INPUJIOKEHHE 1

KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA



1. HAMMEHOBAHUME HA BETEPUHAPHOMEJUIIUHCKHUSA TPOAYKT

FATROVAX RHD umXexkInoHHa CyCreH3usI 3a 3aiIu

2. KAYECTBEH U KOJIMYECTBEH CHCTAB
Enna noza (0,5 ml) ceaspixa:

AKTHBHH CyOCTAHIIUM:

VPla* ot tun 1 Ha BUpyca, NpUYMHABALL XeMoparudHa 6osect npu 3aiiu (RHDV1) >1 Rp**
VPlab* ot Tam 1 Ha BUpyca, IpUYHHABAIL XeMoparudHa oosect mpu 3ainu (RHDV?2)

>1 RP**

* peKOMOMHAHTEH KaTlCUJCH MPOTEUH
** OtHocuTenHa akTUBHOCT: ELISA upe3 cpaBHsBaHe ¢ pepepeHTEeH CepyM IPH BAKCHHUPaHU
MUIIKHU

AKYBaHT:

Anymunues xuapokcu (kato Al*Y) 0,83 mg
ExcuunuenTn:

Tuomepcan 0,05 mg

3a IBJIHMS CIIMCHK Ha EKCHMIIMEHTUTE, BHXK T. 6.1.

3. DAPMAILIEBTUYHA ®OPMA

MHxekiMoHHa CyCleH3HUs.

benesnmkaBa Bo/iHA CYCIIEH3US C MeKa Osta yTaika.

4. KJIMHUYHU JAHHU

4.1 Bwunose :KNBOTHH, 32 KOUTO e npeaHa3zHaved BMII

3aii1y, BKIIOYUTEITHO TEKOPATUBHU 32l KaTO JOMAITHU JIFOOUMITH

4.2 TepaneBTUYHH NOKA3AHNS, ONIPe/IeI€HH 32 OT/IEJTHUTE BUAOBE ;KUBOTHU

3a akTUBHA UMYHH3aIMs HA 3al1lK OT 28-THEBHA BH3PACT 32 HAaMaJsiBaHEe HA CMBPTHOCTTA,
rH(pEKIUATa, KIMHUYHUATE TIPU3HAIY U OPTaHHUTE JIE3UU OT XeMOoparnyHa OOJIeCT mpu 3aiiure,
NnpuYrMHeHa oT BUpycHu Bapuantd RHDV1 u RHDV?2.

Hauano na umynwurera: 1 cenmuna (7 1HM) clie]] BAKCUHALIUATA.

IIpoasmkuTeTHOCT HA UMYyHHUTETA: 1 TOMMHA.

4.3 IIpoTuBOmOKA3aHUA

Hsawma.



4.4 CroeuuaJjHu NpeanasHyl MepPKH 32 BCEKU B/l JKMBOTHM, 32 KOMTO e npegHasHayen BMII
[la ce BakcHHUpPAT caMO 3paBH KUBOTHH.

[Ipu npenopbruBaHaTa Bb3pacT 3a BAKCHHAIMA HE MOJKE J1a CE U3KJIFOUN BB3MOYKHOCTTA OT HaMeca
Ha MalluMHY aHTHTENA.

4.5 CroenuajaHu npeanasHu MepKH NMpH ynorpeda

CHe]_[I/IaJIHI/I npeamnasH MEPKH 3a ) KUBOTHUTEC IMPHU VHOTDe6aTa Ha IPpOAYKTa

IIpu 6peMeHHHTE 32K TPsIOBa Ja Ce IMojaraT CIeIMaTHA TPYDKH, 3a Jla ce H30eTHEe CTPeC U PUCK
OT CTIOHTaHEH abopT.
Be3onacHocTTa BEPXY penpOAyKTUBHOCTTA TPY MBKKH 3alIU BCE OIIE HE € OIICHEHA.

CHegI/IaJ'IHI/I OpearnasHiy MEPKHU 3a JIMnara, rnpujaraiii BETCPpUHAPHOMEAUITUHCKNA IIPOJAYKT Ha
KHMBOTHHUTC

[Ipu coyuaitHo caMOMHKEKTHpaHe, He3abaBHO /1a ce MMOThPCH MEIUIIMHCKA CHBET, KaTo Ha JIeKaps
Ce TIPEIOCTaBH JINCTOBKATA UM CTHKETA Ha MPOAYKTA.

4.6 HeOuaronpusiTHu peakuuu (4eCTOTA U BAXKHOCT)

IIpexomaua peakius ¢ oOpa3yBaHe Ha MAJIKO Bh3emde (¢ MAaKCHMAJICH JUAMETHP 5,2 mm) B MSCTOTO
Ha MHXEKTHUPaHE YeCTO MOKE Jia C€ BUIM WJIM HAIUIIA [IPE3 IbpBaTa CeIMHULIA CJIe]l BAKCHHAIUATA

B J1abOpaTOpHH M3NUTBaHUs. B mabopaTopHu M3NUTBaHUS C MHOTOKPATHO TPUIJIaraHe Ha 103U IpH

ayTOTICHS YeCTO ca HabJI0JaBaH! MaJIKH Bb3elIYeTa B TIOJJKOKHAETO B MSCTOTO HA MH)KEKTHPAHE.

