UHCTPYKLWA
no npuMeHenrio Makcyca G100 juis 1eueHns SJHTEPUTOR GakTEPHATLHON STHONOTHH
Y CBHHEH, OpOHJIEPOB M PEMOHTHOTO MOJIO/IHSKA Kyp

(Opranuzauns-pazpaboruux: «au Jlunmm saa Komnanuy, 2500 Uanossiimn Baii I'puadun,
mrtat Muaunana, 46140, CITIA / «Eli Lilly and Company», 2500 Innovation Way Greenfield, IN,
46140 USA)

I. O0mue cBeneHus

1. Toprosoe Haumenosanue: Makcyc G100 (Maxus® G100).

MexayHapoaHOe HETTaTeHTOBAHHOE HAMMEHOBAHUE: aBHIIAMHIIHAH.

2. JlexapcTBeHHas (hopMa: MEKPOTpaHy IHPOBAHHBIH OPOIIOK /IS OPaTbHOIO NPHMEHEHHS.

Makcye G100 B xadecTBe aelicTByromero Bemectsa B 1 Kr coaeput aBunamuius — 100 T, a
TAKKe BCIIOMOTaTeIbHbIE KOMIIOHEHThI: MHHEPATLHOE MAcIIO, JKMbIX COEBBIX O00O0B.

3. Tlo BHemHEMY BHJLY JIEKapCTBEHHbIH TIPeMapar MpejCcTaBiseT coboit rpaHyIMPOBAHHEIH 110-
POLIOK OT CBETJIOrO 10 TEMHO KOpuyuHeBoro mseta. Cpok rogHocta Makcyca G100 mpu cobo-
JICHHH YCIIOBUH XpaHeHHs — 2 rojia o IHs Mpou3B0/IcTBA. JIekapcTBEeHHBbIH MpenapaT B CMecH ¢
KOpPMOM MOXHO XPaHWTh B T€Y€HHe 3 MecAIleB [IPH TeMmIreparype XpaHeHus He Bomre 25°C. 3a-
TpeIaeTcs: IPHMEHATh JIEKAPCTBEHHBIN ITpenapar 110 HCTeUEHHH CPOKA I'OJHOCTH.

4. Maxcye G100 BbinyckaroT pacdacoBaHHbIM 10 25 KI' B TAMHHUPOBAHHEIE GyMaKHbIe Tep-
MocBapHble naketax. Kaxas enununa norpeGuTebCKOH YNakoBKH cHaGkKaeTcs MHCTPYKIHEH
10 IPUMEHEHHIO.

5. Makcye G100 xpaHST B 3aKpBITOH YNAKOBKE IPOM3BOJMTENS B 3AIIUIIEHHOM OT NIPSAMBIX
CONTHEYHBIX JTy4eii MecTe, OTACIBHO OT MUUIEBBIX NPOIYKTOB H KOPMOB, IIPH TeMmiiepaType oT 5°C
no 25°C.

6. Makcyc G100 xpansiT B MecTax, HEAOCTYIHBIX JUISl JETEH.

7. Hencnonp30BaHHbIH JIEKapPCTBEHHBIH Npenapar YyTUIH3HPYIOT B COOTBETCTBHU ¢ TpeGOBa-
HHUSIMH 3aKOHO/IATeNbCTRA.,

8. JlekapcTBeHHBIH npenapar oTmyckaetcs Ge3 pelenTa BeTepMHAPHOTO Bpaya.

II. ®apmakonoruyeckue CBONCTRA

9. Maxcye G100 - anTubakTepHanbHbIi 1eKapCTBCHHBIH TIpenapaT IpyIIIbl OJIMTOCaXapu/10B.

ABHIIAMUIMH, BXOJUIIIMIL B COCTAB JIEKAPCTBEHHOTO Nperapara, akTHREH B OTHOIICHHH IPaM-
MOJIOXKHUTEJIBHBIX W TPAMOTPHIATEIbHBIX MHUKPOOPTaHHM3MOB, B TOM YHCIE B OTHOINEHHH
Clostridium perfringens u Escherichia coli.

10. MexaHu3M JeHCTBAS aBHIaMHIIMHA 3aKII0YAETCS B HAPYIIEHHH NPOLIECCa CHHTe3a Gelka B
MHKPOOHO# KJIETKe Ha puOOCOMAILHOM YPOBHE.

ABHITAMHIIUH [OC/IC OPAILHOTO MPHMEHEHHS BCACHIBACTCA B IKEJyI0MHO-KHIIEYHOM TPAKTE B
HE3HAYNTENIBHOH CTETICHH W NPAKTUYECKH HE HAKAILUIMBAETCA B OPraHax M TKAHSAX, BHIBOIHTCS H3
OpraHW3Ma B HEM3MEHHOM BHJIE IPEHMYIIECTBEHHO ¢ (eKaTusIMH.

