KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA

1. HME HA JIEKAPCTBEHUA ITPOXYKT

BIIX Bakcuna, modmmsupana, 0,05 mg/no3a, Ilpax u pa3sTROpHTEN 32 MEKEKIIHOHHA CyCIICH3HS
BCG Vaccine, Freeze-dried, 0,05 mg/dose, Powder and solvent for suspension for injection

2. KAYECTBEH H KOJIMYECTBEH ChCTAB

Cyxara nporuBoTy6epkynossa BIDK BakcuHa ce CHCTOM OT H3CyIIEHH Cliefi NPEXBAPHTEIHO
3aMpa3sBaHe M 3ana3eHH noy Bakyym xuBH 6akrepuu BIDK u crabunmsaTop HaTpues riryramar.

BakcuHaTta He ChABLPKA KOHCEPBAHT.
Ilycka ce B ynotpeba B ThMHM aMmyH, ChABPKAE 10 HMyHH3HApaIM 1034,

Cnen pecycnenaupane B egsa no3a (0,1 ml) ce cbabpxar:

XKupwu 6axtepun Ha Calmette u Guérin (Mycobacterium bovis BCG) — 0,05 mg
1,5 - 6,0 x 10° ku3HeCIOCOOHN eUHALH.
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3. JIEKAPCTBEHA ®OPMA

4. K IMHUYHU JAHHHA
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4.1. TepaneBTHYHHE HOKA3AHHS
BITX BakcuHaTa ce u3n0J3Ba 3a cnennduyuna npodunakruka Ha tyOepkyio3ara.

Ha Baxcunamms ¢ BIDK Bakcuna, noiesxxar BCHUKH 30paBH HOBOponeHH neua. Ilpunara ce ot 2-s
JleH CJeld PaKAAHETO A0 M3MHCBAHETO HM OT PONWIHHS ZIOM, HO He MO-paHo oT 48-1 yac cnexn
paxnanero. HeBakcHHHpaHuTe O €AHa WM pyra NPpUYHHA Je1a ce aKCHHHUPaHHTEe Hal-KbCHO JI0
Kpas Ha BTOpHA Mecell, 6e3 mpoBepka Ha TyOepKyJIMHOBaTa YyBCTBUTENHOCT. Clienl HABBPIIBaHE
Ha AByMeceUYHa BB3PacCT Jenara ce BakCHHMpPAT CJeX MpeJBapuTejiHA TMpPOBepka Ha
TyOepKyJIMHOBATa UyBCTBHTEJIHOCT C BHTPEKOXKHUs TecT Ha ManTy ¢ 5 ME rybepkyymun I/, Ha
BAaKCHHAIMS IOYIEXkKAT CaMO OTPHIATEIHATE HA TO3U TECT A€la, T.€. C pa3Mep Ha nHmITpaTa nox
WJIHA paBeH Ha S mm.

Ha peBakcunamusi mOAJexaT 3ApaBH Aena Ha Bb3pact 7, 11, m 16 romguHH ¢ OTpHUATENHA
TybepkymuHoBa npoGa. UntepBasrbT Mexay tyOepkynuHOBata mpoba W pPEeBAKCHHAIUATA HeE
Tps6Ba na 6vne mo-roysm ot 15 auu.

4.2. lo3npoBKa H HAYHH HA NPHJIOKEHHE //~:,~ L
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Ho3upoBka
Bakcurmpamara no3a e 0,1 ml ot pecycnenmpanaTa BAKCHHA.




Hauns HA npAICKEHHE
Bakcunara B amnysaTa ce pecycnenaupa ¢ 1 ml pasrsopuren.

Bakcunara ce HEXEKTHPA CTPOrO BETPEKONKHO.

4.3. IIporaBonoxka3anus
BIDX BakcHHAUMATA H PEBaKCHHAIIMATA CE€ MPUIAraT CaMO HA KIHHHYHO 31paBy Aeua.

3a NpOTHBOMOKA3aHU CE CUHTAT:

a) aseprusi (CBPHXYYBCTBHTEHOCT) KbM S8KTHBHOTO BEIECTBO HJIH KbM HAKOS OT OCTaHAJIMTE
CbCTaBKH Ha BAKCHHATA.

