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1. XKanmer mommerTep.

1. Jlopitik mpermapaTTsiy cayaansik atays: Jlokcatu6 ' (Doxatib ©).

XanbpIKapasblK MaTCeHTTEIMETeH aTaybl: TOKCUITMKIINH.

2. opidik Typl: 1Iyre apHaJIFaH YHTAK.

Jlokcatub Oencenpi 3aT peTiHae 1 r-ga JOKCHIMKIWH TUKJIATHIHBIH 500
MT-bI 0ap, a1 KOCAJIKBI 3aT PETIH/E MIaparl KbIIITKbUTBIHAH TYPAJIbI.

3. Ilpenapatr capsl TYCTI YHTAaK TypiHzae. Jopulik mpenapaTThlH CaKTaly
Mep3iMi caKTay TajanTapblH CaKTaraH >Karjaija — mblFaprad KyHIHeH OacTan 2
KbUT. 3aybITTBHIK KalTaMachlH alllKaHHAH KEeHiH JopuTiK mpenapartel 12 ai
1IIiHE KOJIaHy Kepek.

Jlopunik mpenaparThl CaKTany Mep3iMi O©TKEHHEH KEeH1H KOJIJIaHyFa ThIHbIM
CaJIbIHAIBI.

4. Hoxcatu6 100r, Ikr >xoHe SKr-HaH JaMUHAIUsIaHFaH (QoJbrara
KanTaJdFaH TypJe IbIFapajabl. KanTamaHbiH opOip Oipiriri KoigaHy >KOHIHJET1
HYCKAYJIBIKIICH >Ka0bIKTaIa IbI.

5. Jlopimik mpemapaT IIBIFApYIIBIHBIH JKaObIK KalTaMmachiHAa, a3bIK-
TYJIKTEP MEH >KEMIIOINTEPACH KeKe, TIKEJIeH KYH CoyJeJepiHeH KOopraliFaH
xepae, 0°C-tan 30°C-ka neitinri Temmneparypana cakTaiabl.

6. Jlopimik mpemapaTThl OayiajmaplblH KOJIBI JKETIEUTIH XKEplie Cakray
KEpeK.

7. KonpmanbuiMaraH MOpenaparTbl 3aHHAMAHBIH TajalTapblHA COMKEC
KOJIeTe JKapaTaspl.

8. Berepunap aopirep/iiH peuenTtiiciz oepiie/i.

II. ®apmMakoJ0rUsAJIbIK KacHeTTepi.

9. Mlopumik mnpenaparTblH KypamblHa KipeTiH JIOKCMUMKIWH THKIAaThl
TETPALMKIUHIIK KaTapIblH aHTHOUOTHUT1 OOJIBIIT TaOBLIAIbI.

10. IIpenapat OGakTepusira Kapchl ocep €TY/IH ayKbIMbl MYMKIHITIHE UE;
rpaMyKarbIMJIbl XKOHE IpaMKarbIMChl3 MUKPOOPTaHU3MEPre KAThICThl O€ICEeH/],
conblH Actinobacillus pleuropneumoniae, Clostridium perfringens, Clamydia
spp., Ricketsiae spp., Escherichia coli, Staphylococcus spp., Haemophilus spp.,
Pasteurella  spp., Streptococcus spp., Ornithbacterium rhinotracheale,
Mycoplasma spp.

AHTUOMOTUKTIH  OaKTEepUOCTATUCTUKAJIBIK  dCcep €Ty  MEeXaHHu3Mi
MUKPOOTHIK JKaCyIIaHBIH aKybl3 CHHTE31HIH OY3bUTYbIHAH TYpamabl, Oy JKacyiia
KaOBIPFaCchIHBIH O6JIIHY1HE KOHE KAJIBINTACybIHA KeEPTl KeATIpeIi.

JIOKCHLIMKJIMH THKJIAThl 1MIEK-KapblH >KOJJIapblHAAa >KaKChl CIHIpiIel
KOHE OpraHM3MIe >KbUlIaM Tapanajbl. Kan capbICybIHAaFbl aHTHOMOTUKTIH €H
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KONl KOHIIEHTpaluschl 2-4 caraTTaH KeWiH >KeTell >KOHE TEepareBTIK JeHrene
JlokcatuOTI KoljgaHFaHHAH KeuiH keM gereHne 18-20 carat OoMBI cakTaliajpbl.
AHTHOMOTHK OpraHu3MHeH koOiHe ¢ekanuiiaepiMeH Oipre OeJCeHl emec
MeTa0OIUTTEP TYPIHJIC IIBIFAIbI.

