INPUJIOKEHUE I

KPATKA XAPAKTEPUCTUKA HA ITIPOAYKTA



1. HAMMEHOBAHMWE HA BETEPUHAPHOME/IMIITUHCKHUA ITPOAYKT

Tulaven 100 mg/ml nuHXEeKIMOHEH pa3TBOP 3a FOBEAA, CBUHE U OBIIE

2. KAYECTBEH U KOJIMYECTBEH CHCTAB
Bceku ml chabpixa:

AKTHBHa cy0OcTaHIMA:

Tulathromycin 100 mg
ExcunnueHru:
Monothioglycerol 5mg

3a IIbJIHMS CIIMCHK HA EKCLIUITMEHTHTE, BIK T. 0.1.

3. DAPMALEBTUYHA ®OPMA

WHKeKIIMOHEH pa3TBop.
IIpo3pauen 6e3mBeTeH 10 c1ab0 KadhsBO-KBITCHHUKAB WA OJICTIO PO30B Pa3TBOP.

4. K/IMHUYHU JAHHU

4.1 BupaoBe ;KMBOTHH, 32 KOUTO e npeaHasHaiyen BMII

T'oBenma, cBUHE U OBIIE.

4.2 TepaneBTHYHHU NOKA3AHUS, ONIPe/ieJICHH 32 OTAEJTHUTE BU10BE ;KHBOTHH

ToBena

Jleuenne u MeTauakcus Ha pecnupaTopHu 3a0omnsBanus npu rosega (BRD), cBbp3anu ¢
Mannheimia haemolytica, Pasteurella multocida, Histophilus somni u Mycoplasma bovis, kouTo ca
YyBCTBHUTEIHM Ha tulathromycin.

Hpezm yrIOTpe6aTa Ha OpoAYyKTa TpSI6Ba aa 6’[;,[[6 YCTAaHOBCHO HAJIMYUC Ha 3a00JISIBAHETO B rpynarta.

Jleuenue Ha MHQEKIMO3EH KEPATOKOHIOHKTUBHT I10 TOBeaTa, cBbp3an ¢ Moraxella bovis,
yyBCTBHTENHA KbM tulathromycin.

Caune

Jleuenne n MeTadriakcus Ha peciupaTopHu 3a00sBaHus pu cBuHETE (SRD), cBBp3anu ¢
Actinobacillus pleuropneumoniae, Pasteurella multocida, Mycoplasma hyopneumoniae, Haemophilus
parasuis u Bordetella bronchiseptica, xouro ca uyBcTBHTEHK Ha tulathromycin.

[Ipenu ynorpebara Ha npoayKTa TpsOBa fa Oblie YCTAHOBEHO HAJIMUYKE Ha 3a00JABaHETO B IpyIaTa.
BereprHapHOMEIUIIMHCKHAT IPOIYKT TPsIOBa J1a ce Mmpujiara caMo ako ce OYakKBa pa30ojIsiBaHe Ha
CBUHETE 110 2-3 JHH.

Oslie
JleueHne Ha HAYaAJICH CTAUM HAa HHPEKIIMO3CH MO0AepPMATUT (KOMTUTEH THUJICIT), aCOIIMUPAH C

supynenrer Dichelobacter nodosus, koi#To H3NCKBa CHCTEMHO JIEYEHHE.
4.3 IIpoTruBOmOKA3aHUS

I[a HE CC€ M3II0JI3Ba ITPU CBPBbXYYBCTBUTCIIHOCT KbM MaKpPOJIUIHN aHTI/I6I/IOTI/II_II/I W KbM HIKOH OT
CKCIHUIIMCHTUTC.



4.4 CnenuajHu npeamnasii MEPKHU 3a BCEKH BU/I )KUBOTHH, 32 KOUTO € MIpeAHA3HAYCH BMII

Bb3HuKBa KpbCTOCAHA PE3UCTEHTHOCT C APYTU Makponuau. He npunaraiite eTHOBpEMEHHO €
aHTUMUKPOOHH CpPECTBA C MOA00CH MEXaHN3bM Ha JIEUCTBHE KaTO APYTH MAKPOIUIH WITH
JIMHKO3aMUIH.

OBue

EdukacHocTTa Ha aHTUMHKPOOHOTO TPETUPAHE PU KOIMUTCH THUJICI] MOJKE J1a ObJie HaMajIieHa OT
CTpaHUYHHA (baKTOpI/I, KaTO BJIaKHa IIOCTEJIA UJIN HEIIOAXOAAIIl MECHUT>)KMBHT Ha (bepMaTa. Hopa;u/l Ta3n
MpuiyrHa JICYCHUCTO Ha KOMMUTCH 'HUJICI] Tp}I6Ba Aa C€ CbIIbTCTBA OT AOI'BJIHUTCIHU MCPKHU 3a T'PUKaA
KBM CTaJI0TO, KATO HAIIPUMEP MPEIOCTAaBIHE Ha CyXa IIOCTEIIA.

AHTHOMOTHYHOTO JIeYeHHE Ha JOOPOKAYECTBEH KOIIMTEH THHUJICL HE CE€ CUUTa 32 YMECTHO.
EdukacHoctra Ha tulathromycin ipu oBIe ¢ TEXKO H3pa3eHN KIMHHYHY TPU3HAIM WA XPOHUYHA
(opMa Ha KOTIUTEH THUJICI] € OTPaHNYEHA, CIICOBATEIHO MPHIOKEHUETO MYy € YMECTHO CaMo B
HAYaJIHUTE CTaUU HA KOIIUTEH THUJIELL.

4.5 CrpeuuajJHu mpeANa3sHUd MePKH NMpH ynorpeda

CHCI_II/IEIJ'IHI/I OpCanasHy MCPKH 3a ) KUBOTHHUTC IIPHU VHOTDC6aTa Ha IIPpOAYKTa

[Ipunaranero Ha mpoayKTa TpsiOBa Jia ce€ OCHOBaBa Ha TECTOBE 3a UYBCTBUTEITHOCT Ha
MUKPOOPTaHU3MUTE, U30JIUPAHU OT JKUBOTHUTE. AKO TOBa € HEBE3MOXKHO, JICUCHUETO TPsIOBA Ja ce
Oa3upa Ha MecTHaTa (perruoHaliHa, Ha HUBO )epMa) SHHASMHUOIOIMYHa HHpOpMALIKS 3a
YyBCTBUTEIIHOCTTA HA MUKPOOPTraHU3MUTE, CPEeLLy KOUTO € npeaHazHaueH BMIL

[Ipu npunarane Ha IPOIYKTa Ja Ce B3eMat MO BHUMaHUE O(QUIMATHATA, HAITMOHAIHA ¥ PETHOHAITHA
AHTHUMUKPOOHU MOJIUTHKH. YTIOTpeOara Ha MPOAYKTa 110 HAYKMH, Pa3JINYeH OT OITUCAHUS B
uHCTpyKImuTe, AaneHu B KXII, moxe ga yBenmu4n pa3npocTpaHeHHETO Ha OaKTepHH, PE3UCTEHTHH KbM
tulathromycin u moxe ja Hamanu epUKACHOCTTA OT JICUSHHUETO C IPYTH MAKPOJIUIH, TUHKO3AMUIN U
CTpenTOrpaMUHHM OT Tpyma B, mopaau B3M0KHA KPHCTOCAHA PE3UCTEHTHOCT.

[Ipu mosiBa Ha peakIus Ha CBPbXYYBCTBUTEITHOCT HE3a0aBHO Ja Ce MPHJIOKH IOAXOISAINO JICUCHHUE.

CHCI_II/IaJ'IHI/I OpCanasHyd MCpPKH 34 Jdiiata, mpujaarai BETCPUHAPHOMEAUITMHCKHA TPOAYKT HA
KHUBOTHHUTC

Tulathromycin apazau ounre. [Ipu cnyvaiiHO momnajgane Ha MPOAYKTa B OYHUTE, U3MHITE He3a0aBHO ¢
YHUCTa BOJA.

Tulathromycin Moxe a2 IpUYWHH CBPBXUYBCTUTEIHOCT IIPH KOHTAKT € KOXAaTa, BOJCIIA HAPHUMED 0
3a4yepBsiBaHE Ha Kokara (eputeM) n/wiam aepmartut. [Ipu ciryyaiiHO pa3inuBaHe Ha MPOIYKTa BbPXY
KOYKaTa, U3MHUITE He3a0aBHO MSACTOTO ChC CallyH M BOAA.

Wsmuiite pbiieTe cu cief] ynorpeoda.

HpI/I cnyqaﬁHo CaMOMHXXCKTHUPAHE, He3a0aBHO Ja C€ MOThbPCHU MEANIIMHCKHA CHbBET, KaTO HA JICKAps CC
npeaoCTaBu JIMCTOBKAaTa WM €TUKETA HA IIPOAYKTA.

IIpu cpMHEHUS 32 peakiys Ha CBPhXUYBCTBUTEITHOCT CIIE]T CITydaitHa eKCIO3UITNS (M3pa3sBaiia ce
HaIpuMep Ype3 MmosBaTa Ha ChbpOEK, 3aTPyAHEHO JUIIaHe, yPTUKAPHs, TIOlyBaHe Ha JIUIETO, TaJcHe,
MOBPBIIIaHE) TPSOBA J]a ce MPUIIOKH ITOAXOIAIIO JiedeHrne. HezabaBHO /1a ce MOThpPCH MEIUIIMHCKH
CBHBET, KaTo Ha JICKaps Ce MPEIOCTaBH JINCTOBKATA WU €THKETA Ha MPOIYKTA.

4.6 HeOnaronpusiTHH peaknuu (4eCTOTA U BAsKHOCT)

HOI[KO)KHOTO MMPUJIIOKCHHUE HAa TO3U BETCPUHAPHOMEANIIMHCKHU INIPOAYKT IIPU rOBE€Aa MHOI'O Y€CTO
IIpUYIrHsBA HpeXOﬂHH60H63HeHH PCaKniun U OTOK B MACTOTO Ha MHIKCKTHPAHE, KOUTO MOraT /1a €a €



npoaskuTeaHocT 1o 30 mau. He ca 3abens3anu mogqo0HN peakIiuy IpH IpaceTa | OBIIS CIIC
UHTPAMYCKYJTHO HHKEKTHPAHE..

[TaTomopomornyHnTE peakiyu (BKIFOYUTEITHO 00paTUMU ITPOMEHH C KOHT'€CTHS, OTOK, puUOpo3a u
KPBBOTEUEHHE) Ca MHOTO YECTH B MSCTOTO HA MHYKEKTUPAHE U ce HAOJIOIaBaT B IPOBIDKCHUE Ha
oxoiro 30 THY TIpH TOBEA U IpaceTa.

[Ipu oBIIeTE MHOTO YECTO CIIel MHTPAMYCKYJTHO MPUIIOKEHNE ce HAabJI0AaBaT MPeXoJHN MPU3HAIN Ha
JckoMdopT (BbPTEHE Ha II1aBa, TPUEHE B MACTOTO Ha HHXKEKTUPaHe, M3BUBaHE Ha rbp0a).
Te3u npu3HaLM OTIIYMSBAT 3a HAKOJIKO MUHYTH.

UecroTara Ha HEONATONIPUATHATE PEAKIIH CE OTIPEIessl Upe3 cieHaTa KiacupuKaIms:

- MHOTO 4ecTH (moBeue oT 1 Ha 10 TpeTUpaHH KUBOTHH, MIPOSBSIBAILN HEOIATONPHUITHYU PEAKIIUH)

- yectH (moBeye ot 1, HO mo-Manko oT 10 >xuBoTHU Ha 100 TpeTUpaHu KUBOTHN)

- He gecTH (moBeue ot 1, Ho mo-Manko ot 10 xxuBoTHN Ha 1000 TpeTupaHu KUBOTHH )

- penku (moseue oT 1, HO mo-manko ot 10 xuBoTHM Ha 10 000 TpeTupaHu >KUBOTHH )

- MHOTO peaxu (To-Manko ot 1 xkuBotHO Ha 10 000 TpeTrpaHu )KHBOTHH, BKIIFOUATEITHO U30JUPAHH
CHOOIICHU).

4.7 Ynorpe6a no Bpeme Ha OpeMeHHOCT, JTAKTALMS WM SIlIeHOCeHe

JlaGopaTopHHTE TPOyYBaHUS MPH ILTHXOBE U 3aiIIM HE TOKa3BaT HUKAKBH JOKA3aTEJICTBA 32
TEpaTOreHHOCT, (PETOTOKCHYHOCT WM TOKCHYHOCT 3a Maiikara. besomacHocTTa Ha
BETEPHUHAPHOMEIULIMHCKUS MIPOIYKT HE € IOKa3aHa [0 BpeMe Ha OPEMEHHOCT U JIaKTaLUsl.
[Tpunara ce camo cies pereHKa moJ3a/prucK OT OTTOBOPHHS BETEPUHAPEH JIEKap.

4.8 B3aumopneiicTBHe ¢ APYIr¥ BeTePUHAPHOMEIULMHCKH NPOAYKTH U APyru (popMuHA
B3auMojelicTBHe

He ca uzBectHH.

4.9 Jlo3a M HAYUH HA MPUJIOKEHUE

T'oBena
IToaxoxxHO NpUIOKEHHE.

Enna noakoskHa uHxkeKIws oT 2,5 mg tulathromycin/kg T.M. (ekBuBajieHTHO Ha 1 ml/40 kg T.m.).
IIpu TpeTupane Ha roeesa ¢ TenaecHa Maca Han 300 kg, pasnpeneneTe go3ara Taka, 4e B €{HO MSACTO Ja
ObJaT MHXKEKTHPAHU He ToBeue oT 7,5 ml.

Caune

HHTpaMyCKyITHO TIPUIIOKCHHUE.

Enna uatpamyckyiiHa HHXEKIus oT 2,5 mg tulathromycin/kg T.M. (ekBuBaneHTHO Ha 1 ml/40 kg T.m.)
BBB Bpara.

Ipu nevenue Ha CBUHE ¢ TelaecHa Maca Haj 80 kg pasnpesenere mo3ara Taka, 4e B €HO MACTO Ja
ObJaT MHXKEKTUPAHU HE mmoBeue oT 2 ml.

3a BCSIKO PECUpaTOpHO 3a00751BaHe ce npenopbuBa NPOAYKTHT a CC IIpWjiara B paHHaTa (1)333 Ha
bonecrra u 48 yaca CJICA MMOCTABAHC HA MHIKCKIMATA Na CC HAaIIpaBU OLCHKA HAa OTTOBOPA KbM
JICYCHUETO. AKO KIIMHHIHUTE IIpU3HAIU Ha PECIIUPATOPHO 3a00J1s1BaHe MEPCUCTUPAT, aKO CbCTOAHUETO
C€ € BJIOIIMJIO WIX IIpU PEHMUANB Ha 60HeCTTa, JICYCHUECTO TpS[6Ba Jia C€ IMIPOMEHM KaTO C€ NIPHUIIOKHU
Apyr AHTHOUOTHUK U Ja MpOABJIKA 10 U3YC3BAHC Ha KIIMHUYHUTC IPHU3HALHA.

Oslie
WHTpaMyCKyITHO TIPUIIOKEHHE.

Enna nntpamyckynna umkekuus ot 2,5 mg tulathromycin/kg .M. (ekBuBanentTrHo Ha 1 ml/40 kg T.M.)
BBB Bpara.



3a mpaBUJIHO T03UpaHE, TeJIeCHaTa Maca TpsIOBa Jla Ce OIPEIC/IA KOJIKOTO € Bb3MOXKHO [TO-TOYHO, 3a Ja
ce u30erHe mpuilarane Ha Mo-HUCKa OT HeoOXoaumara J03a.

