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[. O6uue cBeneHus

1. HauMeHoBaHueE JIEKapCTBEHHOIO IIperapara:

Toproeoe HaumeHopanue: Onrummys® (Optimmune®).

MexayHapoIHOE HEMATCHTOBAaHHOE HAUMEHOBAHME: IUKIIOCTIOPHH.

2. JlekapcTBeHHas ¢popma: Ma3b IIa3Hasl.

Ontummyr® B 1 rpaMMe COXEpXUT B KadecTBe JEHCTBYIOMIErO BEIIECTBA
uukIocnopud — 2,0 MI W BCIIOMOTaTENbHBIE BeIECTBa: OeNblii MArkuii mapadwus,
KyKypy3Hoe Macio, Amepxon® (Amerchol®) CAB (BasenuH 1 JaHOTMHOBBIM CIUPT).

3. Ilo BHemHeMy BHAY TpenapaT MpencTaBiseT coO00H OECLBETHYIO MM CBETIIO-
XKEJITYIO TIOJIYIIPO3pAaYHyIO TOMOI€HHYIO Masb.

CpOK roJTHOCTH JIEKAPCTBEHHOTO NIperapaTa B 3aKphITOM YIAaKOBKE MPOU3BOIUTEIIS
Ipu COOJIIO/ICHNN YCIIOBUI XpaHEHHs — 2 roja ¢ JaThl IPOM3BOACTBA, IMOCIE MEPBOrO
BCKPBITHS TYOBI — 28 CyTOK.

3ampelnacTcsi WCIONh30BaTh JIEKAPCTBEHHBIN IIpenapar II0 HCTCYCHHUHM CpoOKa
TOAHOCTH.

4. OntuMMyH® BHIITYCKalOT pac(hacoBaHHBIM 110 3,5 I' B ATFOMHHHUEBBIE TyObI € O€IbIM
[UTACTUKOBBIM HAKOHEYHHUKOM M 3aKpYyUHBAIOMMMCS KoslauykoM. TyObl ynmakoBBIBaIOT B
UHIUBUAYaIbHBIC KapTOHHBIE KOpPOOKHA BMECTE€ C HHCTPYKIMEWH IO NPUMCHCHHIO Ha
PYCCKOM SI3BIKE.

5. OntumMyH® xpansaT npu Temreparype e Boiue 25 °C. He 3aMopaxuBarts.

6. OntumMyH® citelyeT XpaHuTh B HEJOCTYITHOM IS JIeTeil MecTe.

7. Hencrionp30BaHHBIN JIEKAPCTBEHHBIN Npenapar yTWIASHPYIOT B COOTBETCTBUM C
TpeOOBaHMSIMH 3aKOHOAATENbCTBA.

8. OnrummyH® oTmyckaroT 6e3 pelernrta BeTepruHapHOTo Bpaya.

I1. ®dapmakonoruyeckue CBOUCTBA

9. ®apmakoTepalneBTUYECKas IpyIIia: KIMMYHOICTIPCCAHTHI.

10. [IMkI0CTIOpHH, BXOJSIIMNI B COCTAB JIEKAPCTBEHHOr'O Mperapara, MpeIcTapiseT
co0oif [UKIMYECKANM  IIOJUIENTHJ, OOJaJaroliuid  JIJAKPpUMOMUMETHYECKUM U
IPOTUBOBOCIIAJIMTENBHBIM JICHiCTBEEM, MNpOAyIMpyeMblii rpubamu Beauveria nivea
(Tolypocladium inflatum gans).



VIMMyHOCYIIPECCHBHOE M TIPOTMBOBOCHIANIATEIBHOC IEeHCTBHE ITMKIOCIOPHHA
CBA3AHO C 6JIOKHPOBAHMEM HA KIIETOYHOM YPOBHE HOKOAIMXCS TUMGOLHTOB B dazax GO
win Gl KIETOYHOro 1KMKIa, MOJABIEHHEM 3aIlyCKaeMOHW aHTHTEHOM NpPOAYKIMA W
CEKpeLlMM LHUTOKMHOB (BKIIOYas uHTepieikun-2, dakrop pocta T-mumponuros),
aKkTUBUPOBaHHBIX T-muMponuramu. Liukiocnopus o6paTnMo AeiCTBYeT Ha TIMMOLHTEL.

biiarogapst 9ToMy BOCCTaHaBIMBaeTCsl (GYHKIHS alMHAPHBIX KIETOK CEKPETOPHOro
DIIUTENHS CIIC3HOM JKelle3bl U yMeHbIAeTCa MHGUIBTpanus TKaHel ri1asa. B pesyinpraTe
IPOTUBOBOCTIANIMTENILHOTO [CHCTBHUS IIperapara yJIydIiaeTcss COCTOSHHE MOBEPXHOCTU
IJ1a3a: YMCHBINAETCS THIEPILIashs KOHBIOHKTUBBL,  ITIPH [UINTEIBHOM NPHMMEHEHHU
CHIDKAETCs] HEOBACKYJIIPU3AINs M MUTMEHTAIIHS POTOBUIIEL.