Jlokcatn® oOpraHu3Mre ocep €Ty Jopexeci OOMbIHINA IIEeKTI KayirnTi
3artapra xkartajsl (12.1.007-76 MeMmCT OoiibiHIIIa KAyINTITIKTIH 3 KJIachl).

I11. Kosinany TopTioi

11. Jlokcatu® THIHBIC ally ar3ajapbIHBIH, HECEM-)KBIHBIC KYHEIepiHiH,
1IIIeK-KApbIH KOJIAPBIHBIH KITI 9pl CO3BUIMAJIBI aypyiapbiHAa *oHE Oacka Ja
QIFAIIKBl  JKOHE KO3JBIPFBITAPHl  JIOKCUIIMKJIMHTE Ce3IMTal KaiTamama
OakTepHaNJIBIK JTUMOJIOTUS WH(QEKIUsIapblHaa IIOIIKadapra, Oy3ayiapra
eMIK MakcaTTa, aybUIIapyallbUIbIFBl KYCTapblHa €MIIK J>KOHE eMJIIK-
PO MITAKTUKAIIBIK MaKCaTTa TaFaiibIH 11 Ibl.

12. JlokcatuOTi OepimiTi ac KOPBITYbl ACKbIHFAH KYHIC KalTapaThiH
epeceK JKaHyapJlapFa, MEKHCH TaybIKTapFa, COHJai-aK OTKip Oayblp IKoHE
OYyHpeK KEeTICTIeYUITITIHE e MaJlJlapFa KOJIJIaHyFa ThIUbIM CaJIbIHA/IbI.

13. HoxcatuOTi >kaHyapiapra NepopayibablK TYPIE KEKEe HEMECE TOMTHIK
TOCUIMEH KeJieCl J03a4a KO JaHaIbl:

- Oy3aynapra KYHIHE €Ki PET >KaHyap CaJMarblHbIH | Kr-Ha JOKCHUIIMKIIMH
TUKJIATBIHBIH 5 Mr J103achlHIa CyFapyFa apHaJfaH CyMEH HeMece CYT
anMacThIpFbIneH 3-5 kyH. Jlopumk epiTiHal TiKeJdeH KOJIAaHYIbIH ajiabIHa
nanbIHaanaabl.

- UIOLIKAJIapFa CyFapyFa apHalifaH CyMEH >KaHyap caJMarblHbIH | Kr-Ha
JOKCULIMKJIMH TUKIATBIHBIH 12,5 Mr no3aceinga. Emaey kesiHae Iopuitik
epITIH/I KYHAENIKTI JaibiHaanaasl. EMaey y3akThiFbl 4-8 KYHI1 Kypaubl.

- aybUIIIApYyalllbUIBIFBl KYChIHA CyFapyFa apHajFaH CyMeH Oipre kaHyap
CaJIMarbIHBbIH | Kr-Ha JIOKCHIIMKJIWH THUKJIaThIHBIH 10-20 Mr  jmo3achiHAA.
MuxkpoopranusMaep/IiH KOFapsl ce3iMTanabFbl karnaneianaa (MUK 1 mxr/mn
NeiiH) mpenmapar  JOKCHIMKJIMH  THKIAThiHBIH 10 MI/Kr  mo3aceiHzaa
KOJIaHBLIAAbI, erep ce3iMTanaplKk oprama Oonca (MUK 2 Mir/min paeitin)
JKaHyap CaJIMarblHBIH | Kr-Ha JOKCHIIMKINH THKIATBIHBIH 20 MI/KT 103aChl
KoJmaHbIaapl. J[opimik epiTiHal eMuey Ke3iHIAe KYHIETIKTI JaibIHIaIabl.
EmMaey y3akThiFbl 3-4 KYH]II Kypaubl.

KonganyaeiH TONTHIK TOCUTIHAE MIOMIKAIAP MEH KYCTap KYpaMbIHAA TEK
JIOPLTIK 3aT Oap CyJIbI 1111yl THIC.

14. byzaynapaa mesiep/ieH apThIK KOJJIaHY ThIHBIC ally doHE KYpPEK-KaH
TaMbIpJIapbl  KyHenepl KbI3METIHIH OY3bUIYBIMEH CHUMATTAJATBIH  YJIaHy
OenruiepiHiH maiiaa 60aybIHA OKETeIl.

15. dopinik mpenaparThbl alfalliKel KOJJaHy MEH albIl TacTayda Cep eTy
epekienikTepi OaiikanraH oK. JKaHyapJIblH JOKCHULMKIMHIE >KOFaphl JKEKe
Ce3IMTaJIbIFbIH/IA XKOHE aJUICPIHsUIBIK peakiusuiap naiina 6onranaa Jlokcatuori
KOJIIAHY bl TOKTATA bl )KOHE JIECEHCUOMITM3UPIICYIII Teparus oTKi3e/Il.

