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MHCTPYKITUS

10 BeTEpUHAPHOMY IIPUMEHEHUIO JICKapCTBEHHOTO Mipenapata Maponurais

(oprarmzanus-paszpadorank: OO0 «AIT-CAH»,
119121, r. Mocksa, Cmonernckas-Cennast 1., 1. 27, ctp. 1A, kB. 74)

Homep perucrpaiinoHHOTO yIOCTOBEPEHHUS:

I. Ob6mme cBenenns

1. HanmeHoBaHme JeKapCTBEHHOTO IIpernapara Jjisi BEeTepHHAPHOTO IPUMEHEHNS:

TOpProBoe HauMeHoBaHue: Mapomutans (Maropital®);

MeXIyHapOoJHOe HelTaTEeHTOBaHHOE HAaMMEHOBaHUe: MapOIIUTAHT.

2. JlexapcTBeHHas popMa: pacTBOP sl UHBEKLIUH.

Maporutans B 1 MJI B KauecTBe MEWMCTBYIOIIErO BEIECTBA CONEPIKUT:
MaponuTaHT (B ¢opMe MapomnWuTaHTa IHUTpaTa MoOHorHapara) — 10 Mr, a Takxke
BCIIOMOTaTeIbHBIe BEUIeCTBA: CYIb()OOYTHIOBEIH 3GUp P-IIUKIOAESKCTPHHA HATPHS,
MeTaKpe30Jl, BOJa JJisi UHBEKIIUH.

3. Ilo BHemHEMY By Ipenapar MpeAcTaBIseT co00H Mpo3padHyo KUAKOCTh OT
OecIIBETHOTI'O JI0 clierKa JKEeJITOBATOrO I[BeTa.

Cpok TOIHOCTH JIEKapCTBEHHOIO Tpernapara MpH COONIOJECHUH yCIOBHUM
XpaHEHMs B 3aKPBITOM yIIaKOBKE ITPOM3BOIUTENS — 3 TOJIa CO JHS ITPOU3BOJICTRA, IIOCTIE
BCKPBITHS ()IaKOHa, NPU YCJOBHH « OOTIOACHUS TPABUJ aCEeNTUKH, aHTHUCEITHKH U
YKa3aHHBIX ycioBuil xpaneHus — 90 . yTok.

3ampeniaeTcss NIpPHUMEHEHHWe ::pernapata MapomuTaib IO MCTEYEHHH CpCa
TOIHOCTH. t
4. Tlpemapar BBITYCKAIOT Pac(acoBaHHBM 1o 5, 10 u 50 M Bo (NAKOHEI i3
TEMHOI'0 CTEKJIa, YKyIIOpEeHHbIe NpoOKaMH PE3WHOBBIMH M 3aKaTaHHBIE KOJIIaYKaMU
AJIFOMWHHMEBBIMU WM KOMOMHUPOBAHHBIMU. Kaxapiii (hilakoH OKIEHBAIOT STHKETKAMU
camoxesummucs. PIaKkoHbl yIaKOBLIBAIOT IOMITYYHO B MAYKK U3 KapToHa. Kaxmyio
NOTPeONTENBCKYIO YIAaKOBKY IIpernapara KOMIUIEKTYIOT HHCTPYKIUeH 110 IPUMEHEHHUIO.

5. XpaHsAT npemnapaT B 3aKpBITON YITaKOBKe NMPOU3BOAUTENS, B 3AIMIIEHHOM OT
IPSMBIX CONHEYHBIX JIydell MECTe, CTAEIBHO OT IPOIYKTOB IUTAHUS U KOPMOB IIPH
TemIiieparype ot 2 °C no 25 °C.

6. MaponuTains cienyeT XpaHUTh B MeCTaX, HEOCTYITHBIX ISl IETEH.

7. Hencrionb30BaHHBIN Ipenapar yTHIN3HPYIOT B COOTBETCTBHE C TPEOOBaHUAMU
3aKOHOJIATETHCTRA.



8. YcmoBus oTiycka: 6e3 pelienrta BEeTepUHAPHOIO Bpaya.

II. ®apmakosoruueckye CBONCTBa

9. ®apmakoTepaneBTUYECKas IpyIIa: IPOTUBOPBOTHOE CPEJCTBO — AHTATOHUCT
HEHPOKUHUHOBBIX PEIIEITOPOB.

