INPUJIOKEHHUE1

KPATKA XAPAKTEPUCTUKA HA ITPOAYKTA



1. HAMMEHOBAHMWE HA BETEPUHAPHOME/JMIITUHCKUA ITPOAYKT

Gripovac 3 WHXXCKIIMOHHA CYCIICH3H1 3a IMpaccTa

2. KOJNYECTBEH U KAYECTBEH CbCTAB
Besika mo3a ot 2 ml chappxa:

AKTHBHA cyOcTaHUMA(H):
[IlamMoBe Ha MHAKTUBUpAH BUPYC A Ha MH(]ITyeHIa /CBUHE/

Bakum/IDT1769/2003 (H3N2) > 10.53 log, GMNU'
Haseliinne/IDT2617/2003 (HIN1) >10.22 log, GMNU'
Bakum/1832/2000 (HIN2) >12.34 log, GMNU'

'GMNU = I'eoMeTpuuHa cpeHa CTOMHOCT Ha HEyTPAIH3UPAIIM SIUHUIH, TOCTUTHATA IPH MOPCKH
CBUHUYETA Cclle ABYKpaTHa nMyHu3anus ¢ 0.5 ml oT Ta3u BakcHHa.

AJKyBaHT:

Carbomer 971 P NF 2.0 mg
Excuunuenr:

Thiomersal 0.21 mg

3a IBIHUA CIIUCHK HA €KCIIMITUEHTHTE, BIK T. 6.1.

3. DPAPMAINEBTUYHA ®OPMA

BI/ICTpa, KBJITCHUKABOOPAHIKEBA 10 PO30BA MHKXCKIIMOHHA CYCIICH3UA.

4. KIMHNUYHU JAHHHA

4.1 Bwupose :KMBOTHH, 32 KOUTO € npegHazHaved BMII

IIpacera.

4.2 TepaneBTHUHU HOKA3AHUS 32 OTAEJHUTE BUI0BE KUBOTHH

3a akTHBHA UMYHHU3AIKS Ha IpaceTa ciej] 56 THeBHa Bb3pacT, BKIFOUYUTEITHO U Ha OpeMEHHU CBHHE,

cpeity nH(IyeHIa Ipy cBUHETE, npuunHeHa oT cyotunore HIN1, H3N2 u HIN2 3a peayiupane Ha
KJIMHAYHUTE MIPUSHAIM U BUPYCHOTO HATOBapBaHe Ha Oesust Ipo0 ciies; WHPEKIHS.

Havano Ha.umyHuTETA: 7 THU ciel HayaaHaTa BaKCHHAIUS
[IpoabIKUTETHOCT HA UMYHHTETa: 4 Mecella IPU IpaceTa, BAKCHHUPAHH MeXTy 56 u 96 nHeBHa
BB3pacT

6 Meceria pH npaceTa, BAKCHHUPAHU 32 TbPBH BT Ha 96
JTHEBHA Bb3PACT U MO-KBCHO.

3a aKTHBHA HMYHH3alus Ha 6peM€HHI/I CBUHC CJICA 3aBbPIIBAHC HA HaYaJIHAa UMYHU3allUA YpC3
HWHKCKTHUPAHC HAa CAHOKpAaTHA 103a 14 JAHU MIPEAN OIIPACBAHE, 3a TIOCTUT'AHEC Ha BUCOK KOJIACTPAJICH
HUMYHUTCT, KOHTO OCUrypsBa KJIMHUYHA 3allliTa Ha IpaccTaTa B IPOABJIZKCHHUC HAa ITIOBEYC OT 33 JHHA
CJICO paXXIaHETO.



4.3 IIpoTuBOMOKA3AHUA

Hsama

4.4 ChnenuajaHu npeanasHu MepKHU 3a BCEKH BU/ )KMBOTHH, 32 KOUTO e npeaHasnadyen BMII
Hswma.

4.5 CoenuajJHU NMpeana3sHu MepPKH Npu ynorpeda

CHCLII/IEIJ'IHI/I Opeanasiy MCPKH 3a ) KMBOTHHUTC IIPH VHOTD€6aTa Ha IpOAYKTa

He e npunoxxumo.

CHegI/IaHHI/I npeanasHy MEPKHU 3a JiniaTta, Ipujiarainy BETCPUHAPHOMCANIUHCKUA HPOAYKT Ha
KHUBOTHUTC

[pu ciryyaitHO caMOWH)KEKTHpaHE Cce 0YaKBa caMmo ciada JIOKalHa PeakIys-B MICTOTO Ha
WHXKEKTUpaHE.

4.6 HebgaronpusiTHu peaknyy (4ecToTa U BasKHOCT)

Crnier BAKCHHAIIUS, B MHOTO PEKU CITydal € Bh3MOXKHO J1a CE MQSIBH cJ1ad, MPEXO0JICH OTOK B MSCTOTO
Ha WH)KEKTUPaHe, KOMTO HaMaJIsiBa /10 2 THU.

B MHOTO peaxu cimyyan € Bb3MOXKHO cl1abo, MPEX0IHO MOBHIIaBaHEe HA PEKTAIHATA TEMIIepaTypa Ciel
BaKCHHAIIHSI.

