JIMCTOBKA: THOOPMAIIAS 3A HIOTPESUTEJISL

BIDK Bakcana, inoduansnpana, 0,05 mg/nosa,
IIpax 1 pa3TBOpPHTE] 328 HHKEKIHOHHA CyCUEH3IHN
BCG Vaccine, Freeze-dried, 0,05 mg/dose,
Powder and solvent for suspension for injection

IIpoueTere BHEMATE/IHO HSLJIATA JHCTOBKA, HPEIH BAKCHHATA A2 (A€ nNpHIIOKeHA
Ha Bac nan na aerero Bn.

- 3ana3eTe Ta3d JUCTOBKA. MoOXe [1a ce HaJIOXKH [a s IPOYETETe OTHOBO.

- AKO NMaTe HAKAKBH JOITKIHUTEIHH BHIPOCH, onuTtaire Bamus nexap.

- Ta3u BakcHHa e npennucana muuHo Ha Bac (1a getero Bu). He s npeorcrbnBaiite Ha

IOpyru Xopa.

- AKO HSKOS OT HEXEJAHWUTE JICKADCTBEHH DEaKLUHH CTAHEe CEPHO3HA HiH 3abenexwre

APYTH, HEOMMCAHK B Ta3H JIICTOBKA HEXXEJIAHH PEAaKIMH, Moas yeenomete Baums nekap.

N3NbAHUTENHA ATEHUYA No REKAPCTRATA |

B Ta3\ AHCTOBKA € ONHCAHO! flucmobika - Mpunoxenue 2

1. Kaxso npencrasisgsa BIDK BakcHHaTa U 33 KaKBO C€ H WOMBER L A FC

2. Hpeml npunarane Ha BI_DK BAKCHHATA et e S L

3. Kak ce npuara BIDK BakcuHara Paspewerue N -1 78I 1809 201
4. BB3MOKHH HEXEIaHN peakimu reseatrnuacasnne, noranarenen YA
5. Kak nia cexpansieate BIDK sakcunara Ogobperue Ne f ........ // Y. o9H0y

6. Nonsymutensa nadpopManus

1. Kaxso npeacrasasisa BIK BaxcunaTa ¥ 32 KaKBO C€ H3N0J3BA:

Cyxara npotusoryOepkyno3Ha BIDK BakcuHa ce CBCTOM OT H3CYLIEHH CJex
NPEABApUTENHO  3aMpa3siBaHe M 3ana3eHd NOJ| BaKyyM JKUBH oaktepun BIDK #u
cTabMIM3aTOp HATPHEB IIIyTamar.

BIDK pakcuHaTa ce H3moi3Ba 3a cnenuduuna npoduiakTika Ha TyGepKyno3ara.

BakcuHaTta He ChIbpPXKa KOHCEPBAHT.
ITycka ce B ynotpeOa B TBMHH aMITyJIH, ChAbprkamy 10 AMyHH3HpaIH 1034,

Cnen pecycnenaupasne B eana 103a (0,1 ml) ce coaspxar:

- Xupu Gaxtepun na Calmette n Guérin (Mycobacterium bovis BCG) — 0,05 mg

15-6,0x 105 JKH3HECTOCOOHH EIMHUIIH,
- HatpueB rayramar - 0,3 mg;

- Hatpues xnopun - 0,9 mg, Boaa 3a umkexiun - 1o 0,1 ml




2. Ilpenn npunarane sa BIDK Baxcanara

BIDK Baxcuna He TpsiOBa 1a ce NpHJATa aKo:

- Bue umare (nerero Bu uma) aneprus (CBPbXUYBCTBHTENHOCT) KbM aKTHBHOTO
BEILIEeCTBO MJIH KbM HAKOS OT OCTAHAJIMNTE CHCTABKH HA BAKCHHATA.

- Bue nmare (nerero Bu uma) nosumena (Han 38 °C) temmneparypa WiH reHepanu3HpaHa
KOKHa HMHGexuus. B Tosu ciyuaii BakcuHauusATa TpsAGBa Aa Ceé OTIOXKH A0 IBJIHO
BB3TAHOBABaHE

- Bue umare (nerero Bu nMa) HENOTATHYHOCT HA KJIETBYHO-MEAMHPAHNA HMYHHTET, BIJL
JIeYeHHE C HMYHO-CYTIPECHBHH JIEKAPCTBEHH CPEACTBA HIIM JILYEBA Tepanus.

- umare (nerero Bu uma) cummromatnuna popma Ha HIV-undexmns.

- umate (merero Bu uma) ycnoxuenns cnen npemmmua BIDK sakcuHanms: ctynenu
abcuecu, rHofHY MHM(ATEHUTH, KEJIONAHH PHOIM WM JYIOHJHH PEAKIHH Ha MACTOTO
Ha npenuinaa BIDK sakcunanus.

O6bpHeTe cnennaJIHO BEHMARNE NPH ynoTpebara na BIDK Baxcuna

Hudopmupmupaiite Bammnsa Jexap ako:

- Bue nmarte (nerero Bu uma) exsema. BIDK BakcuHata Moxe Ja Ce NPHJIOXKH B
HE3aCerHaTH yYacTBIH OT KOXKATA, AKO eK3eMaTa He e HHexTpaHa.

