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I. Obmwe cBeneHus

1. HammenoBaHue JTeKapCTBEHHOTO MpemapaTa s BETEPHHAPHOTO IPUMEHEHU:

Toprosoe HammeHoBanHe: [ekta®-2 (Decta-2);

MEKAYHAPONHOS HENATCHTOBAHHOE HAMMEHOBAHWE JEHCTBYIOIIUMX BEIIECTR:
TCHTAaMHLWH, IEKCaMEeTa30H.

2. JlexapcTBeHHast opMa: KaIlIK TJIa3HbIE.

Jlexta®2 B KauecTBe MEHCTBYIOIIMX BEMECTB B 1 M COJIEP)KUT: TeHTaMHUIIHHA
cymbdar — SMr m mekcamerasona (ochaT HaTpus - | MT, a Takke BCIIOMOATEIBHBIE
BEIIECTBA: OCHSWIOBBIA CHMPT, MONMBHHHUIIUPPOIHIOH, HATPHS XJIOpUM, HaTPUS
TUAPOKCUJ ¥ BOXY UL HHBEKIIUH.

3. Ilo BHemmemy Buiy mpemapar Jlexta®-2 mpexpcrasimsier coboit IIPO3pavYHYIO
KHUAKOCTB OT OECIIBETHOTO /IO CJIETKA KEITOBATOTO I[BETA.

Cpok rogHOCTH NEeKapCTBEHHOIO IIpeiapaTa MpU COBMIONEHHH YCIIOBHi XpaHEeHHs B
3aKPBITOH YIIaKOBKE [POU3BOAMTENS — 2 TroJa CO AHS NPOM3BOJCTBA, [OCITE BCKPBITHS
¢maxona — 10 cyTok.

3amperiaeTcsi IPEMEHSTh TeKapCTBEHHbLH IPenapart Mo HCTeUeHHH CPOKa TOMHOCTH.

4. BrimyckaroT npenapat pachacosanssmM mo 5, 10, 15, 20 u 30 Ma B IIOJIUMEPHBIC
(hITaKOHBI-KAEIbHHIBI I B CTEKIAHHBIE (IAKOHE! B KOMILIEKTE C KPBIIIKON-KalleTbHHUIIEH.
®aKOHbI MOMTYYHO YHAKOBBIBAIOT B KAPTOHHbIE MAYKH B KOMIUIEKTE C WHCTPYKIUEHR TI0
[IPUMEHEHHIO.

5. XpaHAT IpenapaT B 3aKpHITOM YIIAKOBKE MPOM3BOMUTENS, B 3al[UIIEHHOM OT
IPSMBIX CONHEYHBIX JIydeld MecTe, OTAENbHO OT HPOXYKTOB MHTAHWS M KOPMOB IIPH
Temueparype ot 0 °C mo 25 °C.

6. ITIpenapar Jlexta®-2 ciemyer XpaHUTb B MecTax, HEIOCTYIHBIX IS JIETEH.

7. Hencronp30BanHbIl TIpemapaT yTHIM3UPYIOT B COOTBETCTBUU C TPeGOBAHMSAMU
3aKOHOJIaTeNbCTRA.

8. YcioBus OTIycKa: 6€3 pererta BETepUHAapHOro Bpaya.

II. ®apmakooruuecKue cBOHCTBA
9. Mexta®-2 OTHOCHTCA K IPYyIIIe O(TATBMONIOTHYECKHX CPENICTB B KOMOMHALIUH.
10. KomOumamys, BXOMIMX B COCTAB TpelapaTa aKTHBHBIX KOMIIOHEHTOB,



obecreunBaeT ero GakTepHIMIHOE, IIPOTUBOBOCIIAIUTEIIBHOC M IIPOTHBOAIEPIEHHOE
JelcTBure.

I'eHTaMuimHa Cymbhar - aHTUOHOTHK IDPYIIIBI AMHHOIIMKO3UJIOB, aKTHBEH B
OTHOWICHHH OOJBIINHCTBA T'PAMOTPHLATENBHBIX M HEKOTOPBIX IPaMIIONIOKUTETbHBIX
OakTepuii, BKIIFOYAs CUHETHOMHYIO najouKy. MexaHusM ero GakTEpHIMIHOTO AEHCTBHS
OCHOBaH Ha HHIHOMPOBAHWH MNENTHIHBIX CBA3EH NPH CHHTE3e OGENKOB B pudocomax
OaKTepUaTbHOM KIIETKH.