UectoTara Ha HEOIATONIPUATHUTE PEAKIIMHU CE OTNpeAeisiupe3 clieHaTa Kiacu(puxamms:

- MHOro yect (rosede oT 1 Ha 10 >KMBOTHULIIPOSBSBAILM HEOIATONPHUATHU PEAKIMHU 110 BpEMe
Ha Kypca Ha eHO JICUCHHE)

- yectH (moseye ot 1, Ho mo-Manko oT 10 kuBoTHHU Ha 100 >KUBOTHM)

- He JecTH (rmoBeue ot 1, Ho mo-manko-otT 10 sxuBoTHU Ha 1,000 )KUBOTHNM)

- penxu (mosede oT 1, HO mo-manko 0T 10 xuBoTHU Ha 10,000 KUBOTHN)

- MHOTO penku (mo-manko ot 1 »xuBotHo Ha 10,000 )XHBOTHH, BKIIIOUNUTEITHO N30IHPaHH
CHOOIICHNS).

4.7 ¥Ymnorpeba no BpemMe Ha OpEeMEHHOCT, JAKTAIUS WIH siilleHOCeHe
Moske ma ce mpuiara 1mo BpeMe-Ha OpeMEHHOCT M JIAKTaIlHsl.

4.8 BszamMmopeiicTBUE ¢ IpPYrd BeTePHHAPHOMEIHIIMHCKH MPOAYKTH U ApYyru (popmu Ha
B3auMojelicTBHe

Hsma mannana pHOpManns 3a 6€30MacHOCTTa ¥ €PpUKACHOCTTa OT ChBMECTHOTO U3IIOJI3BAHE HA Ta3H
BaKCHHA C IpyTH BeTEpUHAPHOMEAUIMHCKA MPoAyKTH. [lopaau Ta3u npryuHa, NpuiaraHeTo Ha
Ta3WBaKCHHA IPEJIN WU ciie]] yIoTpedara Ha IpYT BETCpUHAPHOMETUIIMHCKHU TPOAYKT TpsiOBa j1a
MPELEHN CIIOpe] MHANBUIYATHHS CITyqai.

4.9 . Jlo3a M HAYMH HA MPUJIOKEHHE

MHTpamMyCcKyIHO NPUIOKEHHUE. .

IIpacera:

Havanna BakcuHaIMs: JBYKpaTHO HHXKEKTUpaHe Ha eHa 1032 (2 ml)

- CJIC] HaBbPIIBAHC HA 96 AHCBHA BB3PACT, C UHTCPBAJI OT 3 CCAMUIIU MCIKY UWHIKCKTUPAHUATA
34 IOCTUT'AaHC HA MMPOABJLKUTCIIHOCT Ha UMYHUTCTA IOBEYC OT 6 Mecea.



win
- Mexay 56 1 96 nHeBHa BB3pacCT, C UHTEPBAJ OT 3 CEAMUIN MEKIY HHKEKTHPAHUATA,
3a MOCTUTaHE Ha MPOJBKUTETHOCT HA UMYHHTETA IOBeYe OT 4 Mecena.

PeMoHTHU nIpaceTa U CBUHE:

Hauanna BakcHHAIMs: BUX [O-TOpE.

JlonbHUTENHA BAKCUHALIMA MOXE J]a C€ HAIIPaBH 110 BCAKO BpeMe Ha OPEMEHHOCTTA U JIAKTallHUATA;
Koraro Bakcunanusita e HanpaBeHa 14 1HU mpeau onpacBaHe ¢ exHa 1o03a (2ml), ToBa ocurypsisa
Ipe/laBaHe Ha MalYWH UMYHUTET Ha MpaceTara, KOMTO I'M 3allUTaBa OT KJIMHUYHY IPU3HALM Ha
uH(IyeHa Hail-Malko 10 33-Tusl AeH cie]] paKIaHeTo.

IIpenaneHusT Ha nmpaceTaTa MallunH UMYHHUTET B3aUMOJICHCTBA ¢ HHAYLIMpaHuTe aHTuTeNna) Karo nsmo
MalYMHUTE aHTUTeNa, HHAYIUPAHU CJIe]] BAKWHAIHATA, TIEP3UCTUPAT TPUOITU3UTEITHOS-8 CeIMHUITN
cien paknane. B oTaenHu ciyyan Ha MHOTOKPAaTHUA KOHTAaKTH Ha CBUHETE C aHTUTGHUTE (TEpeHHA
uH(EKIUs + BaKCUHAIMS ) IPEIaJICHUTE Ha ITpaceTaTa aHTUTeIa MOTaT Ja ep3ueTupar a0

12 ceqmunu. B mociennus ciyuaii mpacetara Tps0Ba 1a ObAaT BAKCUHUPAHH ¢lied 96 JTHEBHA
BB3pAacT.

4.10 IIpemo3upane (CHMIITOMHM, CIIEeIIHA MEPKH, AaHTHI0TH), AKO € HE00X0THMO

Crnen vHXEKTHpaHE Ha ABOWHA 032 (4 ml) He ca HaOIrOaBaHU CTPAHUYHU PEAKIIMU OCBEH TE3H,
OIHMCaHU B T. 4.6

4.11 KapeHTeH cpok (KapeHTHH CPOKOBeE)

Hyna qau.

