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1. HAMMEHOBAHHUWE HA BETEPUHAPHOMEJIUIUHCKUSA TIPOAYKT

NEUMOSUIN
HEBMOCYUH
MuakTiBHpaHa BakCHHA cpelly AKTHHOOAIMIO3HA IUIEBPOITHEBMOHUS TIPU CBUHETE.

2.  KOJIMYECTBEH U KAYECTBEH CbCTAB

CopIopprKaHue B e1HA BaKCUHAIHA J1o03a (2 MiI):

AKTHBHA cyOcTaHIUsA(H):

Huaxtusupan A. pleuropneumoniae cepoti 2 ................ > 4 x 10° Mukpoopranuzma
Huaxtuupan A. pleuropneumoniae cepotui 4 ................ > 4 x 10° Mukpoopranusma
Wuaktusupan A. pleuropneumoniae ceporurn 5 ................ > 4 x 10° Mukpoopraausma
AxKyBaHT(H):

AJ'IYMI/IHI/IGB XUAPOKCHU A I'ClI

3a IIbJICH CIMCHK Ha IMOMOIIIHUTE BEIIECTBA, BIK T. 6.1.

3. ®APMALEBTHYHA ®OPMA

CycnieH3us 3a HHKEKTUBHO MpUJIaraHe.

4, KIMHUYHU JAHHU

4.1 Bugose ;kuBOTHH, 32 KOUTO € npeaHasHaven BMII

CauHe.

4.2 TepaneBTHYHU MOKA3AHMS 32 OTJAEJIHUTE BUI0BE *KUBOTHH

CBumne: Hpe,[[OTBpaTHBaHe BB3HUKBAHCTO U PA3BUTUCTO HA IJICBPOITHEBMOHUSA U ITHEBMOHUA
IIpU CBHUHC.

4.3  IIporuBomoka3zaHus

He ca onucanu Takuga.



4.4 CneuuajHu NpeANa3sHN MePKH 32 BCeKHM BH/I KUBOTHHU, 32 KOMTO € NMpeJHA3HAYeH
BMII

Baxkcunara na ce npusara camo mpH 3/paBu KUBOTHHU.

45 CpoenuajHu npeana3Hu MePKHU NMPHU ynorpeda

CnenuajaHu npenasHu MepKH 3a ;KUBOTHHUTE NIPH YIOTPedaTa HA MPOAYKTA
Pazknarere noOpe npenu ynorpeoda;

[IpenopbuBa ce BakcuHaTa la ce Ipujara npu temmeparypa mexay 15 — 25 °C.

CnenmnajHu npeAna3’HH MepPKH 3a JUIATAa, NPWJIATalld BeTepPUHAPHOMeIMIHHCKHSA
NPOAYKT HA "KUBOTHHUTE

He ce u3ucksar.

4.6 CTpaHU4YHM peaKuHu (4ecTOTAa U Ba’KHOCT)

Msoro PAOKO € BB3MOKHO BB3HUKBAHCTO Ha aHa(i)I/IJIaKTI/ILIHa pakuuda IIpHU HAKOH
YYBCTBUTCIIHU JKUBOTHH. B TakbB cnyqaﬁ IMPOBCACTEC MMOAXOAA1a TCPaIus.

4.7 'Ynorpeda nmo BpeMe Ha OpeMeHHOCT, JJAKTALMS W sIiilleHOCeHe

Bakcunara Mmoxe 51a ce IIpujiara Ha BCCKH €AWH €TaIl OT TE3U IICPHUOIU.

4.8 B3auMmopeiicTBHe ¢ IPYrd BeTePUHAPHOMEANLIMHCKHU MPOAYKTH U APYru ¢gopmu Ha
B3auMoO/JelcTBHE

He ca ycranoBeHnu.

4.9  Jlo3a M HAYMH HA PUJIOKEHH e

CauHe: 2 MJ1/ )KHBOTHO, HE3aBUCUMO OT Bb3PaCTTa, MacaTta U MoJa.
Bakcunara ce npusiara MHTpaMyCKyJIHO BbB Bpara.