[Ipu hnakoHUTE 32 MHOTOKpATHA YIIOTpeOa U3MOI3BANTE UTJIa 32 aCIIUpAaIlVs WK CIIPUHIIOBKA 32
MHOTOKpaTHa yrnoTpeda, 3a /ja ce 30erHe MPEeKOMEPHOTO JIyITYSHE Ha Tamnara.

4,10 Ilpeno3upaHe (CHMITOMH, CIIEIIIHM MEPKH, AHTHI0TH), AKO € HE0OX0TUMO

IIpu roBea, Ha KOWTO € ITOCTABEHATPH, TIET MJIM JECET IIBTH MO-BHCOKA 7032 OT MPEANNCcaHaTa,, Ce
Ha6HIO)IaBaT MMPEXOJHN CUMIITOMHHA ,ZII/ICKOM(i)OpT B MJACTOTO Ha MHXXCKTHPAHEC U BKIIIOYBAT
0e3MOKONCTBO, TPhCKAHE HA IIaBaTa, THITYCHE HA €THO MACTO M HAMAJIIBAHE HA alleTHUTa 3a KPaTKO
Bpeme. [Ipu roBezia, Ha KOUTO € TIOCTaBEHA MET JI0 IIECT MHTH MO-BUCOKA OT MPEANUCAHATAI03a, Ce
HaOJII0/1aBa CJ1a00 U3pa3eHa MHUOKapIHa JIereHepaIlusl.

[Ipu mnanu npacera ¢ TenecHa Maca okono 10 kg, Ha KouTo e mocTaBeHa TPY WM NET IBTH MO-BUCOKA
71032 OT MpEIKCcanaTa, ce HaOJIIoAaBaT MPEXOHU CUMITTOMUHA JUCKOM(MOPT B MACTOTO Ha
WHKEKTHPAHE U BKIIIOYBAT T0-3aCHIICHO KBUUEHE M O3MOKONHCTBO. [1pn HHKEKTHpaHe B 3aTHHS
KpalHUK ce Ha0I0AaBa 1 KyLoTa.

[Ipu arHera (Ha BB3pACT NPUOITH3UTETHO 6 CEAMUIH), HA KOUTO € TIOCTABEHA TPH WIIU TIET IIHTH T10-
BHCOKa J103a OT IpecaHara, ce HaOIro1aBaT NPeXoJHN PeaKkuu, KOUTO ce IbKaT Ha AUCKOM(OPT
B MSICTOTO Ha MH)KEKTHPaHE U BKJIIOUBAT ABWXECHHUE Ha3all, TPCKaHE Ha IJ1aBa, TPUEHE Ha MSCTOTO Ha
MHXEKTHPaHe, JIATaHe U CTaBaHe, OJecHe.

4.11 KapeHTHH CPOKOBe

l'oBena (Meco 1 BBTpEIIHN Opranu): 22 1HU.
CBuHe (Meco U BBTPEUTHH Oprann): 13 aawm.
Ogrie (Meco ¥ BETPEUTHH OpTraHu): 16 qHu.

He ce pa3pemasa 3a ynmorpe6a mpu )KHBOTHHU, YUETO MIISKO € MPEIHA3HAYCHO 332 KOHCYMaIHs OT X0opa.
Jla He ce mpwtara npu OpeMEHHU )KUBOTHH, YAETO MJISIKO € TIPETHA3HAYCHO 32 KOHCYMAIIUs OT X0pa, B
MPOIBIDKEHHE Ha 2 Mecela IPeIn 09aKBaHOTO pakIaHe.

5. DOAPMAKOJIOI'MYHU OCOBEHOCTHU

®dapmakoTepaneBTHYHA rpyna: AHTHOAKTEPHAIHN CPEACTBA 38 CUCTEMHO MPUIOKEHHUE, MAKPOIIU/IH.
Berepunapaomenunmacku Anatomo-Tepanesrnduen Koa: QJO1FA94.

51 d@apmakoaMHAMHYHHU CBOHCTBA

Tulathromycin € MoJyCHHTETUYHO aHTUMHKPOOHO CPEJCTBO OT rpyIiaTa Ha MaKpOJIUIUTE, KOSTO Ce
U3BJIMYA OT pepMeHTaIus. Pa3muyaBa ce OT APyruTe MaKpOJIMIH 110 TOBA, Y€ UMa MO-IAbJIbI IIEPHOJ] Ha
JIeHiCTBHE, KOETO OT YaCTH Ce IBJDKU HA TPUTE aMHUHOTPYIIH; TI0 Ta3H MIPUYNHA € KIACU(UIIUPAH B
XUMHYECKaTa MOrPyIia TPHAMUIHIH.

Makponuaure ca 6akTepUOCTaTHYHH AHTUOMOTUIIM M HHXUOUPAT OCHOBHUSIIPOTEMHOB OMOCHHTE3 Ype3
CENIEKTMBHOTO CBbp3BaHe ¢ OakrepuanHara pudosomua PHK. Te pefictBaT kato ctumynupar
otaensiHero Ha nenTuaI-TPHK oT pubo3omata o BpemMe Ha TpaHCTIAIMOHHUS TIPOIIEC.

Tulathromycin nputeskasa in Vvitro aktuBrocT cperry Mannheimia haemolytica, Pasteurella
multocida, Histophilus somni u Mycoplasma bovis, Actinobacillus pleuropneumoniae, Pasteurella
multocida, Mycoplasma hyopneumoniae, Haemophilus parasuis u Bordetella bronchiseptica
OaxTepuaTHA TATOTeHH, XapaKTepHU 32 PECIUPATOPHH OOJIECTH MpH ToBeAa U cBuHe. YBenmdeHn MIC
(MUHMMAaITHA HHXHOMPAIIa KOHIIEHTPAIKs) CTOWHOCTH ca OTKPUTH MPH HIKou u3omatu Ha Histophilus
somni u Actinobacillus pleuropneumoniae. Ilpu in Vvitro uscienBanus € g0Ka3aHa aKTHBHOCT CPEIILY



Dichelobacter nodosus (vir), 6akrepuanHus maToreH, Haif-4ecTo ce CBhP3BaH ¢ HHPEKIMO3EH
MOOJEPMATHT (KOTTUTEH THHUJIEI) TIPH OBIIETE.

Tulathromycin npureskasa in vitro aktuBaocT cpeury Moraxella bovis, GakTepuraineH naToreH, Hai-
YEeCTO CBBhP3aH ¢ HH(DEKIMO3HIS KEPaTOKOHIOHKTUBUT pu ToBenaTa (IBK).

WHCTuTYTHT 3a KIMHUYHY U Tabopatopau cranaapti CLSI e onpenenvn KTMHUYHYA TPaHUIH 32
tulathromycin cperry M. haemolytica, P. multocida u H. somni ot rosesxin pecriupaTtopeH Ipou3xo/ 1
P. multocida u B. bronchiseptica ot cBuHcku pecnimpatopeH npousxo/, karo <16 ug/ml gayBcrButentu
U ycroitunBy >64 pg /ml. 3a A. pleuropneumoniae oT cBUHCKH peciMpaTOpeH MPOU3X0/] IPaHHULATa Ha
YyBCTBHUTEIIHOCT € onpenesneHa Ha <64 pg/ml. CLSI cpio Taka my0inKyBa KIIMHUYHYA TPaHULH 32
tulathromycin b3 ocHoBa Ha auckoBo-aupy3uoHeH MeTo T (HoKyMenT CLSI VETO08, 4-10 n3nanue,
2018r.). Hama Hamu4Hu KauHuaHA rpanuim 3a H. parasuis. Huro EUCAST, uuto CLSI ca
pa3paboTuiny cTaHIApTHU METOIM 33 TECTBAHE HA aHTHOAKTEPUAIHHU ar€HTH CPEIy BETepUHAPHH
BuioBe Mycoplasma u ciieoBaTesiHO He ca ONpeIe/iCHN KPUTEPUH 3a ThIIKYBaHe.

Pe3ucteHTHOCT KbM MaKpOIUANTE MOXKE Ja CE Pa3BUE NMPH MyTallMi HA TEHUTE, KOAUPALIH
pubo3omuata PHK (pPHK) unu Hsixon prnb030MHM IPOTEHHY; Ype3 eH3UMHA MOAUDUKAIIHS
(Metmmanms) Ha yyacTbk 23S pPHK, 00ukHOBEHO noparkaa MOBUIIIaBaHE HA KPhCTOCAHATA
PE3UCTEHTHOCT KbM JIMKO3aMHIHUTE U cTpenTorpaMuHu ot rpyna b (MLSg pe3sucTeHTHOCT); eH3uMHa
WMHAKTUBAILMS WK Ype3 oTaeNsiHeHa Makponuante. MLSg pesnctenTHOCTTa MOXKeE a Oblie mpuaoouTa
WIN NIpeu3BUKaHa. Pe3ucTeHTHOCTTa MOXKE J1a ObJIe KOAUpPaHa B XPOMO30MUTE WIN IJIa3MUANUTE U
MoxXxe Aa Ob/ie IpejaBana, KoraTo ce acouuupa ¢ TPaHCIO30HH, IUIa3MUIN, UHTETPaTUBHU U
KOHIOTaTHBHHM ejeMeHTH. OCBeH TOBa reHOMHaTa ruiactTiaHocT Ha Mycoplasma ce ycunsa ot
XOPHU30HTAIHHSA TpaHC(hep Ha TOIeMH XPOMO3OMHH (h)ParMEeHTH.

B nonbiHeHne KbM HETOBUTE aHTUMHUKPOOHH CBOICTBa, tulathromycin nmoka3Ba 1 UMyHOMO Ty IHPALIH
Y IPOTHBOBB3NAIUTEIHHU CBOMCTBA B €KCIIEPUMEHTAIIHU Npoy4uBaHus. [Ipy roBex I 1 CBUHCKU
nonumMopdosapern kinetkd (PMN; veytpodunm) tulathromycin ctumynvpa anonrosara
(mporpaMupaHa KjieTbuHa CMBPT) M OTCTPAHSABAHETO HA MBbPTBUTE KJIIETKU OT Makpodarure. Toi
HaMaJsiBa IPOU3BOICTBOTO Ha MpouHpIamMaTopHu MeaunaTopu neBkorpuern B4 u CXCL-8 u
CTHUMYJIHpPA MIPOU3BOJICTBOTO HA MPOTHBOBB3MAIUTEICH U MPOPECOJIBUHT JIUIU TUTOKCHH A4.

5.2 @apMakoOKUHETHYHH 0CO0EHOCTH

[pu roBenara papmakokuHeTHYHMS podut Ha tulathromycin npyu NOAKOKHO MpUIIaraHe Ha eAMHUYHA
no3a 2,5 mg Ha kg T.M. ce Xapakrepu3upa ¢ Obp30 U eKCTEH3HBHO pe30pOHpaHe, MOCIeABaHO OT OBP30
pasnpocTpaneHue 1 0aBHa euMHUHaNUL. MakcumanHata KoHIeHTpaIms (Cmax) B TU1a3MaTa €
npubusutento 0,5 pg/ml; Ta3u CTOMHOCT ce mocTura okojio 30 MUHYTH Cliea NpuUiaraHe Ha 103ara
(Tmax). HuBaTa Ha koHUIEHTpauus Ha tulathromycin B 6enoapoOHITE XOMOTEHATH Ca 3HAYUTETHO T10-
BHCOKH OT Te3H B IazMara. Mima 6e3cropHy ToKa3aTesICTBa 32 3HAYUTENIHA KOHIIEHTPaLus Ha
tulathromycin B HeyTpoduaHTe M anBeoTapHuTe Makpodaryu. Berpeku ToBa in Vivo KOHIIEHTpaLusITa
Ha tulathromycin B MscTOTO Ha MH(pEKIUATA B OenuTe qpo0OBe HE € u3BecTHa. [TukoBuTe
KOHLICHTPALIMH Cca MOCIEBaHN OT 0aBHO HaMalsBaHEe Ha Bh3ACHCTBUETO BHPXY OpraHu3Ma C siBHa
nmoJry-emuMuHaIu (t12) ot 90 gaca B Tura3zmara. [IporeHThT Ha CBBp3BaHE C IIA3MEHUTE IIPOTCHHU €
HUCHK, pubnuzutento 40%. HuBoTo Ha pasnpesaeneHne B cTaipioHapHO cheTostHAE (VSS),
OTIpeelieHO ciel MHTpaBeHo3HO npuioxkenue e 11 L/kg. buonanmunocrra Ha tulathromycin crnen
MOJKOXHO IPUJIaraHe Mpy ropefa e npuoimsuteano 90%.

[Ipu cBune, papmakokuHeTHYHUS podui Ha tulathromycin npu HHTPaMyCKyJIHO TPHIOKEHHAE Ha
eIrHUYHA 1032 2,5 mg Ha kg T.M. CBIO ce XapakTepu3upa ¢ Obp30 U eKCTEH3UBHO Pe30pOHpaHe
MTOCJICZIBAHO OT OBP30 pa3mpocTpaHeHre U 0aBHA enmMuHANNA. MakcuManHaTa KOHISHTPAIus (Cmax) B
mias3mara e npuosusutesHo 0,6 pg/ml; Ta3u CTOMHOCT ce mocTUra okojio 30 MUHYTH CJIeH IIpUjlaraHe
Ha fo3aTa (Tmax). HuBaTa Ha koHLIEHTpanus Ha tulathromycin B OetoapoOHITE XOMOTCHATH Ca
3HAYUTEITHO MO-BUCOKHU OT Te3M B Iazmara. VMima 6e3cnopHu 10Ka3aTesICTBa 3a 3HAUUTETHA
KOHIIeHTpanus Ha tulathromycin B HeyTpodmInTe U anBeogapHuTe Makpodaru. Bepeku ToBa in vivo
KOHLIEHTpauusTa Ha tulathromycin Ha MACTOTO Ha MHpEKIHATA B OeIHuTe JPOOOBE HE € N3BECTHA.



[MukoBHTE KOHIIEHTPAIIMH Ca MTOCIEBAHN OT 0aBHO HAMAJISIBAHE HA BH3JICHCTBHETO BEPXY OPraHU3Ma C
sIBHA TTOJTY-SIMMUHAITAA (t1/2) OT 91 yaca B mmazmara. [IpoeHTHT Ha CBBP3BaHE C TUIA3MECHHTE
MPOTEHHHU € HUCHK, mpuOim3uteHo 40%. HUBOTO Ha pa3npocTpaHEeHUE B CTAIIMOHAPHO ChCTOSTHUC
(Vss) onpeneneHo cnex uHTpaBeHO3HO mpuinoxernue ¢ 13,2 L/kg. buonanmunocrTa Ha tulathromycin
CJIe]] THTPaMyCKYJTHO TIPHIJIO’KEHHUE MTPH CBUHE € MpUOIM3uTeTHo 88%.

[Ipu oBue hapmakokuHeTHHUS podu Ha tulathromycin npu HHTPaMyCKYJIHO NMpUJIaraHe Ha
eMHUYHA 7032 2,5 mg Ha kg T.M. TocTiura MakcuMaiHa rmia3mMeHna koHueHTpaus (Cmax) ot 1,19 pg/ml
3a mpuom3uTeaHO 15 MUHYTH (Tmax) CIEI IPUIIOKEHNE M UMA TTOTY>KMBOT Ha eTUMUHUPAHE (t1/2)

69,7 yaca. CrernieHTa Ha CBBbP3BaHE C IUIa3MEHHUTE MIPOTEMHH € mpudausurento 60-75%. Husoto Ha
pasnpeneneHre B CTallMOHapHO cheTosiHKE (VSS), ONpeeNieHo Cliel MHTPABEHO3HO NMPUIIOKEHHUE €
31,7 L/kg. buonanmmunocTTa Ha tulathromycin ciiex MHTpaMycKyITHO nipuiioxeHue mpu osiie € 100%.

