NH®OPMALIMSA, KOATO CE U3IINCBA BbPXY BBHIIIHATA OITAKOBKA
{CBINHOCT/BU}

1 x 1 103a 32 MOAKOKHO MPUIIOKEHHUE / TNIACTMACOBA KYTHS

5 x 1 1032 3a MOAKOKHO MPUIIOKEHHUE / TIIACTMACOBA KYTHS

10 x 1 mo3a 3a MOAKOXKHO MPUIIOKEHHE / TNTACTMACOBA KyTHS

1 x 10 mo3m 3a MOAKOXKHO MPUIIOKEHHE / KapTOHEHA KYTHS

5 x 10 mo3m 3a MOAKOXKHO MPUIIOKEHHE / KapTOHEHA KyTHS

1 x 20 103U 3a MOJKOKHO NPUIIOKEHHE / KAPTOHEHA KyTHS

5 x 20 103M 3a NOJKOXKHO MPHIIOKEHHE / KAPTOHEHA KYTHSI

1. HAMMEHOBAHUE HA BETEPUHAPHUS JIEKAPCTBEH ITPOJYKT

MY XOREN lyophilisate and solvent for suspension for injection
MUKCOPEH nuodunnsar u pa3TBOPUTEN 32 MHXEKIIHOHHA CYCTICH3US

2. KOJIMYECTBO HA AKTUBHUTE BEIIIECTBA

Besika mo3za (1 ml) ceabpika:
Poxvirus myxomatosae attenuatum — min. 1032 TCIDso, max. 1058 TCIDsp

‘ 3. PASMEP HA OITAKOBKATA

1 no3a, 10 no3m, 20 103U

‘ 4, BUJAOBE )KUBOTHMU, 3A KOUTO E IPEJHA3ZHAYEH BJIII

Bunose ;xuBoTHH: 3aek.

ot

‘ 5. TEPAIIEBTUYHU IOKA3AHUA

‘ 6. HAYUHU HA TPUJIOKEHHUE

IToaKOXHO NpUIIOKEHUE.

| 7. KAPEHTHM CPOKOBE

Hyna guu.

8. CPOK HA TOJHOCT

Exp. {mm/rrrr}
Crnen pa3TBapstHe M3MOJI3BAl B paMKUTE Ha 4 Jaca.

‘ 9. CIHHEHUAJIHU YCJIOBUS 3A CbXPAHEHHUE

a ce cbxpaHsiBa B XJIaJIUITHUK.
Ja ce ma3u OT cBEeTIMHA.
[a ce cbxpaHsBa Ha CyX0 MACTO.



‘ 10. HAIANUCHT ,,TIPEAN YIIOTPEBA TIPOYETETE JIMCTOBKATA*

[Ipenu ynotpeba nmpoyereTe NUCTOBKATA.

‘ 11. HAIIMUCDHT “CAMO 3A BETEPUHAPHOMEJINIIUHCKA YIIOTPEBA”

Camo 3a BCTCPUHAPHOMCIUIIMHCKA yHOTpe6a.

12. HAJIIUCBHT “JA CE CbXPAHSIBA JIAJIEY OT MOTJIEJA Y HA HEJIOCTBITHA
3A JIEITA MECTA”

I[a CC ChbXpaHsdBa JaJied OT Horjie1a U1 Ha HCAOCTHITHU 3a I€1a MECTa.

‘ 13. HWME HA IIPUTEXATEJISA HA PASPEIIEHUE 3A ThbPT'OBUS

Bioveta, a.s.

Jloro: hioveta
_— =

14. HOMEPA HA PABPEHIEHUETO 3A ThPI'OBHUS HA BJIII

Ne 0022-1617

| 15. TAPTHJEH HOMEP

Lot {Homep}



HNHOOPMALUSA, KOATO CE U3ITUCBA BbPXY BHLHIIIHATA OITAKOBKA
{CBIIHOCT/BU}

1 x 50 103U 3a MPUITOXKEHHE C TBOMHA UrJia / KApTOHEHA KYTHS

5 x 50 mo3m 3a MpUIIOKEHUE C JBOWHA UTJIa /KapTOHEHA Ky THS

1 x 100 mo3w 3a mpuIIOXKEHHE C IBOMHA HTJ1a / KAPTOHEHA Ky TH

5 x 100 mo3u 3a mpuIIOKEeHHe C IBOMHA HTJ1a / KAPTOHEHA Ky THs

1. HAUMEHOBAHUE HA BETEPUHAPHUSA JIEKAPCTBEH ITPOAYKT

MY XOREN lyophilisate and solvent for suspension for injection
MUKCOPEH nnodunuzar u pa3TBopuTeN 32 MHKEKIIMOHHA CyCIICH3US