16. [oxcatuOti Oya3 >koHE eMi3yllll ypralibl jKaHyapjapFa, COHJan-aK
MEKHEH TaybIKTapFa KOJAaHyFa ThIMbIM CaTbIHAbI.



17. IlpemapaTTblH Ke3€KTI M03aChIH >KIOepil amMayfa TBIPBICY KaxerT,
cebeb1 Oy OHBIH TEpameBTIK OCEPIHIH TOMEHJCYIHE OKelyl MYMKIH.
[Ipemapatrthl KaliTa KaObUIIAYIbIH OCATICHIeH MEP3IMIH CaKTamaraH JKaFaaijaa
OHBI COJI 103a]1a KoHE COJI ChI30a OOMBIHIIIA OapbIHILIA Te31PEK KaObLIIay Kepek.

18.  [Jopimik  mpemapaTThlH  KOMIIOHEHTTEPIHE  JKEKE  JKOFaphbl
CEe3IMTANIIBIKTHI KOCIaFaH 12, >kaHaMma acepiiepl alKbIH1aIMa/Ibl.

19. JokcaTuori OaKTepUIUATI aHTUOMOTUKTEPMEH
(meHuUWUIMHAMAECpMEH, —LealoclnopuHaMIapMeH koHe T. ©0.) Oipre
KoJianOaraH keH, ceOeOl OHBIH OakTepusFa Kapchl OCNCEHIUTIT TeMEHILYi
mymkiH. [lpemapartel cinTini  opraga CcyWbUITKaHAA IIOTIHAI  Ty3UIeml.
JlokcaTuOTI 63re mpenarTapMeH >KOHE KEMIIONTIK KOCTaTapMeH apaacThIpyFa
OoManIbI.

20. Ilpenmapartbl 10 MI/Kr m03achlHIa COHFBI peT KaObLIgaraHHAH KEHiH
Oy3aynapnbl — KeM geresje 14 KyHHeH KeiiH; momkaaapasl — 4 KYHHEH KeHiH;
KYCTapJibl — KeM JlereHJie¢ 3 KYHHEH KEWiH COIFa JKOHE KaHyapAblH | Kr
caJMarblHa JTKOCHUIIMKJIMH THKJIATHIHBIH 20 MI/KT J03achlH KOJTaHFAaHHAH KEeHiH
8 KYHHEH KeHiH corora pykcar eTineal. Kepcetiaren mep3iMre AeiiiH MaxKOypJi
TYpPJE€ ONTIPUITeH >KaHyapJapJblH €Ti MaMbIK KYHA1 aHAapibl TaMaKTaHIbIPy
YUIIH KOJIIaHbUTYbl MYMKIH.

IV. /Keke npopuiakTuka mapajaapbl

21. JlokcaTuOmeH >KyMbIC OapbIChIHIA JOPUIIK 3aTTapMEH KYMbBIC
OapbIChIH/IA KAPACTHIPBUIFAH JKaJIIbl )KEKEe TUTUeHA KaFuaallapbl MEH KayircCi3IiK
TEXHUKACHIH CaKTay KaxeT.

22. IlpemapaTTblH KOMIIOHEHTTEpIHE aca ce3IMTal aJaMJapiAblH
JloxcatuOrieH Tikeyei 0ailaHbICTaH KallTKaKTaybl THIC.

23. Jlopunik mpenapaT Tepire HeMece Ke3[IH IIBIPBIITH KaObIKTapblHA
KE37IeMCOK TYCKEH >KarJaiiia CyJblH KOl MeJIIEpIMEH IIalbIll TacTay Kepek.
ANneprusanblK peakmusuiapbl  maiga OonFaHga HeMece Ipemapar  agam
OpraHM3MiHE KE3/JeWCOK TYCKEH >Karnaiga Jepey MEAHMIMHAJIBIK MEKeMere
KYTiHY KaKeT (KOJIbIHBI3/Ia IPeTapaTThl KOJIJaHy dKOHIH/IET1 HYCKAYJIBIK HeMece
OHBIH 3aTTaHOACKHI OOTYHI THIC).

[IpenaparThl MIBIFapPYLIBIHBIH «KPKA, n.1., HoBo Mecto», IlImapbemika
OH/TIPICTIK aJIAHIAPBIHBIH aTaybl uecra 6, 8501 Hoo mecto, CrioBeHus
MEH MEKEH)Kaubl

TyYTBIHYIIBIAAH AFBIMIAPbI «KPKA Kazaxcran» XIIC, 050059 ,
KaOpUIAayFa apHaJIFaH I9PLITIK Anmarsl K., Hypnast Tay OusHec opTaibIFsl,
npenapaTThiH TIPKey KyoJiriH On-dapabdbu aganr. 19, 1b cexuusicer, 207-
ycTayra Hemece uerepi 6osryra KEHCE.