- Bue umare (nerero Bu mma) nosuTHBeH KOXeH TecT 3a Tybepkynosna undexnus. BIDK
BAKCHHALMATA HE € NPENOPBLYATENIHA B TAKHBA CIIYYaH.

IIpuem HA APYrH JEKAPCTBEHH CPEACTBA

HurepeanbT Mexnmy umyHusammsta ¢ BIDK BakcuHa ® apyrute npoQuiakTHIHH
MMyHH3aHH Tpi6Ba fa Gnae He mo-MawbK OT 1 Mecel, ¢ H3KIOUeHHE HA xenmaTuTr B
pakcuHara, ¢ koaTo BIDK BakcuHaTa MOXe Na Ce npuiiara etHOBPEeMEeHHO.

Mons, undopmupaiite Bamms nexap, ako Bue mnmu nerero Bu mackopo cte 6uwin
BAKCHHHPAHM.

BpemMeHHOCT H KbpMeHe

CHOTHOLIEHHETO PHCK/TION3a Ce TpeleHsBa BHAMaTtenHo, koraro BIDK sakcunara Tpsbsa
[ia c€ pMWIara o BpeMe Ha OPEMEHHOCT U KbPMEHE.




IMlo¢pupane u pabora c MAMHHHA

Hsima npoyusanus 3a edexture Ha BIDK BakcunaTa BEpXy cnocobHOCTTa 3a modupane u
paboTa ¢ MauIuHH.

3. Kax ce npuraara BIDK Bakxcanara
BIDK BakcuHaTa ce 3noi3Bea 3a cnenuduyna npoduiakTika Ha TyOepKy103ara.

Ha Baxcunamus ¢ BIDK BakcuHa, NOI/IEKAT BCHUKH 3ApaBH HOBopoaeHH jena. Ilpunara
ce OT 2-51 AeH CJIeHl PaKNAAHETO O M3MACBAHETO HM OT POAMJIHHS JI0OM, HO HE II0-PaHO OT
48-g uac cien paxnaHero. HeBakCHHMpaHHTE MO €[{Ha WMJIM Jpyra NpUYMHA [ena ce
aKCHMHHPaHHTE Hall-KBCHO 0 Kpas Ha BTOpHS Meceil, 63 npoBepka Ha TyOepKyInHOBaTa
gyscTBHTENHOCT. Clie] HaBbPIIBAHE HA JBYMECEUHA Bb3PAcT ACLATa Ce BAKCHHHPAT CJIEN
NpEeNBapUTEIHA NPOBEPKA HA TyOEPKYIHHOBATA YyBCTBHUTENHOCT C BTPEKOXKHHUS TECT HA
ManTty ¢ 5 ME 1y6epkymmun IITTJI. Ha Bakcunanus nojyexar camoO OTPHIIATCIHHTE HA
TO3W TECT AeNa, T.€. C pa3Mep Ha HHPWITPATA IO/ WIIK PABEH HAa 5 mm.

Ha pepakcunanus NOAJEXaT 3ApasH Jiena Ha Bp3pacT 7, 11, u 16 roguuu ¢ orpunarensa
TyGepkymHoBa npo6Ga. MaTepansT Mexay TyOepKyIMHOBaTa npoda M peBaKCHHAUMATA
He Tpsa0OBa aa Opae no-roysm ot 15 ouu.

4. Bp3M0XKXHN HEeXeJAHH PEaKIHH

B MHOTO peiku CiTyday MOTAT A Ce NOSBAT HAKOM YCIOKHEHHS KaTO NOJKOXKHH CTYHACHH
aGcrecy (NpH HENMPAaBIJIHA TEXHWKA HA BAKCHHALMA), XBIFO HE3a3NpaBsBally paHu (C
muameTsp Hay 10 mm mpu HOBOponeHH WM Haa 20 mm NpH PEBAKCHHHPAHH),
pernoHapHo - TUMpaNeHUTH, KEJIOUTHH PHOIH 1 JIp.

AKO HSKOS OT HEKEJIAHATE JIEKAPCTBEHH PEAKIMH CTAHE CEPHO3HA MM 3abenexuTe
JPYTH, HEONHCAHH B TA3H JICTOBKA HOKENIAHH PEaKIuu, Mo yBenomere Bamus sexap.

5. Kax na coxpanssare BIDK Baxkcunara

BIDK BakcuHata TpsOBa na ce CHXpaHsBa HA CyXO M ThbMHO MsCTO NpH TeMmeparypa
[+ [o]

mexay 2 u 8 C, HemocTBIHO 32 Aena.

He usnonszsaiite BIPDK BakcuHaTta cnen CpoKa Ha TOJHOCT, OTOEJIA33aH BBPXY €THKETAa Ha

aMIyJiaTa 1 KapTOHCHaTa ONMmaKkOBKa. CpOK'bT Ha rogHoCT OTroBaps Ha NOCHERHHA NACH OT
MNOCOUCHHA MECCLL.




