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I. O6uue cBeneHust

1. Toprosoe HamMeHOBaHHE JIEKAPCTBEHHOrO Mperapara Jis BETEPUHAPHOIO
npumenenus: I'actpollpo® (GastroPro®).

MexnyHapogHOe HenaTeHTOBaHHOE HAUMEHOBAHUE: Cykpaibdar.

2. JlexapcTBeHHas opma: CyCIeH3Ms IS preMa BHYTPb.

Ipenapat conepxut B 1,0 M1 B KauecTBe AeHCTBYIOLIErO BEI[ECTBA cykpaibdar
— 100 Mr, a B KauecTBe BCHOMOTaTENBHBIX BEIIECTB: TIIALEPUH, HATPUS METHII
NaparupOKCUOEH30aT, KCAaHTAHOBYKO KaMe/b, AUTHAPAT nurugpodocdara HaTpus U
BOZY OYMILECHHYIO.

3.. Ilo BHemHeMy BHIYy mNpenapaT MpeicTaBiseT coGoil CyCIIeH3UI0 0ejioro
useta. Ilpu Xpamenumm nomyckaercs paccioenue CYCIIeH3UH, HCYe3aollee Ipu
B30anTbiBaHuU. CpoK rOJHOCTH Npenapara Npu COOMIONEHNUH YCIOBUI XPaHEHHS B
3aKPBITOH YIAaKOBKE IPOM3BOAUTENS — 2 TOAA C JAThI IPOU3BOACTBA, IIOCJE MEPBOIO
BCKpBITHS h1akoHa — 28 cyrtok. I"'actpolIpo® 3anpelaeTcs IPUMEHSTh 110 UCTEYEHUN
CpOKa rOTHOCTH.

4. Bemmyckator Tactpollpo® pachacoBanHpiM 1o 60 M1 u 120 Mmim B
TONMMEPHBIE (IAaKOHBI C BHHTOBOH TOPIOBHHOIA, KOMIUICKTYEMBIE [OJIMMEPHEIMHU
HaBUHIMBACMBIMH  KPBIIUKAMH C KOHTPOIEM IEPBOrO BCKPBITHS U poOKOLi-
ajantepoM. Kaxipli (nakoH mOWTYYHO YIAKOBBIBAIOT B HHIUBUAYaJbHbBIE
KapTOHHBIC Ta4YKM BMECTe C MHCTPYKLHMEH [0 NPUMEHEHUIO WU KOMILUIEKTYIOT
TTOJIMMEPHBIM OPAJIbHBIM LINPULEM — JO3HPYIOIIHUM MPUCIIOCOOIEHHEM (lnmpunem-
A03aTOPOM), IpeIHA3HAYEHHBIM JUIsl U3MEPEHHS TIPEATHCAHHOTO 0GBbEMA.

5. Tactpollpo® xpaust B 3aKPBITON yIaKOBKE IPOU3BOAHTENA, OTACIABHO OT
[IPOAYKTOB ITUTAHHUS U KOPMOB, B 3aLIMINEHHOM OT MPSMBIX CONHEYHBIX JIyued mMecTe
npu Temneparype ot 0 go 30 °C.