UecroTata Ha HEOIATOMIPHUATHUTE PEAKILIMU CE OTPEAeNs Upe3 clieHaTa Kiacupuxamms:

- MHOrO 4ecTH (rosede oT | Ha 10 TpeTHpaHu >KMBOTHH, NPOSIBSIBALIM HEOIArOMPUATHH PEAKLIUH )

- gectH (mmoBede oT 1, HO mo-Maiko ot 10 xxuBoTHH Ha 100 TpeTHpaHu >KUBOTHH)

- He yecTH (roBede ot 1, Ho mo-Masko ot 10 xuBoTHH Ha 1 000 TpeTupaHu KUBOTHH)

- penku (moseye ot 1, HO mo-Manko ot 10 xkuBoTHH Ha 10 000 TpeTHpaHH KUBOTHN)

- MHOTO pekH (rmo-Manko ot 1 kuBotHO Ha 10 000 TpeTupaHu >KUBOTHH, BKIFOUUTEITHO U30JIMPAHU
CHOOIIICHUS).

4.7 ¥Ynortpe6a no BpemMe Ha OpeMEHHOCT, JAKTALUS WU SIHIleHOCeHe
Moske ma ce mpuiiara 1mo BpeMe Ha OpeMeHHOCT.

4.8 BzauMopeiicTBHe ¢ IPYrd BeTePMHAPHOMEeIMIIMHCKH NPOXYKTH U Apyru ¢popmMu Ha
B3anMojelicTBHe

Hsma nanmnunaa nHbopMaIys 3a 6€30MacCHOCT U €PUKACHOCT OT CHbBMECTHOTO M3IOJI3BAHE HA Ta3u

BaKCHHA C IPYTU BETEPUHAPHOMEAULIMHCKY NPOAYKTH. B3uMaHeTo Ha pelieHue 3a U3M0aI3BaHeTo

Ha Ta3¥W BaKCHHA MIPEIN WU Clie] ynoTpedaTa Ha APYT BETEPUHAPHOMETUITHCKH ITPOIYKT TpsiOBa
Jla Ce MPELEeHU CIIOpe]] MHANBUAYATHUS CIIydaid.

4.9 [o3a M1 HAYMH HA NPUJIOKEHHE
[TonkoxHO IpUIIOKEHHE.

Bakcunanmonna cxema: [Ipuiosxere mppBara fgo03a (0,5 ml) Ha Bb3pact 28 qHU.
PeBakcunarus: Ha Bceku 12 Mmecena.



Bakcunarnms ¢ vomorpeba Ha eqaono3osu onakoBku (0.5 ml)
Ha npeasapurenHo HarbJIHEHATa CTHKJICHA CIIPUHIIOBKA TPsOBA J1a CE ITOCTABU UIJIaTa, BKIYCHA
B omakoBkara. [Ipuioxere eaHa 1032 4pe3 MOJAKOKHO HHIKEKTHPAHE.

Bakcunanms ¢ yomorpeba Ha MHOro1030BH4 ommakoBKH (50 mo3u (25 ml) wium 200 mo3u (100 ml))
EnactoMepHuTe 3amyiaiky Ha TOJUIPONUICHOBUTE Oy THIIKY TPsIOBa J1a ce MPOOUBAT ¢ UrjiaTa
(MOHTHpaHa KbM CIIPUHIIOBKATA), 32 J]a C€ U3TETIIM MOAXOIAIHAT o0eM 3a BakcuHanus (0,5 ml Ha
JKUBOTHO). [IpuitoskeTe eiHa 1032 Ype3 MOAKOKHO HHIKEKTHPaHE.

[Ipenu npunoxeHne ocTaBeTe BaKCHHATA Ja JOCTUTHE CTaliHa TeMIiepaTypa.
Pasknarere nobpe npenu ynorpebda, 3a a pecyclieHaAnpare yTaikara.

4.10 IlIpeno3upaHe (CMMITOMM, CIIEIIIHA MEPKH, AHTHAOTH), AKO € He00X0AUMO

[Ipu nexopaTUBHY 3aiiIK Ciie/ MPUIIOKEHNE Ha JIBOIHA 71032 OOMKHOBEHO € Ha0Jro1aBaHa
MpexoHa peakius Ha 00pa3yBaHe Ha MaJKO Bh3eIUe B yUacThKa Ha MHKEKTHPaHE, KOSITO N3Ue3Ba
HAI'BJIHO IIPE3 IIBPBUTE JIBE CEAMUIIH.

4.11 KapeHnrteH cpok

Hyna nuu.

5. NMYHOJIOI'MYHU OCOBEHOCTH

dapmakoTeparneBTHIHA Tpyna: IMyHOJIOTHYHM cpeACTBa 3a 3alilld, MHAKTUBHPAHU BUPYCHH
BaKCHHH, BUPYC, TPUYUHSIBAIL XeMOparndHa 00JIeCT MpH 3aiIy.
Berepunapnomenuuuncku Anaromo-TepanetuueH Koa: QI08AAO].

3a cTuMyHpaHe Ha aKTUBEH UMYHUTET cpeuly BupycHHU Bapuantu RHDV1 (knacuaecku mam) u
RHDV?2 (HoB Bapuanr).

AKTHBHUTE CyOCTaHIIMU Ha BaKCUHATA ca JBa peKoMOWHaHTHU nipoTerHa: VP1a ot tum 1 Ha
BHpYycCa, MPUUMHABAII XeMOparu4Ha o6oect npu 3aiiy (karncuaex npotend VP1 u VP2 ot mam
Ast89) nu VP1lab* ot Tum 2 Ha Bupyca, IpUYMHSBAIL XeMOparnyHa 0oecT mpu 3aiim (Xxumepa ot
mamoBe Ast89 u N11), xourto ce camocrino0sBat BbB BUpycomono0uu yactumm (BITY).