YOKUJIETT1 YUBIMHBIH aTayhl,

MEKEHKaNBbI.

Tipkey KyosniriHiyg HeMipi
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NMHCTPYKLMA
® .
10 MPUMEHEHMIO Npenapara JlokcaTnd  cenbCKOX03HCTBEHHBIM KUBOTHBIM,
BKJIFOUAs IITULL, ITpU 00JIE3HSIX OAKTEpUaIbHON ATHOIOTHU

(opranuzanus-pazpadotunk AO «KPKA, n.1., HoBo mecTo»,
Crnosenus/«KRKA, d.d., Novo mesto», Smarjeska cesta 6, 8501 Novo mesto,
Slovenija)

[. O6mue cBeneHus.

1. ToproBoe HaMMEHOBAaHHE JIEKAPCTBEHHOro Inpemnapara: JlokcaTné
(Doxatib ©).

Mex1yHapoJHOE€ HENATEHTOBAHHOE HAMMEHOBAHUE: JTOKCULIUKIIUH.

2. JlekapcTBeHHast popMa: MOPOLIOK JJI OPAILHOTO TPUMEHEHUSI.

Jloxcat® B KadecTBE JNEHUCTBYIOIIETO BemiecTBa cojepKuT B 1 T 500 mr
JOKCHUIIMKIIMHA THKJIATa, 4 B KAYE€CTBE BCIOMOTATEJIBHOTO BEIIECTBA BHUHHYIO
KHUCJIOTY.

3. Ilpenapat npeacraBiigeT co0OM MOPOIIOK KenToro 1sera. Cpok rogHo-
CTH JIEKQpCTBEHHOTO Ipenapara Mnpu cOOMIOAECHUU YCIOBUN XpaHEHUs — 2 roaa
co IHs npousBoacTBa. [locne BCKpBITHS 3aBOJICKOM YHNAKOBKH JIEKAPCTBEHHBIN
npenapar cjiaeAyeT UCHOJIb30BaTh B TeUeHUe 12 Mecsues.

3anpenaeTcss MCIOIb30BaTh JIEKAPCTBEHHBIN Mpenapar Mo UCTEYEHUU
CPOKa F'OJTHOCTH.

4. Beimmyckatot JlokcaTu6 pacacoBaHHBIM B MAKETHI U3 JTAMUHUPOBAHHON
donbru
no 100r, 1kr u Skr. Kaxayro enuHuIly ynakOBKH CHA0KalOT MHCTPYKLMEH IO
IIPUMEHEHUIO.

5. XpaHAT JEeKapCTBEHHBIM Ipenapar B 3aKpbITOM YITAKOBKE MPOU3BOJIH-
TE€JIS, OTAEIBHO OT MUUIEBBIX MPOAYKTOB U KOPMOB, B 3aIlMIIEHHOM OT IPSAMBIX
COJIHCUHBIX JTyuer Mecte, mpu Temneparype ot 0°C mo 30°C.

6. XpaHUTh JIEKAPCTBEHHBIN INpENApar CIeAyeT B MECTaX, HEIOCTYIIHBIX
IUISL IETEN.

7. Heucnonb30BaHHBIN Ipenapar yTUIN3UPYIOT B COOTBETCTBUU C TPeOO-
BaHUSIMH 3aKOHO/IaTEIbCTBA.

8. OTnyckaetcst 63 perenTa BETEpUHAPHOTO Bpaya.

I1. ®apmakosornyeckue CBOMCTBA.

9. IOKCUITMKIIMHA THKJIAT, BXOAAILINHA B COCTaB JIEKAPCTBEHHOTO Tpernapa-
Ta, SBNISICTCS aHTHOMOTUKOM TE€TPALUKIMHOBOTO PsiIa.

10. Ilpenapat obnagaeT MHUPOKUM CHEKTPOM aHTHOAKTEPUAIBHOTO -
CTBHSI, aKTHBCH B OTHOUICHUW TPAaMIIOJIOXHUTEIBHBIX W TPaMOTPHIIATEIBHBIX
MUKpPOOPTraHu3MOB, B TOM uncie Actinobacillus pleuropneumoniae, Clostridium
perfringens, Clamydia spp., Ricketsiae spp., Escherichia coli, Staphylococcus



spp., Haemophilus spp., Pasteurella spp., Streptococcus spp., Ornithbacterium
rhinotracheale, Mycoplasma spp.