6) HENOTATHLUHOCT HA KJIETHYHO-MEMMHPAHHS HMYHHTET, BKJ. JICYCHHE C HMYHO-CYNpPECHBHH
JIEKAPCTBEHH CPELCTBA;

B) cuMnTomMaTruHa dopma Ha HIV-nndexnns;

r) KeJOUAHH PHOLM HIH JIyIOHAHH Peakuuy Ha MacToTo Ha npenumuHa BIDK paxcunamms;

1) yenokaenus cnen npeaumna BIDK sakcunanus (ctynenu aGeiecH, rHoiHu umbanesnTn),

4.4. CoendanHH npeaynpexaeHus 1 NPeANA3HH MEPKH IpH ynoTpeba

TotoBara 3a ynorpeba cycnensus TpabBa Aa ce nasu or AeliCTBHETO HA THEBHA CBET/IMHA.
Crnen OTBapAHETO HA aMIyJaTa M PecyClEHMpaHe Ha BaKCHHATa, TA He3abaBHO TpsbBa na ce

ynortpebn.

4.5. BzanmopelicTBHE ¢ APYrH JEKAPCTBEHH NPOAYKTH H APyrd GopMH Ha B3aHMoelcTBHEe

HuTepBansT MEXKAY NPOTHBOTYOEpKY/NO3HATA HMYHH33LHA H JPYrHTe NPODMIAKTHYHH
HMYyHH3aHH TpAOBa na 6bae He mo-Marsk OT 1 Mecell, ¢ H3KIIOYEeHHE HA XenaTut B BakcuHaTa, ¢

xoaTo BIDK Moxke na ce npuyiara exHOBpEeMEHHO.

4.6. ®epruanTeT, OPpEMEHHOCT H KbPMEHe

CHOTHOIIEHHETO PUCK/MO3a ce MpeleHsBa BuuMarenHo, korato BIDK Bakcunara TpsibBa ma ce
MpHUaara no BpeMe Ha OpeMeHHOCT U KbpMEHe

4.7. Eqextn B1Lpxy cnocobuocrra 3a modupane u pabora ¢ Mamnnn

Hsama npoyusanus 3a edexture Ha BIDK pakcunara BppXy cnocobHocTTa 32 modupane n pabora
C MALIHHH,

4.8. HexenaHH JIeKAPCTBEHH PeaKnHH

B MHOTO pemKkH CJIydad MOTAT 3 Ce MOABAT HAKOH YCJIOXKHEHHS KaTo NOAKOXHH CTyleHH abcuecH
(npH HenpaBWJIHA TEXHHKA HA BaKCHHALHA), AbJrO He3asnpaBsBaiu panu (¢ miamersp Hax 10
mm nNpH HOBOPOAEHH HWiM Han 20 mm mnpH PeBaKCHHHPAHM), PETHOHAPHO -
KeJIONIHM pHOLY U Ip.




5. ®APMAKOJIOTHYHH CBOMCTBA
5.1. ®apmakoanHAMHYHE CBOMHCTBA

dapmakorepaneBTyuna rpyna: 6akrepunasmn sakcunu, ATC xoa: JO7AN 01

Baxcunara ocurypsBa 3ammuTa cpemy TyOepkynos3a. M3nonsea ce 3a BAKCHHAIUS H PEBaKCHHALHS
NpoTHB TyOepKyJi03a H € NpeJHA3HAYEHa CAMO 33 BBTPEKOXKHO TPHIIOKEHHE.

5.2. PapmakoxHHETHYHH CBOHCTBA
He e npunoxumo

6. PAPMAIIEBTHYHU TAHHH
6.1. CnucrbK Ha NOMOIIHM BeHiecTBa
B enna no3a (0,1 ml) ce ceabpxkart:

B muo¢pmnuzara - narpues raytamar - 0,3 mg;
B pastBopuTeNs - HaTpueB xiuopua - 0,9 mg, Boaa 3a urxexmud - 7o 0,1 ml

6.2. HecbBMECTHMOCTH:

Jla He ce cMecBa ¢ ApYTrH NPOAYKTH.

6.3. Cpox na rogaocT

Tpunecer u mectT Mecena OT HATaTa HAa MOCIEAHOTO ONpeniesiiHe Ha Opos Ha JKMBHTE €NUHMIM,
MPH KOETO € TIOJIyYeH 3aZ0BONIMTENICH Pe3yJITaT, M He MOBeUYe OT YETHPUIIECET H OCEM Mecena OT
JlaTaTa Ha MMPOH3BOACTBO HAa OaKTepHayiHaTa KyATYpA.