6. DODAPMAIIEBTUYHU OCOBEHOCTH
6.1 CHoucbk Ha eKCHHUIIHEHTHTE

AJyMHHHUEB XUIPOKCHUTL

Tuomepcan

Hatpues quxuaporengpochat quxuapar
Hunatpues ocdar nonexkaxuapat
Hatpues xnopun

Bonma 3a umxeknuu

6.2 OCHOBHHM HECHLBMECTHMOCTH

HpI/I JIMIICAa Ha JaHHU 3a CbBMECTUMOCT, TO3U BETCPUHAPHOMEANIIMHCKA ITPOAYKT HE Tpﬂ6Ba Ja
6’5,[[6 CMCCBaH C JPYru BETCPUHAPHOMCAUIIUHCKU IIPOAYKTH.



6.3 Cpoxk Ha roaHoCT

Cpok Ha TOAHOCT Ha KpaiHUsA BeTEpUHAPHOMEAUIIMHCKY IPOIYKT: 9 Mecena.
Cpok Ha TOAHOCT ciiesl IbPBO OTBapsHE Ha MbpBUYHATa onakoBka: 10 ydaca.

6.4 CheuuajHM ycJ0oBHS 32 CbXpPaHEHUE HA NPOAYKTA

Ja ce cpxpaHsiBa 1 TpaHCIIOPTHpa B 0XjageHo cherosiaue (2 °C - 8 °C).

[a He ce 3ampassiBa.

Jla ce mas3u oT cBeT/IMHA.

6.5 Bwuau cbhcTaB HAa MBPBUYHATA ONIAKOBKA

Muorozno3oBu onakoBku: 25 i 100 ml monunponuieHoBr OyTUIIKH, ChAbPKaIIN

50 i 200 no3u, ¢ enacToMepHa 3alyliaika Tyl | 1 amyMuHueBa Kamayka.

Ennonozosu omakosku: 0,5 ml CipuHITIOBKA OT CTHKIJIO THUII I, ChABpKAIIa SIUHUTHA 1033, C
eJlacTOMepHa 3alyliajika i CTEPHIHH UTJIH 3a eTHOKpaTHa ynorpeoa.

Bunose onakoBku:

XapTueHa KyTus ¢ 5 IpeBapuTENHO HAITBJIHEHH CIPUHIIOBKH ¢ 110 1 1o03a (5 x 0,5 ml), cbe
CTEPHJIHH UTJIH 33 €IHOKpaTHa yrnorpeba B MpeAra3HO MOKPUTHE 3a BCSKA.

Kapronena xytus ¢ 1 momumnpornmnerosa OyTuika ¢ 50 mo3u.

Kapronena xytus ¢ 1 nonunponuienosa OyTuinka ¢ 200 go3u.

He Bcuuku pasmepu Ha omakoBKaTa MoraT Jia ObJar npeajaraHy Ha mnasapa.

6.6 CrneuuaJHM MepPKHU 32 YHUIII0KABAHE HA HEM3MOJ3BAH MPOAYKT WJIH OCTATHIM OT HEro
Bceku Hensnon3BaH BeTepUHAPHOMEANIIMHCKY IPOIYKT HIIM OCTaThLIU OT HETro TpsiOBa 1a ObaaT
YHHIIIOKEHU B ChOTBETCTBUE C M3UCKBAHMUATA HA MECTHOTO 3aKOHO/IATEJICTBO.

7. INPUTEXATEJI HA JIMIIEH3A 3A YIIOTPEBA

FATRO S.p.A.

Via Emilia 285

40064 Ozzano dell’Emilia (BO)

UTAJINA

Nwmeiin: fatro@fatro.it

8. HOMEP HA JIMIIEH3A 3A YIIOTPEBA

EU/2/21/275/001-003

9. JATA HA ITBPBOTO U3JJABAHE/IIOJJHOBABAHE HA JIMIIEH3A 3A
YIHOTPEBA

JlaTa Ha TBPBOTO M3/1aBaHE Ha JUIICH3 3a yrorpeba: 16/08/2021

10. JATA HA ITOCJIEJHATA PEJAKIINUA HA TEKCTA



IMToxpo6Ha nHpOpMALHs 32 TO3M MPOIYKT MOXKE J]a HAMEPUTE HAa HHTEPHET CTpaHMIIaTa Ha
EBpomeiickara Arennus no Jlekapctsara (http://www.ema.europa.eu/).

3ABPAHA 3A ITIPOJAKBA, CHABJISIBAHE U/WJIM YIIOTPEBA

He e npunoxxumo.


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

INPUJIOKEHME 11

A. TIPOU3BOJIUTEJ HA BUOJIOI'NMYHO AKTUBHUTE CYBCTAHIIMU U
IMPOU3BOAUTEJI, OTTOBOPEH 3A OCBOBOXJIABAHE HA ITAPTUJATA

b. YCJI0OBUSA NN OI'PAHUYEHUA B JIMIIEH3A 3A YIIOTPEBA HA BMII,
OTHACAIIMA CE 10O MPEAJATAHETO NJIA YIIOTPEBATA MY

B. CTATYC HA MJCOK



A. TIPOU3BOJAUTEJ HA BUOJIOI'MYHO AKTUBHUTE CYBCTAHIIMU U
IMPOU3BOJUTEJIL, OTTOBOPEH 3A OCBOBOXJIABAHE HA ITAPTUJIATA

MMe u aapec Ha pou3BOANUTENS HA OMOJIOTMYHO AKTUBHUTE CYOCTAHIIMY U Ha IPOU3BOIUTENS,
OTTrOBOPEH 3a 0CBOOOYKIABAHETO HA MAPTUINTE 3a MPOoaaxoa

FATRO S.p.A.

Via Emilia 285

40064 Ozzano dell’Emilia (BO)
Hramus

b. YCJIOBUs NN OI'PAHUYEHUA B JIMIEH3A 3A YIIOTPEBA HA BMII,
OTHACHAIIU CE JO NPEAJATAHETO NJIA YIIOTPEBATA MY

I[a CC€ OTITyCKa CaMoO II0 JIEKapCKO IMpEAIMCcaHue.