ITo crenenn BosneicTBus Ha oprannsM Makcyc G100 OTHOCHTCS K YMEPEHHO ONAacHbIM Bellle-
cream (3 knace omacHocty 1o 'OCT 12.1.007-76).



I11. Topsinok npuMeHEHUs
11. Makcyc G100 mpumeHnsioT ¢ ne4ebHON U JieueOHO-TPOGHIAKTHYECKOH I1ETBI0 CBHHBSM,
OpoiisiepaM U PEMOHTHOMY MOJIOJHSKY Kyp-Hecyllek 0 16-TH HeIelIbHOro BO3pacTa TpH SHTe-
puTax OaKTepHaNbHOW THONOIMH, BhisbiBaeMbIX Clostridium perfringens (kiocTpumHo3HELL HH-
TCPHT, HEKPOTHYECKHH  SHTEPHT), a TaKKe [OpPOCATAM-OTBEMBINIAM ¢  JedeOHo-
npodHIaKTHYECKOH 1IeIBI0 IPH Iuapee, BhizbisaeMoii Escherichia coli.
12. 3anpernaercs npumenenue Makcyca G100 B ciydae MOBBIIEHHON MHIAMBHIYATBHOM YyB-

CTBHTE/IPHOCTH K aBHJIAMHLMHY, @ TAKXKe KypaM-HecyllKam H PEMOHTHOMY MOJOTHAKY Kyp
crapine 16-He1eTbpHOTO BO3pacTa.

13. Makcyc G100 npuMeHSIOT B CMECH ¢ KOPMOM:

- CBUHBSIM € JIeueOHO# 1 Jie4eOHO-NPOPUIAKTHUCCKON 1e/IbIO0 TIPH SHTEPUTAX GaKTepHATBHOI
sruonorud, BoisbiBaeMbix Clostridium perfringens, — Haunnas ¢ 3-HejenbpHOTO BO3pacTa B Jio3e
0,5 kr na 1 Tonny kopma (50 r aBHIAMHIIMHA HA TOHHY KOpMa) B Tedernue 10 cyTok;

- TIOPOCATAM-OTHEMBIIIAM ¢ JIe4eOHO-POPUIAKTHYESCKON IENBbI0 MPH IMapee, BhI3BIBAEMOIH
Escherichia coli, — cpasy nocne orbema B Teuenue 21 cytok B 103e 0,8 kr Ha 1 ToHEY Kopma (80 T
aBUJIaAMHLIUHA HA TOHHY KOpMa).

- OpoiiiepaM W PeMOHTHOMY MOJIOJIHAKY Kyp Hecymek B fo3e 0,3 kr Ha 1 Touny kopma (30 r
aBHIIaMHIHHA Ha | TOHHY KopMa) B Tedenue 10 cyTok. JledeHHe PeMOHTHOTO MONIOHSAKA Kyp He-
CyLIEK, IPH HEOOXOIMMOCTH,IOBTOPSAIOT TIepe;l MepeMeIeHHEM ITTHI] B ITHYHUKH B TOH e J103¢
B Te4eHHUE 5-7 CYTOK.

Jlnst obecrieyenus pABHOMEPHOTO paclpe/IeleH s CyTOYHYI0 103y Makcyca G100, paccuuran-
HYIO Ha ONPEZICNCHHOE MOrojI0BbE, CMEIIMBAIOT C HEDOIBIIMM KonuyecTBOM Kopma (20-50 kr),
3aTeM ¢ 6ombIuM 00bemMoM KopMa (100 Kr) u 3aTem, IpH TIIATENBHOM MEePEMEIIHBAHHH, BHOCST
B KOHEYHBIH 00beM KopMma.

14. CumnToMsl niepeo3npoBku y Makcyca G100 y cBUHEH ¥ NTHI] HE YCTAHOBIIEHBL.

15. OcobeHHOCTeH NEHCTBHS JIEKApCTBEHHOTO Ipenapara Juisi BETEPMHAPHOTO MPHMEHEHHS
NIPH NIEPBOM [IPHEME HIIH IIPH €T0 OTMEHE HE BBIABIICHO.

16. JlekapcTBEHHBIH Npenapar 3anpeinaeTcs MPUMEHSTh CYIOPOCHBIM H JTaKTHPYIOIIHM CBH-
HOMAaTKaM, a TaKXKe KypaM-HecyIIKaMm.

17. Cnenyer usberath nporycka Npu BBEJCHHH O4EPE/IHON 03B Npenaparta, Tak Kak 3T0 MO-
KET NPHBECTH K CHIKCHHIO TepaneBTHuecKol sddextnBHocTH. [Ipn nponycke omHoi wim He-
CKOIILKMX /103 Mpenapara Kypc MpHMEHeHHs He0OX0MMMO BO30OHOBHTE B IIPEYCMOTPEHHBIX J10-
3UPOBKAX M CXeMe MPUMEHEHHS.