2. KOJIMYECTBO HA AKTUBHUTE BEIIIECTBA

Bcesika no3a ceabppixka:
Poxvirus myxomatosae attenuatum — min. 102 TCIDso, max. 105! TCIDso

3. PA3MEP HA ONIAKOBKATA

50 mo3u, 100 mo3m

‘ 4. BUJOBE ’KMBOTHMU, 3A KOUTO E IPEJHA3HAYEH BJIII

Bunose ;xuBoTHH: 3aekK.

ot

‘ 5. TEPAIIEBTUYHU IOKA3AHUA

‘ 6. HAYYHU HA TPUJIOKEHUE

IIpunarane ¢ aBoiiHa HUria.

| 7. KAPEHTHM CPOKOBE

Hyna nxu.

8. CPOK HA FOJIHOCT

Exp. {Mm/rrrr}
Cren pa3TBapstHe M3MOJI3BAl B paMKUTE Ha 4 Jaca.

‘ 9. CIHHEHUAJIHU YCJIOBUS 3A CbXPAHEHHUE

I[a CC CbXpPaHsABa B XJIAAUJTHHUK.
I[a C€ IMa3u OT CBCTJIMHA.



Ja ce cpxpaHsiBa Ha CyX0 MSCTO.

| 10. HAANUCHT ,,IPEAN YIIOTPEBA TIPOYETETE JIMCTOBKATA*

[Ipenu ynotpeba npoyereTe NUCTOBKATA.

| 11. HAIIMUCDHT “CAMO 3A BETEPUHAPHOMEJINIIUHCKA YIIOTPEBA”

Camo 3a BCTCPUHAPHOMCIUIIMHCKA yHOTpe6a.

12. HAJIIUCHT “JA CE CbXPAHSIBA JIAJIEY OT MOTJIEJA Y HA HEJIOCTBITHA
3A JIEITA MECTA”

Jla ce cpxpaHsBa Jaed OT MOTJie/ia U Ha HEAOCTHITHY 32 JIella MecTa.

‘ 13. HWME HA IIPUTEXATEJISA HA PASPEIHNEHUE 3A ThbPT'OBUS

Bioveta, a.s.

Jloro: hioveta
-

‘ 14, HOMEPA HA PASPEHIEHUETO 3A ThPI'OBHUSA HA BJIII

Ne 0022-1617

| 15. MAPTHMJEH HOMEP

Lot {Homep}



NHOOPMAIUSA, KOATO TPABBA A BBJIE U3IIMCAHA BbPXY ITbPBUYHATA
OITAKOBKA

10 no3u, 20 no3m

1. HAUMMEHOBAHUE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

MY XOREN lyophilisate and solvent for suspension for injection
MUKCOPEH — nuodunuzar u pa3TBOpUTEN 32 HHKEKIIMOHHA CYCIICH3US

2. KOJIMYECTBO HA AKTUBHUTE BEHIECTBA

Besika no3a (1 ml) ceappika:
Poxvirus myxomatosae attenuatum — min. 1032 TCIDso, max. 1058 TCIDso

‘ 3. BUJOBE ’KMBOTHMU, 3A KOUTO E IPEJHA3ZHAYEH BJIII

BunoBe >xuBOTHH: 3a€eK.

&

‘ 4. HAYMHU HA TPUJIOKEHHUE

IToKOXHO NPUIIOKEHUE.
[Ipean ymoTpeba mpodeTere TUCTOBKATA.

| 5.  KAPEHTHM CPOKOBE

Hyna nan

| 6. CPOK HA TOJIHOCT

Exp. {mMm/rrrr}
Crnen pa3TBapsiHe H3MOJI3BAl B paMKuTE Ha 4 Jaca.

‘ 7. CIHHEHUAJIHU YCJIOBUS 3A CbXPAHEHHUE

I[a CC CbXpPaHsABa B XJIAAUJTHHUK.
I[a C€ IMa3u OT CBCTJIMHA.
I[a CC CbXpPaHsABa Ha CyX0O MsACTO.