B. CTATYC HA MJACOK

AKTUBHHTE CYyOCTaHIIMU ca ¢ OMOJIOTHYCH MPOU3XO/I U ca MPeTHAZHAUCHH 32 U3TPaXKIaHe Ha
aKTHBEH HIMYHHUTET, KaTo He mmonaaa B ooxsara Ha Permament (EC) No 470/2009.

ExcuunuentuTe (BKIIOUYUTETHO aJ)KyBaHUTE), TOcoueHH B T. 6.1 Ha KpaTkara xapakrepucTuka, ca
WK pa3pelieHn cyOcTannuy, 3a kouto B Tabmuna 1 Ha [Ipunoxkenuero kpm Permament (EC) No
37/2010 ue ce usuckar MJICOK unu ce pas3riexaar kato Heromnaaamm B o0xeara Ha Perimament
(EC) No 470/2009, xoraro ca BKIIOYEHH B TO3U BETEPUHAPHOMEANIIMHCKU IPOIYKT.



HNPUJIOKEHHE I11

ETUKET U JINCTOBKA



A. ETUKET



HNHO®OPMAIUA, KOATO CE U3IIMCBA BbPXY BHbHIIHATA OITAKOBKA

25 ml 6yruaka (50 no3u), 100 ml 6ytuaka (200 xo3u) u 5 x 0,5 ml npeaBapuTETHO
HANbJIHEHH CIPUHIOBKH (5 X 1 103a) KapTOHEeHA KYTHS

| 1. HAUMEHOBAHUE HA BETEPUHAPHOMEJIUIIUHCKUA TPOAYKT

FATROVAX RHD unxekunoHHa cycreH3us 3a 3ailu

2. CbABbP/KAHUE HA AKTUBHUTE CYBCTAHIIMA

Enna noza (0,5 ml) ceaspixka:

VPla* or Tun 1 Ha Bupyca, mpuUuHABaL] XeMoparndyaa 6osiect npu 3aiiu(RHDV1)  >1 RP**
VPlab* ot Tun 1 Ha BUpyca, MpuYMHSBAI XeMoparuiHa Oosnect npu 3aiiuu (RHDV2)  >1 RP**

* peKOMOMHAHTEH KarcuaeH MPOTEeuH
** OraocutenHa aktTuBHOCT: ELISA TecT upe3 cpaBHsiBaHe ¢ pehepeHTeH cepyM Ipu
BAaKCMHHUPAHU MULIKH

(3.  ®APMAIEBTUYHA ®OPMA

MHxekiroHHa CyCIeH3Hsl.

| 4. PASMEP HA OITAKOBKATA

25 ml (50 no3m)
100 ml (200 mo3m)
5x0,5ml (5x 1 mo3a)

| 5. BUJOBE JKUBOTHMU, 3A KOUTO E HPEJJHA3HAYEH BMII

3aeK, BKIFOUUTETHO JEKOPATUBHE 3aiIN KaTO TOMAIITHH JTIOOUMITH.

| 6. TEPAIIEBTUYHU ITIOKA3ZAHUSA

| 7. METOJ 1 HAYMH HA TPUJIO)KEHUE

TToiKOKHO MPUIIOKEHUE.
Paskmatu no6pe npeau ynorpeoa.
IMpenn ynorpeba npodeTH IUCTOBKATA.

|8. KAPEHTEH CPOK

KapeHTeH cpok: HyJia THH.



| 9. CIIEHUAJIHU NPEAYHNPEXJIEHUA, AKO E HEOBXOIUMO

[Ipenu ynotpeba npodereTe IMCTOBKATA.

[10. CPOK HA FTOJHOCT

T'omen no {mMecem/ronmna}
Crnen mpobuBaHe u3noi3Bail B pamkure Ha 10 gaca.

| 11. CHEHNUWAJIHH YCJOBHUSA 3A CbXPAHEHUE

Ja ce cpxpaHsBa U TPAHCIIOPTHUPA B OXJIAICHO CHCTOSHUE.
[a He ce 3ampassiBa.
Ha ce mpeanassa oT CBETIMHA.

12. CHEHOUWAJIHA MEPKH 3A YHUILIO)KABAHE HA HEU3IIOJI3BAH ITPOAYKT
NN OCTATHIMU OT HEI'O, AKO UMA TAKHUBA

YHI/IH_IO)KCTC OCTATBYHUTC MATCPHUAIU B CbOTBETCTBUC C U3UCKBAHUATA HAa MECTHOTO
3aKOHOJAaTCJICTBO.

13. HAJAIUCHT “CAMO 3A BETEPUHAPHOMEJIUNIIMHCKA YIIOTPEBA”
YCJI0BUs NJIIK OT'PAHUYEHUA OTHOCHO PA3IIPOCTPAHEHUETO U
YIIOTPEBATA, AKO E IPHJIOKUMO

Camo 3a BeTepHHApHOMEIHIIUHCKA yrioTpeba. [la ce oTImycKa camo 110 JISKapCKO MpeIuCaHue.

14. HAIIUCBHT “JA CE CbXPAHSABA JAJIEY OT IIOIVIEJA 1 HA
HEJAOCTBIIHUA 3A JEIIA MECTA”

I[a CC ChbXpaHsABa AaJICY OT IOTJIeAa U Ha HCAOCTHITHU 3a AC1a MECTA.

15. HME U IIOCTOAHEH AJIPEC HA IIPUTEXATEJISI HA JIMIEH3A 3A
YIHOTPEBA

FATRO S.p.A.

