
KPATKA XAPAKTEPIICTUKA HA IIPOAYIffA

1. nME HA JTmAPCTBEHIIfl rrPOAyKT

EIIX BaKclIH4 Jtrroabr,urr3npaua, 0,05 mghos4 Flpax u pasrBopnreJr 3a r{HrKeKrIHor{Ha cycnen3}rt
BCG Vaccine,Fr*zn-dried, 0,05 mgldose, Powder and solvent for suspension for injection

2. KATIECTBEII II KOJIITIECTBEII CbCTAB

Cyxam uporunory6epxyJlo3ua EIIK BaKcr{Ha ce sbcrou or rlsq1rrrenu cJreA upegpaprremro
3:tMpa3trBane n 3a[asenrr noA BaKyyM xrrtBtr6axrepwu EIPK n sra6wrssarop HarpneB HrJrraMar.

Barcnnara He cqtbplma KoHcepB:lHT.
flycxa ce B yrorpeSa e rltuuv avtrryJnz., cbAbpxcaqu lO unaynwnparqr{ Ao3r.r.

Cneg pecycneutprpzure B eAHa,4osa (0,1 ml) ce sbA'bp)rrar:

Xusu 6axrepun na Calmette n Gu6rin (Mycobacterium bovis BCG)- 0,05 mg
1,5 - 6,0 x 105 xcsggecnoco6nu eAr{Hr{q}r.

3a nulrHus cnncbK Ha noMorrlnr,rre BerrlecrBa Bx. r. 6.1.

3. JIEKAPCTBEIIA IDOPMA

flpax E pagrBopr{TeJr 3a rrHxeKrlr{oH Ha cy cfi engtrfl .

4. ICIMHTIHAAATTT{n

4.L. TepaneBTf,qnf, tronataf,ns
EIIX r;aKeunara ce rr3noJnBa sa cneqrfiuvxa upoifuJrarffrKa na ry6epryno3ara.

IIa saKcr.rHagtfiA c EIIK BaKcr{Ha, noArexar BcrrrKn 3Ap:rBr{ HoBopoAegrr Aeqa. Ilpnnara e;e or 2-s
AeH cJreA paxAaHero Ao lr3rtrrcBaHero rrM or poAnJrHr.rr AoM, Ho He no-pauo or 48-s qac clreA
pa4AaHero. HesaKcunr{paur{Te rro elsra nJxr Apyra rrpurrr{Ha Aerla c€ aKcrrur{paunre nari-rcrcno Ao
Kpar Ha BToprs Meceq, 6es nponepKa Ha ry6epxyruHoBara qyBcrBr.rrerrnocr. CleA rranbprrrBaHe
Ha AByIi[eCewIa Bb3pacT AeIIaTa Ce BaKCnH[IpaT CJIeA npeABapI,ITeJIHA npoBepKa HA

ry6epryrmnoBara rrlncrBnre.nnocr c Bbrpero)KHl'zr. rtrr ua Manry c 5 ME ry6eprcymn IIff[. IIa
BaKcrrgarsrr [oAJre]Kar caMo orprrqarerrHrrre Ha rogrl Tecr Aerla, T.e. c pasMep na mrtprurrpara rroA
IrJrr,r paBeu na 5 mm.

IIa penarcnuaru.rr roAJrsKar 3ApaBH Aerla
ry6epxyrnnona npo6a. HnrepraJrbr Mor(Ay
rpe6ea Aa 6rte ro-roJrrM or l5 rurn.

42. loznpBrca r Haqfin Ha nprilrctcerrre

Ha Bmpacr '1, ll, u 16 rolrrHrr c orpr{rlarerrna
ty6eprcytuHoBara npo6a *r peBaKcr{Haqr{rra He

.{ornponrca
Barcnrnrparqura Aosa e 0,1 ml or pecyc[en4rpaHara BaKcEHa.

L!3f.rbjli{ri i [:i'"i'ri 4f Ei{Ui4fi n0 ilf KAPL, SATA
xeplKftrepucmuKa Ha npogyKma' [lpunoxenue I

Kau pee. n, ....,2s!./.:)2. /.t:.{..7".,1

i ru,r,*rnuo w, lt.:. ]jl.t.#......r .1".!.: ...1?....!.y.!!.



Ila.rnn f,r trpf,Jrtlrcnf,c
Barcunara B aMflynara ce pecycnenArrpa c I ml psrnopnren.
Baxcxxara ae $lr;xetartrpa orporo BtTperoxno.

43. IlporrBonona3af,f,fl
BIpI( BaKcnlndulrsra rl peBarccfiHal4ilara ce flpwta;rar caMo Ha KJIHHSTIHo sApasrr AeIIa.

3auporurouora3ann c€ cquTar:

a) arcprut (capoxryrcrrnremocr) KbM ar(rnBHoro BelqecrBo wM r:brr rrtKot or ocranaJlrlTe
c"lcitaBK*rHaBa'(cfiHa|ftt.

