHABAHE Ha €3UKAa WA YCTHUTE

- oDpuB

- OTOK Ha JIMUETO WIH MbPaoTO

- HHCKO KPBBHO HAIAFaHe, NPHYHHABALIO CBETOBBLPTEK MIIH KOJarC.

Korarto ce nogaBaT T€31 peakUUU WK CHMIITOMH, Teé 0OMKHOBEHO C€ pa3BHBAT MHOI'O CKOPO cliel
NMpUNaraHeTO HA MHXXEKUUATA, [okato Bue unu Baweto aete Bee olle cTe B KIMHUKATA HIH KabHUHeTa
Ha nekaps. Bh3MoxHOCTTA 33 NOABA Ha CEPUHO3HHU alIePrUYHU peakLMH € MHOrO pAnKa (Morar aa
sacerHar a0 | Ha 10 000 nuua), cnea nolyyaBaHe Ha BAKCHHATA.

gE! 'H HEeKC/IAHH pEAKLIIHH

CrnelHWTE HexeNnaHU peakiiid ca HaboJaBaHK NC BpeMe Ha KIIMHHYHHK NPOYYBaHMA, NPOBEACHH PH
crieliMPUYHYU BB3PACTOBU IPYITH.

[Ipyu aeua Ha Bb3pacT oT 4 10 6 rOAMHHU

Muoro 4ecTH (Morart ia 3acerdar nosedve ot | Ha 10 nnua):
® [IOHWXKEH aleTuT

rnapobonue

AHapUs

yMopa

00IKA




3aYepBABaHE
OTOK Ha MACTOTO Ha HH)KEKTHPaHE Ha BaKCHHATA

YectH (Morar na 3acerHat Ao | Ha 10 nuua):

ragcHe

MOBPbBILAHE

0OpHUB

HonkH (MO LAIOTO TANO) WX MyCKyJIHa ¢1abocT
DOJIKM HJIH OTOK HA CTABMTE

TeMIeparypa

BTPUCAHE

HapyUIeHHs B TUMPHUTE BH3JIH Ha MOJAMHIUHHLIATA

{Ipu roHOmM HA BBE3pacT OT 11 no 17 roavuu

MHoro gectd (Morar aa 3acerHart noseue ot 1 Ha |0 smmna):

rMaBoOOJIHE

DHAPHS

raaeHe

O0JKH (10 LANOTO TANO) WKW MYCKYJTHA cnabocT

OONKK MM OTOK Ha CTABHTE

yMopa/cnadoct

HEPA3MOJIOKEHUE

BTPHCAHE

OoJika

3a4yepBABAaHE M OTOK B 00J1aCTTa Ha MH)KEKTHUPAHE Ha BAKCHHATA

YectH (Morat n1a 3acerdat Ao | Ha 10 a1uua):

[IOBpPBLIAHE

00OpHB

TeMIieparypa

HApYLUE€HHA B IUM(PHUTE BB3JIM Ha IIOIMHLIHHULIATA

[Tpu BB3pacTHU Ha Bb3pacT oT 18 no 64 roaunu

MHoro gectu (MOrar aa 3acerHar nmoeyve ot 1 Ha 10 nuua):

ritapobosive

auapus

00KH (MO WASOTO TAIO) WU MYCKYTHa cnadocT
yMopa/cnadboct

HEpa3oJ0KEeHHE

Oonka

3a4epBABaHE U OTOK B 001aCTTa HA MHXKEKTUPAHE Ha BAKCHHATA

Yectu (Morar na 3acerHat a0 1 Ha 10 nuua):

raacHe
TTOBPBIIAHE

oOpHB

OOJIKHM WIIH OTOK Ha CTaBUTE

TeMIIeparypa

BTPUCAHE

HapyleHus B TUMPHUTE Bb3JM HA MOAMULIHULATA




Cneasyre AONBIHHTETHH HEXKEeIaHH peaKliii ca OWM chOoOLIaBaHU NPH pa3iInyHU BH3PACTOBHU IpyI
no BpeMe Ha Thproeckara ynotpe®a Ha AIJACEJL YecroraTta Ha Te3H HEXeNaHH peaKilMHd HE MOXKeE /1a
Obae U3UMCAECHA TOYHO, Thi KATO C€ OCHOBAaBaT Ha A0OPOBOJIHM CHOOHIEHHS H C€ UIUMUCNABA CIIPAMO
Opos Ha BAKCHHHUPAHHTE JIHLA.