MexaHn3M OaKTepUOCTaTUYECKOTO JACUCTBUS aHTHOMOTHKA 3aKIIFOUAETCS
B HAPYIICHUH CHHTE3a Oellka MUKPOOHOM KJIETKH, YTO MPETSITCTBYET ACTICHUIO U
(OpMUPOBAHUIO KIIETOYHON CTEHKH.

JIOKCHIIMKJIMHA THKJIAT XOPOIIO BCACHIBAETCS B KEIYAOYHO-KUIIEYHOM
TpakTe M OBICTPO pacmpenesisseTcs B OpraHu3Me. MakcuMaibHas KOHIIEHTPAIUs
AHTUOMOTHKA B CBIBOPOTKE KPOBH JOCTUTACTCS uepe3 2-4 yaca U yAepKUBACTCS
Ha TeparneBTUYECKOM ypoBHE He MeHee 18-20 vacoB nocie npumenenus Jokca-
TnOa. BRIBOIUTCS aHTUOMOTHK M3 OpPraHU3Ma B BUJIE HEAKTUBHBIX META0OJIUTOB
MPEUMYIIECTBEHHO C (heKATUSIMH.

JlokcaTu6 1o cTeneHu BO3JCHCTBUSA HAa OPTraHW3M OTHOCHUTCS K YMEPEHHO
omnacHbIM BemecTBaM (3 kiacc omacHocty o 'OCT 12.1.007-76).

I11. ITopsimok npuMeHeHHus

11. JIokcatn® Ha3HA4YalOT CBUHBSIM, TEIATaM C JICUeOHOM IIeIbI0, Cellb-
CKOXO3SIICTBEHHBIM MTHUIIAM — C JIeYeOHOU U JieueOHO-TTPOdUIAKTUIECKON I1e-
JIBIO TIPU OCTPBIX U XPOHUUYECKHUX 3a00JICBAHUSX OPTaHOB JIbIXaHUs, MOYEIO0JIO-
BOM CHCTEMBI, KETYI0YHO-KUIIIEYHOTO TPaKTa U JPYTUX MEPBUYHBIX U BTOPUY-
HbIX HH(EKIUAX OaKTEepuaIbHON ITHOJIOTHH, BO3OYAUTEIN KOTOPHIX UYBCTBU-
TEJIbHBI K JOKCUIIUKIIUHY.

12. JlokcaTu® 3amperiaercsi IPUMEHSITh B3POCIBIM JKBAYHBIM KHBOTHBIM
C pa3BUTHIM PYOIIOBBIM IMHILCBAPECHUEM, KypaM-HECYIIIKaM, a TakKe KUBOTHBIM
C BBIPOKCHHOM MMOYECYHOW U MEYEHOYHON HEJJ0CTATOYHOCTBIO.

13. JlokcaTu® MPUMEHSIIOT KMBOTHBIM MEPOPATHHO WHIUBHUIYATBLHO WIIN
T'PYIIOBBIM CIIOCOOOM B CIICIYIOIINX JI03aX:

- TeJSITaMm JBa pas3a B JICHb B Pa30BOM J103€ 5 MI JOKCUIMKJIMHA THKJIaTa
Ha | Kr Macchl »)KMBOTHOT'O C BOJOM JJIs MOCHUS HJIM 3aMEHUTEJIEM MOJIOKa 3-5
nHel. JIeueOHbIid pacTBOP TOTOBUTCS HEMOCPEACTBEHHO MEpPE]] IPUMEHEHUEM.

- CBUHbBSIM C BOJOM JJ1s ITOCHHUS B J103€ 12,5 MI' TOKCUIIMKIIMHA T'MKJIaTa Ha
I xr maccel )KMBOTHOTO. JIeueOHBI pacTBOpP B MEPHUOJ JICUEHUSI TOTOBST €XKe-
nHeBHO. [Ipo0IKUTEIBHOCTS JICUEHUS COCTaBIsIeT 4-8 THEH.

- CEIBCKOXO3SIMCTBEHHOM IITHIIE C BOJIOW I moeHus B go3e 10-20 mr
JOKCUIIUKJIMHA TUKJAaTa Ha 1 Kr Macchl )KMBOTHOTO. B ciydae BBICOKON 4yB-
CTBUTEJIBHOCTH MUKpooprann3mMoB (MUK no 1 Mkr/min) npuMmeHsieTcs npemnapar
B j03¢ 10 MI/Kr JOKCHUIMKIWHA THKJATa, €CJIM YYBCTBUTEIBHOCTH CPEIHSS
(MUK 1o 2 MKr/mit) npumeHsieTcst 103upoBka 20 MI/KT TOKCUITMKIIMHA THKJIAaTa
Ha | Kr mMacchl KMBOTHOTO. JleueOHBIH pacTBOp B MEPUOJ JICUCHUS TOTOBST
exeTHEBHO. [[po0HKUTENBHOCTD JI€YEHHS COCTABISET 3-4 AHS.