18. Ilpn npumenennn Makcyca G100 B cOOTBETCTBHH ¢ HACTOSIEH HHCTPYKIHEH TOGOYHBIX
ABIICHHH M OCJIOKHEHHH He yCTaHOB/EeHO. [Ipy NOBLINEHHON HHAMBHYaANbHOH YyBCTBHTEILHO-
CTH ¥ BO3HMKHOBEHHMH aJUICPTHYECKHX PEAaKLHil HCII0JIb30BAHME JICKAPCTBEHHOTO NIpenapara mpe-
KpaIlaloT 1 HA3HAYAIOT AHTHTHCTAMHHHBIE CPEJICTBA K CHMITTOMATHYECKYHO TEPAITHIO.

19. Makcyc G100 He pekomMeH/yeTCsl ONHOBPEMEHHO ¢ GAKTEPHITH/IHEIME aHTHOHOTHKAMH.

20. TTpoayKisi )KMBOTHOBO/ICTBA BO BPEMs M I10C/ie TIPHMEHEHHs Mpemapara MCIOJIb3YETCS
0e3 orpaHuueHHi.

IV. Meps! nuunoi# ipoduIakTHKH

21. IIpu pabore ¢ Makcycom G100 crenyer cobmonath obIIHe NpaBH/Ia THIHON TMTHEHBI H
TeXHHKH O€30IIACHOCTH, TIPE/lyCMOTPEHHbIE TIPH PaboTe ¢ JIeKapPCTBEHHBIME HPENAPaTaAMH.

22. Bcee pabotel ¢ Makcycom G100 HE0OX01MMO NPOBOIHTE ¢ HCIIOIB30BAHHEM CITEIIO A IbI
W CPEJICTB HHIMBU/Ya/IbHOM 3allUTEI (PE3HHOBBIE MEPYATKH, 3alMTHBIC OYKH, pecrmuparop). Bo
BpeMsi pabOTEI ¢ JICKAPCTBEHHBIM MPENapaToM 3alpellaeTcsi KypHThb, THTh W [PHHAMATE Iy,
ITo oxonyarnuy paboTh! CIIEYET TIIATEILHO BBIMBITE C MBUIOM JTHIIO H PYKH, POT IIPOTIOJIOCKATE.

23. llpu ciry4alinoM KOHTaKTe JIeKapCTBEHHOTO MpenapaTa ¢ KOXKei WM CIM3HCTHIMEA 000/104-
kamu 171a3, HEMEUIEHHO IPOMBITH OONBIIMM KOJIMYECTBOM HPOTOUHON Bozbl. JlioaaMm ¢ rumep-
HYBCTBHTE/IBHOCTBIO K KOMIIOHEHTAaM Mpenapata cie/yeT n30erarh NpAaMoro KoHrakra ¢ Makcy-
com G100. B ciyuae mossienus alieprrdecKuX peakiiii Wik Npy cIydailHOM MONajiaHum npe-



mapata B OpraHM3M 4e€JI0BEKa CIeIyeT HeMEWIEHHO OOpaTHThCS B MEOHIMHCKOE y4pexkIcHHE
(1pu cebe MMETh HHCTPYKIHIO [0 IIPHUMEHEHHIO NIPENapaTa Uil STHKETKY).

HaumenoBanme u ajapec npous- «Eli Lilly and Company Limited», Fleming Road, Speke,
BOJICTBEHHBIX IJIOMANOK mpous-  Liverpool L24 9LN, GB / «3nu Jlumum a1 Komnanu JIu-
BOIMTENIA JICKapCTBEHHOro mnpe-  Muten», @uemunr Poya, Crnuk, Jlusepnyns 124 9LN, Be-
napata Jiis BETEPHHApHOIO MpH-  JIMKOOpHTaHHUS.

MEHEHHsI
«Provimi Limited/SCA Nutec», Eastern Avenue, Lichfield,
Staffordshire WS13 7SE, UK / «IIpoBumu Jlumuteny/CCA
Hyrex», Ucrepn Asento, JInudunz, Cradpdopamp, WS13
7SE, BenukoOpuranus.

HaumenoBanme, agpec opranu- 000 «3nanko Pycy», 123317, Poccus, r. Mocksa, [Ipec-

3allMH, YIIOJTHOMOYCHHOH BJa- HeHckas HaOepexHas, 10.

JeNblIeM HIIM JepiKaTeeM pe-
THCTPALHOHHOTO YI0CTOBEPE-
HH JIEKaPCTBEHHOTO Mpenapara
Ha MPUHATHE IIPETECH3HH OT 10o-
TpebuTes

HoMep perucTpaionHOT0 yA0CTOBepeHus 870 3 -6/K -4 3/ 4 /IBH.3-1 5 218 20

C corniacoBaHieM HaCTOsIIEH HHCTPYKIIMH, YTPAYHBACT CHITy HHCTPYKIMS 110 [PUMEHEHUIO
Makcyca G100, yrepixaennas Poccenbxosnanzopom 29 nogbps 2012 r.





