OJIOBPEHO
Coger 10 BeTEpUHAPHBIM Ipenaparam
[IpoTokosn ot 27 urons 2022 r. Nel21

NHCTPYKIIHUSA
0 NPUMEHEHUI0 BETePHHAPHOIO Npenapara
«MapolIET 16 mr»

1 OOwmue cBeneHust

1.1 MapollET 16 mr (MaroPET 16 mg).

MexIyHapoHOE€ HENaTeHTOBAaHHOE HaWMEHOBaHHE AaKTMBHOH  (apMaleBTHUecKOn
cyOCTaHLIMM: MAapOMUTAHT.

JlekapcTBeHHast (popma: TabJIETKH [Tl NEPOPAJILHOTO MPUMEHEHUS.

1.2 Tlpenapar mo BHeIIHEMY BWJAYy INpeicTaBiaseT co0oil TabGneTku Kpyrjioi (Gopmsl
CepoBaTOro LBeTa C BKPAIUICHUSIMU KOPUYHEBOTO L[BETA C JIEFKMM CIelU(UUECKUM 3aMaxoM, C
pa3zenuTeNIbHOM 00pO3IKOH 10 cepelMHe Ha OHOM U3 CTOPOH.

1.3 B ogHoit Tabnetke comepxurcs 16 Mr maponutanTa (B popme MaponuTaHTa LUTPATa)
¥ BCIIOMOTraTeJIbHbIE BELIECTBA: AEKCTPO3a, KajabLus rugporeHdocdar, MUKpOKpUCTaIIMYECKas
eJUTI0J103a, YJIyUIIUTeNb BKyCa, CTeapaT MarHusl.

1.4 TIlpenapar BeimyckatoT mo 10 TabmeTok B ogHOM Oaucrepe, MOMELICHHBIMU B
KapToHHbIE KOpoOku wian mo 10 u 20 Tabnetok, pacacoBaHHBIX B IUIACTUKOBbIE OaHKH
COOTBETCTBYIOIIEH BMECTUMOCTH C MHCTPYKUMEH IO TPUMEHEHUIO BHYTPH KapTOHHOM
YIaKOBKH. ‘

1.5 Xpanat npu temneparype ot 0 °C no mmoc 25 °C ¥ OTHOCHTENBHON BIAXHOCTH HE
6osiee 75 % B HEIOCTYMHOM JUJIsI IETEi MecTe.

1.6 Cpok rogHOCTH TabJIETOK B 3aKPbITOW MOTPeOMTENbCKON Tape — 24 Mecsla OT AaThl
M3TOTOBJICHUSI TP COOJTIOIEHUU YCIIOBUIA XpaHEHUS!.

2 dapmakoJOornyecKue cBoiicTaa

2.1 MaponuTaHTt, JeMCTBYIOIIEe BEIIECTBO Mpernapara, OTHOCUTCA K H30MpaTesIbHbIM
AQHTaroHUCTaM  HEeWpPOKMHMHOBBHIX peuentopoB (NKi), momaeisis TeM caMbIM CBS3bIBAHUE
cyOcranuuu P (HelipomenTu] TaxUMKMHUHOBOH TpyNIbl) B LEHTPAJIbHOH HEPBHOM CHCTEME.
Cy6ctaniust P B 60JbIOM KOJMYECTBE COAEPIKUTCS B TaHIJIMAX PBOTHOIO LEHTPA U SABJIACTCS
OCHOBHBIM BEILECTBOM, UTPAIOIMM B NepeJaue UMITyJIbCOB, CTUMYJIMPYIOLUX PBOTHBIM LEHTP U
co6cTBeHHO pBOTy. [Tomapsisi cBa3biBaHue BewiecTBa P ¢ NKi| B pBOTHOM LIEHTpE, MApONUTAHT
JENCTBYeT KakK He#po-rymopajibHoe (LEHTpaJbHOr0 W MepudepruyecKkoro JIeHcTBUsA)
MPOTUBOPBOTHOE CPEACTBO.