Kato ms510 ce npenoppuBa cieHaTa BAKCHHAIIMOHHA ITPOTpaMa:

®epMu ¢bC 32aTBOPEH HUKBJI:

Csune-matiku: Bakcunupaiite 40 — 45 qHu npeau onpacBaHe M peBaKCUHMpaiTe cien 21 qau
(20-25 nuu npemu onpacsane). [To-HaTaThK peBaKCHHAIMATA CE U3BBHPIIBA MPUOTU3UTEITHO 1
Mecel ITPeAU ONpacBaHe.

Hepe3u: BakcuHupaiiTe BCUYKH KUBOTHU M ciienl 21 aHu mpoBeaere peBakcuHanwus. [lo-
HaTaThK MpuiaraiuTe no 1 BakcMHaiIHa 103a BCEKU 6 Mecena.

Omobumu npacema: Baxcunupaiite Ha 40-45 nHeBHa Bb3pacT M peBakcHHHpaiTe Ha 60-65
TTHHU.



CBI/IHeyFOI/ITeJIHH KOMILVICKCH:

BakcuHupaiite BCUUKH KUBOTHH IIPY BKapBAHETO UM B ITIOMeULIeHUATA. PeBakcuHupanTe cien

3 ceaMMUIIH.

4.10 Ilpeno3upane (CHMITOMH, ClIEIIHU MEPKH, AHTH0TH), AKO € HEOOXO0TUMO

He MNpEaAn3BUKBA CTPaAaHUYHU PCAKIIUH.

4.11 KapeHTeH CpPOK (KapeHTHH CPOKOBeE)
Hyna nuu.

5. UMYHOJIOI'MYHHU OCOBEHOCTH
BereprHapHO-MEMIIMHCKY aHATOMO-TEPANIEBTUYCH KO
Haemophilus vaccine.

6. ®APMALIEBTUYHU OCOBEHOCTH
6.1 Chnucbk HA eKCHHUIHEHTHTE

Hatpues nucyndar

Simethicone

Phenolsulfonphthalein 0.1 % (phenol red)
Sodium methyl parahidroxibenzoate

Sodium propyl parahydroxibenzoate

PBS (®ocdar-6ydepupan puznonoruyen)

6.2 HecbBMecTUMOCTH

He ca ycranoBeHnu.

6.3 Cpok Ha rogHOCT

2 TOAVHU OT JjaTaTa Ha MPOU3BOJICTBO.
N3nons3sa ce BenHara ciej OTBapsIHETO

6.4. CrnemuajHM ycJOBHsI 32 CbXPaHeHHE HA MPOAYKTA

QI0O9ABO0O7 Actinobacillus /

IIpu Temmneparypa mexay 2 — 8 °C, kato ce U30srsa 3aMpa3siBaHEToO.

6.5 Bua v cbcTaB HA MBPBUYHATA ONIAKOBKA

OnakoBKaTa npeacTaBIsAiBa CTbKJICH HOCUTECII, T'YMCH HOCUTCIT N AJIYMUHUCBH KallCyJINU.



6.6 Cnelma.]mn MEPKH 32 YHUIIOKABAHE HA HEU3IMOJ3BAaH MPOAYKT UJIH OCTATBIH OT
HEro

Hewnsnonssan IMPOAYKT WM OTCTAaTBLUTE OT HEIrO M OIIAaKOBKAaTa TpH6Ba Jla C€ YHHIIIOXKaBaT
CIIOpCJ U3UCKBAHUATA HA KOMIICTCHTHUTC OPraHd B CbOTBCHATA AbPiKaBa.

7.  TIPUTEXATEJI HA JIMIIEH3A 3A YIIOTPEBA

LABORATORIOS HIPRA, S.A.

Avda. la Selva, 135.

17170 AMER (Girona) Spain.

Tel. +34 972 430660 - Fax +34 972 430661

8. HOMEP(A) HA JIMIIEH3A 3A YIIOTPEBA

599/10.07.2006, 0022-1574-07.06.2011

9. JATA HA IIBbPBOTO MU3JABAHE / IOJHOBABAHE HA JIMIHEH3A 3A
YIIOTPEBA

10.07.2006, 07.06.2011

10. JATATA HA IMOCJIEJHATA PEJAKIINSI HA TEKCTA
mai, 2011
3ABPAHA 3A ITPOJAXKBA, TOCTABKA W/HJIA YIIOTPEBA

Hsama.

H3ITBJIHUTEJIEH JIHPEKTOP



