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JTUCTOBKA: HHOOPMALIMA 3A IOTPEBUTEJIST

BI)K Bakcunua, inodpuanzupana, 0,05 mg/nosa,
[Ipax u pa3TBOpHTE] 32 HHXKEKIHOHHA CYCNEH3HS
BCG Vaccine, Freeze-dried, 0,05 mg/dose,
Powder and solvent for suspension for injection

HPD‘IETETE BHHMATEC/IHO I#J1aTa JHCTOBKA, NIPpEeAH BAKCHHATA Aa Obae NPpHJIOKEHA HA Bac wian Ha

nerero Bu.

- 3anasere Ta3u AUCTOBKA. MOXKe 2a ce HAJIOKH J1a s NPOYETETE OTHOBO.

- AKO UMaTe HAKAKBH JIOMBJIHUTEHH BBIPOCH, nonuraiite Bawus nekap.

- Ta3n BakcHHa € npeanucaHa JH4YHO Ha Bac (Ha aetero Bu). He s npeorcTenBaiitTe Ha Apyru xopa.

- AKO HAKOS OT HEXKEJIaHHTE JICKAPCTBEHH PEaKL MU CTaHe CepHO3Ha WK 3a0enexuTe Apyry, HEONMHUCAaHH B
Ta3H JIMICTOBKA HEXEJIaHW peakLHuH, Moss yBeaoMere Baiuus nekap.

B Ta3H JHCTOBKA € ONHCAHO:!

1. KakBo npeacrasnasBa bLK BakcHHaTa ¥ 3a kakBO ce H3noJ3Ba
2. Ilpean npunarane Ha BLDK Bakcunara

3. Kak ce npuiara bL)K BakchHara

4. Bb3MOXKHH HEXKEJIaHU peaKkLHH

5. Kak jna cbxpansBare bLK BakcuHara

6. JlonbaHuTeHa HHpOpMaL U

Kakso npeacrasaasa BLJK BakcuHaTa H 32 KaKBO ce H3M0J13Ba:

Cyxara npotuBoTyOepkyno3Ha bLJ)K BakcuMHa ce CbCTOH OT H3CYLIEHH Clle/l NPEeBapUTENIHO
3aMpa3siBaHe M 3ana3eHH noja Bakyym xHBH Oaktepuu BLDK u crabunuzarop HaTpueB riayramar.

B1I)K BakcuHaTa ce W3nosn3Ba 3a cneur@uuHa npodunakTuka Ha TyOepkyJio3ara.

BakcHHaTa He CbbpKa KOHCEPBAHT.
[lycka ce B ynoTpeba B TbMHH aMIyJid, Cbabpkally 10 uMyHH3HpaLly JO3H.

Cnen pecycnenaupane B eaHa ja03a (0,1 ml) ce cbabpxkar:

- XKuBu 6akrepuu Ha Calmette u Guérin (Mycobacterium bovis BCG) — 0,05 mg
1,5 -6,0 x 10° xu3HecnocoOHH eIHHHLHU;

- Hatpues rayramar - 0,3 mg;

- HatpueB xsopua - 0,9 mg, Bojaa 3a uHxkekuuH - 10 0,1 ml

2. llpean npuaarane Ha BLK BakcuHaTa




BIK BaxchHHA He Tps0Ba Aa ce MpHJIATA AKO:

- Bue umare (nerero By uMa) aneprua (CBpbX4YBCTBHTEIHOCT) KbM aKTHBHOTO BEUISCTBO MJIM KbM HAKOS
OT OCTAHANIMTE CbCTABKH HA BAKCHHATA,

- Bue nmare (nerero Bu uma) nosuimeHa (Han 38 °C) Temneparypa MIH reHepanuiWpaHa KOXHa
HHekuns. B To3H cnyyall BakCHHauHATa TpAOBa Aa ce OTNO0XKH A0 TBIHO Bb3TAHOBSABAHE

- Bue nMare (nereto BH mMa) HenOTAaTBYHOCT HAa KIETbUHO-MEAHWPAHMA HMYHHTET, BKA. JICYEHHE C
HMYHO-CYIPECHBHH JIEKAPCTBEHH CPEeACTBA WIH bueBa TepanHs.