- AJlepruuHH / CEpHO3HH aNeprudHM peakLiud (B HA4aJIOTO Ha TOYKa 4 MOXeTe na
[pOYETETE 3a TOBA KaK Ja pa3fo3HAcTe TAKMBA PEAKIIMK), HTTHUKH U DoLIKaHe WK
H3TPBIIBAHE, Napajiv3a Ha YacT OT WM LANoTO TANnO (cMHapoM Ha Guillain-Barre),
Bh3NAICHHE HA HEPBHTE Ha pbKarta (OpaxualieH HeBpUT), 3aryba Ha QyHKLMATA Ha HEPBA
Ha JIMIIEBHTE MYCKYJIH (JTULIEBA Mapanyusa), npyunagsuy (rsp40B¢), IpUioLlaBaHe,
BhL3MajeHne Ha rppOHaYHUA MO3BK (MHUEINT), Bb3NAJICHHE Ha MYCKYJTHaTa 4acT Ha
ChpLETO (MHOKApAUT), ChpOex, OOpPHBH, Bb3NANICHHUE HA MYCKYJ1a (MHO3HT), MaCHBEH
OTOK Ha KpaMHHMKA, PUAPY>KEH OT 3a4EpPBABAHE, 3ATOIUISHE, YYBCTBUTETHOCT WIH 00JiKa B
00JIaCTTa Ha MHXKEKTHPAHE Ha BAKCHHATA, KphBOHAcsAaHe, abcuec Wik Maika Oyuka Ha
MACTOTO H3 UHXKEKTHpPaHE Ha BAKCHHATA.

CpoflliaBaHe HAa HEXeNaHH peakuuH

Axo Bue wnu Baiero gere noy4yHTe HAKAKBH HEXKENAHH JIEKAPCTBEHH peaKlnH, yreaoMmete Baums
nekap, dapmalleBT WM MEJULIMHCKA cecTpa. ToBa BKMOUBa BCHUKH BB3MOXHH HEONUCAHH B Ta3H
JTACTOBKA HeXKeAaHH peakumu. Moxkete Chilo Aa ChOOIIUTE HEXENAHU PEAKLIMH AHPEKTHO UpE3:
HM3nmbiaHATEIHA areHIIUA MO IeKapCcTBaTa

yi. ,.JlamaH I'pyes” Ne 8

1303 Codus

Ten.. +35 928903417

yebcalit: www.bda.bg.

Kato croOllaBaTe HexelaHH peakLUH, MOXKETE Oa JajdeTe CBOS MPUHOC 3a rojJydyaBaHe Ha foBeue
HHPOPMALIMA OTHOCHO O€30MacHOCTTa HA TOBA IEKApPCTBO.

5. Kak na cexpausare AJACE/]

CobXxpaHsaBaiTe TO3M NEKAPCTBEH MPOAYKT Ha MACTO, HETOCTRITHO 34 Jelia.
AJIACEJI He TpaOBa aa ce H3M0N3Ba clie U3THYAHEe HA CPOKA Ha MOJHOCT, OTOENA3aH BbPXY €THKETA
caen "T'oaen no:". CpoOKBT Ha TOAHOCT OTrOBAPA HA MOCIEAHHSA J€H OT NOCOYEHHUA MECeLl.

Jla ce cpxpaHsBa 8 xnaamiaHHK (2°C - 8°C). a He ce 3aMpa3siBa. H3xBLpaeTe BaKCHHATa, aKO € OHna
3aMpa3eHa.