[Ipu rpynmoBoM criocoOe MPUMEHEHUS CBUHBHM W MTHIA JTOJDKHBI MOTY-
4aTh TOJIBKO BOJY, COAEPKAILYIO JICKAPCTBEHHBIN MPErapar.

14. Tlepeno3upoBka y TENAT MOKET BbI3BIBATH MMOSBJICHUE CUMIITOMOB
OTpaBJICHHUS, XapAKTEPU3YIOIINUXCS HAPYIICHHEM (DYHKIIMH JhIXaTEIHHOU U cep-
JIEYHO-COCYAUCTON CUCTEM.



15. OcobennocTeil necTBUS JEKApPCTBEHHOTO Mpernapara MpH ero nepBom
NPUMEHEHUU U OTMEHE HE YCTaHOBJIEHO. [Ipy MOBBIIIEHHONW WHAUBUAYATIbHOM
YYBCTBUTEJIBHOCTU >KMBOTHOT'O K JIOKCULIMKJIMHY M TOSIBJICHUM aJUIEPTrUUYECKUX
peakuuii ucnosibzoBanue Jlokcatuba npexpaiarT U MPOBOJAT JI€CEHCUOUITN3U-
PYIOIIYIO TepaIuio.

16. [oxcatu6 3ampeniaeTcsi MPUMEHATH OEPEMEHHBIM U JIAKTUPYIOIIUM
caMKaM, a TaKKe KypamM-HECYIIKaM.

17. Caenyet uzberaTh Npomycka o4epeHOM 036l Mpemnapara, Tak Kak 3To
MOJKET MPUBECTH K CHIDKEHUIO TepaneBTuUeckon apdextuBHocT. B cinyyae He
COOJIIOZICHHs YCTAaHOBJIEHHOT'O CPOKa MOBTOPHOTO NMPUMEHEHHs Mpenapara ciie-
JyeT IPUMEHUTh €ro Kak MOKHO ObICTpee, B TOM e J103€ U 110 TOM Ke CXeMe.

18. [TobouHbIe sIBIIEHUS, 32 UCKIIOUYEHUEM CIIy4aeB MHIUBUAYAIbHOMN I10-
BBIIICHHOW YYBCTBUTEJIBHOCTH K KOMIIOHEHTAaM JIEKAPCTBEHHOr'O Mpenapara, He
BBISIBJICHBI.

19. He cnenyet npumeHsTh JlokcaTuO COBMECTHO ¢ OaKTEpUIIMIHBIMU aH-
TUOUOTHUKAMU (MEHUIIWJUTMHAMU, 11edaoCIOprUHaMU U Jp.), BBUIY BO3MOKHOTO
CHW)KEHMS! €ro aHTUOaKTepuaabHOU akTUBHOCTHU. IIpu pacTBOpeHuun npenapara
B IEJIOYHOM cpejpe oOpasyercst ocajok. He crmenyer cmemmBath {okcatud c
JIPYTUMU IIpenapataMyu U KOPMOBBIMH JIOOABKAMH.

20. Y06oii Tenat Ha MsICO pa3pelaeTcsi He paHee, 4yeM uepes 14 aHeil; cBu-
Hel - yepes 4 JHs; NTHULl — HE paHee, YeM 4epe3 3 JIHA MOCIIE MOCIEIHEro Mpu-
MeHeHus Tpenapara B go3e 10 Mr/kr u 8 aHeil mocie mpuMmeHeHus: B o3¢ 20
MTI/KI TOKCUIIMKJIMHA THUKJIaTa Ha | KT Macchl KUBOTHOTO. MsICO KUBOTHBIX,
BBIHY)KJICHHO YOUTBIX /0 UCTEUEHUS YKa3aHHBIX CPOKOB, MOXKET OBITh HCIOJIb-
30BaHO JUIsI KOPMJIEHUS IYIIHBIX 3BEPE.

IV. Mepsbl 1u4HOM NPOPUIAKTHKH

21. Ilpu pabore ¢ JlokcatnOboM HEOOXOAMMO COOIIOIATh O0IIMEe TpaBHiia
JUYHON TUTUEHBI U TEXHUKU O€30MacCHOCTH, MPEIYyCMOTPEHHBIE TIpU padoTe ¢
JIEKapCTBEHHBIMU CPEICTBAMMU.