6. Tactpollpo® cnemyer xpaHuTs B MecTaX, HEJOCTYIHBIX [JIs JeTek.

7. Hewucnone3oBaHHBI JICKapCTBEHHBIH  NIpenapaT  yTWIM3HPYIOT B
COOTBETCTBUH C TPEOOBAaHUSIMH 3aKOHOATEIbCTRA.




8. Ormyckaercs 6e3 peLenTa BETEpHHAPHOrO Bpaya.

II. ®apmaxkoJioruueckue cBoOMCTBA

9. Tactpollpo® OTHOCHTCS K TraCTPOIPOTEKTOPHBIM CpeacTBaM MECTHOIO
JeUCTBUS.

10. Cyxpansdar, nefictyromee BerectBo I'actpollpo®, mpencrasnser co6oit
OCHOBHOM aFOMHHHEBBIA KOMILIEKC CyIb(paTHPOBAHHON caxapo3sl. B Kucmoii cpene
kenynka (mpu pH Hwke 4) cykpansdaT pacrajaeTcs Ha aTIOMUHUH M CyIb(ar
Caxapossl. AJIOMWHUA JeHaTypupyeT OeNKH CIu3d, a CyldbdaT caxaposbl
COCAVHAETCS C HHUMHU, (QUKCUPYETCS Ha HEKPOTHYECKMX Maccax S3BEHHOTO
NOpaXXeHus, 0OpasyeT 3allMTHYIO IUIEHKY, KOTOpas SBJseTcs 6apbhepoM s
ACUCTBHS METICUHA, CONISTHOM KHCIOTHI U 3a0packiBaeMoil xemdu. [ToBbIaeT CHHTE3
NpOCTarjlaHiiHa, CHWXKAaeT aKTUBHOCTH IericuHa Ha 30% U CBSA3BIBAET COJIH
KETYHBIX KHCIJIOT, OKa3bpIBaeT ciaboe aHTalMgHOe aeicTBue. IIpono/KUTeTbHOCTD
3alIUTHOrO NEUCTBUS OO0 6-8 yacoB. BzaumoneilicTBHe ¢ HEHW3MEHEHHON CIU3UCTOM
000JI0YKOH HE3HAUUTENHLHOE.

Cucremnas abcopbuus cykpaibdara MUHUMATbHA — MeHee 5%, GoJbluas
4acTe IIpernapaTa BBIBOAMTCS C KajJOM B HeW3MEHEHHOM Buzie. HesznauurenbHOe
KO/M4eCcTBO  amoMuHust (meHee 0,02%) Moxer abcopOupoBaThes, HO TIpH
HOpPMaJIbHON (DYHKIHMM IIOYeK ero KOHUEHTPAIUHM B KPOBH OCTAIOTCS KIMHUYECKH
HE3HAaYUMBIMU.

Ilo cremenu Bo3zmelctBust Ha oprammsm [acTpollpo® oTHOCHTCS K Maso
ornacHeIM BemectBaM (4 knacc omacHoctd mo I'OCT 12.1.007), He o6mamaer
aJUIEprU3UPYIONIMM,  9MOPHOTOKCHYECKHM, TEpPAaTOreHHbIM M MYTareHHbIM
JeNCTBUEM.

III. Ilopsigok npuMeHeHust
11.Tactpollpo® npuMeHSIOT cobakaMm U KOLIKAM MJisi JICYeHHS 1 IPOUITAKTHKH
3a00JIeBaHUH KEITyJOYHO-KHILEYHOTO TPAKTa, CONPOBOIKIAIOLIIXCS [IOBPEXAECHUEM
CITM3UCTOH OOONOYKM, B TOM 4YHCIE, NPU OCTPHIX M XPOHMYECKHX TacCTPHTaX,
FaCTPOMYONCHNUTAX, SI3BEHHON OONE3HH >XelyaKka W IBEHAALATHIEPCTHOM KHILIKH,
pedrokc-30parute, MeIUKAMEHTO3HBIX M CTPECCOBBIX ITOPAXEHHAX CIM3UCTOH
000JI0YKH KeTyAKa U KHIISYHHKA.
12.IIpoTuBonokaszanueM K IIPUMEHEHHUIO SIBIISIETCS UHIUBUAYaJIbHAs
TUNEPYYBCTBUTEIBHOCTD K CYyKpanb(aTy MM MHBIM KOMIIOHEHTaM JIeKapCTBEHHOTO
npenapata. 2KMBOTHBIM C IATOJNOTHEH IT0YEK MPUMEHSTE C OCTOPOXKHOCTBIO B CBSI3H C
BO3MOXXHOM KyMYJISILIUEH aTFOMUHUS.
13.1lpu paGore c JexapCTBEHHBIM MpeNapaToM TCactpollpo® HeobxomumMo
cobmozate obmme TpeGoBaHus G6e30MaCHOCTH, NpeAbABIsSeMble K paGoTe ¢
JIEKapCTBEHHBIMU CPEICTBAMH JIJIsl )KUBOTHBIX.
JIfofsM ¢ TUNEPYyBCTBUTENBHOCTBIO K KOMIIOHEHTAM npernapara cleayer
u30erateb NpsMOro KOHTAKTa C MPenapaToM.
IIpy pabore ¢ NeKapCTBEHHBIM MpPENapaTOM 3allpelaeTcs IIUTh, KYPUTh U
IPUHUMATH THIILY.