6. OAPMAIEBTUYHU OCOBEHOCTH
6.1 CHnucbk Ha eKCHUIIMEHTHTE

Monothioglycerol

Propylene glycol

Citric acid

Hydrochloric acid, dilute (for pH adjustment)
Sodium hydroxide (for pH adjustment)
Water for injections

6.2 OCHOBHH HECHBMECTHMOCTH

[Ipu nunca Ha JaHHM 32 CHBMECTHMOCT TO3H BETEPHHAPHOMEIUIIMHCKH MIPOLYKT He TpsiOBa 1a Oble
CMECBaH C JIPYT¥ BETEPUHAPHOMEULIUHCKYU IIPOLYKTH.

6.3 Cpok Ha rogHocT

CpoKk Ha TOITHOCT Ha KpaiHUs BETCPHHAPHOMEAUIMHCKY MTPOAYKT: 3 TOIAWHH.
CpoK Ha rOIHOCT CJIe[ IbPBO OTBApSHE HA bPBUYHATA OMAKOBKA: 28 THHU.

6.4. CnenmuajaHu yCJI0BHS 32 ChXpaHeHHE HA MPOAYKTA
To3u BeTepHHAPHOMENIIMHCKY MPOIYKT HE M3FCKBA HUKAKBH CIIEIIATHA YCIOBHUS 3a ChXpaHEeHNE.
6.5 BuamuchbcTaB HAa MBPBUYHATA OMAKOBKA

[Ipo3padeH cTbkIeH (IaKOH - CTBHKIIO THI 1, 3aTBOpeH ¢ OpoMoOyTHIIOBa Tamna, 00BUTA C
(hyopormonumep, aTyMUHUH U TUIACTMACOBA Karayka.

MHorocioeH npo3padeH miacTMacoB (hJIakoH, 3aTBOPEH ¢ OpoMOOYTHIIOBA Tama, 00BUTA C
(hyopormonumep, aTyMUHUH U TUIACTMACOBA Karayka.

Pasmep Ha onakoBkaTa:

Kapronena kytus, cpappkama 1 crbpkiieH ¢iakon ot 20 ml
Kapronena kytus, cpabpikaa 1 mmactmacos iakos ot 50 ml
Kapronena kytus, cpapprkaia 1 miactmacos ¢umakon ot 100 ml
Kapronena kytus, cpapprkaina 1 miactmacos ¢uiakon ot 250 ml
KaproneHna kyTusi, chabpikaiia 1 miacrMacoB ¢iakos ot 500 ml
®nakonute oT 500 ml 12 He ce M3MON3BAT 3a CBUHE U OBIIE.

He Bcuukn Pa3sMEpu Ha OITAaKOBKATa MOrart Jia 6’BI[aT npeajiaraHnu Ha 1masapa.



6.6 CnenuajHu MEPKH 32 YHUII0KAaBAaHE HA HECU3IT0JI3BaH IMPOAYKT WIH OCTATBIM OT HEr0

Bceku Heusnon3Ban BCTCPUHAPHOMCIUITMHCKU MPOAYKT WIN OCTATHIU OT HETO TpSI6Ba Ja 6T),Z[aT
YHHUIIOKCHU B CbOTBCTCTBUC C U3UCKBAHUATA HA MECTHOTO 3aKOHOAATCIICTBO.

7. HNPUTEXATEJ HA JIMIIEH3A 3A YIIOTPEBA
Ceva Santé Animale

10 av. de La Ballastiére

33500 Libourne

France

8. HOMEP HA JIMIIEH3A 3A YIIOTPEBA

EU/2/20/251/001-005

9. JATA HA TbPBOTO U3JABAHE/IIOJHOBSBAHE HA JIMIHEH3A 3A YIIOTPEBA

Jlata Ha TBPBOTO M3JaBaHe Ha JIMIIEH3 3a ymoTpeba: 24/04/2020 r.

10. [JATA HA NOCJIEJHATA PEJAKLUSI HA TEKCTA

[Moxpobna nadopmarys 3a TO3U MPOIYKT MOXKE 1a HaMepuTe Ha VIHTepHeT cTpaHumaTa Ha
EBporneiickara Arennus no Jlekapcrsata (http://www.ema.europa.eu/).

3ABPAHA 3A ITPOJAXKBA, CHAB/IIBAHE U/NJIN YIIOTPEBA

He e npunoxumo.


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

1. HAMMEHOBAHMWE HA BETEPUHAPHOME/IMIITUHCKHUA ITPOAYKT

Tulaven 25 mg/ml uHxeKUMOHEH Pa3TBOP 32 CBUHE

2. KAYECTBEH U KOJIMYECTBEH CHCTAB
Bceku ml chabpixa:

AKTHBHa cy0OcTaHIMA:

Tulathromycin 25 mg
ExcunnueHru:
Monothioglycerol 5mg

3a IIbJIHMS CIIMCHK HA EKCLIUITMEHTHTE, BIK T. 0.1.

3. DAPMALEBTUYHA ®OPMA

WHXEKIIHOHEH Pa3TBOP.
ITpo3pauen Oe31BETEH A0 ¢l1ab0 KasIBO-KbITEHUKAB Pa3TBOP.

4, KJIMHUYHHU JAHHHU

4.1 BupoBe »KUBOTHH, 32 KOUTO e mpeaHazHayeH BMII

CaumHe.

4.2 TepaneBTHYHH MOKA3aHMs, ONIPeeJIEHH 32 OTIeJTHUTE BU/I0BE ;KUBOTHH

Jleuenne u MeTauIakcusl Ha pecpaTopHu 3a0oisBanus npHu cBuHete (SRD), cBbp3anu ¢
Actinobacillus pleuropneumoniae, Pasteurella multocida, Mycoplasma hyopneumoniae, Haemophilus
parasuis u Bordetella bronchiseptica, xouto ca uyBcTBuTe HM Hatulathromycin.

[Ipenn ynotpebata Ha mpoaykTa TpsiOBa Ja ObJie YCTaHOBEHO HaJTM4YWE Ha 3a00JIBaHETO B TpyIaTa.
BerepuHapHOMEAMLIMHCKUAT MIPOLYKTTPAOBA Ja Ce MpUIlara caMo ako ce 04akBa pa30osBaHe Ha
mpaceTara 10 2-3 HH.

4.3 IIpoTuBomoka3aHus

,Z[a HE CC U3MO0JI3Ba IPU CBPBXYYBCTBUTCIHOCT KbM MAKPOJIUIHU aHTI/I6I/IOTI/IHI/I WA KbM HSIKOH OT
CKCIOUIIMCHTUTC.

4.4 CpeuuajHu NpeaNna3Hu MePKH 32 BCeKU BH/ *KUBOTHH, 32 KOUTO e nmpeaHasHayen BMII

Bb3HuKBa KpbCcTOCaHA PEBUCTEHTHOCT C IPYyTU Makpoiuau. He npuiaraiite eTHOBPEMEHHO C
AHTUMUKPOOHH CpeJICTBA C MOT00EH MEXaHU3bM Ha JISHCTBUE KaTO JAPYTd MAKPOIUIH WIN
JUHKO3aMUIH.

4.5 ChoeumnajHH MpeANa3sHU MePKH NP ynorpeda

CrienMaiHy peja3Hy MEepKH 3a )KUBOTHHUTE MPU YyHOTpedaTa Ha MPOJTYKTa:

[Ipunaranero Ha mpoayKTa TpsIOBa Jia Ce€ OCHOBaBa Ha TECTOBE 3a YYBCTBUTEITHOCT Ha
MUKPOOPTaHU3MHUTE, U30JIUPAHU OT JKUBOTHUTE. AKO TOBA € HEBE3MOXKHO, JICUCHUETO TPSIOBA Ja ce
Oa3upa Ha MecTHaTa (perruoHaliHa, Ha HUBO )epMa) SHHMASMHUOIOIMYHa HHpOpMALIKS 3a
YYBCTBUTEIHOCTTA HA MUKPOOPTaHU3MHUTE, CPEIly KOUTO € peaHa3sHaueH BMIL




IMpu npuiarase Ha POJYKTa Jia Ce B3EMAT 01 BHUMaHUe O(PUIMATHATA, HAIIMOHAHA U PETHOHATHA
AQHTUMHUKPOOHH MOJMTHKH. YTIOTpebaTa Ha MPOIyKTa [0 HaYWH, Pa3IHueH OT OMUCAHKS B
UHCTpyKIMuTe, nagenu B KXII, Moxe J1a yBeIn4d pa3lpoCTPAaHEHHETO Ha OAKTEPHUH, PE3SUCTCHTHH KbM
tulathromycin u moxe 1a Hamanu epUKaCHOCTTA OT JIEYEHHETO C APYTH MAKPOIUIHN, THHKO3AMUIN 1
CTPENTOrpaMUHHM OT rpyma B, mopaan Bp3MOXHa KPhCTOCAHA PE3UCTEHTHOCT

ITpu mosiBa Ha peakiys Ha CBPhXYYBCTBUTEITHOCT HE3a0aBHO J1a Ce TIPHIIOKHU MTOIXOJISIIIO JICUEHHE.

CHegI/IaHHI/I npearnasHy MCpPKH 3a JMlaTa, npujiaraiiyd BETCPUHAPHOMECANIWMHCKHA IMTPOAYKT Ha
KHMBOTHUTC:

Tulathromycin apasuu ounre. Ipu ciay4aiiHo monagaHe Ha IPOAYKTa B OUHTE, M3MUITE HE3a0aBHO C
YHCTa BOJIA.

Tulathromycin Moe Jja IPUYUHHA CBPBXIYBCTBUTEIHOCT IIPH KOHTAKT C KOXaTa, BOJEIa HAIIPHUMEP JI0
3adepBsiBaHE Ha Kokara (epureM) u/wian aepMaturt.. [Ipu ciiy4ailHO pa3inBaHe Ha MPOIYKTa BHPXY
KOXarTa, U3MHITE He3a0aBHO MSICTOTO ChC CaITyH U BOJIA.

M3mwuiiTe ppIieTe cu ciien yrmoTpeoa.

HpI/I cnyqaﬁHo CaMOUHIKCKTHPAHC, He3a0aBHO Ja CC MOThbPCU MCAUITMHCKHN CBbBET, KaTO HA JICKAP CC
npeaoCTaBu JIMCTOBKATa UK €TUKETA Ha IMPOJAYKTa.

[Ipu ceMHeHU 3a peakys Ha CBPBXIYyBCTBUTEIHOCT CJIe CIydaliHa eKCIO3UIMs (M3pa3siBalla ce
HaImpuMep Ype3 MosBaTa Ha chpOexk, 3aTPyAHEHO AMIIaHe, YPTUKAPHsl, IO JyBaHe Ha JIULETO, rajieHe,
MOBpPBIIIaHe) TPSAOBA J1a ce MPHIIOKH NOAXOSIIO JieueHne. HezabaBHO J1a ce MOTHPCH MEIUIHCKH
CBBET, KaTO Ha JIEKaps ce MPel0CTaBM JINCTOBKATA MM €THKETa Ha MPOLYKTA.

4.6 HebaaronpusaTHU peakuuy (4eCTOTA U BAKHOCT)

IMaTromophonoruyau peakimu (BKIFOUUTETHO 00paTUMHU MPOMEHHU ¢ KOHT'€CTHSI, OTOK, (pudpo3a u
KPBBOTEUCHHUE) B MACTOTO Ha MH)KEKTUPAHE Ce HAOJIF0/1aBaT B MPOB/DKEHUE HA OKOJIO 30 JHH.

4.7 Ymnorpeda mo BpeMe Ha OPeMEHHOCT, JJAKTAIUS WIH sIiileHOCeHe

JlabopatopHu poy4YBaHMs MPH TUIHXOBE M 3alIM HE IOKa3BaT HUKAKBH JJOKa3aTeJICTBA 3a
TepaTOreHHOCT, (PeTOTOKCHYHOCT MIIM TOKCHYHOCT 3a MaiikaTa. bezomacHocTTra Ha
BETEPUHAPHOMETMIIMHCKUS IPOAYKT HE € JOKa3aHa Mo BpeMe Ha OpeMeHHOCT M jtakTanust. [Ipumara ce

camo cJjie]] IpelieHKa M0I3a/pUCK OT OTTOBOPHHS BETEPUHAPEH JIeKap.

4.8 BzaumopaeiicTBHe ¢ IPYrd BeTePUHAPHOMEIMIIMHCKHU MPOXYKTH U Apyru popmuna
B3auMoOJeiicTBHE

He ca n3BectHn.
4.9 Jlo3a u HAYMH HA NPUIOKEHHE

Enna natpamyckymHa nmxekmus ot 2,5 mg tulathromycin/kg 1.M. (exBuBanentHo Ha 1 ml Ha 10 kg
T.M.) BbB Bpara.

ITpu nevyenne Ha cBUHE ¢ TenecHa Maca Hax 40 kg pasnpenenere go3ara Taka, 4e B €1HO MACTO Ja HE
ObAaT MHXKEKTUpaHH noBeue oT 4 ml.

3a BCAKO pecnupaToOpHO 3a00JIsIBaHE e TPEnopbyBa MPOAYKTHT Ja c€ TIpuIiara B panHara ¢aza Ha
OosiectTa 1 48 vaca ciiej] MOCTaBsIHE HA MHKEKIINATA JIa ce HAIIPaBHU OICHKA Ha OTTOBOPA KbM
JICYCHUETO. AKO KIIMHUYHUTE MPHU3HAILM HAa PECITUPATOPHO 3a00JIIBaHE MMEPCUCTUPAT, aKO ChCTOSHUECTO
ce € BIIOUIJIO WIIM TP PeliInB Ha 6osecTTa, JIeYeHHEeTo TPpAOBa /1a ce MPOMEHH, KaTo ce PUIIOKH

10



apyr AHTHOWUOTHK U Ja MpoABJIKMA 10 N3YE3BAHC HAa KIIMHUYHUTE IIPHU3HAILIA.

3a npaBUIHO TO3UPAHE, TeJICCHATA Maca TPIOBa Jia Ce OMPEICTH KOJIKOTO € Bb3MOXKHO MO-MTPEIH3HO, 32
Jia ce n30erHe mpuiiaraHe Ha Mo-HUCKa OT HeoOxouMara jo3a. [1pu (hakoHUTe 32 MHOTOKpaTHA
yrnoTpeba U3IMON3BaTe Uriia 3a acTIMpaIys WU CIPUHIIOBKA 32 MHOTOKpaTHa ynoTpeba, 3a j1a ce
n30erHe MPeKOMEepHOIyITUCHE Ha Tarara.

4.10 Ipeno3upane (CHMITOMH, CIIEIIIHH MEPKH, AaHTUI0TH), AKO € HE0OXO0TUMO

HpI/I MJIaau mpaceTa ¢ TCJIECHa Maca OKOJIO 10 kg, Ha KOUTO € IOCTAaBCHA TPU WJIH IET II'bTU 11O-BHCOKA
A03a OT npeArnucanara,ce Ha6J'IIOI[aBaT MMpexXoJHu CUMIITOMHUHA ,Z[I/ICKOM(l)OpT B MsACTOTO Ha
HWHXCKTHUPAaHC U BKIIFOYBAT IMO-3aCHJICHO KBUYCHC U 0€E3IMOKONCTBO. HpI/I HWHXCKTHPAaHC B 3aJIHUA
KpaﬁHHK Cce Ha6n}o;[aBa " KyHoTa.

4.11 KapeHTeH cpok

Meco u BpTpelIHu opranu: 13 aHu.

5. O®APMAKOJIOI'MYHU OCOBEHOCTH

dapmakoTepaneBTUYHA rpyna:; AHTHOAKTEPHATHH CPEACTBA 32 CHCTEMHO TPUIIOKEHUE, MAKPOJIUIH
Betepunapuomeaunracku Anaromo-TepanesruueH Koa: QJO1FA94.