CunXxpaHsBaiiTe CIPUHLIOBKAaTa B KAPTOHEHATA OMAaKOBKa, 3a a ce Mpeana3u OT CBETIHHA.
He u3xpbpadiite TekapcTBaTa B KaHAIU3aUMATa HIW B KOHTEHHEpa 3a JOMAllHH OTNaABUH.
FHonuraiite Bamms ¢bapMaleBT Kak Aa WU3XBBPIIWUTE JEKapPCTBATa, KOMTO Beue He H3NOI3BaTe. Te3u

MCPKH LIE CITOMOIHAT 34 Olla3BaHC HA OKOJIHATa Cpeaa.

6. CpabpxaHHe HA ONAKOBKATA H AONBLJIHHTE/IHA HHpOpMAUNS

Kakspo cpabpika AJACE]]
AKTHBHMTE BeulecTBa BB Beaka a03a (0,5 ml) BakcHHa ca: -

Hudrepuen Tokcoun He NMo-MaJjlko oT 2 Mexny w;ﬁﬁg u (2 Lf)

TeTaHHYeH TOKCOH/ He no-Mako oT 20 Me
KoKIroI1uHH aHTUTEHU!
KoxmromieH Tokcoun,




dunaMeHTO3eH XEMArIyTHHUH 5 MHKporpama

[HeprakTuH 3 MUKporpamMa
Oumbpun Tun 2 u 3 5 MHKpoOrpama
AncopOupaH BEpXy atyMHHHEB ¢ocdar 1,5 mg (0,33 mg Al™)

AnyMuHHeBHAT GocdaT € BKIIIOUEH B Ta3M BAKCHHA KaTO alIOBAHT. AJKOBAHTUTE Ca BELIECTBA, KOHTO
CE BKJTIOYBAT B ONPE/CIICHA BAKCHHH, 32 JIa YCWIAT, NOACOPAT W/IWIH YIBJDKAT 3alHUTHHA €(DEKT Ha
BaKCUHATA.

[ToMOIIHUTE BELLECTRA ca: (PEHOKCHETAHOJ, BOJA 3a HHXKEKIIUH

Kak uiraexaa AHJACEJ] u KakBo ¢BABLPKA ONAKOBKATA

AJIACEJI e npeacTaBeHd nopa dopMaTa Ha MIDKEKLIMOHHA CYCIIEH3UA B MPEABAPUTENIHO HAllb/IHEHA
cnpuHuoska (0,5 mi):

e ©Oe3urna—onakoskamno | wiy 10

e ¢ | wnu2 oTaenHy Uiy — onakoBka o 1 uiau 10

® C OTAENHA UIJia ¢ mpeAna3uTea — onakoeka o 1 uny 10
He BcuukH BHIOBE OMMAKOBKH MOTaT Ja ObAAT MyCHATH B NMpoaaxkoda.

HopManHHAT BBHILIEH BHJ Ha BAKCHHATA € MbTHA OsJ1a CYCNEeH3Ms, KOATO Moke 1a obpa3yBa yTaiika
MO BpEME HA CEXpAaHEHHETO U 1a ¢e 00pa3yBaT Oy4kH WY NOCNecTH cTpynBadud. Crief Kato ce
pa3kJiaTH JoOpe, BAKCUHATA BB3BPbHIla BUJA CH Ha €AHOPOAHA Os1a TeYHOCT. AKO HMa CTPYIBaHHUS,
BAKCHHATA MOXKE 14 C€ Pa3KJIaTH OTHOBO J0 MOJIyYaBaHe Ha €JHOPOAHA CYCIEH3HA.

IpousBoauTe ] H NPHTEKATE] HA pa3pellieHHETO 3a Ynorpeda

[IpuTexaren Ha pa3peliecHHETO 3a ynoTpeda
Sanofi Winthrop Industrie
82 avenue Raspail

94250 Gentilly
(DpaHUuUA

IIpon3soauTten

Sanof1 Winthrop Industrie
1541 avenue Marcel Mérieux
69280 Marcy I’Etoile

®paHuus

Sanofi Winthrop Industrie
Voie de ’Institut - Parc Industriel d’Incarville
B.P 101

27100 Val de Reull
OpaHLus

Sanofi-Aventis Zrt., Budapest
Logistics and Distribution Platform
H-1225 Budapest

Building DC5,Campona utca. |

(Harbor Park)
YHrapus

Toin nekapcTBeH NMPOXYKT € pa3peuieH 3a ynorpeda B cTpaHHTe “JjleH
HKOHOMMYeCKa 30HA NoJ CJIe)HHTEe HMEeHA!