- uMarte (aereto Bu nMa) cumntomarnyna ¢popma Ha HIV-undexuus.

- umare (nerero Bu uma) ycnoxHenus cien npeavinHa BLDK BakcuHauusa: cryaeHd abcuecn, rHOMHH
nUM(PaaeHNTH, KENOUIHH pBOLU KN NYNOUIHU peaKUunu Ha MACTOTO Ha npeauiuHa bLK BakcuHauus.

O6bpHeTe cnenxuaano BHHMAHHe npH ynorpebara na BIDK Bakcana
Huadopmupmapaiite Bamns Jekap ako:

- Bue nmare (netero Bu uma) ek3ema. BLIDK BakcuHata MOxe 1a ce NPHAOKH B HE3aCErHaTH y4acTblH OT
KOXAaTa, aKo eK3eMara He e HHpeKTypaHa.

- Bue nmare (nereto Bu uMa) no3uTUBEH KOXEH TecT 3a Tybepkyno3na nudekuus. bLDK BakcunHaunsata
He € NPEenopbYHTENHA B TAKUBA Cy4aHu.

IIpueM HA APYIE JIeKAPCTBEHH CPEACTBA

HuTrepsanmbT Mexay UMyHU3aunaTta ¢ bLIK BakcuHa U gpyrute npodunakTHYHH HMyHH3auun Tpabsa na
Obae He no-mansK OT 1 Mecel, ¢ U3KIUeHHe Ha xenaTHT B BakcHHaTa, ¢ koato BLK BakcuHaTa Moxe
Jla ce€ NpHiara eJHOBPEMEHHO.

Mons, nadopmupaiite Bawina nekap, ako Bue unn zerero By Hackopo cte O1HIH BaAKCHHHpPaHH.

BpeMEeHHOCT B KbpPpMEHe

ChOTHOLLIEHHETO PHCK/TION3a Ce MpelieHABa BHUMaTenHo, korato BLDK BakcHHara TpaOBa na ce npunara
o BpeMe Ha OpeMEHHOCT U KbpMEHE.

lHlo¢mupane n pabora ¢ MALUHHA

Hama npoyuBanus 3a edextnre Ha BLDK Bakcunara Bbpxy cnocobHoctra 3a modupane u pabora ¢
MALLHHH.

3. Kak ce npraara BIUK saxcuHaTs

bLIDK BakcHHaTa ce W3non3sa 3a cneundryHa npopunakTika Ha TybepKynosara.




Ha Bakcuuauus ¢ BLIK BakcuHa, nognexaTt BCHUKH 3ApaBH HOBOpOJEHH Aela. [lpunara ce or 2-1 AeH
clel paXKJIaHETO AO H3INHCBAHETO MM OT POAMNHHA JOM, HO He MO-paHo OT 48-1 4ac cnea paxaaHeTo.
HepakcvHUpaHHTE MO €1HA MK Apyra nNpdyvHa ACLA c€ aKCHHHpaHUTEe HAH-KbCHO A0 Kpas Ha BTOPHA
mecell, 6e3 npoeepka Ha TyOepKyIMHOBaTa 4yBCTBHTENHOCT. Cnel HaBbpLIBAHE HA ABYMECEYHA Bb3PACT
Aelara ce BAaKCHHHPAT clejl MNpeABapHTeNIHAa MpoBepka Ha TYOEpKyJIHHOBAaTa YYBCTBHTETHOCT C
BLTpekOXKHHUA TecT Ha MaHTy ¢ 5 ME 1ybepkyaun I1[1)1. Ha BakcHHanng nogrexkar caMo OTPHUATETHHTE

Ha TO3H TeCT Aela, T.€. ¢ pa3Mep Ha UH(QHUITpaTa NOA HIK PaBeH Ha 5 mm.