5.1 ®apmakoguHAMHYHH CBOIicTBA

Tulathromycin € TOTYCHHTETUYHO aHTUMHUKPOOHO CPEJICTBO OT rpyIiaTa Ha MaKpOJIHIUTE, KOETO Ce
W3BJIMYA OT (pepMEHTAMOHEH MPOXYKT. Pa3niyaBa ce OT Apyrure MaKpoIHMIM 110 TOBA, Y€ UMa T10-
ABJBI IICPUOI HA I[CﬁCTBHe, KOC€TO OT 4aCTH C€ ABJIKU HAa TPUTC aMUHO-TPYIIU; 110 Ta3u IMMPUIHHA €
Ki1acu(uIMpaH B XUMHUYECKaTa OATPYIa TPHAMHIININ.

Makponuaure ca 6akTepUOCTaATUYHA aHTUOMOTUIIM M HHXUOUPAT OCHOBHUS IPOTENHOB OMOCUHTE3
Yype3 CeICKTUBHOTO CBhp3BaHe ¢ OakTepuanHata pudboszomua PHK. Te neficTBar kaTo CTUMYIUpAT
otnensHeTo Ha nentuama-TPHK ot prbo3omara mmo Bpeme Ha TpaHCITAIMOHHUS TIPOTIEC.

Tulathromycin npuresxasa in vitro aktuHocT cperry Actinobacillus pleuropneumoniae, Pasteurella
multocida, Mycoplasma hyopneumoniae, Haemophilus parasuis u Bordetella bronchiseptica -
OaKTepHATHH [TaTOTCHH, HAli-ueCTO CBBhP3aHH C PECITUPATOPHUTE OOJICCTH TP CBUHETE. Y BETHICHU
MIC (MI/IHI/IMa.]'IHa I/IHXI/I6I/IpaHIa KOHHGHTpaLII/IH) CTOMHOCTH ca OTKPHUTHU IIPpU HAKOU U30JIaTH HA
Actinobacillus pleuropneumoniae.

WHCTUTYTHT 32 KIIMHWYHE 1 J1abopaTtophu ctannapti CLSI e onpeaenut KIMHAYHE TPAHULH 32
tulathromycin cpemry M. haemolytica, P. multocida u H. somni ot rosexau pecriupaTtopeH Ipou3xo 1
P. multocida u B. bronchiseptica ot ceuncku pecmuparopes mpousxoz, kato <16 ug/ml ayscteuTennmn
u ycroiunBu >64 pg /ml. 3a A. pleuropneumoniae or cBHHCKH pecpaToOpeH MPOU3X0/] IPaHUIIaTa Ha
YyBCTBHTEITHOCT € onpeneneHa Ha <64 pg/ml. CLSI cbIo Taka myOnmKyBa KIMHIYHA TPAHULH 32
tulathromycin Bp3 ocHoBa Ha auckoBo-aupy3uoHeH MeTo 1 (mokymentT CLSI VETO08, 4-1o u3nanue,
2018 r.). Hama mammusu kirauaan rpanuiy 3a H. parasuis. Huro EUCAST, auro CLSI ca
pa3paboOTHIIN CTaHAAPTHA METO/IH 32 TECTBAaHE HA aHTUOAKTEPUATTHU areHTH CPEIly BETCpUHAPHH
ButoBe Mycoplasma u ciieoBaTesiHO He ca ONpe/Iie/ieHd KPUTEPHH 3a ThIIKyBaHe.

Pe3ucTeHTHOCT KbM MaKpOJIHUAMTE MOXKE Jia CE Pa3BHe MPU MyTallMX HA TEHUTE, KOJUPAIH
pubozomuata PHK (pPHK) niu Hsxon pnO0o30MHM IPOTENHY; Ype3 eH3UMHA MOAUPUKALINS
(meTmnarus) Ha ygacTek 23S pPHK, oO0nkHOBEHO MOpaXkja KpbhCTOCaHa PE3UCTEHTHOCT KbM
JIMKO3aMHUJUTE U cTpenTorpaMuny ot rpyna b (MLSg pesucteHTHOCT); €H3MMHA WHAKTUBALMS MU
upe3 oTAeIsTHeHa MakpoiuanTe. MLSg pe3ncTeHTHOCTTa MOXKe /1a ObJIe MPHUI00HTA HITH
npeAn3BHUKaHa. PesnucTteHTHOCTTA MOKe a Obe KOJUpaHa B XpOMO30OMUTE HIIH TUIA3MHUIUTE
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1 MOJKe J1a OBJie TIpeiaBaHa, KoraTo ¢e acolMHpa ¢ TPAHCIIO30HH, TIa3MHUIH, HHTETPATUBHU H
KOHIoraTuBHM etleMenTH. OCBEeH TOBa TeHOMHATa ITacTHIHOCT Ha Mycoplasma ce ycunsa ot
XOPHU30HTATHUS TpaHcdep Ha TOIIEMH XPOMO30OMHHU (hparMeHTH.

B nombiHeHne KbM HETOBUTE aHTUMHUKPOOHH CBOMCTBA, tulathromycin mokasBa 1 IMyHOMOIYTHPAIIH
U IPOTHBOBB3NAIUTEIHU CBONCTBA B €KCIIEPUMEHTAIHU poyuBaHusl. [Ipu cBUHCKH
nonumopdosapenu knetkr (PMN; veytpodunm) tulathromycin ctumymnupa anonrosara
(mporpaMupaHa KieTbuHa CMBPT) H OTCTPAHSBAHETO HA MBPTBUTE KJIIETKH OT Makpodarure. Toi
HaMaJIsiBa POU3BOJICTBOTO Ha MponHpIamMaTopau Meauatopu eskorpuern B4 u CXCL-8 n
CTUMYJIMpa MPOU3BOACTBOTO Ha IPOTUBOBB3NAIUTENICH U IIPOPECOIBUHT I JTUIIOKCHH A4,

5.2 dapmakoKHUHeTHYHH 0CODEHOCTH

[Ipu cBune, papamakokuHeTHuHUS Ipodm Ha tulathromycin npu HHTPaMyCKyJIHO IPUIIOKEHUE Ha
eJIMHUYHA 1032 2,5 mg Ha Kg T.M. ChIIO ce XapaKkTepu3upa ¢ Obp30 U €KCTEH3UBHO pe30opOUpaHe
MOCJICIBAHO OT OBP30 Pa3NpPOCTpaHeHUE U OaBHA eTUMHHAIMA. MakcumaiHaTta KOHIEeHTpaus (Cmax) B
wiazMara e npuoamsurenHo 0,6 pg/ml; Ta3u cTOMHOCT ce mocTura okojo 30 MUHYTH ciel] Ipujiarane
Ha no3aTa (Tmax). HuBaTa Ha KoHIIeHTpanus Ha tulathromycin B 6e104p0OHHUTE XOMOTeHATH Ca
3HA4YUTEITHO [10-BUCOKHU OT Te3H B Iu1a3mara. Mima 6e3criopHU 10oKa3aTesICTBa 3a 3HAUUTEIHA
KOHIIEHTpanus Ha tulathromycin B HeyTpoduIiTe u anBeonapHute Makpodaru. Benpeku ToBa in vivo
KOHLIEHTpauusTa Ha tulathromycin Ha MACTOTO Ha HHpEKIHATA B OeJIHuTe JPOOOBE HE € N3BECTHA.
[TukoBHUTE KOHLIEHTPALIMY €A [IOCIEBAHU OT OaBHO HaMaJlsIBaHE Ha BB3JICHCTBUETO BbPXY OpraHU3Ma C
sIBHA TIONy-enuMuHanus (t12) ot 91 waca B mazmara. [IpoueHTHT Ha cBbp3BaHe C MIa3MEHUTE
NPOTEUHHU € HUCHK, npudnusutenHo 40%. HuBoTo Ha pasnpeneneHue B cTamoHapHO cheTosiHUE (VsS),
OTpeNesICHO ciiell MHTPaBeHO3HO npuiokenue € 13,2 L/kg. buonannunocTra Ha tulathromycin cies
WHTPaMYCKYITHO TIPHIIOKEHUE MPU CBUHE € MPHOIM3NUTEeTHO 88%.

6. DAPMAIEBTUYHU OCOBEHOCTH
6.1 Chnucbk Ha eKCUHUNHEHTUTE
Monothioglycerol

Propylene glycol

Citric acid

Hydrochloric acid, dilute (3a perynupane Ha pH)
Sodium hydroxide (3a perynupane na pH)

Water for injections

6.2 OCHOBHHM HECHLBMECTHUMOCTH

[Ipu nurica Ha JaHHU 32 ChbBMECTHMOCT TO3M BETEPUHAPHOMEAMIIMHCKY MPOIYKT He TPsiOBa j1a Obje
CMECBAaH C JIpyTU BETEPUHAPHOMETUIIUHCKHU TIPOYKTH.

6.3 Cpok Ha romHocT

Cpoxk Ha TOIHOCT Ha KpalHUs BETCPUHAPHOMEAULMHCKH MIPOAYKT: 3 TOAUHH.
CpOK Ha TOIHOCT CJIEA IbPBO OTBAapsiHE HAa IbPBUYHATA OIAKOBKA: 28 THHU.

6.4. CnenuajaHu ycaoBHs 32 CbXpaHeHHe HA MPOAYKTa
To3mu BETCPUHAPHOMEAUIIMHCKU MPOAYKT HE M3UCKBA HUKAKBU CIICHHUAIHA YCJIOBUSA 3a ChbXPAaHCHUC.
6.5 BuaucbcTaB HAa MBPBHYHATA ONMAKOBKA

MHorocnoeH npo3padeH I1acTMacoB (pIaKkoH, 3aTBOpEH ¢ OpoMoOyTUIIOBa Tana, 00BHTa C
(yopononumep, alyMUHHUI U IUIACTMAcOBa Kallayuka.

12



Pa3mep Ha omakoBKaTa:

Kapronena kytus, cpapprkamia 1 miactmacos ¢akos ot 50 ml
Kapronena kytus, cpapprkaina 1 miactmacos ¢umakon ot 100 ml
Kapronena kytus, cpappkama 1 miactmacos aakos ot 250 ml.

He Bcuuku pa3mMepH Ha olakOBKaTa MoraT Ja ObJaT MpejjlaraHy Ha rasapa.

6.6 CroenuajgHu MepPKH 3a YHHIIOKABaAHE HA HEM3IOJI3BAH NMPOAYKT WUJIH OCTATHIU OT HEro
Bceku Hen3non3BaH BETEPHHAPHOMETUITMHCKH MTPOAYKT ITU OCTATHIM OT HETO TpsiOBa ja Obaat
YHHILOKEHH B ChOTBETCTBUE ¢ M3MCKBAHUATA HA MECTHOTO 3aKOHO/ATENICTBO.

7. IPUTEXATEJI HA JIMIIEH3A 3A YIIOTPEBA

Ceva Santé Animale

10 av. de La Ballastiére

33500 Libourne

France

8. HOMEP HA JIMIIEH3A 3A YIIOTPEBA

EU/2/20/251/006-008

9. JATA HA I'bPBOTO U3JJABAHE/IIOJHOBABAHE HA JIMIEH3A 3A YIIOTPEBA

Jlata Ha TBPBOTO M3aBaHe Ha JIUIEH3 3a yroTpeda: 24/04/2020 .

10. [JATA HA NOCJIEAHATA PEJAKLUSI HA TEKCTA

IMoapo6Ha nHGOpMAIHS 3a TO3H MPOIYKT MOXKE J1a HaMepuTe Ha IHTepHeT cTpaHHUIaTa Ha
EBponeiickara Arenmus no Jlekapcrpara (http://www.ema.europa.eu/).

3ABPAHA 3A ITPOJAXKBA, CHABJISIBAHE U/UJIN YIIOTPEBA

He e npunoxumo.
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IMPUJIOKEHHUE I1

A. TIPOU3BOIUTEJI, OTTOBOPEH 3A OCBOBOKJIABAHE HA TAPTUJIATA

b. YCJOBUS NN OT'PAHUYEHUA B JIMLIEH3A 3A YIIOTPEBA HA BMII,
OTHACHAIIU CE 1O ITPEAJATAHETO NJIA YIIOTPEBATA MY

B. CTATYC HA MJCOK

. JPYI'N YCJIOBUA U U3NCKBAHUSA KbM JIMIIEH3A 3A YIIOTPEBA
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A. IIPOU3BOIUTEJI, OTTOBOPEH 3A OCBOBOXKJIABAHE HA IIAPTUIATA

Hmen aJApCC HA IPOU3BOAUTEISA, OTTOBOPCH 3a ITYCKAHC HA NAPTUANMTC B npoz[a>i<6a:

Ceva Santé Animale
10, avenue de La Ballastiére
33500 Libourne

France

b. YCJIOBUA NJINX O'PAHUYEHMUSA B JIMHEH3A 3A YIIOTPEBA HA BMII,
OTHACHAIIU CE 1O ITPEAJIATAHETO NJIA YIIOTPEBATA MY

I[a CC OTITYCKa CaMo IIO JICKAPCKO IMPCAIIMCAHNC.

B. CTATYC HA MJICOK

AxrtuBHata cyoctannus B Tulaven e pa3pemiena cyOCTaHIMsI, KAKTO € TIOCO4EHO B Tabnuia 1 Ha
[Ipunoxenunero kbM PermamenTa Ha Komucusita (EU) No 37/2010:

dapmakoio- MapkepHO Bumose MICOK [Tpurean pyru TepaneBTHyeH
THYHO OCTATBYHO BEIIIECTBOPKHBOTHH ThKaHU M3UCKBaHUSI KJ1ac
AKTUBHA
cyOcTaHIHs
Tulathromycin (2R, 38, 4R, 5R, Osue, ko3u 450 pg/kg MycKyu He ce AHTHUH(DEK-
8R, 10R, 11R, 250 pg/kg MasnuH UYepeH [pa3zpemaBa 3a [IMO3HU
128, 13S, 14R)-2- 5400 ug/kg  |npo06 brbperu  ymorpeda npu  [cpeacTsa/
ethyl-3,4,10,13- 1800 ng/kg PKUBOTHH, AHTHOHOTHIIN
tetrahydroxy- Tosena 300 pg/kg Myckytu YUETO MIISIKO
3,5,8,10,12,14- 200 pg/kg Masunnn Uepen [IPeHA3HAYE HO
hexamethyl-11- 4500 pg/kg  |npo6 Bubpewn 38 KOHCYManys
[[3,4,6-trideoxy- 3- 3 000 pg/kg 0T XOopa
(dimethylamino)- [3-
D-
xylohexopyra- CuHE 800 pg/kg Myckyau Koxa
nosyl]oxy]-1-oxa- 6- 300 pg/kg + Ma3HUHU B
azacyclopent- de- CCTECTBEHO
can-15-one , CHOTHOILICHHE
M3pa3eHU KaTo 4 000 pgkg  Hepen apob
CKBUBAJICHTH Ha 8 000 ug’kg  [bubpenn
tulathromycin

ExcriunmenTure, mocoyenu B T. 6.1 Ha KpaTkaTa xapakTepucTrKa ca WiIH pa3pelieHn CyOCTaHINH, 32
kouTto B Tabnuna 1 Ha [lpunoxennero kbMm Permament (EC) No 37/2010 we ce uznuckat MJICOK wim
ce pas3riexaar kato Henomnaaany B ooxsara Ha Pernmament (EC) No 470/2009, koraTo ca BKJIIOUCHH B
TO3U BETEPHUHAPHOMETUITTHCKH TIPOIYKT.