B jonondenre K MMMYHOCYNPECCUBHOM aKTHBHOCTH, HKIOCIOPUH HPOSBIAET
NpsAMOE JIAKPUMOMHMMETHYECKOE JEHCTBHE, ONOKUpPYS IIOJABICHUE CIIC30NPOMYKLMI
OpojakTMHOM. TakuMm o00pasoM, YyCHJICHHE CIE300TACACHHS oL BO3IEHCTBHEM
Ontummyn® sSBISETCA HICHTHIHBIM ECTECTBEHHOMY.

Liuxnocniopu  06nafaeT BBICOKOH JHMIIOPUILHOCTBIO M JIETKO  MNPOHHMKAET B
POrOBHIlY M B CIE3HYIO Xene3y. [{MKIOCIOpUH [IETOHHPYETCS B POroBHIE, c¢i1abo
[IPOHMKAET BO BHYTPEHHUE CPE/IbI I1a3a, IMPAKTHUYECKH HE BCACHIBACTCS B KPOBOTOK, H HE
OKa3bIBA€T CHCTEMHOI'O BO3JEHCTBYS Ha OPTraHU3M.

Onrrummyn® 110 cTenmeHM BO3AEHCTBHA HAa OPraHM3M OTHOCUTCS K MAJOOMACHBEIM
BemecTBaM (4 kiacce orracHoctu 1o 'OCT 12.1.007-76).

III. ITopsimok nmprMeHEHHs

11. Ontummyn® DpuMEHSIOT 11 JledeHuWs OONE3HEH I71a3 ayTOMMMYHHOM
STHOJOTUM Yy co0aK, BKIIOYash MIUONATHYECKUN cyxod kepaToKOHBIOHKTUBUT (CKK,
CHHIPOM «CYXOTO TJ1a3a») U XPOHUUECKUH TOBEPXHOCTHHIN KepaTuT (MIaHHYyC).

JlexapcTBeHHBIH Tpenapar MOMKET TIPUMEHATBCS Uil ycwieHus s¢dexra
KOPTUKOCTEPOUIHBIX IIPENapaToB Ui MECTHOTO INPUMEHEHHS WM BMECTO HUX, €CIU
KOPTHKOCTEPOHIB MPOTUBOINOKA3aHbl (HampuMmep, IpU  S3BEHHOM  IOPaXKEHUU
POTOBHIIE).

12. 3anmpemiaercs npuMeHenuwe npemnapata OnTtuMmyH® npu OONe3HAX — IIa3
rpuOKOBOI ¥ BUPYCHOM 3THOJIOTHH.

13. Ilpu pabore ¢ Onrtummyn® cieayeT coOmogaTh oOIME NpaBWiIa JUYHOM
THTAEHBI ¥ TEXHUKYN 0€30MacHOCTH, IPEeNyCMOTpPEHHBIE NPU paboTe ¢ JIEKapCTBEHHBIMU
MpenapaTaMy.

Bo Bpemsi paGoTh! 3ampelnaercsi MUTh, KypUTh U IpuHUMaTh muiny. I1o oxoHuanumn
paboTHI PYKH CIIENYET BEIMBITH TEIION BOJOH € MBLIOM.

[TycTyio Tapy HM3-1TOJ JEKapCTBEHHOTO IMperapara 3alpeiaeTcs UCIoab30BaTh Il
OBITOBEIX LieNIei, OHA IMOJIEKAT YTHAN3AIUY C OBITOBEIMU OTXOAAMU.

JIro1s1M ¢ TUNEPYYBCTBUTEIHHOCTHIO K KOMIIOHEHTaM IIpernapara cielyeT u3beratsb
npsMOro KoHTakta c¢ npemapatoM Omrummyn®. Ilpum  cilydaifHOM — KOHTaKTe
JICKapCTBEHHOTO TIperapara ¢ KOXeH WX CIM3UCTHIMH 000JI0YKaMU HX HEe00XO0 MO
IIPOMBITE GOJIBIIIUM KOJIMYECTBOM NPOTOUHOM BOJBL. B ciyyae mosBneHus auilepruyeckux
peaknmii Wiu Ipu CIydaiiHOM MONAaJaHWM IIperapara B OpraHr3M 4YeJlOBEeKa CIEAYET
HEMEUICHHO 00paTUThCS B MEAMIIMHCKOE yUpexaeHue (Ipu cebe UMeTh MHCTPYKLHIO IO
IIPUMEHEHHMIO TIperapara Wil 3THKETKY ).