5. HUMYHOJIOI'MYHU OCOBEHOCTH

dapmakoTepaneBTH4HA IPyMa: UMyHOJIOTHYHH HPOIYKTH, HHAKTUBHUPAHU BUPYCHU BAKCHHHU
Berepunapnomenununacku Anatomo-TepanesruueH Koa: QI09AA03

BaxcunaTa cTuMyiMpa U3rpa)xaHeTO Ha aKTUBEH UMYHUTET cpelly Bupyc A Ha uH(IyeHIa npu
ceunere, cyotunose HIN1, H3N2 v HIN2.Ts nagyuupa HeyTpaau3upaiiy 1 XeMariay THHAPALIH
aHTHTEJIA CPEIly BCEKH eMH OT Te3u-cyoTunose. Koraro 14 nHu npeau onpacBaHe ce HHKEKTHPa
eIMHUYHA J103a OT BAKCHMHATA KaTO Pe-BaKCHHAIMS HAa BAKCHHUPAHH MIPE TOBAa CBHHE, BAKCHHATA
CTUMYJIMpA U3rPaXKaHe Ha aKTUBEH UMYHUTET C LeJI a CE OCUI'YPU MalidMH UMYyHHUTET Ha IpaceTraTa
cpemry Bupyc A Ha nHbyeHHara npu cBuHeTe, cyotunose HIN1, H3N2 u HIN2.

6. DPAPMALIEBTUYHU OCOBEHOCTH

6.1 Chnucbk/Ha eKCHUNHEHTHTE

Carbomer 971 P NF

Thiomersal

Sodium'chloride solution (0.9 %)

6.2 ) HecbBMecTHMOCTH

He cmecpaiite ¢ aApyr BeTepuHApHOMEIUIIMHCKH MPOYKT.

6.3 Cpox Ha roaHOCT

CpOK Ha rogHOCT Ha KpaﬁHHH BCTCPUHAPHOMCAUIIUHCKHA ITPOAYKT: 2 TOOWHHA



Cpok Ha TOTHOCT CJIeN ITEPBO OTBapsiHe Ha ¢urakona: 10 gaca

6.4. CrnenuanaHu ycI0BHS 32 CbXpaHeHHe HA IPOAYKTA

Ja ce cexpanssa B xmagmiauK (2 °C — 8 °C). Jla He ce 3aMpassiBa.
Ja ce nasu ¢uiakoHa BHB BbHITHATA OMIAKOBKA, C IIell peJila3BaHe OT CBETIIMHA.

6.5 Bun v chbcTaB Ha NBPBUYHATA ONAKOBKA
Crexiienn prmakonu: (iaakonu ot 20 ml, cTpkino Tum |
¢naxonu ot 50 ml, crekio Tun 11
¢naxonu ot100 ml, crekio Tun 11
PET ¢dnakonu: ¢naxonu ot Polyethylene terephthalate (PET) ot 20 ml, mpo3padnan
PET ¢makonu ot 50 ml, mpo3paunn
PET ¢naxonu or100 ml, mpo3paunn
3anymanku: 3aIymanky oT OpoMOyTHIIOBa ryMa
Kamauku: (hnmaHIOBM Kamadku
Pa3mep Ha onakoBKuTeE:
KapTOHEHa KyTHsl, Chabpikama 1cTeikieH ¢uakon otl0 no3u-(20 ml), 25 go3u (50 ml) nnm 50 no3u

(100 ml) ¢ rymeHa 3amymankan Kamadka.

Kapronena xytus, ceappxama 1 PET ¢makon ot 10 qo3m (20 ml), 25 no3u (50 ml) mmu 50 mo3u
(100 ml) ¢ rymena 3amymankan Kanadka.

He Bcuuku pa3mepu Ha OmakoBKaTa Morat ja ObAAT Npe/JlaraHy Ha rasapa.

6.6 ChneunajJHH MepPKH 32 YHHII0KABAHE HA HEM3MOJI3BAH MPOAYKT HJIH OCTATHIHU OT HEro
Bcekn Hen3mon3BaH BeTepHHAPHOMETMIIMHCKY TIPOAYKT WIIM OCTATBIM OT HETO,

Tpsi0Ba 1a ObJAT YHHUIIOKEHN B CHOTBETCTBUE C M3NCKBAHUITA HA MECTHOTO 3aKOHOATEIICTBO.
7. NPUTEXATEJI HAVIMIEH3A 3A YIIOTPEBA

MERIAL

29, avenue Tony Garnier

69007 Lyon

FRANCE

8. HOMEP(A) HA JIMIIEH3A 3A YIIOTPEBA

EU/2/09/102/001-006

9., JATA HA OBPBOTO U3JJABAHE / TIOJHOBSIBAHE HA JIMLIEH3A 3A

YIIOTPEBA

JlaTa Ha TBPBO M3/1aBaHe HA JIMIICH3 3a ynorpeba: 14/01/2010
Jara Ha nocneaHo MoAHOBABaHE Ha JUIeH3 3a yrnorpeba: 1J/MM/TTTT



10. JATATA HA HOCJIEAHATA PEJAKLUA HA TEKCTA
JJ/MM/TTTT

IMoapo6ua nHpOpMAIHKS 32 TO3M MPOAYKT MOXKE /1a HAMEPUTE Ha MHTEpHET cTpaHMIaTta Ha EBporeiickara
Arennus o JlekapctBata http://www.ema.europa.eu/.