6) xelorartnrocr Ha KngrbqHo-Mewrnpanvs lrupwtst, BKn. JIeqeHIte c lrMyHo-oyrtpeclrBxu
neKapcrBeHfi we4crBa;
n) crunrouarn nra rfoprra na HfV-us 6eKrllA;
r) xenorarurnpr;fiunfirrn Jryfio*r4mlrpeaKt\trr4 Ha Mrgrom rra lrpeAuluna BI{X Bar<cuflar]*irc;
,q) yclroffien$a creArpe4rrrrtra EIDK Barccr{Harlr{r (otyrcnn t6orr*tr,rsofrsn.mrrr$a,uexmn);

4.4.CneutaJrnrr trperynpe4[errrrfl f, rrpqAtrflrnn Mepril npr ynorpe6a

Iolorala so ynorpe6a cycnerl3r{r tpt6sa Aa e,e rrasr4 sr Aeltcrrnero Ha AHeBHa gs€rrfifiHn.
Cnel omaprxero Ha arulynara u pecycrreu4rpafie na Bar(cuHara, tn nmadasxo rpr6na Aa ce
yuorpe6r.

4.5. BsanuoAefiersne c Ap:Frrr JrenapcrBonf, trpo4ircrf, f, Ap:fru Soprrr Ha Htaf,iloAef,crrne

Ifurepralm Merqy npornrory6epKynosnara nlryr{rrcaqxfl u Apymr€ npo$ruarcrnrxn
r{Mynrrcarluu tpx6ea ga 66le He [o-MaJrbK or I rrreceq, c Ii3KIIIotIelnv.e Ha xenamr B naxcnnara, c
Korro EIIX Morr@ A, ce flpxrrdna eAHoBpeMeHHo.

4,6. Oeprmnrer, 6perrenxocr f, rsbpMene

CrornorueHr{ero pucx/nonza ce npeqenrBa Br'uvrarrelftrc., KoraTo FIIX Bancunara rpx6na Aa ce
npilItara rro BpeMe na 6penreuxocr r{ KrpMeHe

4J.ESexrn Bbpry ctrooo6nosrre ra uo$npaxe f, po6oro c ilaurf,Hf,

Ihua [poyqBarrur sa e$ercrrre na EI{X BaKcuHara B6pxy cuoco6nocrra 3a ruo$upane u pa6ora
c M&trt*rfil',

4.t. He*e.mnn JreKapcrBenf, pearcqrrrr

B rrxoro pe4tx cJryqall Morar Aa ge trorBrr HrKorr ycJroxarcHnr Karo floru(orsrfi cryAeHfi a6cqecn
(npr renpauurga rexrrrKa Ha Bar(grnarlnr), trmo Hega3ApagtBurrn pann (c .urauemp HaA l0
rnm flpr noBopoAexn ntn rle.[ 20 nrm npu peBaKcEHIrpaHn), pen{oxapuo -
KeJrorr4nr po6uu u lp.



5. .DAPMAKOJIONFIHU CBOI{CTBA

5.1. OapnrarcoAtrHauf,.rnn cnofigrna

(Daprr,raxorepaneBTr.rqHa rpyfla: 6arrepuamrr{ Bar(cr{Hrr, ATC xo.q: J07AN 0l

Baxcrnara oc[rypffBa 3arqrrra cpeqy ry6eprynosa. IlsnorgBa ce 3a BaKcuHaqus r peBaKcnuarl[t
nporr{B ry6epxynorla v e rpeAna:HaqeHa cilMo 3a BbrpeKoxoo npuJroxcHne.

5.2. (DaprraKoKrrrrerf,qnn csofi crBa
He e upuno)rcrrMo

6. iDAPMATpBTEITruAAIIHE

6.1. CnncrK Ha rrouorrJn[ BerrlecrBa

B erura gosa (0,1 ml) ce cbAbpr€r:

B nuo$rnma3ara - Harpr{eB FryraMar - 0,3 mg,
B parreopnreJrr - HarpneB xJropr{A - 0,9 mg, BoAa 3a r,rnx(eKtgs - 4o 0,1 ml

6.2. Hecrnlrecrrruocrr :

fiaue ce cMecBa c Apyru rpoAyKTr{.

63. Cpor Ha roAnocr

Tpnaece. rl [recr Meceqa or Aarara rra nocJreAnoro o[peAeJlrHe Ha 6por ua xLIBIrre ewrnul,10z.
lpr.r KoeTo e noJrjrueH saAoBoJlnreJreH pe3ynTar, r,r He rloBeqe or qgffipuAffgr u oceM Meceqa or
Aarara Ha npor,r3tsoAcrBo Ha 6arrepn alrnura KyJrrypa.