6. Nomssmnrenna nagopmanus
Kaxkgeo coanpxa BIUK BaxcaraTa

Crnen pecycnenaupane s eana a03a (0,1 ml) ce coabpaxar:

AKTHBHO BemiecTBo - xupu 6akrepuu Ha Calmette u Guérin (Mycobacterium bovis
BCG)-0,05mg, 1,5-6,0x 105 JKM3HECTIOCOOHH eUHHIMT,

JIpyrute ChCTaBKH ca - HaTpueB riayramat - 0,3 mg, Hatpues xuopua - 0,9 mg, Boaa 3a
uHxeknus - 710 0,1 ml

Kax m3rnexna BIDK BakcaHATA H KAKBO ChABLPKA ONAKOBKATA

Bakcunara ce npeacrass B THOQMIM3HPAH BUA B aMIyJH, Chabpxkamu 10 no3u, 3anoenn
IO BakyyM. AMIyJIATE C BAKCHHA Ca ONAKOBaHH B KyTHA ¢ JiBa Omcrepa.

Pa3TBOpHTENAT, Pa3TBOP Ha HaTpHeB XiopuA 9 mg/ml, e B amnysu ot 1 ml . AmnynuTte ¢
Pa3TBOPHTEJ Ca ONAKOBAHM B KYTHS C JiBa OymHCTEpa.

IIpaTexaTes HA Pa3PEMICHHAETO 32 YHOTPeOa H NPOH3BOAHTEI

"BYJI BHO - HIBIIE" EOO

Codus 1504, 6yn. "Anxo Caxn3os” 26, Briarapus
Ten.: 02/944 69 99 Br1p. 281

daxkc: 02/943 30 75

E-mail: bulbio@bulbio.com

3a ponsnEuTEHA MHGOPMALHS OTHOCHO TOBA JIEKAPCTBO, MOJISI, CBBPIKETE Ce C JIOKATHUA
NPENCTABATEN HA IPUTEXATENsl HA Pa3peIeHHeTo 3a ynoTpeda:

"BYJI BUO - HI3I1B" EOOJ

Codus 1504, 6yn. "SAuko Caxb3os" 26, benrapus
Ten.: 02/944 69 99 BobTp. 281

®akc: 02/943 30 75

E-mail: bulbio@bulbio.com

JlaTa Ha mocJieHo 000 peHne HA JACTOBKATA

01.04.2011r.

IMocouenara no-mostyy HuEPOpMALHS € NPeJHAIHAYECHA CAMO 32 MEJHNMHCKH
CHIeNHAJIHCTH:
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Ha BB3JIyX U PasnpbCKBaHE HA YACT OT THOQHIM3HpAHATa CYyOCTaHIHS, € HEOOXOAHMO
IIMAKATA HAa aMIyJaTa B 00acTTa Ha PHHTa 1a ce 0OBHE ¢ HAIOHOBOTO napue,
HaMHpAUIO C€ B KYTHATA C aMITYJIH H INAHKATA HA AMITyJIATa BHHMATEHO 13 CE OTUYIIH.

Bakcunara B amnynaTa ce pecycnenmupa ¢ 1 ml pastsoputen. Jise no TPH MHHYTH ClEN
npubaBIHETO HA pasTBOpPUTENsA, C€ MOJy4aBa PaBHOMEPHA, JIEKO ONAJECHMpPaIa
Oe3uBeTHA CyCcnensns.

Wmynnzannsra ce M3BBPHIBA CAMO OT CHELMANHO MNOAFOTBEHH 3ApaBHH pabOTHHLM.
M3nomssat ce camo Ty6epKynHHOBH COPHHIOBKH C IUTHTHO NPHJIATALIH 6yTano u urna.
Bakcunara ce u3Terns ot ammynara ¢ gEITA MO, 4 ce BaKCHHHpA C WIJia, COCHHMAJHO
NpenHa3Ha4YeHa 33 BhTPEKOXKHMA TeCT Ha ManTy. MSCTOTO Ha HHXKEKTHPAHETO € ropHaTa
BBHIIHA MOBLPXHOCT HA JISBOTO pamo. Bakcunupamara no3a e 0.1 ml ot pasteopenara
BakcuHa. OcobeHo BHEMaHMe ce OOpBIIA HA CTPOTO BBLTPEKOXKHOTO HH)KEKTHPAHE.
Bakcunara ce umxextnpa 6aBHO B Hali-MOBLPXHOCTHHS O Ha kokaTa. ITokasaten 3a
NPaBUWJIHO NO3HWPaHE € CaMO BBBEACHOTO KOJIHYECTBO BAaKCHHA, a HE TOJIEMHHATA HA
obpasyBanaTta namyna.

Heu3snonssanoto xommuecTBo Cycniensust u u3NON3BaHHTE AMMYJH, HITH CIPHHIIOBKH
C€ YHHINOXABAT ChIJIACHO NPABHJIATA 33 YHHIIOXKABAHE HA WHexuuo3eH matepuan. [lpu
Pa3THBAaHE HA BAKCHHAIHA CYCNIEH3Hs MSACTOTO Ce NOYHCTBA ChC 70% pa3TBOp HA CHHPT.