Via Emilia 285

40064 Ozzano dell’Emilia (BO)
UTAJINA

Nwmetin: fatro@fatro.it

|16. HOMEPA HA JIMIIEH3A 3A YIIOTPEBA



mailto:fatro@fatro.it

EU/2/21/275/001 5x 1 noza
EU/2/21/275/002 50 no3u
EU/2/21/275/003 200 no3u

| 17. HNAPTHIAEH HOMEP

Mapruna: {HOMEp}



100 ml 6yTnaka

NHOOPMALIMA, KOATO CE U3IIMCBA BbPXY ITbPBUYHATA OIIAKOBKA

| 1. HAMMEHOBAHUME HA BETEPUHAPHOME/JIUIIUHCKUS TPOAYKT

FATROVAX RHD umkeKImmoHHa CyCIIeH3Hs 3a 3ahIn

| 2. CbAbPXKXAHUE HA AKTUBHUTE CYBCTAHLIUU

Enna noza (0,5 ml) ceabpxa:

VPla* or tTun 1 Ha BUpyca, MpUYUHSBAII XeMoparudaaa oosect npu 3aim(RHDV 1)
VP1lab* or Tun 1 Ha BUpyca, IpuyHHSBAIL XeMoparniHa 6onect npu 3aiinu (RHDV2)

* peKOMOMHAHTEH KaIlCHICH TTPOTEHH

** OrHocutenHa aktuBHOCT: ELISA TecT upe3 cpaBHsiBaHe ¢ pepepeHTeH cepyM Ipu

BaKCMHHPAHU MUIIIKU

>1 RP**

>1 Rp**

3. PAPMALIEBTUYHA ®OPMA

| 4. PASMEP HA OITAKOBKATA

100 ml (200 mo3m)

5. BUJIOBE )KUBOTHMU, 3A KOUTO E IPEJHA3ZHAYEH BMII

3aex.

| 6. TEPAIIEBTUYHU IOKA3AHUA

| 7. METO/J 1 HAYMH HA IPUJIO)KEHUE

Pazknatu mobpe npean ymorpeda.
Jo3a: 0,5 ml upe3 MoAKONKHO UHKEKTUPAHE.
[Ipenu ynoTpeba mpoveTy JIUCTOBKATA.

|8. KAPEHTEH CPOK

KapenTen cpok: Hyna qHU.

[9. CHEUMAJIHU NPEJNYNPEXKIEHMS, AKO E HEOBXOJUMO




[10. CPOK HA I'OJIJHOCT

Tomen no {MM/I'TTT}
Cren npobuBaHe u3non3Baii B pamkute Ha 10 yaca.

| 11. CHENUAJIHM YCJIOBUA 3A CbXPAHEHHUE

Jla ce cpxpaHsBa U TPAaHCHIOPTHPA B OXJIAZACHO CHCTOSHUE.
[a He ce 3ampassiBa.
Ma ce nmpeanasBa OT CBETIMHA.

12. CHEHOUAJIHA MEPKH 3A YHUILIO)KABAHE HA HEU3IIOJI3BAH ITPOAYKT
NJIM OCTATHIU OT HEI'O, AKO NMA TAKHUBA

13. HAJAIUCHT “CAMO 3A BETEPUHAPHOMEJIUIIMHCKA YIIOTPEBA”
YCJI0OBUA NN OTPAHUYEHUSA OTHOCHO PA3ITPOCTPAHEHUMETO U
YIHOTPEBATA, AKO E ITIPHJIOKUMO

Camo 3a BeTepHHApHOMEIUIIMHCKA yroTpeda. Jla ce oTimycka caMo 1o JIEKapcKo MpeArucaHme.

14. HAJAIUCBHT “JA CE CBbXPAHSABA JAJIEY OT IIOIVIEJA 1 HA
HEJOCTBIIHU 3A JELHA MECTA”

15. HUME U IIOCTOAHEH AJIPEC HA ITPUTEKATEJISA HA JIMIEH3A 3A
YIHOTPEBA

FATRO S.p.A.

Via Emilia 285

40064 Ozzano dell’Emilia (BO)
UTAJINA

Nwmeiin: fatro@fatro.it

[16. HOMEP HA JIMIIEH3A 3A YIOTPEBA

EU/2/21/275/003

| 17. NTAPTHAEH HOMEP

[Maptuna: {HOMep}


mailto:fatro@fatro.it

MUHHUMYM UHOOPMALIUSA, KOATO TPABBA JIA BbJIE U3IIMCAHA BbPXY
MAJIKH OITAKOBKMH BMII, KOUTO CBABPXKXAT EAUHUYHA 103A

25 ml 6yTHaka

| 1. HAUMEHOBAHUE HA BETEPUHAPHOMEJIUIIUHCKUA TPOAYKT

FATROVAX RHD unxekunoHHa cycreH3us 3a 3ailiu

2. KOJIMYECTBO HA AKTUBHUTE CYBCTAHIIMU

Enna noza (0,5 ml) ceaspixka:
VPla ot tunt 1 Ha BUpyca, MpUIMHSABAIL XeMoparndHa 6oect mpu 3aiiim (RHDV1) >1 RP
VP1ab ot tun 1 Ha BUpyca, mpu4MHABAIL XeMoparuyHa 6omnect npu 3aiinu (RHDV2)  >1 RP

3.  CBIBPKAHUE CIPSIMO MACA, OGEM WJIH BPOI HA EJJMHUYHUTE
JI03U

50 mo3m

| 4. HAYMH HA ITIPUJIOKEHUE

TToIKOKHO MPUIIOKEHUE.

5. KAPEHTEH CPOK

Kapenren cpok: Hyna aHu.