‘ 8. UME HA ITPUTEXATEJISI HA PASPEHIEHUETO 3A THPI'OBUSA




Bioveta, a.s.

=2 hioveta
o

| 9. ITAPTUJAEH HOMEP

Lot {Homep}

NHOOPMAILIUSA, KOATO TPABBA A BBJIE U3IIMCAHA BbPXY ITbPBUYHATA
OITAKOBKA

50 xo3m, 100 mo3u

1. HAUMEHOBAHUE HA BETEPUHAPHUSA JIEKAPCTBEH ITPOAYKT

MY XOREN lyophilisate and solvent for suspension for injection
MUKCOPEH nnodunuzar u pa3TBOpUTEN 32 HHKEKIIMOHHA CYCIICH3HSI

2. KOJIMYECTBO HA AKTUBHUTE BEIIIECTBA

Bcsika no3a cpabpxka:
Poxvirus myxomatosae attenuatum — min. 1026 TCIDso, max. 105! TCIDso

‘ 3. BUJOBE )KUBOTHMU, 3A KOUTO E IPEJHA3ZHAYEH BJIII

3aek.

ot

‘ 4. HAYYHU HA TPUJIOKEHUE

[Ipunarane ¢ aBoiiHa Urna.
[Ipenu ynoTpeba mpoyerere TMCTOBKATA.

5. KAPEHTHH CPOKOBE

Hyna nuu

| 6. CPOK HA TOJIHOCT

Exp. {Mm/rrrr}
Crnen pa3TBapsiHe U3M0JI3Ball B paMKuTe Ha 4 yaca.

‘ 7. CIIEHHUAJIHHU YCJIOBUS 3A CbXPAHEHHUE

Jla ce cbxpaHsABa B XJIQAWITHUK.
Jla ce ma3u oT cBeTIMHA.
[a ce cpxpaHsBa Ha Cyx0O MsACTO.



8. UME HA ITPUTEXATEJISI HA PASPEHIEHUETO 3A THPT'OBUA

Bioveta, a.s.

Joro:  WITTTHF]
-—

‘ 9. IHAPTUJAEH HOMEP

Lot {Homep}



MHUHHMUMYM UHO®OPMALIMSA, KOATO TPABBA JA BBJAE U3IIMCAHA BBPXY MAJIKA
OIIAKOBKM BJIII, KOUTO CBABPKAT EAUHUYHA JO3A

1 mo3a

1. HAUMEHOBAHUE HA BETEPUHAPHUS JIEKAPCTBEH ITIPOAYKT

MY XOREN
MUKCOPEH

Joro:  WITTITAF]
-—

2. KOJIMYECTBO HA AKTUBHUTE BEIIIECTBA

Bcska no3a cpabpixka:
Poxvirus myxomatosae attenuatum — min. 10%2 TCIDso, max. 1058 TCIDso

| 3. MAPTHMJEH HOMEP

Lot{nomep}

‘ 4. CPOK HA T'OJHOCT

Exp. {mMm/rrrr}

Crnen pa3TBapsiHe H3MOJI3BAl B paMKuTe Ha 4 Jaca.



MMUHUMYM UHO®OPMAIUSA, KOATO TPABBA JJA BbJE U3IINCAHA BbPXY MAJIKHU
OITAKOBKM BJIII, KOUTO CBABPXKXAT EAMHUYHA JT103A

0.8ml,1ml, 1.5ml, 10 ml, 20 ml

| 1. HAUMMEHOBAHUE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

PasrBopuren A

‘ 2. KOJIMYECTBO HA AKTUBHUTE BEHLIECTBA

1 ml ceabprka:Natrii chloridum — 8.34 mg
Kalii chloridum — 0.21 mg

Natrii hydrogenophosphas- 2.47 mg
Kalii dihydrogenophosphas — 0.21 mg
Water for injection —ad 1 mg

| 3. MAPTHMJEH HOMEP

Lot{nomep}

‘ 4. CPOK HA T'OJHOCT

Exp. {mMm/rrrr}
CoxpaHeHne: Ha CyX0 U TBMHO MSICTO MpH Temmeparypa oT 2 10 8 °C.

X

[4-P KPACUMWP 3/IATKOB
AWNPEKTOP HA ANPEKLNA KBAM




