
JIACTOBKA: trH(DOPMAIIgt 3A IIOTPEBIilTE,JII

Brym Barcrrna, lno$n nnrnpatra, 0105 mgftorao
Ilpax rl pasrBopf,TeJr 3a f,ntceKqrronna cyctrex3n r

BCG Vaccine, Frrcezr-dried' 0'05 mg/dose'
Powder and solvent for suspension for injection

Trpormere Bnnuarsnf,o qqJrara JrncroBrcr, npeAn Barccf,nara na 6rxe trprrJroxena
na Bac rurn Ha Aergro Bn.

- 3anagere ra3rr Jrr{croBra. Moxce Aa c€ H:rfloxlr Aa t flpotr€rere orrroBo'
- AxO I{MaTe HIKaKBII AO11L]IHI{Tq6{g Rbnp96rl, nOnurafire Baruns JIeKap.
- Tagu BaKcr{Ha e rpeArrrcaua Jrrl.nro na Bac (na 4erero Bu). He fl npeorcrcnsafiTe Ha

Ipyru xopa.
- Aro 11sKor or HgreJranr.rre JreKapgrBerrfi peaxrg{n craHe c€pr{o3Ha IIJM 3aoenetcr'ITe

Apyrn, HeonucaHl{ B T:t3r{ Jr}ICTOBKa H9KeJIaHTI peaxqnH,
fisnbnHfiTEJTHA A|.EHilt1n riO JjrKilpCIT i{TA

B rasu JrncroBrca e onxcano:
1. Karno rpeAcraBJltnaEIpK BaKclirnara rr 3a KaKBo ce
2.Ilpew npl{JlaraHe na EISK BaKcrrHara
3. Kar ce nprrJlara EIIX Baxcrlnara
4. Brgrrronanl{ HexGJIaHI{ peaKIIr{[

5. Kax Aa cbxpaurnare EII$ Bar(cnHara
6. .{onunrnreJrlra r,rn@pnraqux

llucmoExa - z

l. Karno rpeAsraBJrnna BIlx BaKc1;HaTa rr 3a KaKBO Ce n3roJBBa:

Cyxara nporr{Bory6eprynosxa EIPK BaKcrHa ce gbcrorr or trscyTlteuu cJreA

[peAEaprrrenHo 3aMp:t3rrBaHe rr 3arraseHl{ noA BaKyyr,r }KI{Brr 6arre,pull BISK n

cr advJl/s'3€lroq HarprreB HrYTaMar.

EIPK BaKCHHaTa ce Il3roJtr}Ba ga Cneqr.r$ruua upOSnJraKTI{Ka na ry6epxylo3aTa.

Barcranata He cbxbprna KoncepBarrr.
flycxa ce B yloTpefia n munn ay'1IryIIIg., cbAsp)I€Iqu 10 uuynn3l,Ipaullt Ao3H.

Cre,q pecycren,u{paHe B egga Aosa (0,1 ml) ce cb,qbp)Icar:

- Xusu 6axrepnu na Calmette u Guerin (Mycobacterium bovis BCG) - 0,05 mg

1,5 - 6,0 x 105 xrr3Hecroco6nn e4rrrlr\*r;

- Harpuen I'JrJrraMar - 0,3 mg;

-IlatpuenxJropltA - 0,9 mg, BoAa 3a uHxeKrII&l - Ao 0,1 ml



2.IIpGnn trpf,Jramnc re Br{X Dtrcf,f,arl

BIpI( Barcf,na xe rpr6ra Aa ce trpf,Jrara ilso:

- Bne n rara (nelero Bn w{a) urcpmr- (crpnnyncreirrenroct) xrrrr arrrrBxoro

Berqecltso wM Kbl,' IrtKot or ocraHaJMT e g}trraBKn Ha BaKcvfilara.