6. TAPTHUJAEH HOMEP

ITaptuma: {HOoMep}

| 7. CPOK HA 'OJHOCT

lonen mo {meceryroaunna}
Cren npobuBane u3non3paii B pamkure Ha 10 yaca.

| 8. HAJAIIMCHT “CAMO 3A BETEPUHAPHOMEJINIIMHCKA YIIOTPEBA”

Camo 3a BeTeprHApHOMEIUIIMHCKA YITOTpeoa.



MUHHUMYM UHOOPMALIUSA, KOATO TPABBA JIA BbJIE U3IIMCAHA BbPXY
MAJIKH OITAKOBKMH BMII, KOUTO CBABPXKXAT EAUHUYHA 103A

0,5 ml NMPEABAPUTEIHO HAITLJHCHA CIIPUHIIOBKA

| 1. HAUMEHOBAHUE HA BETEPUHAPHOMEJUIWHCKUA NIPOAYKT

FATROVAX RHD unxekuuoHHa CycreH3us 3a 3ailu

| 2. KOJMYECTBO HA AKTUBHUTE CYBCTAHILIMU

Enna moza (0,5 ml) ceappxa:

RHDVI1 VPla =>1RP
RHDV2 VPlab >1RP

3. CBJIBbPXKAHUE CIIPSIMO MACA, OGEM WJIW BPOY HA EAUHUYHUTE
A034

1 mo3za.

| 4. HAYMH HA TIPUJIOKEHUE

HO,E[KO)KHO IMPUIIOKCHUC.

5. KAPEHTEH CPOK

Kapenren cpok: Hyna aHu.

6. TAPTHUJEH HOMEP

ITaptuma: {Homep}

| 7. CPOK HA 'OJHOCT

lonen mo {meceryroanna}

8. HAJIIUCBHT “CAMO 3A BETEPUHAPHOMEJUIIMHCKA YIIOTPEBA”

Camo 3a BeTepHHapHOMEANILIMHCKA yIIOTpeoa.



B. IUCTOBKA



JMCTOBKA:
FATROVAX RHD uHkeKUMOHHA CycCleH3us 3a 3allu

1. HUME U ITIOCTOAHEH AJIPEC HA IIPUTEXXATEJISI HA JIMLEH3A 3A
YIHOTPEBA U HA TIPOU3BOJUTEJISA, AKO TE CA PA3JIMYHU

FATRO S.p.A., Via Emilia 285, 40064 Ozzano dell’Emilia (BO), UTAJIUS

2. HAMMEHOBAHUME HA BETEPUHAPHOME/IUIUHCKUS TPOAYKT

IIpuTexaren Ha JUIIEH3Aa 33 YIIOTpeOa M IPOU3BOAUTEII, OTTOBOPEH 338 OCBOOOKIaBaHE Ha
naprTuaara:

FATROVAX RHD umXeKImmoHHa CYCIIEH3HS 3a 3ahIH

3. CbABbPKXAHUE HA AKTUBHUTE CYBCTAHILIHUU U EKCHUUIIUEHTUTE
Enna no3za (0,5 ml) ceawspixa:

AKTUBHU CyOCTaHITUN:

VPla* ot tun 1 Ha BUpYyca, IpUYMHSBAIL XeMOparniHa 0ojecT npu 3ailinPekoMOnHaHTeH
KaricuzieH npotenH VP1a* ot Bupyca, mpuuuHsBaim xemoparudna 6osect mpu 3aitim (RHDV1)
>1 Rp**

VPlab* ot tun 1 Ha BUpyca, NpUYHHSIBAIL XeMOparuuHa 00JiecT npu 3aiinuPexkoMOuHaHTEeH
KarncujeH nporend VP1ab* ot Tun 2 Ha BUpyca, IPUYMHSBAIL XeMOparniHa 0oJiecT pH 3ailiu
(RHDV2) >1 RpP**

* peKOMOMHAHTEH KalCHUICH IPOTEHH
** OrHocurenHa aktTuBHOCT: ELISA upe3 cpaBHsIBaHE ¢ pedepeHTeH cepyM IIPH BaKCUHUPAHU

MUIIKH

AJlKyBaHT:
AnymurneB xuapokcus (kato AR

Exciunuenru:
Tuomepcan

benesnukara BogHa CyCneH3usa C MCKa Osa yTaﬁKa, JICCHO pecCycCIlicHaAupyema.

4. TEPAIIEBTUYHU IIOKA3AHUSA

3a akTMBHA UMYHM3alIMs Ha 32l OT 28-THEBHA BH3PACT 3a HAMaJIIBaHE Ha CMBbPTHOCTTA,
UHQEKIUATA, KIMHUYHUTE MPU3HAIM U OPTaHHUTE JIG3UH OT XeMOparnyHa OoJIecT Npu 3ainuTe,
npuyuHeHa ot BupycHu Bapuantu RHDV1 u RHDV?2.

Hauano na umynurera: 1 cenmuia (7 IHA) clie]] BAKCHHAIIAATA.

[IpoabmKUTETHOCT Ha UMYHHTETA: | roKHa.

5. NIMPOTHUBOIIOKA3AHUA



Hsama.

6. HEBJIAT'OIIPUATHU PEAKITUN

Hpexoz[Ha peaknus € 06pa3yBaHe Ha MaJIKO BB3CJIY€ B MACTOTO HAa MHKCKTHPAHE YECTO MOXKE 1a CC
BUW WJIN HAIIUIIA IPE3 IbpBaTa CCAMUIIA CJICA BaKCUHAIUATA B na60paTopH1/I W3NUTBaHus. B
J'Ia60paT0pHI/I U3NUTBAaHWA C MHOT'OKPATHO IMMpUjIarane Ha A03U IMPU ayTOICHUA Y€CTO Ca Ha6J'IIOI[aBaHI/I
MaJIK1 BB3CJI9€Ta B MOAKOKUCTO B YHACTHbKA HAa MHXXCKTUPAHC.