10. MaponuTtaHT, BXOISIIUK B COCTaB JIEKApPCTBEHHOTO Mperapara MapornuTaib,
SIBIIIETCS aHTArOHHUCTOM HEHpOKWHUHOBHIX perentopoB (NK;) u wuHrubupyer
cBs3pIBaHuEe cyOctanmmu P, Helpomentmma TtaxukuHMHOBOM rpynmel B ITHC.
MaponuTtanT >QQheKTUBEeH TMpU PBOTE KakK IEHTPAIBHOTO, TaK U IepudepruuecKkoro
reHesa.

[Ipr OmHOKpAaTHOM IIOJKOKHOM BBEICHWHU IpenapaTra B 03¢ 1 MI/KI Macchl
KMBOTHOTO MapOITUTAHT JOCTUTAET MaKCUMAaTbHBIX KOHIIEHTPAIMHA B IIa3Me depes 45
MUHYT Tocjie BBeAeHUs. [lepro moryBeIBeICHHUS COCTaBIsIeT 8 yacoB. MapomuTaHnT
Gonee uem Ha 99% CBS3BIBAETCA C OeNKaMH IUTa3Mbl KPOBH, MeTabOIU3UpyeTCs B
medeHd nuToxpomMoM P450, BeigensieTcs TIIaBHBIM 00pa3oM ¢ (peKaausMu.

MaponuTainb Mo CTeleH: BO3IeHCTBUS Ha OPraHi3M OTHOCUTCS K MaJlOOIIaCHBIM
BemectBaM (4 kimacc onacHoctr o 'OCT 12.1.007-76).

I1I. ITopsimox mpuUMeHEeHUs

11. MaponuTane DIPUMEHSIOT AJIs1 IPEAOTBPALIEHNS PBOTHI Pa3IMYHOIO r'eHesa y
co0ak ¥ KOIIeK.

12.  IlpotuBomokazaHWeM K  INPUMEHEHHIO  SBISETCA  IOBBIIICHHAS
VHIABHUY AJIbHAS] UyBCTBUTEIIBHOCTH K KOMIIOHEHTaM Ipernapara.

Ilpenapar crnemyeT Ha3HayaTh C OCTOPOXKHOCTHIO >KMBOTHBIM C THAaTOJOTHEH
IIEYEHHU U [IPY CEPACUYHON HETOCTATOUHOCTH.

13. I'lpu pabore ¢ mpenapaToM MaponuTais cieayeT coOo1aTh 00ITHe IpaBriia
JUYHOW TWUTHMEeHBl U TEXHUKU Oe30MacHOCTH, MPeayCMOTPEeHHBIE Ipu padboTe ¢
JIEKapCTBEHHBIMHU NpenaparaMu. 1o okoHganuy paboTsl PyKH ClieAyeT BEIMBITH TeIION
BOJIOM ¢ MbIIOM. IIpy ciryyallHOM KOHTaKTe JIeKapCTBEHHOTO Ipernapara ¢ KOXel win
CIIM3UCTBIMU 000JI0YKaMHU TJIa3a, UX ClIeyeT IPOMBITh OONBIINM KOJIMYECTBOM BOJIEL.
JIxomsM ¢ runepuyBCTBUTENIFHOCTHIO K KOMIIOHEHTaM mpenapara MaponuTaib CleryeT
u30eraTpe IpSIMOro KOHTaKTa C JIEKAPCTBEHHBIM IPEMapeToM. B cilyduae IOSBIEHMS
QIJICPTUYECKUX peaKUWid WU IPU CIydaiiHOM MONaJaHUM Iperapara B OpraHH3M
YelloBeKa, CJIelyeT HEeMEeUIEHHO O0paTUThCsl B MEIUIIMHCKOE yupexaeHue (mpu cede
HMMETh MHCTPYKIUIO 10 IPUMEHEHUIO MpernapaTa Wik STUKETKY ).

ITycTele hnakoHBI U3-TIOA JIEKAPCTBEHHOT'O TIPEMapara 3alpelaeTcs MCIIoIb30BaTh
717151 OBITOBBIX IIeNIel, OHU ITOJIEXKAT YTHIIM3AIMHI C OBITOBEIMA OTXOIaMH.