3ABPAHA 3A ITPOJAXBA, JOCTABKA U/NJIA YIIOTPEBA

Hsma.


http://www.ema.europa.eu/

MPUJIOKEHME I}
MPOU3BOJUTEJ] HA BHOJIOTHYHO AKTUBHATA CYBCTAHIUS U
MMPOU3BOUTEJ , OTTOBOPEH 3A OCBOBOKJABAHE HA
MAPTUJIUTE 3A IMTPOJAKBA

YCJIIOBUA WJIN OTPAHUYIEHUSA , OTHACAIIU CE 10
HPEINJIATAHETO WIN YIIOTPEBATA MY

CTATYC HA MJCOK



A. NPOU3BOIUTEJ HA BUOJIOI'MYHO AKTUBHATA CYBCTAHIIUA U
NPOU3BOJUTEJ OTT'OBOPEH 3A OCBOBOKIABAHE HA ITAPTUIATA
Wwme v agpec Ha IPOU3BOANTENS HAa OMOJIOTHYHO aKTUBHATA CYOCTaHLINS

IDT Biologika GmbH
Am Pharmapark
06861 Dessau-RoBlau
I'epmanus

Hme n aapeC HAa MPOU3BOAMTCIIA, OTTOBOPEH 34 0CB060)KI[3B3HCTO Ha NapTUAMWTEC 3a npoua>i<6a

IDT Biologika GmbH
Am Pharmapark
06861 Dessau-Roflau
I'epmanus

B. YCJIOBUs WU OI'PAHUYEHUS B JIMIIEH3A 3A YIIOTPEBA HA BMII,
OTHACHIIMU CE 10 NIPEJJIATAHETO UM YIHOTPEBATA MY

I[a CC OTITYCKa CaMO IIO JICKAPCKO MpPEANMCaHune.

C. CTATYC HA MJACOK

AxTuBHaTa Cy6CTaHHI/I}l e ¢ OmonoruueH nmpou3xona U € npeaHasHadCHa 3a HU3TpaKaaHC Ha aKTUBCH

UMYHHTET, KaTo He rmomaza B ooxsaTta Ha Pernmament (EC) No 470/2009.

ExcuumuenTrre (BKIIOUATETHO a/KyBaHTHTE) TIOCOUeHH B T. 6.1 Ha KpaTkara xapakrepucTuka, ca
paszpemieHn cyOcTaHImm, 3a Konto B Tabnwma 1 Ha [punoxennero keM Permament (EC) No 37/2010
He ce muckBaT MJICOK wnnn ce pasriexpaar kato Henomnagamy B ooxsara Ha Permament (EC) No

470/2009, xorarto ca BKJIIOYEHHU B TO3M BETSPUHAPHOMETUIIMHCKU MPOIYKT.



INPUJIOKEHHUE HI

ETUKET U JINCTOBKA 3A YIIOTPEBA






HNHO®OPMALUA, KOATO CE U3IIMCBA BbPXY BBHIIHATA OITIAKOBKA

Kaprtonena xkyrusi: 20ml, S0 ml, 100 ml

1. HAMMEHOBAHUWE HA BETEPUHAPHOME/IMITUHCKUA ITPOAYKT

Gripovac 3 HWHXXCKIIMOHHA CYCIICH3H1 3a IMpaccTa

‘ 2. CBbABbPKAHUE HA AKTUBHUTE CYBCTAHIIMU U EKCHUIIMEHTUTE

Besika mo3a ot 2 ml chappxa:

[IlamoBe Ha MHAKTHBHPAH BUPYC A Ha WHDITyeHIa /CBUHE/
Bakum/IDT1769/2003 (H3N2) > 10.53 log, GMNU,
Haseliinne/IDT2617/2003(HIN1) > 10.22 log, GMNU,
Bakum/1832/2000 (HIN2) > 12.34 log, GMNU

3. DPAPMANEBTUYHA ®OPMA

I/IH)KGKI_II/IOHHa CYCIICH3UA

‘ 4. PASMEP HA OITAKOBKATA

20 ml (10 mo3m),
50 ml (25 mo3m),
100 ml (50 mo3wm)

‘ 5. BUJOBE )KUBOTHU, 3A KOUTO E NTPEJHA3ZHAYEH BMII

IIpacera

‘ 6. TEPATIEBTUYHN TTOKA3ZAHUSA

‘ 7. METOJA XN HAYHUH HA TPUJIOKEHUE

MHTpaMyCKYJIHO MPIIIOKEHHE. .
[Ipenu ymoTpeba nmpoyeTn IUCTOBKATA.

8. KAPEHTEH CPOK

Kapenren cpok: Hyna quu
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9.

CHEHUAJHU NPEAYHPEXIEHNS, AKO E HEOBXOJINMO

[Ipenu ynoTtpeba npoyeTn TUCTOBKATA.

10.

CPOK HA I'OJJHOCT

T'onen no:
Crnen oTBapsiHe, M3noJ3BaiiTe nmpeau: 10 gaca

11.