UecroTaTa Ha HEOIATOMIPHUATHUTE PEAKIIUU Ce OTpEAeNs Upe3 clieHaTa Kiacupuxamms:

- MHOTO 4ecTH (moBeue oT 1 Ha 10 TpeTHpaHM )KUBOTHH, MIPOSIBSIBAILY HEOIArONPUATHH PEAKLINH )

- gectH (mmoBeue oT 1, HO mo-Maiko ot 10 xxuBoTHH Ha 100 TpeTHpaHu >KUBOTHU)

- He yecTH (roBede ot 1, Ho mo-Maiko ot 10 xuBoTHH Ha 1 000 TpeTupaHu KUBOTHH)

- penku (moseye ot 1, HO mo-manko ot 10 xuBoTHH Ha 10 000 TpeTHpaHH KUBOTHN)

- MHOTO peakH (rmo-Manko oT 1 kuBotHO Ha 10 000 TpeTupaHu >KUBOTHH, BKIFOUUTEITHO U30JIMPAHU
CHOOIIIECHUS ).

AKo 3a0ene)xnTe HAKAaKBU HEOJIArONpHUsATHU PEakUy, BKIIOYUTEIHO U TAKHBA, KOUTO HE Ca ONKCaHU
B Ta3M JINCTOBKA MJIM MUCJIUTE, Y€ BETEPUHAPHOMEAULIMHCKHS IPOLYKT HE paboTH, MOJIA 1a
yBenoMUTe Balus BeTepuHapeH Jiekap.

7. BHUJAOBE )KUBOTHMH, 3A KOUTO E IPEJJTHA3ZHAYEH BMII

3aiiliy, BKIFOYUTEHO IEKOPATUBHY 3aMIH KaTO TIOMAITHH JTFOOMMIIH.

8. 10O3UPOBKA 3A BCEKH BUJ{ ’KUBOTHO, METO/l U HAYUH HA ITPUJIATAHE

0,5 ml upe3 NOIKOKHO MPUIIOKEHUE.

BakcuHaluMoHeH Kypc:
IIpunoxere mbpBaTa J03a Ha BB3pacT 28 THU; peBaKCUHUpANTE Ha BCceku 12 Mecera.

Baxkcunanms ¢ ynorpe0a Ha eqHo10308H ormakoBku (0.5 ml)
Ha npenpapurenHo HaITbIHEHATa CTHKJICHA CIIPUHIIOBKA TPSOBA JIa CE MMOCTABU UTJIaTa, BKIIOYCHA
B omakoBkara. [Ipuoxere eiHa 71032 Ype3 MOIK0KHO HHKEKTHPAHE.

Bakcunanus ¢ ynorpeda Ha MHOT0/1030BH onakoBku (50 no3u (25 ml) wiu 200 g03u (100 ml))
EnacromepHuTe 3armyanky Ha MOJUIPOTHICHOBUTE OYTIIIKY TPOBa J1a ce MPOOUBAT ¢ UriaTa
(MoHTHpaHa KbM CIIPHHIIOBKATA), 32 JIa CE M3TETIIN MOAXOIAIuAT odeM 3a BakcuHarus (0,5 ml Ha
JKUBOTHO). [Ipuiioxere eaHa 1032 Ype3 MOIKOKHO HHIKSKTUPAHE.

9. CBBET 3A IPABUJIHO INPUJIOKEHHUE

[Ipenu npuoxeHne ocTaBeTe MPOIyKTa J1a JOCTUTHE CTaifHa TeMIeparypa.
Pasknarere nobpe npenu ynorpebda, 3a a pecycrieHanpare yTaikara.

10. KAPEHTEH CPOK



Hyna nuu.
11. CIHEIIUAJIHUA YCJOBMUS 3A CbXPAHEHUE HA ITPOAYKTA
Jla ce cpxpaHsBa Jjanedy OT MMOTJie/ia ¥ Ha HEAOCTHITHY 32 JIella MecTa.

Ja ce cpxpaHsiBa B TpaHCIIOPTHpa B oxJageHo cherosaue (2 °C - 8 °C).
Ja He ce 3ampa3sBa.

Ma ce mpeanassa oT CBETIMHA.

Ja He ce n3nmoJ3Ba TO3U BETEPUHAPHOMEIUIIMHCKU MPOAYKT CJIe/l U3THYaHe CPOKa Ha TOJIHOCT,
MMOCOYCH BBPXY KapTOHA M €THKETA clief ,,l onen 10, CpoKbT Ha TOAHOCT OTTOBApS HA MOCIICTHUS
JICH OT TO3H MECeIl.

Cpok Ha TOIHOCT cJel IbPBO OTBApsiHE Ha MbpBUYHATAa onakoBka: 10 yaca.

13. CHELNUAJIHU HNPEAYHPEXJIEHUSA

CroenmanaHy NpeaynpexaeHns 3a BCEKHM BUI )KUBOTHH, 3a KOMTO € npeaHasHaded BMIT:

[a ce BakcHHUpAT camo 3/IpaBU KUBOTHH.

IIpu npenopbuBaHaTa Bb3pacT 32 BAKCHHAIUS HE MOXKE Ja C€ U3KII0YH Bh3MOXKHOCTTA OT HaMeca Ha
MaiiyuHM aHTHTENA.

CHe]_[I/IaJIHI/I npearasiu MEpPKHU 3a ) KUBOTHUTC IIPpU VHOTDe6aTa Ha IMMPOJAVYKTA.