I'. JAPYI'U YCJIOBUSA U UBNCKBAHUSA KbM JIMIEH3A 3A YIIOTPEBA

CHCI_II/I(i)I/I‘IHI/I HN3HUCKBAHUA KbM q)apMaKonoquHaTa 6}_II/ITCJ'IHOCTZ

[ukBIBT 3a MOaBaHe HA IEPUOIUUHUTE AOoKIaau 3a OezonacHoct (I1/1B) mie 0b/ie CHHXpOHU3HUPAH U
Te 1me ObJaT MOAaICHH ChC ChINAaTa YECTOTA KAKTO 32 pe)epeHTHUS MPOIYKT.
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IPUJIOKEHMUE 111

ETUKET U JINCTOBKA
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A. ETUKET
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NHOOPMAIUSA, KOATO CE U3IIMCBA BBPXY BBHIITHATA OITAKOBKA

KAPTOHEHA KYTHUA (20 ml /50 ml /100 ml /250 ml)

1. HAMMEHOBAHMWE HA BETEPUHAPHOME/IMITUHCKUA ITPOAYKT

Tulaven 100 mg/ml HXEKIMOHEH pa3TBOP 3a FOBEAA, CBHUHE U OBIIE
tulathromycin

2. CbABbP/KAHUE HA AKTUBHATA CYBCTAHIIUA

Tulathromycin: 100 mg/ml

3. DPAPMANEBTUYHA ®OPMA

MHXeKIMOHEH pa3TBOp.

4. PABMEP HA OITAKOBKATA

20 mi
50 ml
100 ml
250 ml

5. BUJOBE )KNUBOTHMH, 3A KOUTO E IIPEJHA3ZHAYEH BMII

ToBena, cBuHE U OBIIE.

‘ 6. TEPAIIEBTUYHHU ITIOKA3AHUSA

‘ 7. METOJA 1 HAYUH HA TPUJIOXKEHUE

T'oBena: MOKOXKHO MPHIIOKEHHUE.
CBUHE U OBILIE: THTPAMYCKYJHO MPUIOKECHHE.
IIpenu ymorpeba mpoyeTr IUCTOBKATA.

8. KAPEHTHUM CPOKOBE

KapenTtHu cpokose:

Meco 1 BbTpENTHU OpraHu:

T'oBena: 22 nHu.

Csuse: 13 quu.

Osgue: 16 quu.

He ce pa3pemasa 3a ynmorpe6a mpu KHUBOTHHU, YHETO MIISKO € MPEJIHA3HAYCHO 33 KOHCYMaIHs OT X0pa.
Jla He ce mpwtara npu OpeMEHHU )KUBOTHH, YAETO MJISIKO € TIPEHA3HAYCHO 32 KOHCYMAIIUs OT X0pa, B
paMKHTE Ha 2 Mecera Mpear 09aKBaHOTO paXkIaHe.
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9. CIIEIIMAJIHU TPEAYIIPEXKJIEHUESA, AKO E HEOBXOJUMO

ITpenu ynorpeba npodeTH JINCTOBKATA.

10. CPOK HATOIHOCT

EXP: {meceryronuna}
Crnen oTBapsiHe, U3MOI3Ball B paMKUTE Ha 28 AHHU.

11. CHEINHUAJIHU YCJIOBUs 3A CbXPAHEHUE

12. CHEIWAJIHU MEPKMU 3A YHUIIIOKABAHE HA HEU3ITIOJI3BAH ITPOJAYKT
NJIM OCTATHIM OT HEI'O, AKO UMA TAKHUBA

yHI/IH_IO)KaBaHel MMpOYCTHU JIMCTOBKATA.

13. HAANUCBHT “CAMO 3A BETEPUHAPHOMEJINIIMUHCKA YIIOTPEBA”
YCJIOBUATA NN OT'PAHUYEHUATA OTHACALIU CE 10 INTPEJAJATAHETO
NJIA YIIOTPEBATA MY, AKO E IIPUJIOKUMO

Camo 3a BeTepUHAPHOMEIMITUHCKA yroTpeba. /la ce oTmycka camMo 10 JIeKapcKo MpeuCaHume.

14. HAIMNHUCDHT “IJA CE CbXPAHSABA JAJIEY OT INIOI'VIEJA U HA HEJOCTBITHU
3A JEIIA MECTA

I[a CC CbXpaHsiBa JaJicyd OT MOoIJIcAa U Ha HCAOCTBIIHU 3a [IC1Ia MECTaA.

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

Ceva Santé Animale

10 av. de La Ballastiére
33500 Libourne

France

16. HOMEPA HA JIMIIEH3A 3A YIIOTPEBA HA BMII

EU/2/20/251/001 (20 ml)
EU/2/20/251/002 (50 ml)

EU/2/20/251/003 (100 ml)
EU/2/20/251/004 (250 ml)

17. TAPTHJAEH HOMEP

Lot:
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NHOOPMAIUSA, KOATO CE U3IIMCBA BbPXY BHBHIIHATA OITAKOBKA

Kapronena kytust (500 ml)

1. HAUMEHOBAHUE HA BETEPUHAPHOMEJINLHMWHCKUA ITPOAYKT

Tulaven 100 mg/ml nHXeKIIMOHEH pa3TBOP 3a roBeAa
tulathromycin

2. CbABbP/KAHUE HA AKTUBHATA CYBCTAHIIUA

Tulathromycin: 100 mg/ml

3. DPAPMANEBTUYHA ®OPMA

HnxeknoHeH pa3TBop.

4. PABMEP HA OITAKOBKATA

500 ml

5. BUJIOBE )KUBOTHMH, 3A KOUTO E IIPEJHA3ZHAYEH BMII

T'oBena.

‘ 6. TEPAIIEBTUYHU ITIOKA3AHUSA

‘ 7. METOJA 1 HAYUH HA TPUJIOKEHUE

TloakoKHO TTPUIIOKEHHE.
[Ipenu ymorpeba mpoyeTn JIUCTOBKATA.

8. KAPEHTHUM CPOKOBE

Kapenten cpoxk:

Meco u BbTpEUIHH OpraHu: 22 THHU.

He ce pa3pemaBa 3a ynorpe6a rnpu )KMBOTHHU, YMETO MIIKO € IIPEHA3HAYEHO 32 KOHCYMAIHsl OT X0pa.
[a He ce npuiiara npu OpeMEHHH KUBOTHH, YMETO MIIIKO € TIPeAHA3HAuYEHO 32 KOHCYMAaIHs OT X0pa, B
paMKuTe Ha 2 Mecela Ipead OYaKBaHOTO PaXKAAHE.

‘ 9. CIIEIIMAJIHU NTPEAYIIPEXKJIEHUESA, AKO E HEOBXOJUMO

[Tpenu ynorpeba npodeTH JINCTOBKATA.
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| 10. CPOK HA FOJIHOCT

EXP: {Mecer/roauna}
Crnen oTBapsiHe, U3MOI3Ball B paMKUTE Ha 28 AHHU.

‘ 11. CHEINHUAJIHU YCJIOBUs 3A CbXPAHEHUE

12. CHELHUAJIHU MEPKH 3A YHUITOKABAHE HA HEU3IIOJI3BAH ITPOAYKT
NJIN OCTATHIU OT HEI'O, AKO UMA TAKUBA

yHI/IH_IO)KaBaHel MMpOYCTU JIMCTOBKATA.

13. HAANUCBHT “CAMO 3A BETEPUHAPHOMEJINIIMUHCKA YIIOTPEBA”
YCJIOBUATA NN OT'PAHUYEHUATA OTHACALIUA CE 10 INTPEAJATAHETO
NJIA YIIOTPEBATA MY, AKO E ITPUJIOKNUMO

Camo 3a BeTepUHAPHOMEIHUITMHCKA yHoTpeba. /la ce oTmycka camMo 10 JeKapcKo MpeuCaHue.

14. HAINHUCDHT “IJA CE CbXPAHSABA JAJIEY OT NIOI'VIEJA U HA HEJOCTBITHU
3A JEIIA MECTA”

I[a C€ CbhXpaHsBa JaJieyd OT IorJica U Ha HEAOCTBIIHU 3a JIC1Ia MECTa.

‘ 15. HUME U ITOCTOSAHEH AJPEC HA ITIPUTEXATEJIA HA JIMIIEH3A 3A YIIOTPEBA

Ceva Santé Animale

10 av. de La Ballastiére
33500 Libourne

France

16. HOMEP HA JIMIIEH3A 3A YIIOTPEGA HA BMII

EU/2/20/251/005

17. TAPTHUJAEH HOMEP

Lot:

21



HHOOPMAIMSA, KOATO CE U3IIMCBA BBPXY ITBPBUYHATA OITAKOBKA

IInactmacos ¢urakon 100 ml /250 ml

1. HAUMEHOBAHUE HA BETEPUHAPHOMEJINLHMWHCKUA ITPOAYKT

Tulaven 100 mg/ml nuHXEKIMOHEH pa3TBOP 3a FOBEAA, CBHUHE U OBLIE
tulathromycin

2. CbABbP/KAHUE HA AKTUBHATA CYBCTAHIIUA

Tulathromycin: 100 mg/ml

3. DPAPMANEBTUYHA ®OPMA

HnxeknoHeH pa3TBop.

4. PABMEP HA OITAKOBKATA

100 ml
250 ml

5. BUJOBE )KNUBOTHMH, 3A KOUTO E IIPEJHA3ZHAYEH BMII

T'oBema, cBUHE 1 OBIIE.

‘ 6. TEPAIIEBTUYHHU ITIOKA3AHUSA

‘ 7. METOA 1 HAYUH HA ITPUJIOKEHHE

T'oBema: SC
Csune u oBue: IM
[Ipenu ynotpeba npoyeTH JIMCTOBKATA.

8. KAPEHTHUM CPOKOBE

KapenTtHu cpokose:

Meco ¥ BETPEITHH OpTraHu:
T'oBena: 22 nHu.

Csuse: 13 quu.

Osguge: 16 quu.

He ce pa3peniaBa 3a ynorpeba mpH )KUBOTHH, YHETO MIIIKO € TIpeTHA3HAYCHO 32 KOHCYMAIIUs OT XOpa.

Ja He ce mpunara npu OpeMEeHHH )XKUBOTHH, YHETO MIIIKO € MPeJHAa3HAuYeHO 32 KOHCYMAITUs OT XOpa, B
paMKHTe Ha 2 Mecela Mpeau OYaKBaHOTO paXaaHe.
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9. CIIEIIMAJIHU TPEAYIIPEXKIEHUESA, AKO E HEOBXOJUMO

ITpenu ynorpeba npodeTH JINCTOBKATA.

| 10. CPOK HA FOJIHOCT

EXP: {meceryronuna}
Crnen oTBapsiHe, U3MOI3Ball B paMKUTE Ha 28 AHHU.

‘ 11. CHEINHUAJIHU YCJIOBUs 3A CbXPAHEHUE

12. CHEIWWAJIHU MEPKH 3A YHUILIO’)KABAHE HA HEU3ITIOJI3BAH ITPOAYKT
NJIM OCTATHBIU OT HEI'O, AKO UMA TAKHUBA

13. HAIINUCDHT “CAMO 3A BETEPUHAPHOMEJIUIIMHCKA YIIOTPEBA”
YCJIOBUATA NJIX OTPAHUYEHUATA OTHACAIIMU CE JO HPEJUVIAI'TAHETO
NJIA YIIOTPEBATA MY, AKO E ITPUJIOKNUMO

Camo 3a BCTCPUHAPHOMCIUIIUHCKA yrIOTpe6a. I[a CC OTIIYCKa CaMO IIO0 JICKAPCKO MPECANMUCAaHUC.

14. HAJIMNUCHT “IA CE CbXPAHSIBA JIAJIEY OT TOTJIEJA U HA HEJJOCTBITHA
3A JTEIJA MECTA”

I[a C€ CbhXpaHsBa JaJieyd OT IorJjicaa U Ha HEAOCTBIIHU 3a JIC1Ia MECTa.

‘ 15. HUME U ITOCTOSHEH AJPEC HA IIPUTEXATEJIA HA JIMIEH3A 3A YIIOTPEBA

Ceva Santé Animale

10 av. de La Ballastiére
33500 Libourne

France

16. HOMEPA HA JIMIIEH3A 3A YIIOTPEBA HA BMII

EU/2/20/251/003 (100 ml)
EU/2/20/251/004 (250 ml)

17. TAPTHUJAEH HOMEP

Lot:
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HHOOPMAIMSA, KOATO CE U3IIMCBA BBPXY ITBPBUYHATA OITAKOBKA

IInactmacos ¢aaxon 500 ml

1. HAUMEHOBAHUE HA BETEPUHAPHOMEJINLHMWHCKUA ITPOAYKT

Tulaven 100 mg/ml nHXeKIIMOHEH pa3TBOP 3a roBeAa
tulathromycin

2. CbABbP/KAHUE HA AKTUBHATA CYBCTAHIIUA

Tulathromycin: 100 mg/ml

3. DPAPMANEBTUYHA ®OPMA

HnxeknoHeH pa3TBop.

4. PABMEP HA OITAKOBKATA

500 ml

5. BUJIOBE )KUBOTHMH, 3A KOUTO E IIPEJHA3ZHAYEH BMII

T'oBena.

‘ 6. TEPAIIEBTUYHU ITIOKA3AHUSA

‘ 7. METOJA 1 HAYUH HA TPUJIOKEHUE

TloakoKHO TTPUIIOKEHHE.
[Ipenu ymorpeba mpoyeTn JIUCTOBKATA.

8. KAPEHTEH CPOK

Kapenten cpoxk:
Meco u BbTpEUIHH OpraHu: 22 THHU.

He ce pasperasa 3a ynotrpeda npH »HBOTHHU, YHETO MIISIKO € MPEHA3HAUCHO 32 KOHCYMAIHs OT X0pa.
Jla He ce mpuara npu OpEMEHHH KUBOTHH, YHETO MJISIKO € TIPEHA3HAUCHO 32 KOHCYMAIIUS OT X0pa, B
paMKuTe Ha 2 Mecelia Mpeii OYaKBaHOTO pPaXJIaHe.

‘ 9. CIIEHUAJIHA NPEAYHPEXKIEHUESA, AKO E HEOBXOJUMO

[Tpenu ynorpeba npodeTH JINCTOBKATA.
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| 10. CPOK HA FOJIHOCT

EXP: {Mecer/roauna}
Crnen oTBapsiHe, U3MOI3Ball B paMKUTE Ha 28 AHHU.

‘ 11. CHEINHUAJIHU YCJIOBUs 3A CbXPAHEHUE

12. CHELHUAJIHU MEPKH 3A YHUITOKABAHE HA HEU3IIOJI3BAH ITPOAYKT
NJIN OCTATHIU OT HEI'O, AKO UMA TAKUBA

13. HAIINUCDHT “CAMO 3A BETEPUHAPHOMEJIUIIMHCKA YIIOTPEBA”
YCJIOBUATA NJIX OTPAHUYEHUATA OTHACAIIU CE 1O HPEJUVIAI'TAHETO
NJIA YIIOTPEBATA MY, AKO E ITPUJIOKUMO

Camo 3a BCTCPUHAPHOMCIUIIUHCKA yrIOTpe6a. I[a CC OTIIYCKa CaMO IIO0 JICKAPCKO MPECANMUCAaHUC.

14. HAJIMNUCHT “IA CE CbXPAHSIBA JIAJIEY OT TOTJIEJA Y HA HEJJOCTBITHA
3A JIEIJA MECTA”

I[a C€ CbhXpaHsBa JaJIeyd OT IorJjicaa U Ha HEAOCTBIIHU 3a JIC1Ia MECTa.

‘ 15. HUME U IMIOCTOSAHEH AJPEC HA ITIPUTEXATEJIA HA JIMIEH3A 3A YIIOTPEBA

Ceva Santé Animale

10 av. de La Ballastiére
33500 Libourne

France

16. HOMEP HA JIMIIEH3A 3A YIIOTPEGA HA BMII

EU/2/20/251/005

17. TAPTHUJIEH HOMEP

Lot:
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MHUHUMYM UHO®OPMAILIUSA, KOATO TPABBA JA BBJAE U3IIMCAHA BBPXY MAJIKHA
OITAKOBKH BMII

®aakoH (20 ml - crekiaen/ 50 ml - niaacTmacoB)

1. HAUMEHOBAHUWE HA BETEPUHAPHOMEJINLHMWHCKUA ITPOAYKT

Tulaven 100 mg/ml HHKEKIIMOHEH Pa3TBOP 3a FOBE/Ia, CBHHE U OBILIC
tulathromycin

2. KOJIMYECTBO HA AKTUBHATA CYBCTAHIIMA

Tulathromycin: 100 mg/ml

3. CBIBPKAHHUE CIIPIMO MACA, OBEM WX PO HA EJAUHUYHUTE 103U

20 ml
50 mi

4. HAYUHUA HA ITPUJIOKEHUE

T'oBena: SC.
CsuHe u oBre: IM.