Ha pesakcuHauusg noanexar 3sapaBH Jeua Ha Bb3pact 7, 11, u 16 roanHu ¢ oTpuuarenHa TyOepKyJIHHOBA
npoba. HHTepBansT Mexay TyOepKkyanHoBaTa npoda U peBakcHHaUUATa He TpsOBa ma Obae no-ronsm or
15 nHM.

4. BL3MOXKHH HEXKe1aAHH PEAKIHH

B MHOro peaku cny4ad MOrar Ja ce MofABsT HAKOH YCIOXKHEHHMS KaTO NOAKOXHH CTYAeHH abcuecH (npu
HelpaBU/IHA TEXHUKA Ha BaKCHHANHA), ABITO He3zaszapaBaBauik paHu (¢ auaMmeTsp Haa 10 mm npu
HOBOPOAEHH UNH¥ Haa 20 mm npy peBaKCHHHPAHH), PErMOHAPHO - THM(ALCHUTH, KEIOHHHU ppOLM 1 Ap.

AKO HAKOS OT HEXeJaHUTE JIEKAPCTBEHH PEaKLMK CTaHe CepHO3HA UMK 3abenexHTe ApYru, HEONMHCaHH B
Ta3H JIMCTOBKa HeXeNlaHH peakLny, Mosia yBeaoMeTe Bamus nekap.

5. Kak a3 cpxpansBate BIUK BaxcunarTa

O o
BLDDK BakcuHaTa TpabBa aa ce ¢hbXpaHABA HA CyX0 M TbMHO MSACTO NpH Temneparypa mexay 2 u 8 C,
HEOCTBHNHO 33 ACHA.

He u3anonspaiite BLDK BakcuuaTta ciaen cpoka Ha roaHocT, otOensasaH BbpXY €THKeTa Ha aMmrynarta W
KapTOHeHaTa onakoBka. CpoKbT Ha TOAHOCT OTroBapa Ha NOCACAHUA ACH OT NOCOYEHHS MECELL.

6. JonuaHHETEeIHA HHPOPMALKS

Kaxpo ¢cpabpaa BLIK BakcauaTa

Cnen pecycneHaumpase B eana ao3a (0,1 ml) ce coappxar:

AKTHBHO BelIecTBO - >KUBH OakTepun Ha Calmette 1 Guérin (Mycobacterium bovis

BCG)-0,05mg, 1,5-6,0x 10S *HU3HecrocoOHH eAHHHLN,

Hpyrute ¢CbCTaBKH ca - HaTpueB raytamar - 0,3 mg, vatpues xaopua - 0,9 mg, Boaa 3a HHXKEKLHUH - 10 O, |
mli

Kak n3rne:kna BIIK BakcHHATA H KAKBO ¢bHALPAKA ONAKOBKATA

BakcuHara ce npeactaBs B NMOQUIH3MpAH BHJI B aMyjH, chabpxawy 10 pos
AMNOYJHTE ¢ BAKCHHA €A ONAKOBaHM B KYTHA ¢ JBa OnucTepa.



Pa3TBOpHTENAT, pa3TBOp HA HATPHEB XJOpHA 9 mg/ml, e B amnynu ot 1 ml . AMNynuTe ¢ pa3TBOpUTEN Cca
ONAaKoOBaHHW B KyTHA ¢ IBa OnHcTepa.

[IpHTEXKATEN HA pa3pelliecHHETO 32 YHoTpe6a H NPOH3IBOIHTE.