ITo oxoHYaHMHU pabOTHI PYKH ClleyeT BEIMBITh TEILION BOION C MBLIOM.

IlycTbie  GnakoHBI H3-OA  JNEKApCTBEHHOTO Inpernapara  3anperiaercs
MCIIOJIb30BaTh AN OBITOBBIX ILieNeH, OHM MOMJIEXAT YTHIM3ALMHA C OBITOBBIMH
OTXOHaMH.

Ilpu cimy4yailHOM KOHTaKkTe JeKapCTBEHHOIO mpernapara ¢ KOXeH WIH
CIU3UCTBIMU OGOJIOUKAMH IJ1a3, UX HEOOXOJMMO MPOMBITH GONBLIAM KONHIECTBOM
BOJBL. B ciydae mnosiBieHMs aiuleprudeckux peaxiyil  WiH IIpY  CIly4aifHOM
[IONalaHuK ITpenapara B OpraHU3M YellOBEKa CliefyeT HEMEIUIEHHO OOpaTUTHCS C
MEIULMHCKOE yuYpexJIeHHe (mpu cebe MMeTh HHCTPYKIMIO II0 TNPUMEHEHHIO
npernapara Uil 3TUKETKY ).

14. IlpumeHeHue mpenapara y XHBOTHBIX B II€PUOL OepeMEeHHOCTH, JIaKTall}H,
a TaKXX€ y MOJIOJBIX XKHUBOTHBIX (10 6 MecsLEeB) AOMYCKAETCS TONBKO M0 HA3HAYEHHIO
BETEPHHAPHOTO BPpava, NpH OLIEHKE COOTHOLIEHHMS OTEHIHANIbHOM MOJIb3bI M PUCKA.

15. T'actpolIpo® BBOAAT coGakaM W KOLIKAM IEPOPAIBHO HHIUBUAYAIBLHO
IIPUHYIUTENBHO 2-3 pasa B JIeHb, NPOJODKUTENLHOCTh Kypca JEUSHHsI COCTAaBJIAET
10-14 nuei.

PazoBas no3a cocrasiuser:

- JUIA cObaK KPYyIHBIX MOPOAX Maccoi cebimie 20 kr — 5-10 mu (0,5-1 ¢ cykpaiibdara
Ha XUBOTHOE);

- s cobak cpegHuX mopox maccoit 10-20 xr — 5 mu (0,5 r cykpansdara Ha
KHBOTHOE);

- JUTsL KOILIEK M cOOaK MEJKHX IopoJ Maccoil Mernee 10 Kr — 1,25-2,5 mit (0,125-0,25 ¢
CyKpajib(ara Ha )XUBOTHOE).

Ilepen ynorpe6nenuem I'actpollpo® HEOGXOAMMO HHTEHCHBHO BCTPAXHYTh
HECKOIIBKO pa3, 3aTeM HabpaTh B IINPHUL-103aTOp.

Ilpenapar cnemyer naBate Hartomak, 3a 30-60 MUHYT JO KOpPMJICHUS
KMBOTHOTO. B  TeyeHume opHOro wyaca mocie NpHMEHEHHUs npenapata He
PEKOMCHAYeTCsl MPUEM KOpMa M JPYTMX JIEKapCTBEHHBIX CPEJCTB BO H30ex)aHue
HapyILICHHsl aNre3UBHOM aKTHUBHOCTH CyKpaib(aTa M CHHKEHHsS TepaleBTHYECKOro
addexra.