5. KAPEHTHHM CPOKOBE

KapenTtnu cpokoge:

Meco 1 BbTpENTHU OpraHu:

T'oBena: 22 nHu.

Csuse: 13 quu.

Osguge: 16 quu.

He ce pa3peraBa 3a ynorpe0a npu )KUBOTHH, YUETO MIISKO € TPETHA3HAYCHO 32 KOHCYMAIIHS OT X0pa.

6. MMAPTH/IEH HOMEP
Lot:
| 7. CPOK HA TOJTHOCT

EXP: {meceryronuna}
Crnen oTBapsiHe, U3MOI3Ball B paMKUTE Ha 28 AHHU.

‘ 8. HAJIIUCDHT “CAMO 3A BETEPUHAPHOMEJIMIIMHCKA YIIOTPEBA”

Camo 3a BCTCPUHAPHOMCIUIIMHCKA yHOTpC6a.
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NHOOPMAIUSA, KOATO CE U3IIMCBA BbPXY BHBHIIHATA OITAKOBKA

Kapronena kytus (50 ml /100 ml /250 ml)

1. HAUMEHOBAHUE HA BETEPUHAPHOMEJINLHMWHCKUA ITPOAYKT

Tulaven 25 mg/ml uHXeKUMOHEH Pa3TBOP 332 CBUHE
tulathromycin

2. KOJIMYECTBO HA AKTUBHATA CYBCTAHIMA

Tulathromycin: 25 mg/ml

3. DPAPMANEBTUYHA ®OPMA

HnxeknoHeH pa3TBop.

4. PABMEP HA OITAKOBKATA

50 ml
100 ml
250 ml

5. BUJOBE ’KUBOTHMH, 3A KOUTO E NTPEJHA3HAYEH BMII

CBuHe.

‘ 6. TEPAIIEBTUYHU ITOKA3AHUSA

‘ 7. METOA 1 HAYUH HA ITPUJIOKEHHE

WHTpaMyCcKyITHO NPHIIOKEHHE.
[Ipenu ynorpeba nmpoueTu JIUCTOBKATA.

8. KAPEHTEH CPOK

Kapenten cpoxk:
Meco u BETpeIIHy opran: 13 gam.

9. CIHEHUAJIHU NPEAYHPEXIEHUS, AKO E HEOBXOJIUMO

[Tpenu ynorpeba npodeTH JINCTOBKATA.
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10. CPOK HA IOAHOCT

EXP:
Cren oTBapsiHe, M3MOI3Bal B paMKUTE Ha 28 THH.

11. CHELHWAJIHU YCJIOBUS 3A CbXPAHEHHUE

12. CHELHUAJIHU MEPKH 3A YHUITOKABAHE HA HEU3IIOJI3BAH ITPOAYKT
NJIN OCTATHIU OT HET'O, AKO UMA TAKUBA

VHurmoxxaBase: IIPpOYETHU JIMCTOBKATA.

13. HAIANUCDHT “CAMO 3A BETEPUHAPHOMEJIUIIMHCKA YIIOTPEBA”
YCJIOBUATA NJIX OTPAHUYEHUATA OTHACAIIU CE 1O HPEJUVIAI'TAHETO
NJIA YIIOTPEBATA MY, AKO E ITPUJIOKUMO

Camo 3a BCTCPUHAPHOMCIUIIUHCKA yrIOTpe6a. I[a CC OTIIYCKa CaMO II0 JICKAPCKO MPECAITMCAaHNUC.

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

I[a C€ CbhXpaHsBa JaJIeyd OT IorJjicaa U Ha HEAOCTBIIHU 3a JIC1Ia MECTa.

15. HUME U IMIOCTOSAHEH AJPEC HA ITIPUTEXATEJIA HA JIMIEH3A 3A YIIOTPEBA

Ceva Santé Animale

10 av. de La Ballastiére
33500 Libourne

France

16. HOMEPA HA JIMIIEH3A 3A YIIOTPEBA HA BMII

EU/2/20/251/006 (50 ml)
EU/2/20/251/007 (100 ml)
EU/2/20/251/008 (250 ml)

17. TAPTHUJIEH HOMEP

Lot:
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HHOOPMAIMSA, KOATO CE U3IIMCBA BBPXY ITBPBUYHATA OITAKOBKA

IInactmacos ¢urakon 100 ml /250 ml

1. HAUMEHOBAHUE HA BETEPUHAPHOMEJIULMWHCKUA ITPOAYKT

Tulaven 25 mg/ml uHXeKUMOHEH Pa3TBOP 332 CBUHE
tulathromycin

2. KOJIMYECTBO HA AKTUBHATA CYBCTAHIMA

Tulathromycin: 25 mg/ml

3. DPAPMANEBTUYHA ®OPMA

HnxeknoHeH pa3TBop.

4. PABMEP HA OITAKOBKATA

100 ml
250 ml

5. BUJOBE )KNUBOTHMH, 3A KOUTO E IIPEJHA3ZHAYEH BMII

CBuHe.

‘ 6. TEPAIIEBTUYHHU ITIOKA3AHUSA

‘ 7. METOA 1 HAYUH HA ITPUJIOKEHHE

MHTpaMycKyITHO NPHIIOKEHHE.
[Ipenu ynotpeba mpoyeTn TUCTOBKATA.

8. KAPEHTEH CPOK

Kapenten cpok:
Meco u BbTpeuIHy oprasu: 13 qHu.

9. CHEHUAJIHU NPEAYHPEXIEHUESN, AKO E HEOBXOAUMO

[peau ymorpeba mpoyeTH JINCTOBKATA.

29



10. CPOK HA I'OAHOCT

EXP:
Cren oTBapsiHe, M3MOI3Bal B paMKUTE Ha 28 THH.

11. CHELHWAJIHU YCJIOBUS 3A CbXPAHEHHUE

12. CHELHUAJIHU MEPKH 3A YHUITOKABAHE HA HEU3IIOJI3BAH ITPOAYKT
NJIN OCTATHIU OT HET'O, AKO UMA TAKUBA

VHurmoxxaBase: IIPpOYETHU JIMCTOBKATA.

13. HAIINUCDHT “CAMO 3A BETEPUHAPHOMEJIUIIMHCKA YIIOTPEBA”
YCJIOBUATA NJIX OTPAHUYEHUATA OTHACAIIU CE 1O HPEJUVIAI'TAHETO
NJIA YIIOTPEBATA MY, AKO E ITPUJIOKUMO

Camo 3a BCTCPUHAPHOMCIUIIUHCKA yrIOTpe6a. I[a CC OTIIYCKa CaMO II0 JICKAPCKO MPECAIMCAaHUC.

14. HAJIMNUCHT “IA CE CbXPAHSIBA JIAJIEY OT TOTJIEJA Y HA HEJJOCTBITHA
3A JIEIJA MECTA”

I[a C€ CbhXpaHsBa JaJIeyd OT IorJjicaa U Ha HEAOCTBIIHU 3a JIC1Ia MECTa.

‘ 15. HUME U IMIOCTOSHEH AJPEC HA ITIPUTEXATEJIA HA JIMLEH3A 3A YIIOTPEBA

Ceva Santé Animale

10 av. de La Ballastiére
33500 Libourne

France

16. HOMEPA HA JIMIIEH3A 3A YIIOTPEBA HA BMII

EU/2/20/251/007 (100 ml)
EU/2/20/251/008 (250 ml)

17. TAPTHUJAEH HOMEP

Lot:
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MHUHUMYM UHO®OPMAILIUSA, KOATO TPABBA JA BBIAE U3IIMCAHA BBPXY MAJIKU
OITAKOBKH BMII

ILmacTmacoB ¢iaxon 50 ml

1. HAUMEHOBAHUWE HA BETEPUHAPHOMEJINLHMWHCKUA ITPOAYKT

Tulaven 25 mg/ml HHXEKIIMOHEH Pa3TBOP 3a CBUHE
tulathromycin

2. KOJIMYECTBO HA AKTUBHATA CYBCTAHIIMA

Tulathromycin: 25 mg/ml

3. CbABPKAHUE CIIPSIMO MACA, OBEM NJIN BPOM HA EJAHUYHUTE 103U
50 ml

4, HAYMH HA ITPHJIOKXEHHUE

IM.

5. KAPEHTEH CPOK

Kapenren cpok:
Meco u BbTpenIHy opranu: 13 gHu.

6. MMAPTH/IEH HOMEP
Lot:
| 7. CPOK HA TOJTHOCT

EXP: {mecer/ronuna}
Crren oTBapsiHe, M3MOI3Bal B paMKUTE Ha 28 THM.

‘ 8. HAIIMUCDHT “CAMO 3A BETEPUHAPHOME/IMIIMHCKA YIIOTPEBA”

Camo 3a BeTepHHAPHOMEIUIIHCKA YIIOTpeoa.

31



B. JUCTOBKA
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JIUCTOBKA:
Tulaven 100 mg/ml uHKeKIMOHEH Pa3TBOP 32 roBea, CBHHE U OBIIE

1. NME N ITIOCTOSHEH AJIPEC HA IPUTEXATEJIS HA JIMIIEH3A 3A YIIOTPEBA
N HA TPOU3BOJUTEJIA, AKO TE CA PA3JIMYHU

IIpurexaren Ha JIMIIEH3a 33 YIIOTpeOa M IPOM3BOIUTEN, OTTOBOPEH 38 OCBOOOKIABAHE HA IMAPTHUAATA:
Ceva Santé Animale

10, av. de La Ballastiere

33500 Libourne

France

2. HAUMEHOBAHUE HA BETEPUHAPHOMEJINLHUWHCKUA ITPOAYKT

Tulaven 100 mg/ml HHXXEKIIMOHEH pa3TBOP 3a rOBe/a, CBUHE U OBILIC
tulathromycin

3. CBABbPKAHUE HA AKTUBHATA CYBCTAHIUSA U EKCIHIUIIUEHTHUTE
Bceekn ml cpabpika:

AKTHBHa cy0OcTaHIMA:
Tulathromycin: 100 mg

ExcounuenTn:
Monothioglycerol: 5 mg

Hpospaqu 663HBCTCH a0 c1abo Ka(l)HBO-)K’LHTeHI/IKaB I 6J'ICHO PO30B pa3TBOP.

4, TEPAIIEBTUYHU ITOKA3AHUA

T'oBena

Jleuenre u MeTaMITaKCHs HAa PECIIMPATOPHH 3a00SBaHMs TIPH rOBea, CBbp3anu ¢ Mannheimia
haemolytica, Pasteurella multocida, Histophilus somni u Mycoplasma bovis, kouTo ca uyBcTBUTETHH
Ha tulathromycin. I[Ipeau ynmotpedata Ha npoaykTa TpsaOBa Ja Oblle YyCTaHOBEHO HaJMUME Ha
3a00JIIBaHETO Brpymara.

Jleuenne Ha MHEKIMO3EH KEPATOKOHIOHKTHBHT I10 TOBeaaTa, nmprunned ot Moraxella bovis,
yyBCTBHUTENHA Ha tulathromycin.

Caune

Jleuenue u MeTaduIakcus Ha PECIMPATOPHU 3a00JIsIBaHUs TIPH CBHHE, cBBp3anu ¢ Actinobacillus
pleuropneumoniae, Pasteurella multocida, Mycoplasma hyopneumoniae, Haemophilus parasuis u
Bordetella bronchiseptica, kouto ca wyBcTBuTenuu Ha tulathromycin. Ipeau

ymnotpebara Ha IPOAyKTa TpsiOBa Ja Objie YCTAHOBEHO HAJIWYUE Ha 3a00JIBAHETO B IPYIIATA.
BetepuHapHOMEINIIMHCKHUS TIPOAYKT TPsiOBa [a ce MpUiara caMmo, ako ce 04aKBa pa30oJsBaHe Ha
CBUHETE 70 2-3 IHHU.

Oslie
JleueHne Ha HAYaJIEH CTaAUM HA HH(PEKIIMO3EH MOI0AepMATUT (KOTIUTEH THIJIELT), ACOIMHUPAH C

supynerrer Dichelobacter nodosus, koiiTo H3NCKBa CHCTEMHO JIEYEHHE.

33



5. INPOTUBOIIOKA3AHUSA

I[a HC CC HU3MIO0JI3Ba IPU CBPBXUYBCTBUTCIHOCT KbM MAaKpOJIHUIHHA aHTI/I6I/IOTI/I]_II/I WIH KbM HSIKOH OT
CKCIUIIMCHTUTC.

6. HEBJATONNPUATHU PEAKIIMHN

[ToaK0XKHOTO MPHUIOKEHUE Ha TO3U BETEPUHAPHOMETUIIMHCKH POYKT TP TOBEJIa MHOT'O YECTO
MIPUYUHSBA MIPEXOIHU OOJE3HCHU PEaKIMU U OTOK B MSACTOTO HA MHKEKTHPAHE, KOUTO MOTAT JIa ca C
npoabmkuTenHocT 10 30 gau. He ca 3a0ens3anu nogo0HH peakiyy Py MpaceTa | OBIIE CIIe]
UHTPaMYCKYITHO HMHXECKTUPAHE.

[TaTomopdomornyanTe peakimu (BKIFOYUTETHO 00paTUMK ITPOMEHH C KOHT'€CTHS, OTOK, puOpo3a u
KPBHBOTEUEHHUE) Ca MHOTO Y€CTH B MSACTOTO HA MHXEKTHPAHE U ce HAOII0AaBaT B MPOIBIDKCHUE Ha
okoJio 30 THY ¥ TpH TOBEA U TIpaceTa.

[Ipu oBLETE MHOTO YECTO Cle] HHTPAMYyCKYJIHO IPHIIOKEHUE ce HAOJIOIaBaT NPEXOIHH PEaKIH Ha
nuckoMdopT (BbPTECHE HA I1aBa, TPUCHE B MSACTOTO Ha HHYKEKTUpaHe, M3BUBaHe Ha I'bpOa). Tesu
peaxIyu OTIIYyMSIBAT 3a HAKOJIIKO MUHYTH.

UecroTara Ha HEONATONIPUATHUATE PEAKIMH CE OTIPEIessl Upe3 cieHaTa KiacupuKaius:

- MHOTO YecTH (moBeue ot 1 Ha 10 TpeTupanu KUBOTHH, MPOSIBSIBAIIN HEOJIATOTIPUATHN PEAKITAN)

- yectH (moBedye ot 1, HO mo-Manko oT 10 >xuBoTHU Ha 100 TpeTHpaHu KUBOTHN)

- He yecTH (moBeue oT 1, Ho mo-Manko ot 10 xuBoTHH Ha 1 000 TpeTHPaHMKUBOTHH )

- penku (moseue oT 1, HO mo-manko ot 10 xuBoTHH Ha 10 000 TpeTHpaHMKUBOTHN)

- MHOTO peakH (1o-maiko ot 1 xuBoTHO Ha 10 000 TpeTupaHu KUBOTHH, BKIIOUUTEITHO U30JIUPAHU
CHOOIIICHU).

AKo 3a0eneKuTe HAKaKBU HEOJIArONPHUATHH PEAKIIUH, BKIIFOYUTETHO U TAKHBA, KOUTO HE Ca OMMCAHH B

Ta3M JINCTOBKA WJIM MUCIIUTE, Ye BETEPUHAPHOMETUIMHCKIUS IPOAYKT HEe paOOTH, MOJIS 1a YBEIOMHTE

Bamus BerepunapeH Jiekap.