HexcameTasona docdar HaTpus oTHOCHTCS K IpyNIe CHHTETUYECKUX aHaJOroB
TIIFOKOKOPTHKOMJIOB,  00NamaeT CIOCOGHOCTBIO YTHETaTh IPOLECCHl BOCHANEHHS WU
UICPTUYECKUE PEaKIUK KaK HEMEMJICHHOTO, TaK U 3aMeJICHHOI'O THIIA.

Ilpy MHCTHIIANY B KOHBIOHKTHBANBHYIO MOJOCTh Ipernapar Jerko MpOHUKAET B
TKaHW TI7a3a, OOecreumBas YCTONYMBEIA — TepaleBTHUECKHA YPOBEHb  aKTHBHBIX
KOMIIOHEHTOB.

IIpenapar Jlexta®-2 o cTeneHn Bo3aelcTBHS Ha OpraHH3M OTHOCHUTCS K BEIIECTBAM
MajloonacHsM (4 kmacc omacroctd o F'OCT 12.1.007-76), B PEKOMEHYEMBIX J03aX He
OKa3bIBAET MECTHOPAZIPAKAIOLIETO U CEHCHOMITM3UPYIOLIETO eHCTRUS.

III. ITopsimok mpuMeHeHus

11. Tlpenapar [lexta®-2 HasHayaoT cobakaM ¥ KOIIKAM C Je4eGHOM LEIBI0 TIPU
OCTPBIX U XPOHUYECKUX OPTATBMOJOTHIECKHX 3a00ICBaHUAX GAKTEPHATBHON 3THOJOTHH,
BKIfO4ask ~ KOHBIOHKTHBHTBL,  OnedapuTel,  KEpaTWTBl,  KEPATOKOHBIOHKTHBHUTEIL,
UPHIOUUKITATEL, B TOM YHCIIE COPOBOXKAAIOIIUECS AJUIEPTUISCKIMHU PEeaKIAIMU. B mermsax
IPOGUIAKTHKY 3a00IBaHIH 7143 TTOCTIe TPABM U MOMa[a Ui HHOPOJHBIX TEJI U B TJIa3HOM
XUPYPTHHU B IIPENONEPAHOHHBIA U IIOCIEONEPAIIIOHHBIN TIEPUOMEL.

12.  IlpoTMBOmOKa3aHWEM K  HPUMEHEHHIO  SIBJISIETCS VHIUBAY AJIbHAS
HEIIEPEHOCUMOCTh JKWBOTHBIM KOMIIOHEHTOB IIperapara (B TOM YHCIEe B aHaMHE3se),
TJIayKOMA U SI3BBI POTOBHIIBL.

13. Tlpu paGore c mekapcTBeHHBIM TpemaparoM JlexTa®-2 ClIenyeT coOIonaTh
o0IIMe TpaBuia JMIHON TUIHEHB M TEXHUKH OE30IAaCHOCTH, IIPETYCMOTPEHHBIE TIPH
pabote ¢ nEKapCTBEHHBIMH CpeAcTBaMH. 10 OKOHUAHHMH paGoTHI PYKH CIIENYyET BBIMBITH
TeIUION Boso# ¢ MblIoM. [Ipn ciyvaitHoM KOHTaKTe JTeKapCTBEHHOTO IIperapara ¢ KOxew
WA CIM3UCTHIMH OOOJIOYKAMH I71a3a, HX CIEAYeT HEMEMICHHO IIPOMBITH OOJBIIMM
KOJIMYECTBOM BOIBL. JIFOMSIM C IHIEpYyBCTBHTENBHOCTBIO K KOMIIOHEHTaM IIpelapara
CcleyeT u30eraTb NPsMOro KOHTakTa ¢ mperaparom Jlekra®-2. B cioydae mosBieHus
aNNePruieCKuX PEeaKuuidl HIM TpU ClydaiiHOM IIONafaHWHM [pernapara B OpPTaHH3M
UCIIOBEKA, CIIENYeT HEMEITICHHO OOpaTHThCA B MEIMIHHCKOE yupexiaeHme (pu cebe
UMETh HHCTPYKIUIO 10 IPUMCHEHHMIO IIpenapara Uil STUKETKY ).

ITycTeie (rakoHBI U3-IOJ JIEKAPCTBEHHOTO IIPeapaTa 3alpelaeTcs: HCMoIb30BaTh
JUTst OBITOBBIX IIeTIel, OHU MOIJIEXAT YTUIN3ANY ¢ OBITOBBIME OTXOIAMIL.

14. IlpotrBonokaszanuit 1 0COGEHHOCTEH MPUMEHEHNS penapaTa caMKaMm B [IepUOJ]
OCpeMEHHOCTH MITM BCKapMITHBAHHUS TIOTOMCTBA HE YCTAHOBIICHO.