22. JTroxsm € TUIpevyBCTBUTENBHOCTBIO K KOMIIOHEHTAM IIperapara cie-
JyeT u30erath NpsMoro KoHtakra c JlokcatuOom.

23. Ilpu cayyalilHOM KOHTAaKT€ JIEKAPCTBEHHOI'O MperapaTta ¢ KOXKeW Wiu
CIIU3UCTBIMU OOOJIOUKAMHU IJIa3, UX HEOOXOAWMO MPOMBITH OOJBIIMM KOJIHYE-
CTBOM BO/Ibl. B ciiyuae nposiBieHHs alIeprudecKuxX peakiuil Ui Mpu cirydyai-
HOM TIOINaJlaHUM Tperapara B OpraHu3M 4YesloBeKa CIEAyeT HEMEMJIEHHO o0pa-
TUTBHCS B MEULIMHCKOE yupeKJeHue (Ipu cede NMETh MHCTPYKIUIO 10 IpHUMe-
HEHUIO Iperapara Uik 3TUKETKY).

HanmenoBanue u ajpec npous- «KRKA, d.d., Novo mesto», Smarjeska
BOJICTBEHHBIX ILIONIa0K pou3Bo- cesta 6, 8501 Novo mesto, Slovenija/
JATEJIS TIpernapara «KPKA, n.1., HoBo mecto», [lImapnenika

recta 6, 8501 HoBo mecto, CnoBeHus



HaumenoBanue, aapec opranuza-  TOO «KPKA Kazaxcran», 050059 ,

LIUM, YIIOJIJHOMOYECHHOM Jepxkare-  r.AnMmartsl, busnec nentp Hypasl Tay,
JIEM WJIK BIIAJIETIBIIEM perucTpanu- MnpocrnekT Anb-Papadu 19, cexmus 1b,
OHHOI'0 yJIOCTOBEPEHHUS JIEKap- oduc 207.

CTBEHHOTO IIperapara Ha MpHHS-
THE TIPETEH3UN OT MOTPEOUTEIIS.

Homep peructpanioHHOTO y10CTOBEPEHUS



MANUAL FOR USE

DOXATIB 500 mg/g oral powder

2016
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INSTRUCTIONS

for use of Doxatib® in bacterial diseases in farm animals, including poultry

6.
7.
8.

(Manufacturer: KRKA, d.d., Novo mesto»,
SmarjesSka cesta 6, 8501 Novo mesto, Slovenija)

General information

. Brand name of the product: Doxatib®.

International non-proprietary name of the active substance: doxycycline.
Pharmaceutical form: powder for oral administration.

In 1 mg of Doxatib there are 500 mg of doxycycline hyclate as an active
substance and tartatic acid as an excipient.

. The product is a yellow powder. The shelf life of the drug when stored in

accordance to propsed storage conditions - 2 years from the date of pro-
duction. After opening the factory packaging the drug should be used
within 12 months.

It is prohibited to use the product after expiry date.

The product is released in laminated foil bags of 100 g, 1 kg and 5 kg.
Individual package is released with Intructions for use.

. This medicinal product should be kept in the original package, apart from

food and feed-stuff, protected from direct sunlight, at temperature from
0°C to 30°C.

Product should be kept out of reach of children.

The unused product should be disposed in accordance with the law.
The product is available without veterinary prescription

I1. Pharmacological properties

9. Doxycycline hyclate contained in the product is a tetracycline antibiotic.
10.The product has a broad spectrum of antimicrobial activity. It is active

against Gram-negative and Gram-positive microorganisms, including Ac-
tinobacillus pleuropneumoniae, Clostridium perfringens, Clamydia spp.,
Ricketsiae spp., Escherichia coli, Staphylococcus spp., Haemophilus spp.,
Pasteurella spp., Streptococcus spp., Ornithbacterium rhinotracheale, My-
coplasma spp.

The mode of bacteriostatic action of the antibiotic is the violation of the
synthesis of protein of a bacterial cell which prevents cell division and
cell wall formation.

Doxycycline hyclate is well absorbed in the gastro-intestinal tract and is
rapidly distributed in the body. The peak serum concentration is reached
after 2-4 hours and is maintained at therapeutic level for at least 18-20
hours after the administration of Doxatib.
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This antibiotic is primarily excreted in the form of its inactive metabolites
with the faeces.

According to the level of impact on the human body Doxatib belongs to
moderately hazardous substances (3rd grade of hazard according to GOST
12.1.007-76)

III. Method of administration

11.Doxatib is administered to pigs and calves as curative treatment, to poul-
try as curative and curative-preventive treatment in acute and chronic dis-
eases of the respiratory, urogenital and gastro-intestinal tracts, and other
primary and secondary bacterial infections, whose causative agents are
susceptible to doxycycline.

12.1t is prohibited to administer Doxatib to adult ruminants with developed
ruminal digestion, laying hens and to animals with pronounced renal and
liver insufficiency.