6.4. CniennajiIHH yCJIOBHS HA ChXPAHEHHE

Ha cyxo 1 TbMHO MSCTO IPH TEMNIEPATYPA MEXKIY 2’1 8°C.

6.5. /lanHH 32 ONAKOBKATA

Bakcunara ce mpeacTaBs B NHOPWIM3MpPAH BHJX B aMImyiH, Chabpkamm 10 n03m, 3an0eHH nox
BaKyyM. AMIYJIHTe C BAKCHHA €4 ONaKOBaHH B KyTHS C /[Ba 6imcrepa.

PastBopuTensT, pa3TBOp Ha HaTpueB xjopuxy 9 mg/ml, e B ammymu or 1 ml. Ammymurte ¢
pa3TBOPHTEN Ca ONAKOBaHH B KYTHA C JIBa OyacTepa.

6.6. CnennajiHH NpeANa3Hu MEPKH NPH H3XBbPJIAHE H padoTa

OTBapsaHeT0 Ha aMmmyjiaTa ¥ pa3TBAPSHETO HAa BAKCHHATA TpAOBa Na ce M3BBP

BB3AyX H pa3snpbCKBaHE HA 4YacT OT Juodunusupanara cyOcraHuus, € HeoOXo
amnynata B o0yacTTa Ha puUHra na ce obBHe ¢ HaiiJIOHOBOTO mapye, HaMHpa
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aMIyJid H muiikara Ha aMImyjlata BHUMATENHO 4a Ce OTUYyIH.

Bakcunata B ammynara ce pecycnenampa ¢ 1 ml pastBopuren. JiBe RO TpH MHHYTH Clex
npubaBAHETO HA Pa3TBOPHUTENS, C€ MMOJyJaBa pPAaBHOMEpDHA, JIeKO onajecmupama Oe3nBerHa
CYCIICH3HA.

HiMynu3agusaTa ce M3BHPLIBA CAMO OT CHIENHANHO MOATOTBEHH 3ApaBHH paboTaunn. H3mon3sar ce
caMo TyOepKyIMHOBH CIPHHIIOBKH C IUTHTHO Npuimramy OyTano u uria. BakcuHaTa ce u3reris or
aMmyJiara ¢ ALIra Wrjia, a ce BaKCHHUPA C MI'JId, CIENHANHO IIPEIHa3HAYEeHa 32 BHTPEKOKHHS TeCT
Ha ManTty. MACTOTO Ha HMHXXEKTHPAHETO € rOpHAaTa BBHIIHA NOBBPXHOCT Ha JIMBOTO PaMo.
Baxcuaupamara no03a € 0.1 ml ot pasrBopenata BakcmHa. OcobeHo BHHMaHHe ce ob6phina Ha
CTPOrO BBTPEKOXKHOTO MHXKeKTHpaHe. Bakcunata ce HHKeKTHpPa 0aBHO B Hali-HOBBPXHOCTHHA
cioii Ha xoxkata. ITokasaren 3a NpasmwIHO AO3HPAHE € CaMO BbBEAEHOTO KOJIMYECTBO BaKCHHA, a HE
rojieMMHATa Ha 00pa3yBaHaTa namyna.

Hen3non3eaHoTo KOJMYECTBO CYCIEH3HWS H H3MOJN3BAHHTE AMIYNH, UFNIM M CIOPHHIOBKH CE
VHHIIOXXABAT CHIJIACHO MPABUJIATA 33 YHHINOXKaBaHe Ha HH(exnnosen marepuai. Ilpu paznusane
Ha BaKCHHAJIHA CYCNEH3Hs MACTOTO Ce NOYUCTBa che 70% pa3TBOp HA CIIHPT.

7. MPUTEXATEJI HA PASPEINIEHUETO 3A YIIOTPEBA
"BYJI BHO - HII3IIB" EQO/

Codms 1504, 6yn. "SIuxo Caxs3os" 26, brarapus

Ten.: 02/944 69 99 Br1p. 281

®akc: 02/943 30 75
E-mail: bulbio@bulbio.com

8. HOMEP(A) HA PAPEINIEHUETO 3A YIIOTPEBA
Perncrpamuonen Ne: 20010843

9. JATA HA ITbPBO PABPEINIABAHE/NIO/THOBABAHE HA
PASPEHNIEHUMETO 3A YITIOTPEBA

08.06.2006 r.
10. IATA HA AKTYAJIMBUPAHE HA TEKCTA

07 Anyapu, 2011 r.