CIIEHUAJIHHA YCJIIOBUA 3A CbXPAHEHUE

Ja ce cbxpaHsBa B xJiaiuJHUK . J[a He ce 3ampazsiBa. [la ce rma3u oT CBETJIMHA.

12.

CIHIEHUAJIHU MEPKH 3A YHUILIOXKABAHE HA HEM3IIOJI3BAH ITPOAYKT
NJIN OCTATHBIHU OT HEI'O, AKO UMA TAKUBA

Yaumosxasase: [Ipenu ymorpeba mpodeT JINCTOBKATA.

13.

HAJIIUCDHT “CAMO 3A BETEPUHAPHOMEJIUIITHCKA YIIOTPEBA”
YCJOBUA NI OTPAHUYEHUSA OTHOCHO PA3BIIPOCTPAHEHUETO U
YIIOTPEBATA, AKO E ITPHJIOKNMO

Camo 3a BCTCPUHAPHOMCANIIMHCKA yrIOTpCGa. IIa CC:OTHYCKa CaMo I10 JICKapCKO MPECATIMCaHUC.

14.

HAIIMACDHT “JA CE CBXPAHABA JAJIEY OT IIOI'VIEJA U HA HEJOCTBITHHN
3A JEIIA MECTA”

I[a CC€ ChbXpaHsBa Oaji€d OT IIorjicaa u-Ha HEAOCTBITHU 3a J€1a MECTaA.

15.

HUME U ITIOCTOSHEH AJIPEC HA IIPUTEXATEJIA HA JIMIIEH3A 3A YIIOTPEBA

MERIAL

29, avenue Tony Garnier
69007 Lyon

FRANCE

16.

HOMEP(A) HA JIMIIEH3A 3A YIIOTPEBA HA BMII

EU/2/09/102/001-006

17.

NAPTUJIEH HOMEP

IT Ne
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HNH®OPMAIIUA, KOATO CE U3IIMCBA BbPXY ITBPBUYHATA OIIAKOBKA

daaxon or100 ml

1. HAMMEHOBAHUWE HA BETEPUHAPHOME/IMITUHCKUA ITPOAYKT

Gripovac 3 HWHXXCKIIMOHHA CYCIICH3H1 3a IMpaccTa

‘ 2. CBbABbP/KAHUE HA AKTUBHUTE CYBCTAHIIMHU U ITIOMOINHUTE BEIHNIECTBA

Besika mo3a ot 2 ml ceappxa:

[IlamoBe Ha MHAKTHBHPAH BUPYC A Ha WHDITyeHIIa /CBUHE/
Bakum/IDT1769/2003 (H3N2) > 10.53 log, GMNU,
Haseliinne/IDT2617/2003(HIN1) > 10.22 log, GMNU,
Bakum/1832/2000 (HIN2) > 12.34 log, GMNU

‘ 3. DPAPMAINEBTUYHA ®OPMA

MHXeKIMOHHA CYCIIEH3HS

‘ 4. KOJIMYECTBO B EJIHA OITAKOBKA

100 ml (50 mo3m)

‘ 5. BUJOBE )KUBOTHMU, 3A KOUTO E TIPEJHA3ZHAYEH BMII

IIpacera

‘ 6. TEPAIIEBTUYHU ITOKA3AHUSA

‘ 7. METOJA 1 HAYUH HA TPUJIOKEHUE

WuTtpamyckynHo npunoxenue. [Ipenn ymorpeda mpo4eTHincToBKaTa.

8. KAPEHTEH CPOK

Kapenren-Cpok: Hyna q1HU

9. CHEHUAJHU NPEAYHPEXIEHNS, AKO E HEOBXOJINMO

[Ipenu ynoTtpeba npoyeTn TUCTOBKATA.
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10. CPOK HA I'OJHOCT

Il'ogen no:
Crnen mbpBO OTBapsHe,u3non3Baiire npeau: 10 vaca.

11. CIHENHUAJIHU YCJIOBUs 3A CbXPAHEHUE

I[a CC CbXpaHsBa B XJIaJUJTHUK . I[a HE CC 3aMpa3ssBa. Z[a C€ IMa3u OT CBCTJIMHA.

12. CHEINUAJIHU MEPKHU 3A YHUIIOKABAHE HA HEU3IIOJI3BAH [TPOAYKT
NJIM OCTATHBIM OT HEI'O, AKO UMA TAKHUBA

yHI/IH_IO)KaBaHe: HpC)_II/I yHOTpe6a MMpoOYCTH JIMCTOBKATA.

13. HAJAIIUCBHT “CAMO 3A BETEPUHAPHOMEJIUIIMHCKA YIIOTPEBA”
YCJI0OBUA NN OTPAHUYEHUSA OTHOCHO PABITPOCTPAHEHUETO U
YIIOTPEBATA, AKO E ITPRJIOKNMO

Camo 3a BeTeprHApHOMEMIIMHCKA yIoTpeda. [la ce OTIycKa caMo 1o JIEKapcKo Mpe/caHue.

14. HAJIMNWUCHT “JA CE CbXPAHSIBA JAJEY OT MOTJIEJA 1 HA HEJOCTBITHA
3A JIEIJA MECTA”

I[a CC ChbXpaHsBa Aajicd OT Norjicaa U Ha HCAOCTBIIHU 3a 1C1a MCCTaA.