14. OntuMmyH® He cielyeT IPUMEHATH HICHHBIM U JaKTHPYIOLIUM CyKaM, B CBS3H
C OTCYTCTBHEM JJAHHBIX 0 0€30MaCHOCTH.

15. Ma3p rmnasHas i MecTHoro npumeneHus. Ilepen HaHeceHHMeM Masu
NOPAXKEHHBIA TJ1a3 MPOMBIBAIOT CIEUHMAIBHBIMUA OQTaNbMOJIOIHYECKUMU PACTBOPAMH H
aKKypaTHO OUMIIAIOT 00JIacTh riia3a oT BelaeneHuit. HeGonbiioe konuyectso mMasu (1/2-1
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CM) 3aKIafbIBAIOT B KOHBIOHKTUBAJIBHBIN MEIIOK Kaxkaple 12 dacoB, He Kacasich
HaKOHEUHUKOM TIOOMKA TIOBEPXHOCTH TIJa3a, BEK WIM JPYTUX IOBEPXHOCTEH.
JIMTENBHOCTD Tepanuy 3aBUCHT OT TSHKECTH MTOPaXXeHKs ¥ OTBETA Ha JICUCHHE.

Ycunenue NMpoayKIUK CIE3HON KUIKOCTH OXupaeTcs B TedeHue 10 gHeil mocie
Hayana NPUMEHEHHs Mpenapara, ¢ NOCTMIKEHHEM MaKCHMaJIbHOro s¢dexra uepes 6
Helenb  [OCHe  Havala IpUMEHEHHWs  Ipenapara. [lpw  JedeHuH  CyXoro
KepaTOKOHBIOHKTHBUTA PEKOMEH/YETCS IIPOBOAUTH OLEHKY 3()(EeKTUBHOCTH Npernapara
npu nomoum Tecra IHupmepa. g mpaBUNBHOW MHTEPHpPETAMU PE3YILTATOB, TECT
IIupmepa pekoMeHAyeTCs IPOBOIMTE yepes 3 uaca nocie Hanecenus Onrummyn®, korma
KOHLIEHTpal¥sd LUKJIOCHOPHHA B POrOBUIlE MaKCHMaibHAa. Hawmmydinmx pe3yasTaros
JIeYEHHUs MOXKHO JIOCTHYG Nipy nipuMerenuy OntuMmyH® na pauux craausx CKK, korma
HE TPOU30LII0 HeoOpaTUMOro MOBpEeXIeHMS W (GuOpo3a TKaHel Clle3HOM xeie3bl. B
6onsmmHCTBE ciiyyaeB CKK u manHyca, cobakam TpeGyeTcs JiedeHHUE B TE€UCHHE BCeil
JKU3HHU, OJJHAKO IMpU HaJIekKalleld Tepanmuud M PEryJSPHBIX OO0CIIeTOBAHUAX IPOTHO3
OJIaronpusaTeH.

[Ipu manHyce, B CBSI3U C BIMSHUEM (AaKTOPOB OKpYXKaroIed cpeanl (Takux, Kak
yIbTpa(UONET) Ha IaTOreHe3, HeoOXOAUMOCTh TpUMEHeHHs mnpenapara OnTuMmMyH®
MOJKET CHIDKAThCSI B IIEPHOJBl CHIDKEHHOM COJHEYHOM aKTHBHOCTH, a B TIEPHOJ
o6ocTperns 3a60IeBaHus UCTIONb30Bauue ONTUMMYH® BO30GHOBIISIOT.

JnuTenpHoe npuMeHeHne OnTMMYH® HE NOBBIIAET BOCIPUMMYMBOCTE IJ1a3a K
MHUKPOOHBIM HH(EKIUAM.