16. Ilpy npumeHeHuun JEKapCTBEHHOI'0 IIpernapara B COOTBETCTBHH C
HaCTOSIIIEN WHCTPYKUHEH MOOOYHBIX SBJIEHUN U OCJIOXKHEHHMH, KaK MpaBHIIO, HE
oTmeuaercs. Hawbosee wuacToif moGo4HOM peakiuell Ha BBegeHMe rpemnapara
AIBIICTCS. TUNIEpCAlIBALAA, Y KOLIEK BO3MOXKHA pBOTa. B ciyuae omHOKpaTHOro
BO3HMKHOBEHHUS [IAHHBIX CUMIITOMOB OTMEHa IIperapara He TpebyeTcsl.

IIpy pasBuTUM runepepruyeckux peaxuuii (BKJouas HEOJHOKPATHYIO DPBOTY,
THIIEpCATTUBALIMIO, KOXKHBIH 3y[, OTEK CIM3HUCTBIX 000JI0YEK) MpernapaT OTMEHSIOT U
Ha3HA4aloT CUMITOMAaTH4ecKoe jevyenue. IIpu npuMenenun mpenapara )KUBOTHBIM C
XPOHHYECKOH OOJIE3HBIO 096K HEOOXOAHM KOHTPOJb KOHIIEHTPALMIA YPOBHS
aloMHHHS U pochopa B KPOBH.

17. CuMITOMBI NMepeso3upoBKY MpH MPUMEHEHHH JICKapCTBEHHOI'O IIpernapara
MOIYT TPOABIATECS YIHETEHHEM, TUNEpCAlMBaLMeldl, DPBOTOM, HAapyIIEHUIMH
nedexammu.



18. Tactpollpo® MOXeT CHHXATh OMONOCTYMHOCTh psila JIEKApCTBEHHBIX
CPencTB (B TOM yHCle (GTOPXUHOIOHOB, TETPALMKIMHOB, JUTOKCHHA, TeopUIUTHHA,
neBOTHpOKCcHHA). IIpy HEOOXOAMMOCTH OIXHOBPEMEHHOIO NMpPUMEHEHHS yKa3aHHBIX
CPEIICTB ClIe[lyeT COOMMI0OAaTh MHTEPBAl HE MeHee 2 YacoB MEXAy MX BBEICHHEM U
npuéMoM cykpaibdara. He pexomeHIyeTcss OJHOBpEMEHHOE IIPUMEHEHUE ¢
aHTauUIaMHU, COAEPKAILYMMHU aTFOMUHUN, MarHui UiIA KaJbLUH.

19. OcobenHocrel nmeiicTBUS JIeKAPCTBEHHOTO mnperapara IpU €ro IepBOM
npueMe U OTMEeHe He ycTaHoBleHO. IIpekpallieHue Tepamuu, He COIMPOBOXIAETCS
Pa3sBUTUEM CHHAPOMa OTMEHBI. Y OTHEIBHBIX XUBOTHBIX BO3MOXHO TPaH3UTOPHOE
pasBUTHE 3aI10pa, He Tpedyrollee MeIUKaMEHTO3HOM KOPPEKIUH.

20. Crnenyer wusberaTb NPOIYCKOB 103 Ipernapara, IIOCKOJIBKY 3TO MOXET
MOBJIUSITh HAa CTaOMIBHOCTH JOCTHIXKEHHS TEPalleBTUYECKOIO spdexta. B ciyuae
NpormycKa A03bl IpernapaTr CleayeT BBECTH KaK MOXHO CKopee, 0e3 yaBOEHHs
IIOCJIEAYIOLUEHN O3BI.

21. Tactpollpo® He OpeJHa3Ha4YeH UIg I[PUMEHEHUS IPOAYKTUBHBIM
)KUBOTHBIM.
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