1. BUJIOBE )KUBOTHMH, 3A KOUTO E IIPEJHA3ZHAYEH BMII

T'oBena, cBUHE 1 OBIIC.

8. JO3UPOBKA 3A BCEKHU BU/I ZKUBOTHO, METOl I HAYNHU HA ITPUJIAT'AHE

T'oBena
TloakoKHO TTPUIIOKEHUE.

Enna noakoskHa mHXKeKIws oT 2,5 mg tulathromycin/kg T.M. (ekBuBajieHTHO Ha 1 ml/40 kg T.m.).
IIpu Tpetupane Ha roBeza ¢ TenecHa maca Hax 300 kg, pa3npenenere qo3ara Taka, 9e B €IHO MSCTO Ja
ObJaT MHXKEKTHPAHU HE ToBeue oT 7,5 ml.

CauHe

WHTpaMycKyTHO IpHIIOKEHHUE.

Enna nntpamyckynna umkekuus ot 2,5 mg tulathromycin/kg .M. (ekBuBanentro Ha 1 ml/40 kg T.M.)
BBB Bpara.

ITpu Tpetupane Ha cBuHE ¢ TenecHa Maca Hax 80 kg pasnpenenere no3ara Taka, ye B €HO MSICTO Jia
ObAaT MIKEKTUpaHH He ToBeye oT 2 ml.

Oslie
WHTpaMyCKyITHO TIPUIIOKEHHE.

Enna nntpamyckynna umkekuus ot 2,5 mg tulathromycin/kg .M. (ekBuBanenTrHo Ha 1 ml/40 kg T.M.)
BBB Bpara.
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9. CBBET 3A ITPABUJIHO ITPUJIOKEHHUE

3a BCSKO pecMpaTopHO 3a00JIsIBaHe Ce MPEenophYBa MPOAYKTHT Ja Ce MpUiiara B paHHara ¢asa Ha
Oorecrra u 48 yaca cieq MOCTaBsIHE Ha MHXKEKIIMATA JIa CE€ HAPaBH OIEHKA Ha OTTOBOpa KbM
JIeYeHNEeTo. AKO KIMHUYHUTE MIPU3HAIIM Ha PECITUPATOPHO 3a00IIIBaHe ca HAHUIIE , aKO ChCTOSTHUETO CEe
€ BJIOIIIWJIO WJTH TIPH PEIUIVB Ha O0JIECTTa, ICYCHUETO TPSOBA Ja Ce MPOMEHU KaTo Ce MPUIIOKH APYT
AHTUOMOTHK ¥ J]a TIPOIBIDKY /IO M3Ue3BaHe Ha KIMHUYHUTE TIPH3HALIH.

3a mpaBWIIHO TO3UpaHE, TEIeCHaTa Maca TpsOBa Jla ce OIPEIENIA KOJIKOTO € Bh3MOXKHO MO-TIPEIU3HO, 32
Jla ce u30erHe MmpuiiaraHe Ha IMo-HUCKaoT HeoOxonumara fo3a. [Ipu gruakoHuTe 32 MHOTOKpaTHa
yroTpeba U3MoJI3BaliTe UIJIa 3a aCIIMPAaLKs WM CIIPHHIIOBA 332 MHOTOKpaTHA yroTpeda, 3a 1a ce
n30erHe MPEKOMEPHOTO JAyIUEHE Ha TaraTa.

10. KAPEHTHMH CPOKOBE

T'oBena (Meco U BBTPEIIHH OpraHu): 22 JTHU.

CBuHe (Meco ¥ BBTPEIIHH Opranu): 13 naHu.

OgI1e (Meco ¥ BBTPEIIHH OpraHu): 16 mHU.

He ce pa3permaBa ynotpedarta Ha IpoIyKTa IPU )KUBOTHH, YAETO MIIKO € MTPeTHa3HAUCHO 3a
KOHCYMaIHsl OT X0pa.

[la He ce mpuiara npu OpeMeHHH KHUBOTHH, YHETO MIIKO € ITpeJHa3HauYeHO 32 KOHCyMallns OT X0pa, B
MPOABIDKEHUE Ha 2 Mecella IMPeIu OYaKBaHOTO paXKIIaHe.

11. CHENUAJIHU YCJIOBUA 3A CbXPAHEHUE HA ITPOJYKTA

Ja ce cpxpaHsBa ayed OT Morjieqa v Ha HEJOCTHITHH 3a JeTia MecTa.

To3u BCTCPUHAPHOMCAUIIMHCKU IMMPOAYKT HC M3MCKBA HUKAKBU CIICHHUAIHU YCJIOBUSA 3a ChbXPAaHCHUC.

Jla He ce m3MmoI3Ba TO3M BETEPUHAPHOMEIUIIMHCKH MPOAYKT CJIe ] H3THIaHe CPoKa Ha TOMHOCT,
nocoueH Bepxy etuketa cieq "EXP". CpokbT Ha TOTHOCT OTrOBaps Ha MOCIEIHUS I€H OT TO3HU MECEIL.

CpoK Ha TOITHOCT CJIe/ ITFPBO OTBApPSHE HA OMAKOBKaTa: 28 JHM.

12. CIEHOWAJIHA NPEAYHNPEXIEHUS

Crnenuanyy npeaynpekIeHUs 32 BCEKHM BUJI )KMBOTHHU, 33 KOUTO € npeAaHasHaueH BMIT:
Bhb3HMKBa KpbCTOCAHA PE3UCTEHTHOCT C APYrM Makposuad. He mpunaraiite eJTHOBPEMEHHO C
AHTHUMUKPOOHH CPENICTBA C TTOAOOEH MEXaHN3bM Ha JIEHCTBHE KaTO APYTH MAKPOIOIAH WK
JUHKO3aMU/TH.

Oslre:
EdukacHocTTa Ha aHTUMHUKPOOHOTO TPETUPAHE TIPU KOITUTSH THUJICI] MOXKE J1a ObJ/Iec HaMaJeHa OT

CTpaHWYHHU (PaKTOPH, KaTO BIayKHA TIOCTENSI MIIM HENOAX OS] MEHUDKBHT Ha ¢epmara. [lopagu tasu
IpUYMHA JEYEHUETO Ha KOIIMTEH THUIeL] TPpA0Ba Ja ce ChIIBTCTBA OT JOIBJIHUTEIHU MEPKHU 3a MPUKa
KbM CTaJI0TO, KaTO HallpUMeEP IPEIOCTaBsIHE Ha CyXa IOCTeIs.

AHTHOMOTHYHOTO JIeYCHHE Ha JOOPOKAYEeCTBEH KOIIMTEH THHUJICL HE CE€ CUUTa 32 YMECTHO.
Edukacnoctra Ha tulathromycin npu oBiie ¢ TexxKo n3pa3eHn KIMHUYHH PU3HALY WIX XPOHHYHA
(hopMa Ha KOTIMTEH THUJIEII € OTPaHUYCHA, CIeJOBATEITHO MPHIOKEHUETO MY € YMECTHO CaMo B
HayaJIHUTE CTaJMHU Ha KOIMTEH THUJIEL].
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CrienmualiHy pena3Hu MEPKH 32 )KUBOTHUTE MPU yIoTpedaTa Ha MPOIYKTa:

[Ipunaranero Ha mpoayKTa TpsiOBa Jia Ce€ OCHOBaBa Ha TECTOBE 332 YYBCTBUTEITHOCT Ha
MUKPOOPTaHU3MUTE, U30JIUPAHU OT JKUBOTHUTE. AKO TOBa € HEBE3MOXKHO, JICUCHUETO TPsIOBA Ja ce
Oa3upa Ha MecTHaTa (perruoHaliHa, Ha HUBO )epMa) SHHMISMHUOIOIMYHa HHpOpMALIKS 3a
YyBCTBUTEJIHOCTTA HA MUKPOOPTaHU3MUTE, CPELLy KOUTO € npeaHazHaueH BMIL

[Ipu npunarane Ha OpoJyKTa Jia c€ B3eMaT [10]] BHUMaHue ouIlaaHaTa, HallMOHAIHA U pETHOHAIHA
AHTUMUKPOOHH TIOJIMTHKK. YTIOTpebaTa Ha MPOAYKTa N0 HAYHH, Pa3IUueH OT OMUCAHUS B
uHCTpyKIMuTe, nagenu B KXII, Mmoxe 1a yBenuuu pa3npocTpaHeHHETo Ha OaKTepUH, PE3UCTEHTHN KbM
tulathromycin u Mmoxxe 1a Hamanu euKacHOCTTa Ha JICYSHUETO C JAPYTH MAKPOIHIM, THHKO3AMHIH 1
CTpenTOrpaMHHH OT Tpyma B, mopaau B3M0oKHa KPHCTOCAaHA PE3UCTEHTHOCT.

[Ipu nosiBa Ha peakLys Ha CBPbXUYBCTBUTEIHOCT HE3a0aBHO J1a ce MPHUIIOKHU MOAXOAAIIO JICUCHHE.

CHegI/IaHHI/I mpearnasHy MCPKHU 3a JuliaTa, npujiaraimy BETCPUHAPHOMCIUIIMHCKUA MPOAYKTHA
KHUBOTHHTC:

Tulathromycin npa3au ouute. [Ipu ciyyaitHo monasaHe Ha TPOIYKTa B OUUTE, U3MUITE He3a0aBHO C
YKcTa BoJIa.

Tulathromycin Moe J]a TPUYWHHA CBPBXIYBCTBUTEITHOCT TIPH KOHTAKT C KOXKAaTa, BOJIeIa HAllpHUMEp 10
3ayepBsBaHE Ha KoXara (eputeM) u/wnu aepmatut. [Ipu ciydaiiHo pas3iavBaHe Ha MPOAYKTA BHPXY
KOXara, U3MHIUTE He3a0aBHO MCTOTO ChC CaITyH U BOJIA.

M3mwuiiTe pprieTe cu ciies] ynorpeoa.

[Ipu ciyvaiino caMOWH)XEKTHPaHe, He3a0aBHO Jia Ce MOThPCU MEIUITMHCKY ChBET, KaTO Ha JeKaps ce
MPEIOCTaBH JIUCTOBKATA WM €THKETa Ha IMPOAYKTa.

[Ipu cbMHEHUS 32 peakiysl Ha CBPbXIYBCTBUTEIHOCT CJIe]l ClydaiiHa eKCIO3HIKs (M3pa3sBalia ce
HamnpHUMep 4pe3 MosiBaTa Ha ChbpOekK, 3aTPYAHEHO AUILIAHE, YPTUKApHs, TOAyBaHE Ha JIULETO, rajicHe,
MOBpBLIaHE) TPSAOBA 1a ce MPUIIOKH NOAXOIAIIO JieueHne. HezabaBHO na ce MOThPCH MEAULIMHCKN
CHBET, KaTO Ha JIeKaps ce MPEe0CTaBH JHCTOBKATa WM €TUKETa Ha MPOAYKTa.

BpeMeHHOCT 1 JTaKTaIwsi:

JlabopaTopHHU MPOYYBaHUS NP ILTHXOBE U 3aHIM HE TIOKa3BaT HIUKAKBH JIOKA3aTEJICTBA 32
TEpaTOreHHOCT, (PETOTOKCUYHOCT MIJIM TOKCHYHOCT 3a Maiikara. be3zomacHocTTa Ha
BETEPUHAPHOMETUITMHCKHS TIPOIYKT HE € JI0Ka3aHa Mo BpeMe Ha OpeMeHHOCT u yaktarus. [lpunara ce
camo cJiejl peleHKa 10J13a/pUCK OT OTTOBOPHHS BETEPUHAPEH JICKap.

BsanMoeiicTBue ¢ Ipyru BeTEpHHAPHOMEIUIIMHCKHY IIPOIYKTH U APYTU (DOPMU HA B3aUMOAEHCTBHE:
He ca uzBectHH.

[Ipeno3upane (CUMIITOMH, CIICIITHA MEPKH, aHTUIOTH):

[Ipu roBea, Ha KOUTO € MOCTaBEHA TPH, TIET WK JICCET ITHbTH MO-BUCOKA J103a OT IPEANMCcaHaTa ce
HaOIIOIaBAT MPEXOIHA CUMIITOMH Ha JJUCKOM(POPT B MICTOTO, Ha KOETO € TIOCTaBEHA MHKEKITHATA U
BKJTFOUBAT OE3IMOKONCTBO, TPhCKAHE HA IIaBaTa, ThITYCHE HA €JJHO MSACTO M HAMAIISIBAHE Ha arleTUTa 3a
KpaTko Bpeme. [Ipu roena, Ha KOUTO € MOCTaBEHA IET JI0 IIECT ITbTH ITO-BUCOKA OT MPEAIUcanaTa 103a
ce HabJo1aBa cirabo u3paseHa MUOKapIHa JeTeHEepaIIHsl.

HpI/I MJIaau mpaceTa ¢ TCrjio OKOJo 10 kg, Ha KOUTO € MOCTaBCHA TPU WJIM IICT IbTU IMO-BUCOKA 1034 OT
npeamnucaHara ce Ha6J'HO,Z[aBaT MNpexXoJHu CUMIITOMH Ha Z[I/ICKOM(l)OpT B MACTOTO, HA KOCTO € IIOCTaBCHA
MHXXCKIHMATA U BKIIFOYBAT IM0-3aCHUJICHO KBUYCHEC U 0Ee31I0KOMCTRO. HpI/I HWHXCKTHUPAaHE B 3aJIHHA KpakK, CE
Ha6moz[aBa " KyLoTa.

[Ipu arrera (Ha Bb3pacT MPUOJIM3UTEIIHO 6 CEMMIIN), HAa KOUTO € MOCTaBeHa TPH WJIM MET IIbTH I10-
BHCOKa 1032 OT MpeAnucaHaTa ce HaOJIroAaBaT MPEXOAHN CUMIITOMH , KOUTO C€ AbJKAT Ha
JTUCKOM(OPT B MSICTOTO Ha MHXKEKTUPAHE W BKIIIOYBAT ABIKEHUE HA3a/1, TPhCKaHE Ha IJIaBa, TPUCHE Ha
MSICTOTO HA HHXKEKTUPAHE, JISTaHe U cTaBaHe, OJieeHe.
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OCHOBHH HECEBMECTHMOCTH:
IIpu nurica Ha TaHHU 32 CBBMECTHMOCT TO3H BETEPHUHAPHOMEIUITMHCKH TIPOAYKT HE TPsiOBa 1a Obae
CMECBaH C IPYTU BETEPUHAPHOMETUIIMHCKU TPOAYKTH.

13. CIEHUAJIHA MEPKH 3A YHUIIIO)KABAHE HA HEU3IIOJI3BAH ITPOAYKT
NJIN OCTATHBIHU OT HEI'O, AKO UMA TAKUBA

BMII He Tpsab6Ba na 6b1aT M3XBBPILIHE Ype3 ONTOBH OTHAABIIN WIIH OTIIATHN BOJIH.

[omuTaiite Bamms BerepuHapeH Jiekap uin (apManeBT KakBo J1a npaBute ¢ HeHy>xuute BMIL. Te3u
MEPKH IIIe TOMOTHAT 3a Ola3BaHe Ha OKOJIHATA Cpefa.

14. JATATA HA HOCJIEAHATA PEJAKIUSA HA TEKCTA

IMoapo6ua nHpOpMAaIHS 32 TO3U BETEPHHAPHOMETUINHCKN TPOAYKT MOXKE JIa HAMEPUTE Ha HHTEPHET
cTpannuaTa Ha EBponeiickata Arenuust mo Jlekapctsata http://www.ema.europa.eu/.