2.2 Ilpu mpueme BHYTPb, MApOMMUTAHT OBICTPO BCACBIBACTCA M3 JKEIYAOYHO-KMIIEYHOIrO
TpakTa, 6osiee ueM Ha 90% cBs3bIBaeTCs ¢ OeaKaMy IJIa3Mbl, MAaKCUMaJIbHBIX KOHLIEHTpALUi B
miasMe jocturaeT yepes 1,5-2 uaca nocne BBefeHus. Ilepuoj mnonyBbIBEJEHHs COCTaBJISET
4-5,5 yacoB. MaponuTaHT MeTabOIM3UPYETCsl B MIEYEHH, BHIBOJUTCSA M3 OPraHu3Ma B OCHOBHOM
¢ (pexanusMu U B MEHBILEH CTENEHHU C MOYOH.

3 Tlopsaok mpuMeHEHHUs
3.1 Ilpemapar mnpuMeHsIIOT cobakaM B Ka4yeCTBE MPOTHBOPBOTHOIO CPEICTBA IpH
CHHJIPOME YKauHWBaHHUS, BO BPeMsl XMMHUOTEPAllMU M JPYTUX MaTOJOIUAX, COMPOBOKIAAIOIMXCS
PBOTOM.



3.2 JInsa npouIaKTHKW PBOTHI NPH CHHAPOME yKauMBaHus Tpenapar 3ajiaioT BHYTPb
oJHOKpaTHO B J03e 8 Mr/kr maccel (M0 JIEMCTBYIOLIEMY BellecTBy) 3a 1-2 daca 10
npejanoyiaraeMou rnoe3aKu (Tabmn.1).

Ta6nuua 1. Jlo3bl BETEpUHAPHOIO Tpenapara «MapoIlET 16 mr» B 3aBUCHMOCTH OT MacChl
JKUBOTHOTO 15l IPO(UIIAKTHKM PBOTHI MPU CHHAPOME yKAUNBAHHL.

r Macca »KUBOTHOIO KonuuecTBo TabJIETOK
(xr) «MapollET 16 mMr»
1-1,5 Vo -4
1,6 —2,0 1
2,1 -3,0 1-1,5
3,1-4,0 2
4,1 -6,0 3

[Ipu HEOOXOMMMOCTH JIOIYy CKAeTCs TOBTOPHBIH MPUEM NPErapaTa Ha CIIe/yIollui ACHb.

3.3 Tlpy XUMHOTEpANUK U APYTHX MaTONOTHAX, CONMPOBOXKAAIOIIMXCs PBOTOH, Npenapat
3a/a10T B 03¢ 2 MI/KI Macchl (M0 JCHCTBYIOLIEMY BEIleCTBY) B CyTKH, HO He Gonee 5 CyTOK
(Tabn.2).

Ta6yuua 2. JIo3bl BETEPUHApHOro npernapara «MapollET 16 mr» B 3aBUCHMOCTH OT MacChl
JKMBOTHOrO Uil MpO(UIAKTHKKA PBOTHL HpU  XUMHOTEpalvu M ApYruX TaToJIOrUsX,
COMPOBOXKIAIOLIMXCS PBOTOH

Macca »KHUBOTHOrO KomnuuecTBo TabIeToK
(xr) «MapollET 16 Mr»
3,0—-4,0 Ya
4,1 -8,0 1
8,1-12,0 15
12,1 — 24,0 3

[Ipu XUMHOTEpanuy Mpenapar ClIelyeT 3ajapath KaKk MUHUMYM 3@ 4ac 10 MOABJICHUS
BO3MOXHOM PBOTBHI.

3.4 Tlpemnapar MOKET MPUMEHATHCS NP JIEICHUH JKMBOTHBIX APYTMMHU JICKAPCTBEHHBIMU
Cpe/ICTBaMHU, B TOM 1HCIE AHTUMHUKPOOHBIMHU, OJHAKO HEKENIATE/IbHO TIPUMEHATD COBMECTHO C
amQeHUKOJIaMHU, (enoGapouTanoM, KeTOKOHA30JIOM, MHTPaKOHA30JI0M, HECTEPOUIHBIMH
TPOTUBOBOCTIATMTENBHBIMU TIpETapaTaMu 13-3a BBLICOKO# CBSI3U C MIPOTEUHAMH I1a3Mbl KPOBHU.