16. IloOoyHBIX SBJIIEHUM U OCIOKHEHHMH TIpM TIPUMEHEHHM IIperapara B
COOTBETCTBHH C HACTOAIICH MHCTpPYKLMEH, Kak MpaBmilo, He Habmromaercsa. B penxux
cllydasx B IIEPBHIE JHH JICUCHUS BO3MOXHO IIOSIBICHUE Da3ApaXeHUs, KPACHOTHI IJIa3,
TOHHMYECKOro Oyiehapocnasma, KOHBIOHKTUBUTA, BOCHAJIECHUsI U OTeKa KOxH Bek. Eciu
BBHIIIICyKa3aHHBIC CHMIITOMBI HE HMCYE3al0T B T€YCHUE 7 JHEH, 3TO MOXKET yKa3blBaTh Ha
THIIEpUYBCTBUTEIBHOCTh K KOMIIOHEHTAM Ipemapara, npuMeHeHue Ontummys®
MPEKPanIaloT ¥ IPOBOIST CUMITOMAaTHYECKYIO TEPAIIUIO.

BO3MOXHO IOSIBICHHE 3YJa, CHIBHBIX PacuecoB U BHINAJCHUA IIEPCTH B MECTE
MPUMEHEHUS Iperapara, BI3BAHHOE Ype3MEPHBIM KOIMYECTBOM Ma3M. B aToM ciryvae
CIIeIyeT YMEHBIIXTH 703y HAHOCUMOTO JIEKapCTBEHHOI'O IIpernapara.

17. CuMOTOMBI ITepeI03UPOBKH JIEKAPCTBEHHOTO IIpenapara Ipyu ero IMpUMEHEHUH B
COOTBETCTBUHM C HACTOAIICH HHCTPYKUMENH HE YCTAHOBJEHBL. B peakux ciaydasx
Ha0JII0JacTCs BOCTIAJICHUE U OTEK KOXKY BEK, BEI3BAHHBIHM UpE3MEPHBIM KOJIMYECTBOM Ma3H.
B sToM cityuae cliefyeT yMEHBIINTh J03Y HAHOCHUMOT'O JIEKApCTBEHHOTO IIpenapara.

18. Ilpumenenue OnTumMMyH® He WMCKIIOYAET UCHOIB30BAHHE JIEKAPCTBEHHBIX
MPenaparoB APYrux (papMaKoJOrH4eCKHX IPyIIl.

19. B penkux ciydasx B IIEPBBIC JHH JICUEHUS BO3MOXKHO IOSIBJICHUE DPa3IpaXKeHU,
KpacHOTHI a3, TOHHYeckoro OnedapocrazMa, KOHBIOHKTHUBUTA, BOCIIAJIEHHUS M OTEKa
KOH BeK. Eciii BRIIIIEyKa3aHHBIE CUMIITOMBI HE HCYE3at0T B TEYCHUE 7 THEU, ITO MOXKET
yKa3plBaTh Ha THUIEPYYBCTBUTEIBHOCTb K KOMIIOHEHTaM IIperiapaTra, NPUMEHEHHE
OmrruMMyH® IpeKpaltaioT U MPOBOST CAMITOMATHYECKYIO TEPATIHIO.

20. Cnenyer u3berarh IpOIyCKOB MIPH IMPUMEHEHUHU 0UEPEIHOM 1035] IIpenapara, TaK
KaK 5TO MOJKET MPHBECTH K CHIDKEHHIO €T0 TepaneBTudecKkoil agdexTuBHOCTH. B ciydae
IPOIyCcKa OXHOM 103l HEOOXOIMMO BBECTH €€ KaK MOXKHO CKOpee, Jallee JICUEHHE
MPOAOIDKAIOT IO OCHOBHOM CXeMe.

ITpu seuennu CKK BakHa HENIPEPHIBHOCTH, B HCCIENOBAHMUAX OBUIO NOKA3aHO, YTO
CTUMYJISIMS CJIE300TIEICHUS IIpeKpanaeTcs B TedeHue 24-4acoB I10CIE MPEKpalleHus
Tepanuu.

21. OnrrummyH® He TIpefHasHavYeH Ui IPUMEHEHHUS IPOAYKTHBHEIM JKHBOTHBIM.
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HaumenoBanue 51 azpec
MIPOU3BOJICTBEHHOM TUIOIIAKH
IIPOU3BOIUTENS JIEKapCTBEHHOTO
npemnapara JUTsL BETEPUHAPHOTO
PUMEHEHHUS.

HaumeHnoBanue, aapec OpraHu3allum,
YIIOJIHOMOYEHHOH  Jep)KaTeNieM WM
BIIAJICNIBIIEM PETUCTPALIIOHHOTO
YIOCTOBEPEHHS JIEKapCTBEHHOTO
mpenapara Ha IPUHATUE MPETEH3UH OT
MOTPEOUTENS.

Illepunr-Ilnay Canre Anumans (3.A.
JIA. Tpunmomeep 49500  Cerpe,
®panuus)/Schering-Plough Santé
Animale (Z.A. LA Grindoliére 49500
Segré, France).
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