15. JOHIBJHUTEJIHA UH®OPMAL US>

Pa3mep Ha omakoBKaTa:

Kapronena kytus, cpappkama 1 crbkiieH ¢akon ot 20 ml
Kapronena kytus, cpappkama 1 miactmacos ¢akos ot 50 ml
KaproneHna kyTusi, chabpixaiia 1 miacrMacoB ¢iakos ot 100 ml
KaproneHa kyTusi, chabpikaiia 1 miacrMacoB ¢iakos ot 250 ml
Kapronena kytus, cpapprkaina 1 miactmacos ¢umakon ot 500 ml

®dnakonute ot 500 ml ga He ce U3IOA3BaT 3a CBUHE U OBILIE.

He Bcnukn Pa3sMEpu Ha OITaKOBKATa MOrart Jia 6’L}_IaT npeajiaraHnu Ha 1masapa.
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JIMCTOBKA:
Tulaven 25 mg/ml un:keKIMOHEH Pa3TBOP 3a CBUHE

1. NME N ITIOCTOSHEH AJIPEC HA IPUTEXATEJISI HA JIMINEH3A 3A YIIOTPEBA
N HA TPOU3BOJUTEJIA, AKO TE CA PA3JIMYHU

IIputexxaten Ha IHMIEH3a 32 YIIOTpeOa U MPOM3BOAUTEN, OTTOBOPEH 32 OCBOOOKIaBAHE HA MAPTUATA:
Ceva Santé Animale

10, av. de La Ballastiere

33500 Libourne, France

2. HAMMEHOBAHMWE HA BETEPUHAPHOME/IMIITUHCKUA ITPOAYKT

Tulaven 25 mg/ml nHXeKIHOHEH Pa3TBOP 3a CBHHE
tulathromycin

g CbABbP/KAHUE HA AKTUBHATA CYBCTAHIIUA U EKCHUIIMEHTUTE

Bceexu ml chabpika:
AKTHBHA CyOCTAHIINA:

Tulathromycin 25 mg
Excounuenru:
Monothioglycerol 5mg

Hpo3paqu 663]_[BCTCH a0 c1abo Ka(l)f[BO-)K’LJ'ITeHI/IKaB HWHXXCKIHUOHCH pa3TBOpP.

4, TEPAIIEBTUYHU ITOKA3AHUA

Csune

Jleuenue u MeTaduIakcus Ha PECIMPATOPHU 3a00JIsIBaHMs TIPH CBHHE, cBBp3anu ¢ Actinobacillus
pleuropneumoniae, Pasteurella multocida, Mycoplasma hyopneumoniae, Haemophilus parasuis u
Bordetella bronchiseptica, xouto ca uyscTBuTenuu Ha tulathromycin. Ilpeau ymoTpedara Ha MpoayKTa
TpsiOBa 1a ObJie YCTAaHOBEHO HAaJIMYKe Ha 3a00JIBaHETO B rpymnara. BeTepuHapHOMETUIIMHCKHAT
MPOIYKT TPsiOBa J1a ce MpHJIara camo, ako ce 0OYakBa pa30osisiBaHe Ha mpacerara 10 2-3 THU.

5. MMPOTUBOIIOKA3AHUA

Jla He ce U3M0II3Ba IPU CBPBXUYBCTBUTEIIHOCT KbM MAKpPOJIUIHU aHTUOMOTHLIY WM KbM HSKOH OT
EKCLIUIIUCHTUTE.

6. HEBJIATOIIPUATHU PEAKIIMN

[TatomMop(hoTOrHYHU peakiuy (BKIOYUTEIHO 0OpaTHUMH IPOMEHHU ¢ KOHIeCTHs, OTOK, (hudpo3a u
KPBBOTCUEHHUE) B MSICTOTO Ha MHDKEKTHpaHe, ce HabJIt01aBaT B IPOAB/DKCHIE Ha 0Koj1o 30 JHM.

AKo 3a0eneKUTe HIKAKBU H€6HaFOHpI/I$[THI/I pCaKkiru, BKIIFOYUTCIIHO U TAKWUBA, KOUTO HE Ca OIIMCAHU B

Ta3u JIMCTOBKA UJIW MHUCIIUTE, Y€ BETCPUHAPHOMEANIMHCKHA IIPOAYKT HE pa60TI/I, MOJIA Ja YBEIOMUTE
Bamms BCTCPHUHAPCH JICKAp.
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1. BUJIOBE )KUBOTHMH, 3A KOUTO E IIPEJHA3ZHAYEH BMII

Csune.

8. JO3UPOBKA 3A BCEKH BU/JI ZKUBOTHO, METO/l 1 HAYUH HA IIPUJIAT'AHE

Ennanuna uHTpaMycKyiHa HHXKEKIHA OT 2,5 mg tulathromycin/kg T.M. (exBuBanenTHa Ha 1 ml/10 kg
T.M.) BbB Bpara.

[Ipu neuenue Ha cBUHE ¢ TelaecHa Maca Hag 40 kg pasnpenenere 1o3ara Taka, 4e B €JHO MSCTO Ja HE
ObJaT MHXKEKTUPaHU TIoBeYe oT 4 ml.

9. CBBET 3A ITIPABUJIHO ITPUJIOKEHUE

3a BCSIKO pecTiMpaToOpHO 3a00JIsIBaHE ce MPENophYBa MPOAYKTHT Jla ce Mpuiiara B paHHaTa (a3a Ha
Oozecrra 1 48 yaca ciie]] MOCTaBsIHE Ha WHXKEKIIMATA JIa CE HAIpaBH OIICHKA Ha OTTOBOpa KbM
JIeYeHNeTo. AKO KIMHUYHUTE MIPHU3HAIIM Ha PECITUPATOPHO 3a00IIIBaHE ca HAJHUIIE , KO CHCTOSIHUETO CE
€ BJIOIIIWJIO WJIH TIPH PEUINB Ha O0JIECTTa, IEYEHHUETO TPSAOBA Jja ce MPOMEHH KaTo ce MPUIIOKH APYT
AHTHOMOTUK U J1a MPOIBIDKU JI0 M3UE3BaHE HA KIIMHUYHUTE TIPU3HAIH.

3a npaBUIIHO JI03UpaHe, TeJIeCHaTa Maca TpsOBa Ja ce ONpeae KOIKOTO € Bh3MOXKHO MO-TIPEIU3HO, 3
Ja ce n30erHe npuiiaraHe Ha o- HHCKa OoT HeoOxoaumaTta no3a. [Ipu gunakonuTe 3a MHOrokpaTHa
ynoTpe0a U3IOJ3BaiTe Uriia 3a acIMpalys WK CIPUHIIOBKA 32 MHOTOKpaTHa ynoTpeoOa, 3a 1a ce
n30erHe MPeKoMepHO TyIueHe Ha Tamarta.

10. KAPEHTEH CPOK

Meco u BbTpeuIHy opraiu: 13 gHu.

11. CIEHNUAJIHM YCJIOBUS 3A CbXPAHEHHUE HA ITPOAYKTA
Jla ce cpxpaHsBa Jajed OT IoIJIe[a U Ha HEAOCTBITHY 32 Jella MecTa.
To3u BeTepuHaApHOMEIUIMHCKN POIYKT HE M3UCKBA HUKAKBH CIEIIMAIHN YCIOBUS 33 ChbXpaHEHHUE.

Jla He ce m3MmoI3Ba TO3M BETEPUHAPHOMEIUIIMHCKH MPOAYKT CJIe] H3THIaHe CPOKa Ha TOMHOCT,
nocoueH Bepxy etuketa cieq "EXP". CpokbT Ha TOTHOCT OTrOBaps Ha MOCIEIHUS A€H OT TO3HU MECEIL.

CpoK Ha TOIHOCT CIIe/ ITFPBO OTBApPSHE HA OMAKOBKaTa: 28 JHMU.

12. CIEHOUAJIHU NPEAYINPEXIEHUS

CrenyanHy npeaynpeKAeHHUs 3a BCCKH BUJI JKUBOTHH, 32 KOUTO € npeaHasnaueH BMIT:
Bb3HukBa KpbcTOCaHa PE3UCTEHTHOCT € IPYTU Makponuau. He npunaraiite eZHOBPEMEHHO €
AHTHUMUKPOOHH CPEJICTBA C TIOA00CH MEXaHNU3bM Ha IEHCTBHE KaTO APYTH MaKPOJIUIN MITH
JIMHKO3aMUH.

CrenMainHy npena3Hy MEepKH 3a )KUBOTHHUTE MPU yHoTpebaTa Ha NPOJYKTa:

YmnorpebaTa Ha BETEpHHAPHOMEIUITMHCKIS ITPOAYKT TPsIOBA Jja € OCHOBaBa Ha TECTOBE 3a
YYBCTBUTEIHOCT HA MUKPOOPTaHU3MHUTE, U30TUPAHH OT KUBOTHUTE. AKO TOBA € HEBB3MOXKHO,
JICYEHUETO TPsIOBa Ja ce 0a3upa Ha MecTHaTa (PErHoHaNHa, Ha HUBO (epMa) eMuIeMHOIOTHYHA
uH(OpMAaIKs 3a YyBCTBUTEITHOCTTA HA MUKPOOPTraHU3MUTE, CPely KOUTO € npeaHazHayen BMIL

HpI/I npujiaraHe Ha NpoAyKTa Jia C€ B3eMaT 110J] BHUMAHHUC O(i)I/I]_II/IaJ'IHaTa, HallMOHAJTHA U pCruOHaIHa
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AHTUMUKPOOHH MOTUTHKH. YTIOTpeOara Ha MPOAYKTA 110 HAYMH, Pa3JIMUeH OT ONUCAHUS B
uHCTpyKImuTe, ganeHu B KXII, moxe ga yBenmu4n pa3npocTpaHeHHETO Ha OaKTepUH, Pe3UCTEHTHH KbM
tulathromycin u moxe ja Hamanu epUKACHOCTTA OT JICUSHHETO C IPYTH MAKPOIUIHU, TUHKO3AMHUIN 1
CTPENTOrpaMuHU OT rpymna B, mopaau Bb3MOKHA KPbCTOCAHA PE3UCTEHTHOCT.

[Ipu mosiBa Ha peaxiusi Ha CBPbXYYBCTBUTEITHOCT HE3a0aBHO Ja Ce MPIJIOKH TOAXOISINO JICUeHHE.

CrieryanHu npe/na3Hyd MEPKH 3a JIUIATA, PIJIAraliid BETePHHAPHOMEAUIIUHCKUS IPOAYKT HA
JKUBOTHHUTE:

Tulathromycin npa3au ouuTte. [1pu ciyyaiiHo nonanaHe Ha IPOAYKTa B OUYUTE, U3MHITE He3a0aBHO C
YHUCTa BOJIA.

Tulathromycin MoXe 12 TPUYNHA CBPBXYYBCTUTEITHOCT IPU KOHTAKT C KOXKaTa, BOJIEIIA HATIPUMED JI0
3a4epBsiBaHE Ha Kokara (eputeM) u/win aepmatut. [Ipu ciryyaiiHO pa3irBaHe Ha MPOIYKTa BbPXY
KOXara, U3MHIUTE He3a0aBHO MICTOTO ChC CAITyH U BOJIA.

Wsmuiite pbiieTe cu ciief ynotpeoda.

[Ipu ciyyaiiHo caMOMH)KEKTUPaHe, He3a0aBHO J1a Ce MOThPCH MEIUIIMHCKH ChBET, KaTO Ha JeKaps ce
IIpeaoCTaBu JIMCTOBKATa WM €TUKETA HA IPOJAYKTa.

[Ipu cpMHEHUS 32 peakiyst Ha CBPBXIYBCTBUTEITHOCT CJIe]l ClTydaiiHa eKCIO3HIKs (M3pa3sBaliia ce
HaIpuMep Ype3 MosiBaTa Ha ChpOeK, 3aTPyIHEHO AWIIIaHe, YPTUKAPH, TIOAyBaHe Ha JIUIETO, TaJIeHe,
MOBpBLIaHE) TPAOBA 1a ce MPUIIOKH NOAXOIAIIO JieueHne. HezabaBHO na ce MOThpCH MEAULIMHCKN
CBBET, KaTO Ha JIEKaps ce MPEJOCTaBH JUCTOBKATa WM €THKETA HA MPOAYKTa.

BpeMeHHOCT 1 JTaKTaImsi:

JlaGopaTopHu pOyYBaHUs PU INTHXOBE U 3alIM HE MTOKa3BaT HUKAKBH JIOKA3aTEIICTBA 32
TEpaTOreHHOCT, (PETOTOKCUYHOCT MIJIM TOKCHYHOCT 3a Maiikara. be3zomacHocTTa Ha
BETEpUHAPHOMEIUIIMHCKHUS MPOIYKT HE € J0Ka3aHa 110 BpeMe Ha OPEMEHHOCT U JIaKTaIys [Py TOBeAa
ceuHe. [Ipunara ce camo ciien mpereHKa 1moJ3a/puck OT OTTOBOPHUS BETCPUHAPEH JIeKap.

Bsaunmopeiicteue ¢ M BETEPHHAPHOMETUIIMHCKH IPOAYKTH U 1 (HOpPMH Ha B3aUMOJCHCTBHE:
He ca uzBectHH.

HDCI[O3I/IDEIH€ (CI/IMHTOMI/I, CIICIITHHY MCPKH, aHTI/II[OTI/I)I

HpI/I MJIaau mpaceTa ¢ TCrjio OKOJo 10 kg, Ha KOUTO € MOCTaBCHA TPU WJIM IICT IBTU IIO-BUCOKA 1034 OT
npeamnucanara,, Ce Ha6J'IIOZ[aBaT MMpeXOoJHU CUMIITOMHA Ha I[I/ICKOM(l)OpT B MsICTOTO, HA KOCTO €
IMOCTaBC€HA MHXXCKIMATA YU BKIIIOYBAT I10-3aCUJICHO KBHYCHE U 0€e3MOKOMCTBO. HpI/I HWHXCKTUPAHC B
3aHUA KpaﬁHHK, Cce Ha6mo;[aBa " KyLoTa.

OCHOBHM HECHBMECTHUMOCTH.
HpI/I JIMIICAa Ha JaHHU 3a CbBMCCTUMOCT TO3U BECTCPUHAPHOMCAUIIMHCKU NIPOAYKT HE TpSI6Ba Ja 6’[))16
CMCCBAH C ApYyru BCTCPUHAPHOMCIUIIMHCKU IPOAYKTH.

13. CIHIELUAJIHAU MEPKMU 3A YHUIIO’)KABAHE HA HEN3IIOJI3BAH ITPOAYKT
NJIM OCTATHBIM OT HEI'O, AKO UMA TAKHUBA

BMII we TpsiOBa na O0baaT U3XBBPIISIHU Ype3 OUTOBH OTHAIBIHN HIIH OTHATIHH BOIH.

[Tonwuraiite Barvst BerepruHapeH Jiekap win ¢papMaleBT KakBo Aa mpaBute ¢ HeHyxHute BMIL. Tesu
MEpKH IIIe TOMOTHAT 3a OIa3BaHe Ha OKOJIHATA Cpefa.

14. JATATA HA IOCJIEAHATA PEJAKIUA HA TEKCTA

[MonpoOHa nHpOpMaNKS 32 TO3H BETEPUHAPHOMEAUIIMHCKY TIPOAYKT MOXKE JIa HAMEPUTE HA MHTCPHET
crpanurara Ha EBponeiickata Arennus o Jlekapcrsara http://www.ema.europa.eu/.
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15. JOI'BJHUTEIHA NTHO®OPMALIUA

Pa3mep Ha omakoBkaTa:

Kapronena kytus, cpappkama 1 miactmacos ¢uakos ot 50 ml
KaproneHa kyTus, chabpixaiia 1 miacrMacos ¢iakod ot 100 ml
Kapronena kytus, cpappkama 1 miactmacos aakon ot 250 ml.

He Bcuukn Pa3sMEpu Ha OITaKOBKATa MOrart Jia 6’BI[aT npeajiarainy Ha 1masapa.
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