3.5 Tlpenmapar He clelyeT MNPUMEHSATh IPH PBOTE, GepeMEHHBIM M JIAKTUPYIOIKM
JKMBOTHBIM, TpH TOBBIIIEHHON VHMBHAYaIbHOW UYBCTBUTEJBHOCTH K KOMIOHEHTaM
mpernapara, JXMBOTHBIM /10 8-HE/IENbHOTO BO3PACTa.

C OCTOPOXKHOCTBIO Ha3Ha4aloT Mpenapar TpH 3a00/eBaHUSIX TEUEeHW MW CepAeHHO-
COCY/IUCTOM CUCTEMBI.

3.6 B ciyuae BO3HMKHOBEHHUS aJlJIEPruieCKuX peakiuii, penapat OTMEHSIOT, Ha3HaualoT
aHTUrMCTAMHMHHBIE CPEACTBA U Mpenaparbl KalbLus.

3.7 Tlpu nepelo3UpoBKE IMpernapaTa MOryT OTMEHAThCA obuipHas canuBalus, pBOTa,
auapest.

4 Mepsbl npopHIaKTUKH

4.1 Tlpu paboTe ¢ npenaparom ClefyeT COOJII0IaTh MpaBHiIa JUYHON TUTUEHBI U TEXHUKH

0€30MacHOCTH.



5 IMopsxoK mpeabaBICHUS pexJIaManuii

5.1 B ciyuae BO3HHUKHOBCHHS OCJIONKHEHUH, Tocjie TPUMEHEHMs Ipemapata, €ro
JICIIOIB30BAHME IIPEKPAIAIOT U HOTPEOUTENH obparmaercs B I'ocy1apcTBEHHOE BETCPUHAPHOL
yupesxxieHne, Ha TEPPUTOPUH KOTOPOTo OH HAXOMMTCAHL. BeTeprHapHBIMU CIICUAIMCTAMH
5TOrO YUPEXKICHHUS IIPOU3BOJUTCS HM3ydICHHE COOIIONEHNS] BCEX TPaBUWil MO MPUMCHCHHIO
mpemapara B COOTBETCTBMU  C pHCTpyKnmed. IIpy  TOATBEP)KICHAN  BBIABICHHUA
OTPHIIATENHHOTO BO3ICHCTBHA Tperapata Ha OpraHu3M JKHBOTHOTO, BETEPHHAPHBIMH
CIIeIMATMCTaMl  OTOMpAroTCs TPOOBI B HEOOXOAUMOM KOJIMUecTBE Ui IMPOBCICHHSA
JIaGOPaTOPHBIX  MCIBITAHUHA, COCTABIICTCA  aKT orGopa mpoO MW HampaBlgeTcs B
[ocyapcTBEHHOE YUPESKICHUC «Benopycckuil rocyIapcTBEHHbIH BETEpPUHAPHBIA IIEHTP)
(220005, r. Munck, yin. Kpachadi, 19%) @I TMOATBEPXKIEHMS COOTBETCTBHA Ipeliapara
HOpMATHBHOM JIOKyMEHTaIlUH.

6 IoJinoe HAMMEHOBAHME M3T0TOBUTE/ISA
6.1 000 «®apma IIET TUT'W» yi1. Martuca 86, k. 1, Pura, LV-1009, JlaTBus.

MHCTPYKIMs. 1O HPUMEHEHMIO BETCPUHAPHOIO npenapara «MapolIET 16 M
moroTosiena mupekropoM OO0 «®Papma [IET TUT'Uy» Uunycom I'.A. U COTpYyTHUKOM
PVII «/HCTUTYT SKCIIEPUMEHTAILHOM BETEPUHAPUL HIM. C.H. Beiuenecckoroy KydynHCKEM
M.IL. o e PMRAPHOT H NIOA0BOREOTBEHHOTO |
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