13.Doxatib is administered orally to individual animals or to groups of ani-
mals in the following doses:

- Calves — twice daily in a single dose 5 mg of doxycycline hyclate per 1
kg b. w. in drinking water or milk replacer for 3-5 days. Medicated so-
lution must be prepared immediately prior to use.

- Pigs — in drinking water in dose 12.5 mg of doxycycline hyclate per 1
kg b. w. During the treatment medicated solution must be prepared on
a daily basis. The treatment lasts 4-8 days.

- Poultry — in drinking water in dose 10-20 mg of doxycycline hyclate
per 1 kg b. w. In case of high susceptibility of microorganisms (MIC
up to 1 p g/ml) the product should be used in dose 10 mg/kg of
doxycycline hyclate, if the susceptibility is moderate (MIC up to 20
ng/ml) a dose of 20 mg/kg of doxycycline hyclate per 1 kg b.w. should
be used. During the treatment medicated solution must be prepared on
a daily basis. The treatment lasts 3-4 days.

When the product is administered to a group of animals (collectively),

pigs and poultry should be administered only medicated water during the

treatment period.

14.In calves overdosing may cause symptoms of intoxication manifested by
respiratory and cardiovascular dysfunction.

15.Unusual effects at first administration of the product as well as at its with-
drawal were not observed. In high individual hypersensitivity of animals
to doxycycline and in occurrence of allergic reactions Doxatib has to be
withdrawn and desensitization therapy has to be initiated.

16.1t is prohibited to use Doxatib in pregnant and lactating animals, as well
as laying hens.

17.Doses should not be skipped, as this may result in the decrease of thera-
peutic efficacy. If repeated administration of the product is omitted within
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the dosage schedule, the product should be administered to animals as
soon as possible in the same dose and according to the same schedule.

18.Adverse reactions other than high individual hypersensitivity to product’s
ingredients were not identified.

19.Doxatib should not be administered together with bactericidal antibiotics
(penicillins, cephalosporins etc.) due to a possible reduction in its antibac-
terial activity. A precipitate appears when the product is dissolved in alka-
line medium. Doxatib should not be mixed with other medicinal products
and feed additives.

20.The withdrawal period for calf meat is at least 14 days; the withdrawal pe-
riod for pigs is at least 4 days, and for poultry at least 3 days after last
administration of the product in dose 10 mg/kg, and at least 8 days after
administration of 20 mg of doxycycline hyclate per 1 kg b.w. Meat of an-
imals slaughtered urgently before the expiry of the withdrawal period can
be used for feeding fur-bearing animals.

IV. Individual preventive measures

21.General rules of personal hygiene, safety arrangements and precautions
required in handling medicinal products must be followed when working
with Doxatib.

22.People with hypersensitivity to ingredients of this product should avoid
direct contact with Doxatib.

23.1f the product accidentally gets onto the skin or in the eyes, they should be
thoroughly washed with plenty of water. If allergic reactions occur or if
the product accidentally gets into the body medical help should be sought
immediately (one must have instructions for use of the drug or its label

with him).
Name and address of manufacturing KRKA, d.d., Novo mesto»,
sites: Smarjeska cesta 6, 8501 Novo

mesto, Slovenija.

Name and address of the organization ~ LLC "KRKA Kazakhstan",
responsible authorized by the holder or Business Centre Nurly Tau,Al
owner of the registration certificate of ~ Farabi Avenue 19, Block 1 B,
the drug to receive claims from cus- Office 207,050059 Almaty
tomers.

Marketing Authorisation number:
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TeKcT-IlepeBosl JOKYMEHTa C Ka3aXCKOrO sA3bIKa HA PYCCKHH A3bIK M AHTIIMACKHH sA3BIK
BBINOJIHEH IepeBoqunkom KurarmoBoit AlHyp MelpamMOBHOH, TATHAIIATOE HIO e

A

TBICAYH me(:'r%%% ZEW 20 é?é fj’ %’ M y % [2! 2/ ﬂf M | A

Pecniy6nuka Kazaxcran, ropoj AJIMartel, IATHAANATOe HIOHA [BE THICSYHM LIECTHA-
IIaToro roja.

S, Enmmesa Cayne  EnGepreHoBHa, HOTapuyc ropoja AJIMAThI, AEHCTBYIOIIAA

HA OCHOBAaHHH TrocyjaapcTeeHHoM smiensud Ne 0001362 ot 01.04.2003 rona, BELAAHHOH

MunncTepcTBOM rocTrIHH Pecmybmku Kd3axcraH, CBHIETENBCTBYIO NOATHHHOCTD MOITH-

CH M3BECTHOr0 MHE mepeBoaynka KutaroBol AliHyp MelipamOBHEI, KOTOpas COBEpIICHa B
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