14. JlexapcTBeHHBIM IIpermapaT He CleIyeT Ha3HayaTh CaMKaM B IIEPHOJ
OepeMEHHOCTH U BCKAapMJIMBAaHHs MPHIUIOAA. [Ipy HEeOOXOAMMOCTH IIperapart
MIPUMEHSIOT IOJ] KOHTPOJIEM BETEPUHAPHOIO Bpada Ha OCHOBAaHUHU OIEHKH OTHOIIECHHUS
OXHIAEMOM MOIB3Bl K BO3MOXHOMY PHCKYy €ro IpUMEHEHHs. 3alperiaercs
IIpUMEHEHHUE Mpenapara IMeHKaM MOJIOXe 8-He[eNbHOIO BO3pacTa M KOTATaM MOJIOKE
16-HegenBEHOTO BO3pAacTa.

15. JlexapcTBeHHBIM IpemapaT BBOISIT coOakaM M KOIIKaM BHYTPHBEHHO WK
IIOJIKOJKHO B 7103€¢ 1 MI/KT Macchl )KUBOTHOT'O, YTO SKBUBAJIECHTHO | MJ Ipemapara Ha
10 xr Macchl )KUBOTHOT'0, OJIUH pa3 B CyTKH, He OoJiee 5 CyTOK HOAPS.



16. IMpyr mpuMeHeHWH Tpeniapata MaponuTaib B COOTBEICTBHM C HACTOALIEH
HHCTPYKIHEeH MOOOYHBIX SBICHUN U OCIOXKHEHUHN y co0ak M KOIIEK, KaK MpaBujo, He
Habmopaercs. B ciydae mOSIBIEHHS aNIEprHYecKUX peakiui HCIIOIb30BaHUE
nperiapara  IPEKpallal0T M HAa3HAYAlOT  AHTUTUCTAMHMHHBIE  CPEICTBA U
CHMIITOMAaTH4YeCKoe JieueHue. 1 Ipyu BBeieHnr BO3MOXKHA OoJieBast peaKiysl.

17. CuMIITOMBI Tepe03UPOBKH JIEKAPCTBEHHOTO MIperapaTa He YCTaHOBIEHE.

18. MapomnuTanb MOXXET MPUMEHATHCS B COCTaBe KOMILIEKCHON Tepamuu ¢
OpPYTUMH TIATOTEHETHMYEeCKUMM cpencTtBamu. Ilpemapar He cleayeT Ha3HaudaTh
OJTHOBPEMEHHO C OJIOKaTopaMé KalbI[MEBBHIX KaHAJOB, TaK KaK MapOIHUTAaHT HUMEEeT
CPOJICTBO K KaJbILIMEBbIM KaHAJIAM.

19. OcobenHocreil nelicTBUS TpU TIEPBOM TIPHEME TIpernapaTa U ero OTMEHE He
BBISIBIICHO.

20. Crnenyet u3beraTh HapyIIeHUH pexXUMa JTO3UPOBAHMS MIPENapaTa, Tak KaK 5TO
MOJXET NMPUBECTU K CHIDKEHUIO TepaneBThUUecKor addhekTruBHOCTH. B cirydae mporycka
OuepeHON 103l Kype NPUMEHEHUS Npenapara Heo0XouMo BO30OHOBUTH KaK MOXKHO
CKOpee B IIPeyCMOTPEHHOM MHCTPYKIMEN peXxruMe T03UPOBaHUS.

21. MaponuTains He IipeHa3HaueH [JIs TPUMEHEHUS TPO Ly KTUBHBIM KHBOTHBIM.

Haumenosanue a anpec OO0 «AnwmiieHHa», 143985,
IIPOU3BOACTBEHHOM wiomanaku  MocKoBcKas 00macTs, r. banamnmxa,
TIPOM3BOUTENS nexapctBeHHoro  [lonTeBckoe 1mocce, BiajaeHue 4.
mperapara TUTST BETEPUHAPHOTO

MpUMEHEHUS.

HaunmeHnoBaHue, agpec opraHuzaliy, 00O «Anurenna», 143985,
YIIOJTHOMOYEHHOU JiepyKaTelieM HTH MocxkoBckas obyacts, r. banarmmxa,
BJIaJIebIIEM PETUCTPAITAOHHOTO ITonteBckoe mocce, BiaaeHue 4.
YAOCTOBEPEHHS JIEKapCTBEHHOTO + 7 (495) 580-77-13,

IIpenapara Ha IpUHSITHE TIPETEH3UH OT www.apicenna.ru, info@apicenna.ru.
OTpEOUTENSL.
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