15. HUME U IIOCTOSAHEH AJPEC HA IIPUTEXXATEJIA HA JIMIIEH3A 3A YIIOTPEBA

MERIAL

29, avenue Tony Garnier
69007 Lyon

FRANCE

16. HOMEP(A)HAJVIMIIEH3A 3A YIIOTPEBA HA BMII

EU/2/09/102/003
EU/2/09/102/006

17. ‘HAPTHUJIEH HOMEP

II Ne
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MUHUMYM HHO®OPMAIIUA, KOSATO TPAABBA JA Bb/JIE U3IIMCAHA BbBPXY
MAJIKA OITAKOBKH BMII, KOUTO CbABPKAT EJUHNYHA TO3A

®aaxon 0120 ml u 50 ml

1. HAMMEHOBAHMWE HA BETEPUHAPHOME/IMITUHCKUA ITPOAYKT

Gripovac 3 WHXXCKIIMOHHA CYCIICH3H1A 3a IMpaccTa

‘ 2. KOJMYECTBO HA AKTUBHATA CYCTAHIUA(M)

[IlamoBe Ha UHAKTUBUPAH BUPYC A Ha WH(ITyeHIa/CBHHE
(H3N2) > 10.53 log, GMNU, (HIN1) > 10.22 log, GMNU, (HIN2) > 12.34 log, GMNU

‘ 3. CBIABbPKAHUE CIIPSIMO MACA, OBEM WJIH 5PO HA EIUHAYHUTE 103U

20 ml (10 mo3m),
50 ml (25 mo3m)

‘ 4. HAYMHM) HA IPUJIOKEHUE

WnTpamycKyIHO NPUIIOKEHHE

5. KAPEHTEH CPOK

KapenTten cpok: Hyna nHu

6. ITAPTUJIEH HOMEP

TINe

7. CPOK HA I'OJJHOCT

Tonen no:
Crnen oTBapsne, usmon3aiire mpean: 10 gaca.

‘ 8. HAATIUCHT “CAMO 3A BETEPUHAPHOME/IUIIMHCKA YIIOTPEBA”

Camo 3a BeTeprHApHOMEIUITMHCKA yIIoTpeoa.

15



Qs

B. IUCTOBKA 3A YH(@)EBA



JIMCTOBKA 3A

Gripovac 3
WHXeKIMOHHA CYCIICH3US 3a MpaceTa

1. NME N ITIOCTOSHEH AJIPEC HA IPUTEXATEJISI HA JIMINEH3A 3A YIIOTPEBA
1 HA ITIPOU3BOJUTEJIA, AKO TE CA PA3JIMYHU

[purexxaTten Ha JAuIeH3a 3a ynorpeba:
MERIAL

29 avenue Tony Garnier

69007 Lyon,

France

[IpousBoauTen, OTTOBOPEH 332 OCBOOOXKIaBaHE HA MAPTUAATA:
IDT Biologika GmbH

Am Pharmapark

06861 Dessau-Roflau

I'epmanus

2. HAUMEHOBAHUWE HA BETEPUHAPHOMEJUIIUHCKUSA ITPOAYKT

Gripovac 3 HHXEKIIMOHHA CYCIICH3HS 3a TIpaceTa

3. CbABbPKAHUE HA AKTUBHATAMTE) CYBCTAHISI(MU) U EKCHUIIUEHTA
(UTE)

buctpa, )XbITEHHKaBOOPAHKEBA IO PO30BA MHXKEKITMOHHA CYCTICH3HUS.
Bcesika no3a ot 2 ml ceabpika:

AKTHBHY CyOCTaHIIUH:
[IlamoBe Ha MHAKTUBUpAH BUPYC A Ha'WHQITyeHa /cBUHE/

Bakum/IDT1769/2003 (H3N2) > 10.53 log, GMNU'
Haseliinne/IDT2617/2003 (HIN1) >10.22 log, GMNU'
Bakum/1832/2000 (HIN2) >12.34 log, GMNU'

'GMNU = I'eoMeTpHYHA-Cpe/IHa CTOMHOCT HAa HEYTPATH3HPALIN SAHHHUIIH, TOCTUTHATA [PH MOPCKH
CBUHYETA ClIe]] IByKpaTHa umyHu3amus ¢ 0.5 ml oT Ta3u BakcuHa.

AJKyBaHT:

Carbomer 971P NF 2.0 mg
Excrumnuent:

Thiomersal 0.21 mg

4. TEPAIIEBTUYHHU ITIOKA3AHUMA
3a KTUBHA UMYHHU3alMA Ha [IpaceTa ciel 56 JHEBHa Bb3pacT, BKIIOYUTEIHO U Ha OpeMEeHHH CBUHE
cpety uH(IIyeHLa IpH cBUHETe, npuyrHeHa oT cyotunose HIN1, H3N2 u HIN2 3a penynupane Ha

KIIMHAYHUTC MPU3HAIW U BUPDYCHOTO HATOBApBAHE Ha Oenus L[p06 CJICa I/IH(l)CKIII/I}I.