Asctpus, | epmanus: Covaxis

benrus, /lanusa, @unnanaua, Opanums, [ ppums,
Upnanams, Uranus, JlrokcemOypr, Hopeerus, [lopryranus,
HUcnanusa, [senus, Huaepnanaus: Traxis

bvarapusa, XwpBatus, Kunsp, Hexus, Ectonus, YHrapus,
JlatBus, JIurBa, Manta, [lonma, Pymbaus, CioBakus,
CnoBenus, O0eanHeHo kpainctso (CesepHa Mpnanaus): Adacel

3a nonbJaHUTE IHA HHPOPMALIMS OTHOCHO TOBA JIEKAPCTBO, MOJIS, CBBPI/KETE CE € JIOKAJIHHS
[peICTaBUTE]l Ha MPHTEKATEIS HAa pa3pelieHHeTo 3a yrnorpeda:

Cyukc buodapma EOO/L, Ten.: +359 2 4942 480

JlaTa Ha nocJieIH0 npepasr/jexaane Ha JHcToBKaTa suyapu 2025 r.
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[TocoueHnara no-a10/y HHpOpMaLMs € nMpeIHa3Ha4YeHa caMo 32 MEJIHLIMHCKH CIIeHAJIUCTH:

[Tpu nunca na npoyusanusi 3a HecbBMecTUMOCTH AJIACEJI He TpsaOBa 1a ce cmecBa ¢ 1pyrH
JIEKaApCTBEHH TMPOAYKTH.

[loaroroBka 3a npHJIOKeHHE

[IpenBapuTenHO HaMMbJIHEHATA CIPHHLIOBKA MOKe J1a Ob/1e npeocTaBeHa ¢ JIyep JIOK ajanTtep ¢ MeKa
kanauka (Purypa A) uid t8bp/a kanayka (Ourypa b). CripyHLIOBKAaTa ¢ HHKEKIIHOHHA CYCITEH3HS
TpsAOBa /1a ce NMPOBEPH BU3YAIHO TPEIH NMpHIOKEeHHE. B ciiyyal Ha HAJTHYHE HaA Yy7KIH YaCTHIIH,
H3THUYAHE, NPEeKAEBPEMEHHO 3aeHcTBaHe Ha OyTanoTo WK AeeKTHO YIUIbTHEHHE Ha Karavkara,
H3XBbpJIETE NMPEeABAPUTEIHO HAlTb/IHEHATA CpUHLIOBKA. CIIPUHLIOBKATA € Ipe/IHa3HaYeHa camo 3a
e/HOKpaTHa ynorpeba u He TpaOBa J1a ce M3I10.13Ba IMOBTOPHO.

HHETP}’HUHH 34 }"I’lDTpE‘63 Ha MNMpEJABAPHTE/IHO HAITbJIHCHA CITIPHHUOBKA THIT JIYEP /10K

@urypa A: CnpuHUOBKA THII JIyep JIOK ¢ MeKa Kana4ka

RKalnavaka Ha
COPHHIOBKATA

“ L_ :Tfﬁ
t t
6yTa,10 HA COPHHIOBKA MeéKa Kanagka

CHPHHIOBKATA




Crbnka 1: Kato abp:kuTe Kanavkara Ha
CIIPHHIIOBKATA C €/1Ha pbKa (M30srBaire 1a
XBaiaTe 0yTajoTO WIH LWIKHH/IbPA Ha
CMPHUHLIOBKATA), M3IbplaiTe Karnaykara.