6.4. CneqnaJrnf, yclroBf,fl rra cbxpaxenne

I{a cyxo r{ TbMrro Mrcro rprr reMrrepurypaMsKAy 20 u 8 0C.

6.5. .{annn ra orrarcoBrclilTa

Baxcnnara ce npeAcraBt n xroSurnrauparr Br.rA B al'rnyJrrr, cbxr,p>riarryr 10 4osu, 3arroenrr noA
BaKyyM. Aurryrmre c BaKclrna ca orraroBaHfi B rgt'rr4s c Ana 6nncre,pa.

Pa-rrropnrenrr, pa3rBop Ha Ha.Tpr{eB xJroprrA 9 mglml, e B aMrryJrn or I ml. Arr,rnyrmrc c
pa3TBoprrreJr ca oflar(oBaHn B Kyrr4s, c .rya 6Jr[crepa.

6.6. CneqnaJrnrr npeArrfllHrr Meprclr trpn f,3rsbpJrflne n pa6ora

Ornap*relo Ha aMrryJrara r{ pa3TBapflHgro Ha Bar(cnHara ripl6sa ga
BurrMararrno. Aurrynure ca garroeurr rroA Bar(yyrr{ s ga Aa ce ng6erne
Bb3Ayx u pasnpccrBaue rra qacr or nuo$lunsupauara cy6granqur, e

ce

aMrrynara s o6racrra Haplr'nra Aa ce o6slre c nafinonosoro napqe,

pr3Koro



aMrryJrr{ fi rrrr!fiKaTa Ha aM[yJrara BHrrMaTeJrHo Aa ce orr{yrlll.

Baxcnnara B aMrryJrara ce peq/qreH,ryrpa c I ml pa3TBopr{Terr. ,{re Ao rpn Mr{rryTr{ cJreA
npn6arrnero Ha pa:ilBopnrenrs, ce rroJryqaBa paBrroMepn4 JreKo o[aJrecq[parqa 6eqnenrra
cvclleH3r4t.

LlrvryrnsaurrML ce r€BbprrrBa GaMo or cfleqr{aJrno rroArorBeufi g4par;Hfi pa6orrmqu. IlsnoJrenar ce
carr,ro ry6epryrmHoBH CIpr{HTIOBKT{ c rrJrrrHo npr{Jrffarq}r 6yrano vwrlra. Baxcnnara ce r{3Teult or
aMrryJraTa c ALrrra fiIlra' a oe BaKc[Hr.rpa c ItrJI4 cnelpr:ufiro [peAHa3HaqeHa 3a Bbrl]eKoxflr{r recr
na l\danry. Mscroro Ha r{rDrerrrrparrero e roprrara BrHrrrHa [oBrpxnocr Ha JrffBoro pa]'ro.
Barcunrparqara Ao3a e 0.1 ml or pa3TBopexara Bar(cr{Ha. Oco6eso BHr{MarrEe ce o6prr{a na
crporo BtrpeKoxrroro r{Hx(erTr{paHe. Barcunam ce nHr(eKTr,rpa 6anno n nafi-nonrpxnogrrrrtt
cnofi na Koxara. florasaren 3a [p:rBrrJtrro Ao3HpaHe e caMo BbBeAeHoro KoJmqecrtso Bdnc;a.rra, aHe
roJreMuHara na o6pasynan ara narty Jw.

HeuguonsBanoro KoJrr.rq@TBo cycneHgm fi r{3rroJBBaHr{Te aMrryJrvr, vrrlrvr u cnprrnrloBKn ce
yur.rqoraBar cbilracno rrpaBfiJrura ga yHr{rqoxcaBaHe na rx$exqrro3eH MareprrtlJr. flpu pasmlnane
Ha BaKCr.rHaJrrracycnenwrs MrcroTo ce noqncrBactc'l@/o paSrBop Ha cnl{pr.

7. IIPUTEXATE.]I IIA PA3PEIIIEHUETO 3A YIIOTPEEA

'EyJr EIIO - HII3[E' EOOA
Co$ur 15A4, 6yt.'flnxo CaKr3oB" 26, Ewl,l-apan
Te*: A2194y'- 69 99 rr,rp. 281
@arc: 07943 3075
E-mail: bulbio@bulbio.com

8. rroMEP(A) HA PA3PEITTEHAETO 3A vtrOTPEEA

PerrncrpaquoneH Ng: 20Ol 0843

9.,.UATA rrA rrbPBO PA3PEIITABATTBnO.TOBflBAHE rrA
PA3PEItrEITAETO 3A YTIOT?EEA
08.06.2006 r.
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