[Ipu GpemenHuUTE 3aiiku TPsOBA Ja ce MoJIaraT CIICIUAIHN TPUKH, 32 Jia ce M30erHe CTPeC U PUCK OT
CIIOHTAHEH a0opT.

EQekTsT BpXy penpoayKTHBHOCTTA MTPU MBKKH 3alIH BCe OIIe HE € OI[CHEH.

CrenyanaHy Npeana3Hd MEPKH 3a JULATa, IpUIaraliy BETEpHHAPHOME TUIIMHCKHUS POAYKT Ha
JKMBOTHHTE:

[Ipu cnyuaitHO caMOMHKEKTUpaHe, He3a0aBHO J1a Ce MOTHPCH METUIIMHCKH ChBET, KATO HA JICKaps ce
MIPEIOCTaBH JINCTOBKATA WIIM €TUKETa Ha POAYKTa.

Ynorpeba mo BpemMe Ha OpEMEHHOCT, JIAKTAIINS WIN SHIIEHOCEHE:
Moske ia ce mpuiiara 1o BpeMe Ha OpeMeHHOCT.

BsauMoreiicTBre ¢ Apyry BETEPUHAPHOMETMIIMHCKY IPOAYKTH U APYTH (OPMH Ha B3aUMOJICHCTBUE:
Hsma nannuna nadopmanus 3a 6e30macHOCTTa U epUKACHOCTTa OT ChBMECTHOTO M3IIOJI3BaHE Ha
Ta3M BaKCHUHA C JPYyT'H BETEpUHAPHOMEIULIUHCKHN MPOTYKTH.

B3umaHneTo Ha pelieHue 3a U3M0I3BAHETO Ha Ta3d BaKCHHA IIPEIH WIK Clles ynoTpedaTa Ha ApyT
BETCPUHAPHOMETUIIMHCKH MTPOAYKT TPsiOBa Jla ce MPEIeHH CIIOpEl MHIUBHTY ATTHUS CITyYaid.

H[gegompaHe (CMMOTOMH, CHEITHN MEPKH, aHTUIOTH ), aKO € HCO6XOQI/IMO

IIpu gexopaTUBHU 3aMIH clie]] MPUIOKEHNE Ha IBOWHA 71032 OOMKHOBEHO € HabOI0/[aBaHa IpexoaHa
peaxius ¢ 00pa3yBaHe Ha MAJIKO Bb3eJIUe B MSICTOTO Ha UHKCKTHPAHE.

OCHOBHHU HECHBMECTUMOCTH
HpI/I JIMIICAa Ha JaHHU 34 CbBMECTUMOCT, TO3U BETCPUHAPHOMEANIUHCKN IPOAYKT HE Tpﬂ6Ba Ja 6’])2[6
CMCCBAH C APYru BETCPUHAPHOMCIAUIINHCKU IIPOAYKTH.

14. CIIEHUAJIHU MEPKH 3A YHUIIIOKABAHE HA HEU3IIOJI3BAH ITPOJAYKT
NJIN OCTATHBLHU OT HEI'O, AKO UMA TAKUBA



BMII He Tpsi6Ba 1a ObAAT U3XBBPISIHA Ype3 OUTOBU OTIAIBIU HITU OTHAIHU BOJIH.
ITormuaiiTe Bamms BeTepuHapeH Jiekap Wik dhapMarieBT KakBo 1a IpaBuTe ¢ HeHyxaHIUTe BMII. Te3n
MEpKH IIe TOMOTHAT 32 Olla3BaHe Ha OKOJHATa Cpefa.

15. JATATA HA TOCJIEJHATA PEJAKIIMSA HA TEKCTA

[TonpoGHa nndopmarus 3a TO3U BETEPUHAPHOMEIUITMHCKH MPOLYKT MOXKE Jla HAMEpHUTE Ha
MHTEpHET cTpaHunara Ha EBponeiickata Arennus no Jlekapcrsara (http://www.ema.europa.eu/).

16. JOH'BJIHUTEJIHA HHOOPMALUA

Bunose ommakoBku:

XapTueHa KyTus ¢ 5 IpeABapUTENIHO HAIThIHEHH COPUHIOBKY ¢ 1o 1 no3a (5 x 0,5 ml), cbe
CTEPHWJIHM UIJIM 32 €HOKpaTHA yHoTpeda B IpeAna3Ho IOKPUTHUE 3a BCAKA

Kapronena kytus ¢ 1 nonunponuieHosa oyTiika ¢ 50 no3u (25 ml)

Kapronena kytus ¢ 1 nonmunponuienosa oytuinka ¢ 200 gozu (100 ml)

He Bcuuku pa3mepn Ha omakoBKaTa MOTaT Aa ObJIAT MpeayiaraHy Ha masapa.

HUmyHonornyau 0coOEHOCTH:

3a cTuMyIMpaHe Ha aKTHBEH HMYHHUTET cpenty BupycHH Bapuantu RHDV1 (kmacudecku mam) u
RHDV?2 (noB Bapuanr).

AKTUBHHTE CyOCTaHIIMM HA BAKCHHATA ca JBa peKOMOWHaHTHU mpoTerHa: VP la ot tun 1 Ha
BUpYyCa, MPUYMHSBAI XeMOparuiHa oosect npu 3aiiu (karcuaeH npoterd VP 1 u VP 2 ot mjam
Ast89) u VP 1ab* ot tum 2 Ha Bupyca, MpUYHHSIBAIL XeMOparndHa 00JIecT nmpu 3aiiim (XuMepa oT
mamoBe Ast89 u N11), kouro ce camocriio0sBar BbB BUpycomono0uu actuim (BITY).


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