Hauano na umynwurera: 7 IHU ciIed HadaJHaTa BaKCUHAIIUS
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IIpoaBIHKUTEITHOCT HA UMYHUTETA: 4 Mecela IMpH IpaceTa, BAKCHHUPAHT Mexay 56 u 96 nHeBHa
BB3pacT
6 Mecella pu MpaceTa, BAKCUHUPAHU 3a ITbPBU BT HA 96
JTHEBHA BB3PACT U MO-KbCHO.

3aKTHBHA IMyHHM3AIHUs Ha OpEMEHHH CBUHE, CJIe]l 3aBbpIIBaHEe HA HAYaJTHA MMYHH3AIHS Upe3
WH)KEKTHpaHe Ha eJHOKpaTHA j03a 14 THU mpean onpacBaHe, 3a MOCTHTaHe Ha BUCOK KOJacTpalieH,
UMYHHUTET, KOUTO OCUTYpsIBa KIIMHUYHA 3all[MTa Ha MpaceTaTa B IPOAbJDKEHUE Ha MoBeYe oT 33 gHuU
ClIe]l paX/IaHeTo.

5. INPOTUBOIIOKA3AHUA

Hama.

6. HEBJIATOIIPUATHU PEAKIIMN

Crie1 BAKCHHAIIMS B MHOT'O PEIKHU CIIydad € Bb3MOXKHO J1a CE MOSBH CJIa0; IPEX0/ICH OTOK B MSICTOTO
Ha WHXEKTUPaHE, KOUTO HamasiBa A0 2 THU.

B MHOTO peaku ciyyau € Bh3MOXKHO cl1abo0, MPEXO/IHO MOBUIIIABAHE HA PEKTAIIHATA TEMIIEPaTypa Clie]
BaKCUHAINWA(,, MHOTO peAKH’ - mo-Maiko oT 1 skuBoTHO Ha 10,000 )KUBOTHU, BKIFOYUTEITHO
HM30JIUPAH CHOOIIICHHUS).

AKO 3a0eeKUTe HIKaKBO CEPUO3HO Bh3CHCTBHE WK APYTU-6(PEKTH, BCIACACTBUE OT yrnorpedara Ha
to3u BMII, kouTo He ca onrcaHu B Ta3u JUCTOBKA, MOJIsl HE3a0aBHO Jja yBeaoMuTe Bammms
BETEpUHAPEH JIeKap.

7. BUJOBE )KUBOTHU, 3A KOUTO E HPEJHA3ZHAYEH BMII

IIpacera

8. 03UPOBKA 3A BCEKU BUJIKUBOTHO, METOJ 1 HAYHUH HA IIPUJIAI'AHE
NHTpaMyCKyITHO MPUIIOKEHHE. .

[Ipacera:
Hauanna BakcrHaANWs: IBYKpAaTHO HHXKEKTHpaHEe Ha emHa f103a (2 ml)
- cJen HaBbpIIBaHE HAa 96 THEBHA Bb3PACT, C MHTEPBAI OT 3 CEMUIIN MEX Iy HHKXEKTHPAHUITA,
3a MMOCTUTaHe Ha TIPOBIDKUTETHOCT HA UIMYHHTETA IOBEYe OT 6 Mecela
WA
- Mexay 56 w96 THEeBHA B3PACT, C UHTEPBAJ OT 3 CEIMHUIIN MEXKIY WHKCKTUPAHHATA,
3a MOCTUraHe Ha MPOIBDKUTEITHOCT HAa MMYHHUTETA TIOBEYE OT 4 Mecena
PemMonTHU mIpacera U CBUHE:
Havanna BakeMHaIms: BIX MMO-TOpe
JlombITHATETHA BAKCHHAIIHS MOXKE J]a CE HAIPaBH 110 BCAKO BpeMe Ha OPEMEHHOCTTA U JIAKTaIlUsATA.
Korato BakcuHanmsTa ¢ HarpaBeHa 14 qHU peau onpacBaHe ¢ eHa qo03a (2ml), ToBa ocurypsisa
npefaBaHe Ha MaYMH UMYHUTET Ha IIpaceTaTa, KOMTO I'M 3aliiTaBa OT KIMHUYHYU MPU3HAIY Ha
nH(bIyeHa Hali-MaJllKo 10 33-THUS JICH ClIe]] paXKIaHETO.

IpenanenusT Ha mpaceTaTa MailuiH UMYHUTET B3aUMOJEHCTBA C MHAYLUpaHuTe anTuTena. Karo usmno
MalYMHNATE aHTUTENA, MHIYIIPAHH CJIe]l BAKHHAIUATA, IEP3UCTUPAT MPHOIU3UTEIHO 5-8 ceAMUALIN
clie]l paxaaHeTo. B oTjenHu ciryyan Ha MHOTOKPAaTHU KOHTAaKTH Ha CBUHETE ¢ aHTUTCHUTE (TepeHHA
nH(pEKIHs +BaKCUHAINS) PEIAJICHUTE Ha MpaceTaTa aHTUTEJIa MOTaT Jla TIEP3UCTHPAT 10 12
ceamuiy. B mocnennus cinyyait mpacerarta TpsiOBa a ObAaT BAKCUHUPAHU clie] 96 THEBHA Bb3pacT.
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9. CBBET 3A ITIPABUJIHO ITPUJIOKEHHUE

Hsama

10. KAPEHTEH CPOK

Hyna nuu

11. CIHENUAJHHU YCJIOBUs 3A CbXPAHEHHUE HA ITPOAYKTA

Ha ce cbxpaHsBa gaiey oT NOrjeAa U Ha HEAOCTBIIHU 3a Jela MECTa.