- Bne flMare (rcrero Bn rua) iloBnrsesa (xan 38 oC) ror,rneparypawwrrefle47arntsrpana
KoxHa nnSequr. B rogu cnyqafi Bar(cuHarlutra rpr6na Aa c'e orJroxu Ao nrJIHo

B63TtrroatBalle

- Bne lrrulTe (nerem Bunua) HeAorarrqrocr lra KJrerbqHo-Me4rnpauvt r{Mynrlrgr' BKJI.

neg'€l$ne c fiMyllo-cyllpecltBHu teKapgTBeII'{ c?e4crtsz r4J/f14 J'bl'rcB& rq parm'.

- nware (goremo Bu nua) cl{MnroMarrrqga $oprrra xa HfV-rn0erqus.

- r{Mare (aemero Bu urra) ycrroxresns srgg npe$rurxa BIIX Balc&lrrnqrt: cry4eul
a6s164;n, rnoixg1;g, tuu$al{en'/Ir'r, KerrorrAr'0fl pr6w unn ny'f'orriryr pearqnfi Ha Mtsrom
Ha rrpeArrtuna EIIX Ba(cruraqrt.

O6rpnere cneqlra;1go BItIrMt11re npn ynorpe6aTa f,a Ery Btrcrf,a

trn{oprrnpilnpaf,T€ Blurnr ncrcop aro !

- Bue r{Mare (gerem Bu nua) eK3eMa. BIIX Bancunara Mot<e Aa ce flpruIorKlt B

nglaoerHars yqacau$ror lcorrcara, aKo er3eMara ne e nn$ertrlryleuira.

- Bne trware (gereco Br nua) no3lrrrnBeH KorKeH TecT 3a ry6eprynoana un$eruur. EIIX
g€;xcagiarrytra He e ilp€nop6rll|TellHa B TaKnBa cJry''a'l.

Ilpnen Ea Apyrn .lrercapcrBeuf, cpeAcrBa

Iftrrepra.nm Mo(Ay HMyHn3aql{tra c SIIK Bruricn*a n Apyrsle upo$marrrrun
lrMynllaarlrln tpnlsa na 6rge He rro-MaJrrr m I Meceq, c u3K,roqeuue Ha xenarst B
B&rcnnarq c rotro EIry rtilKclgrnalta Moxe Aaceflpntwra ersrospeMeflHo'

Molr, ux$oplaxpafire Baurur reKap, aro Bne I{JrrI AerEro Bu nacxopo cre 6wm
BaK9n''rtpd'''n.

Bperennocr rr rcbpilerre

Crornome1uero pucrclnonsace nperlexrBaanvwarelrHo, Koraro EIIX riarrcunar.arpa6na

Aa ce nplrJrara uo BpeMe Ha opeMeHHocr rl KbpMerre.



IlloQnpane n pa6ora c Mamnnrr

Hsna [pofrBar{nr sa e$errure na EI{X BaKcrrHara Bbpxy cnoco6nocrra sa ruo$npane u
pa6ora c MartrxHrr.

3. Kar ce nprJrara EryK Barccnnara

EIIX BaKcrruaTa ce r{sroJrBa ga cueqnQnqHa npo$uJraKTrKa Ha ry6eprylo3:ITa.

IIa narcrnraqn c EIIIK BaKcrrna, rroAJrgxar BcnvKI{ sApaBrr HoBopoAenrr Aeqa. flpnnara

ce or 2-fl AeH cJreA paJrc;1anerc Ao u3flrrcBauero rrM or po4{Jrrr.rt AoM, Ho He [o-pauo or

48-r 'rac cJreA paKAaneto. Hesaxcr{Hr{paHrrre no e,sra lurrr ,qpyra npFInHa Aerla ce

aKcunvpailne nari-xrcno Ao Kpar rra BTopr{r Meceq, 6es nponepKa Ha ry6eprywnoBara
rrJBcrBrrrerrnocr. CxeA rraBrpnBane Ha AByMeceqna Bb3pacr AeIIara ce BaKcrrHrlpar creA

lpelBapr{TeJrna [poBepKa xa ry6epryru{HoBara qyBcrBrrreJrHocr c RbrpeKoxcrrv;i recT Ha

I\danry c 5 ME ry6epryrmn IIff[. IIa sarcrurarsrt noAre]KaT cartro orprrrlarerrurrre Ha

To3n recr Aeqq T.e. c pasMep uauy$unrpara noA *tnv paaer na 5 mm.