Crbnka 2: 3a na npukpenuTe Urjarta KbM
CIIPUHLIOBKATa, BHUMATEJ/IHO 3aBbPTETE HIJlaTa
[10 MOCOKAa Ha YaCOBHUKOBATA CTPEJIKA B
CIIPUHIIOBKATA, I0KATO MOYYBCTBATE JIEKO
ChIIPOTHBJICHHE.

@urypa b: CnpuHinoBKA THI JIyep JIOK ¢ TBbpP/Aa Kana4ika

Jyep JIOK aJanTep

: 4

| [ N
| /
OyTaJio Ha CHPHHIOBKA Kanagka
CIPHHIOBKATA

Crenka 1: Kato appkute ajarrepa jgyep JIOK ¢
efHa pbka (M30dreaiiTe aa xaiare OyTaaoTo
WK LMJIMHABPA Ha CIIPUHLIOBKATA), OTBUHTE
Karaykara, Kato s 3aBbpPTHTE.




Crbnka 2: 3a 1a npUKpeInuTe Urjiata KbM
CIIPUHIIOBKATA, BHUMATEJIHO 3aBbPTETE UIJIaTa B 1
ajlanrepa Jiyep JIOK Ha CIIpHHLIOBKATAa, J0KATO —
MOYYBCTBATE JIEKO CHIIPOTHBIICHHE.

Hucmpykyuu 3a ynompeoa na ueia ¢ npeonasumelt ¢ npeosapumenno HanbaneHa CRPUHYo8Ka mun
ayep JoK:

Credsatime cmovnku 1 u 2 no-2ope, 3a 0a nOO20OMEUmMe CHPUHYOSKAMA U u2idmd 3a RPUKPensane

@urypa B: Uraa ¢ npeanasuren (BbTpelueH ®urypa I': KomnosenTn Ha uria ¢
KOpnyc) npeanasuTe/ (MOArOTBEeHH 3a ynorpeda)

KOpIyc Kanavka
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Crenka 3: U3abpnaiite Koprnyca Ha yrijiara ¢ npeanasuresi. Mrinata e nokpura ¢ npeanasuresl u
MPOTEKTOP.

Crbnka 4:

A: [lpemecrere npeana3uresis BCTPaHH OT
UIrjlaTa ¥ KbM CIIPUHIIOBKATA 110/1
[MOKa3aHHs bI'bJIL.

b: U3abpnaiite nporekropa.

Crenka 5: Ciiea npuk/IlO4YBaHe Ha
MHKEKTUPAHETO 3aK/ItoueTe (AKTHBHpaHTE)
[pearnasuTeIs, Kato U3MnoJs3BaTe e1Ha OT
TpUTe (3) HIKOCTPUPAHH TEXHHKH € €HA
PbKAa: aKTUBHPAHE C MOBBPXHOCT, NaJiell
WJIH TIPBCT.

3a0enexka: AKTUBHPAHETO ce MpoBepsABa
ype3 3BYKOBO M/WJIM TAKTHUIIHO "LlpaKkBaHe".




Crenka 6: BusyaiHo nposepere B
AKTUBHPAHETO Ha Mpe/Arna3uTes.

[Ipeanaszurensar TpsOBa /1a € HANBJIHO
3aKJII0YeH (AKTHBHPAH), KAKTO €
nokaszaHo Ha ¢gurypa B.

durypa | nokassa, ye npeanasurenst HE
€ HAN'BJIHO 3aK/II04Y€eH (He € aKTHBHPAH).

Buumanue: He ce onuTBaliTe 1a OTKJIIOUYHTE (JeaKTHBHpATE) NPEANA3HOTO YCTPOHCTBO, KATO
H3TJIACKBATE HIJIATA OT NpeaAnasuTeJis.

Hewusmnon3panusar JEKAPCTBCH MNPOAYKT HJIH OTINAABbYHHUTE MATCPHAJIH OT HEI'O TpHﬁBﬂ Ada CC U3XBDBPJIAT
B CLOTBETCTBHE C MECTHHTE U3HCKBAHHA.

Urnurte He TpsOBa 1a ObaT NOBTOPHO 3aTBAPSHH.
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