Ja ce cpxpansiBa B xnammmHUK (2° C — 8° C). Jla He ce 3ampa3ssiBa.

Jla ce ma3u (akoHa BBB BRHIIIHATA OMAKOBKA, C [IeJ1 MTPEIIa3BaHe OT CBETIIMHA:

CpoK Ha TOJHOCT ¢l MbPBO OTBapsiHe HaomakoBKarta: 10 qHu.

Ja He ce u3nmos3Ba TO3U BETEpUHAPHOMEIULIMHCKY NPOAYKT CIe ] U3THYAHe-CPOKa Ha TOAHOCT,
IIOCOYEH BBPXY eTHKET cien ['onen no..

12. CIHEHOUAJHU NPEAYHPEXIEHUSA

CrieryaaHy OpeAna3sHyd MEPKH 3a JINIATa, PUIaraiid BeTePHHAPHOMEIUIIUHCKHS TPOIYKT HA
JKUBOTHHTE :

[pucnydaliHo caMOMHXEKTHPAHE ce OYaKBa caMo cliaba JIOKaTHA PeaKiys B MACTOTO Ha
HHKEKTUPaHE.

BDCMCHHOCT W JJaKTanusg:
Baxkcunara moxe Ja C¢ mpujara 1o BpeMe Ha 6p€M€HHOCT W JJaKTalus.

BzamMmoieiicTBre ¢ W BSTCPUHAPHOMEIUIIMHCKH IIPOIYKTH 1 ¥ (HOopMH Ha B3aUMOACHCTBHC:
Hsama nannyna nadopMalus 3a 6€30MacHOCTTa U ePUKACHOCTTa OT ChbBMECTHOTO U3IT0JI3BaHE Ha Ta3H
BaKCHHA C IPYTU BETEpUHAPHOMEIUITUHCKY MPpoayKkTu. [lopaau Ta3u npuyuHa, NpuiaraHeTo Ha Ta3u
BaKCHHA NIPEU WU CIIe] yIoTpedaTa Ha IPYT BETCPUHAPHOMETUIIMHCKY MTPOYKT TpsiOBa aa ce
MpeleH! CIOPe] UHIMBUTyaIHUS CITy4al.

HecbBMecTHMOCTH:
Jla HE ce cMecBa ¢ IpYyT BETCPHHAPHOMEAUITMHCKA TTPOIYKT.

13. CIHEINUAJIHA MEPKHU 3A YHUITIOXKABAHE HA HEU3IIOJI3BAH ITPOAYKT
NJIM OCTATHIU OT HEI'O, AKO UMA TAKHUBA

BMII He TpsOBa 1a ObaT U3XBBPIASHU C OUTOBU OTHAIBIU WX OTIAJHA BOIU.>

TlonuTaiite Bamius BeTepruHapeH jiekap KakBo Jia npaBute ¢ HeHyxHute BMII. Te3u mepku 1ie
MMOMOTHAT-3a OTla3BaHE HA OKOJIHATA CpeJia.

14.© JATATA HA NOCJIEJHATA PEJAKIMUSA HA TEKCTA

[TonpoOHa nHpOpManHs 3a TO3H MPOIAYKT MOKE J1a HAMEPUTE Ha MHTEPHET cTpaHuliata Ha EBponeiickara
Arennus o JlexkapcrBara http://www.ema.europa.eu/.
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15. JOHI'BJHUTEJIHA UHOOPMALIUA

BaxcunaTa cTUMysHMpa U3rpaXklaHeTO Ha aKTUBEH UMYHUTET cpellly Bupyc A Ha uH(pIIyeHIa npu
ceurete, cyotumoe HIN1, H3N2 u HIN2.Tsa naaynmpa HEyTpaau3upaiiyn U XeMaridly THHAPAIITH
aHTHUTeJIa Cpellly BCEKH eIUH OT Te3u cyotunose. Koraro 14 nxHu npeau onpacBaHe ce HHXEKTHpa
eIMHUYHA J103a OT BAaKCHMHATA KaTO pPe-BaKCHHALMS HA BAKCHHUPAHH MIPEX TOBAa CBHHE, BAKCHHATA
CTHMYJIpa U3rPpaXK1aHe Ha aKTUBEH UMYHUTET C LieJI a C€ OCUT'YPU MaiiYlH UMYHHUTET Ha Ipacerara
cpeuty Bupyc A Ha nH¢uyeHuaTa npu ceunete, cyorunose HIN1, H3N2 u HIN2.

Pa3zmep Ha omakoBKUTE:
Kapronenna xytus,ceappxama lcrpiner wim 1PET dmakon ot10 go3m (20 ml), 25 mo3w/ (50 ml) umm

50 no3u (100 ml) ¢ rymMeHa 3anyImiankau Karnayka.

He Bcuuku pasMEpu Ha OITAKOBKATa MOrat Ja 6’B,Z[aT npeajiaranv Ha 1masapa.
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