IIa penarolgarluc noAJrexar 3lpanr{ Aerla Ha Bbspacr 7,ll, u 16 roprrnl c orpnrlareJrrra

ry6eprynnuoea npo6a. Vlrrreprrrtrsr MexAy ry6eprrytnHoBala upo6a lr peBar(cl{Ha\vsra

ne rpr6ra Aa 6bAe no-roJltM ot 15 ,qrrs.

4. Brlruoxnx f,etse;raf,f, peilcqxrr

B unoro pe4fl{ cJr5nrar,r Morar Aa ce [orBrr nsKou ycnox<rrenut Karo no,4(oxHv eryAeutr

a6c\*n (npu nenpaB[JrHa rexHrrKa Ha BaKcr{Harlnr), 4rnro He3a3Ap:rBtBtlrq[ paun (c

,quaMerbp naa 10 mm npu rroBopoAeHtt wM nax 2O mm rpu penar<cunnpanu),

penroHapuo - nr,rrvrfia4ennr!{, KeJrou,gta pt6luu u xg.

Aro nsKos or HeDKenaHr{Te JreKapcrBeH}r peaxrrnrl crarre cepr{o3ua unu ga6ene,lr<ute

Apyru,Heorruc3ult B Til3rr JIr{crOBKa H€rKeJrAHE peaKrlrru, MoJrt yae,qoMglp f}arnr4r JreKap.

5. Kam Aa ebxpanflBare EQK Barccnnara

EIIX BaKcHHara rpr6ea Aa ce cbxpaHrBa Ha cyxo rr rbMHo Mtcro npl{ TeMneptrypa
o o

MexAy 2 s8 C, ne4octlnno 3agerra.

He ugnongnafire EI-QK Baxcr{Hara cJreA cpoKa Ha ro4rocr, or6enfiau Brpxy erl{Kera Ha

aMlyJrara r{ KaproHenara onar(oBKa. Cpoxrr Ha ro,u{ocr orroBapt Ha [ocJIeAHr{t AeH or

nocoqeHr{fl Mece[.



6. .{orrurnrrreilHa nnQopnaaqrr

Karro cb.qbpxa BruK BaKcntrara

Crcl,pe,cycneHprpaJre Berylo,qoga (0,1 ml) ce cbAbprrcar:

AxrusHo BerqesrBo - )r(HBrr 6axrquu na Calmette n Gu6rin (Mycobacterium bovis

BCG) - 0,05 mg, 1,5 - 6,0 x 105 norcHecnoco6nn ewrntrg;

[pyrnre cbcraBKn ca - Harpr{eB ulyr:tIrrar - 0,3 mg, HarprreB xJIopr{A - 0,9 mg, BoAa 3i}
nHxeKrlsfi - go 0,1 ml

Kar nrrurexAa EIpK BaKctrtrara E rcaKno cb4bptel onar(oBrara

Barcnsara ce [peAcraBJr n nuo$uru3npaH Br.rA B aMrryJru, cbAbpx€rgu 10 ,4osu, 3{trroeHn

noA BaKyyrr{. Arranyrrute c Barrcfilflla ca olar(oBaH n B Kyrrvfl c pa 6wcnepa.

Pasrnopurelrt, pa3TBop Ha HarpneB xJropnA 9 mglml, e B aMrryJrr{ ot 1 ml . Aunynute c
pagrBopr{Ten c;tt orraKoBaHv B rryrns, c pa 6tucre4.