"BYJI BUO - HLI3IIB" EA]]

Codusa 1504, 6ya. "Suko Cakpios" 26, brarapus
Ten.: 02/944 69 99 BbTp. 281

Mdakc: 02/943 34 55

E-matil: bulbio@bulbio.com

3a gonbaHMTENHA HHPOPMALMA OTHOCHO TOBA JIeKapCTBO, MO, CBBPXKETE C€ C JIOKANHHA NpeACTaBHTEN
Ha MPHTEXATENA Ha pa3pellIcHUETO 3a yroTpeda:

"bYJI BUO - HLI3IIB" EAN

Codus 1504, 6yn. "SAnxko Cakpsor" 26, bbarapus
Ten.: 02/944 69 99 suTp. 281

®axc: 02/943 34 55

E-mail: bulbio@bulbio.com

JaTa Ha nocaeano oaobpenne Ha JRCTOBKATA

OxtomBpu 2024 T.

IlocowenaTa no-noay HH!I)OPMIIIIHH € NPCAHRAIHAYCHA CAMO 38 MCAHIIHHCKH CNENHAJTHCTH,

OrBapsHETO Ha aMITyJlaTa H Ppa3TRAPAHETO Ha BaKCHHATA TpAOBa Aa ce H3BLPILBA MHOTO BHHMATEIHO.

AMMOYJINTE ca 3anoeHH NMOJ BaKyyM H 32 Aa c€ u30erHe pa3koTo HAB/IM3aHe HA Bb3AYX H pasfpbCkBase Ha
yacT OT JIROQHIH3HpPaHaTa CyOCTaHLHR, € HeoOX0AMMO [HiKaTa Ha aMIyaaTa B 061acTTa Ha PHHIa 4a e
obBHE ¢ HANJIOHOBOTO NMapye, HAMUPAILO C€ B KYTHATa C aMITYJIH H HIMAKaTa Ha aMITylaTa BHHMATENHO /14

CC OTHVYIIAN.

Bakchuata B amnynara ce pecycneHanpa ¢ | ml pasreoputen. JIse 10 TpH MHHYTH cheA IpHOaBAHETO Ha
pa3sTBOPUTENS, C€ MTONYYaBa PaBHOMEpPHA, JIEKO onanecliupaila Oe3nBeTHa CYCIEH3HS.

MMmyHu3anuaTa ce H3BbpLIBA CaMO OT CIIEUMANHO NOATrOTBEHK 3ApaBHH pabotHnun. MUsnmonsmar ce camo
TyOepKyIHHOBH CITPHHLIOBKH C MUTLTHO NMpHasrawy 6ytano u urna. BakcuHarta ce U3Terns OT aMIyJjiaTa ¢
AbJITA WMIJIa, a C€ BAKCHHHPa ¢ Hrja, cCMelHanHo npeAHa3HaycHa 3a PbTPEKOXHHA TECT Ha MaHrty.
MACTOTO HA HHIKEKTHPAHETO € ropHaTa BbHILUHA NOBBPXHOCT HAa NABOTO paMo. BakcHHupainara gosa e
0.1 ml or pasrBopeHara BaxcuHa. OcobOeHO BHMMaHHE ce O0Opbllla Ha CTPOro BbLTPEKOKHOTO
HHXeKTHpaHe. BakcuHarta ce uHxeKkTHpa 0aBHO B Hal-NMOBBPXHOCTHMA ciol Ha Koxkara. [Toxasaren 3a
MPaBHJIHO 03HPaHE € CaMO BbBEACHOTO KOJHMYECTBO BAKCHHA, a HE rOJlIeMHHaTa Ha obpazyBaHarTa nanyna.
Hen3non3BaHOTO KOJNHYECTBO CYCNEH3NUA H H3INON3BAHUTE aMITYJIH, HIJIH M CIPHHIIOBKH C€ YHHII0XABAT
CbriaCHO NpaBHJaTa 3a YHHINOXAaBaHE HAa HMHQEKUHO3eH Marepuan. [Ipn paznuBaHe Ha BaKCHMHAIHA
CYCNEH3UA MACTOTO ce nouyuctsa csc 70% pasTBop Ha cnupr. == ~