15. Tlepen npumenennem npenapara Jlekra®-2 mpu HATMUMH OOWIBHBIX BBIICICHHI
U3 IJ1a3 MPOBOIAT NPEABAPUTEIBHYIO TUTHEHUYECKYIO 00pabOTKy: CTEpPHIIBHOM MapieBoil
canQeTkoi, CMOYEHHOH IpemapaToM, o6paGaTHIBAIOT YTOJKK IJIa3, BEKH, YIOAIAIOT
9KCCyIarT U 3acoXIIre KOpouKu. [locie 3Toro B KOHBIOHKTHBAIBHYIO MOJIOCTD 3aKAITbIBAIOT
mo 2 — 3 Kammu Tpemnapara JjBa — TPU pasa B CyTKH B TedeHme 5 — 10 mmed 10
MCYE3HOBCHUS KIIMHUYECKUX NIPU3HAKOB 3a0omeBanusl. [Ipyu HeobxomumMocTr Kype edeHns
IIOBTOPSIIOT.



JUst TpOMHUIAKTUKY OCTOXKHEHUH HpH IIONAfaHWK B I7Ia3 HHOPOJIHOTO Tella M
APYI'HX Pa3NpaKaOIINX areHTOB, & TAKXe B IJIA3HOM XUPYPTHU B HPEIONEPALUOHHBI U
TIOCIICOIICPAIORHBIA IISPHO/B! JICKAPCTBEHHBIN IPerapar 3aKalblBAlOT JKHBOTHOMY B
KOHBIOHKTHBAJILHYIO IIOJIOCTH 110 1 — 2 Karuiu Tpu pasa B CyTKH B T€UEHUE 3 JHEH.

16. I10604HBIX SBIEHMM ¥ OCIOXHEHUH Y )KHUBOTHBIX [IPH npumeneHnn JIekTe®-2 B
COOTBETCTBMM C HACTOAIIEH MHCTPYKIMEH, KaK MpaBuio, He Habmogaerca. Ilpu
TIOBBIICHHOW ~ MHAUBMIYaJlbHONH YyBCTBUTEILHOCTH JKMBOTHOTO K  KOMIIOHEHTAM
npemapaTa M TOSBICHHM IOOOYHBIX SBJICHHM ¥  OCIOKHEHWH WCIIONB30BAHKE
JIEKapCTBEHHOTO MpeTIapaTa NPpeKpamaroT U MPOBOAAT AECeHCHOWIH3UPYIONIYIO TEPAITHIO.

17. CamnToMBI TIepei03UPOBKY MPENapaTa y )KMUBOTHBIX HE BHISBJICHEL.

18. He cnemyer mupumensts mpemapar [exta®-2 OIHOBPEMEHHO C
KOPTHKOCTEPOUIAMHU.

19. OcobernocTell neHcTBUSA IPH [EePBOM TIPHMEHEHHH TeKapCTBEHHOTO Ipernapara
Jexta®-2 u ero oTMeHe He YCTaHOBIIEHO.

20. Crenyer m3berath IpOIyCcKa OYEPENHON JO3EI IIpeHapara, Tak KaKk 5T0 MOKET
IIPUBECTA K CHIDKEHMIO TEpaNeBTUYECKON d(dektuBHOCTH. B ciyuae mpomycka oHO#
JO3BI IIpUMeHeHue npenapara Jlexra®-2 Bo306HOBIIAIOT B TOM e 03¢ ¥ 110 TOH 3kKe CXEMe.

21. Tlpemapar [exta®-2 He npeaHasHA4YeH s IPUMEHEHUSA IIPOIYKTHBHEIM
JKUBOTHBIM.

HanvenoBanwe u azgpec mnpoussojctenHolt OO0 «AmmrerHa», MOCKOBCKas 001acTh
IVIOMAIKA  MPOU3BOAMTENS  JIEKapCTBEHHOro T. bamammuxa,

2,

IIpenapara Jjis BETEpUHAPHOTO MIPUMEHEHUS. ITonTeBckoe mocce, BiageHue 4.
HaumeHnoBanue, agpec opranusanuy, 000 «Anunenna», MockoBckas 0671acTb,
YIOJIHOMOYEHHOM JIepKaTeNeM WM BlafenblueM . banammxa,

PETUCTPALIMOHHOTO Y0CTOBEPEHUS ITonTeBckoe mocce, BuageHue 4.

JICKapCTBEHHOTO IIperiapara Ha IPUHATHE
IIPETEH3UI OT IIOTPEOUTEIIS.

I'eHeparbHEIN TUPEKTOD

000 «AITM-CAH» / A.A. CMupHOB