Ifpnrexarer tra pa31rcmentrero ra ynurpe6a f, npotr3BoAnrel

UEyJI EI4O - HII3rrE', EOOA
Cotlur |504,6yt. "-flHxo Catcsgoe" 26,Bwrcapux
Tet.: A21944 69 99 ntrp. 281
@arc: A2/943 3075
E-mail: bulbio@bulbio.com

3a Aonr,nnureJrna un$opuaqnr orrrocuo roBa JrerclpcrBo, MoJrt, cBbpxere ce c roK:urnllt
lpeAcTaBureJr Ha rrpllTen€TeJrfl Ha pelperuenrrerro sa ynorpe6a:

UEYJI EIIO - HII3IIF' EOOA
Coipnx | 5A4, 6y n. "-flrrKo Carctgon" 26, E'wrapun
Ten. A2l9M 69 99 nrrp. 281
@arc: OA9$ 3075
E-mail: bulbio@bulbio.com

[Vra Ha troclreAno ogo6penne Ea JrrrcroBrglra

Ol.O4.2Oll r.

Iloco.renara nGAoJry nnSopuaunr e trIteAna3naqef,a camo 3a ileArrqnncrf,
cnetrf,aJrncrn:



Ha B63AJX I'r pa3npGcKBaHe Ira qacr or nuo$urur3lrpauara cy6craHqg , e Heo6xoAnMo
mufixara lg,aaurJyrratas o6ra&TTa Ha pr{Hra Aa ce o5Brle c nafilonoBoro rrapqe,
HaMfiparqo ce B Kyn{tra c aMnyJrH uutuitxa'ta Ha aMnyJrara BHrrMarerrgo Aa ce orqyrg.

Barcnrrara B aMrynara ce pecycrreHAvpa c I ml pasreopnTeJr. Ase xo rp*r y1tr5yrt4 cre1
npu6arfirero Ha pa3TBoplrrem, ce noJrrraBa paBHoMepH4 JreKo onaJrecquparqa
6esrl BgTHa cycr eH3r4s.

I{rvrynugaquera ce H3BbprrrBa caMo or cnerFruno noArorBeHr.r gApaBHr{ pa6ornuqu.
Hgnongnar ce c:lMo rylepxyttuHoBs cnprrxrloBKn c [Jr]Tr{o [pnJrrrarq[ 6yrano v ;1a111ra.
Barcnnara c€ rlgrenrt oT aMnyJrara c AbJrra illu4 a ce BaKcr{HHpa c r{Dra, cneq'aJlgo
rrPellHagna'rena 3a RrrTpexoxcnns. Tert ualv{avry. Mscroro Ha r{sxeKTr{parrero e r-opr{ara
BlHIrrHa floBGpx]rocr Ha JrffBoro paMo. Barcrnnparqara Ao3a e 0.1 ml or pasrBopeHara
BaKcEHa. Oco6eno Bmnuaflne ce o6prrqa Ha crporo BgrpeKoxnoTo r.rHx(eKTr4pa1e.
Barcnnara ce uHIKeKTI{pa 6asno n nari-norrpxnocrrrr,rr crofi na Koxcara. floxasarer 3a
npaBlrJrHo AO3r{paHe e qlMo BbBeAeHOTO KOJII{TTeCTBO B€U(Cr{Ha, a He roJreMnftar.a Ha
o6pasysanara narryJra.
Her'rgnongraHoro KoJMrr@TBo cycfle*gfifl r{ rr3lroJFBarr}rre aM[yJryt, tr,,:,r- rr cnpHHrIoBKrl
ce yHrrlqoxcaBar gbruracno rrpaBl{Jrara 3a ynurqoNaBarre Ha nn$erqnoseH Marepuilr. IIp"
pttgJrnBaHe Ha BaKcrrH:LJtrta cycneH3rrt MflgTOTo ce rloqxcrBa c,w,7w/o p:t3TBop Ha cnrrpT.




