MUHUCTEPCTBO 3/IPABOOXPAHEHMS POCCUINCKOI ®EIEPALINU

NHCTPYKIIMA
10 IPUMEHEHHUIO JIEKAPCTBEHHOIO IIpenapara Ijisd MEAUIUHCKOrO IPUMEHEHUS

Pedarur

Perncrpanuonnsiii Homep: JII1-001831

Toprosoe naumenoBanue: Pebarut

MexayHapoaHoe HeMATEHTOBAHHOE HAMMEHOBaHUe: peOaMUTII]

JlekapcTBenHasi popma: TaGIEeTKH, HOKPHITHIE TUIEHOYHON 000J0UKOH.

Cocras

Onna TabneTka, MOKpHITas MIICHOYHON 000JI0YKOM, COIEPIKUT:

oeticmgyroujee 8ewecmeo.

A0po:

pebamunu 100,00 mr

gcnomozamenvHvle  Geujecmea. MaHHHUTOJ, KpOCKapMesulo3a  HaTpus, Kpaxmain
IpeXeNaTUHU3UPOBAHHBIN, HATPHS JaypuiICyab(daT, TUMOHHAs KMCIIO0Ta, TaJIbK, MarHus creapar
nienounas obonouka: omnaapaii Oemsrii 03B28796 (rumpomenioza 6 CP, ThraHa ITHOKCHI,
Makporout 400).

Onucanmue:

Kpyrible, ABOSKOBBINYKIIbIE TaONETKU, HOKPBIThIE IUIEHOYHON 000J0YKOW O€l0ro Wid MOYTH
0eJIoro 1BeTa.

dapMmakoTepaneBTHYeCKasi TPYNIA: FaCTPOIPOTEKTOPHOE CPEJCTBO.

Kox ATX: A02BB.

dapmakosoruieckoe aeficreue

PebGamunua moBelmaer cojaepkanue npocrarinanguHa E2 (PGE2) B cnusuctoit kenmyaka u
noseimaer coaepxkanve PGE2 u GI2 B coxmepxuMom jxkemyaoyHoro coka. OkasbIBaeT
LUTONPOTEKTOPHOE JIEHCTBUE B OTHOUICHHH CIU3UCTOM JKEIylKa @PHU IOBPEKAAOLIEM
BO3/ICWCTBUU ATAaHOJA, KUCIOT M IIeJI0Yel, aleTUICAIMIMIOBOM KucioTel. CrnocobcTByeT
aKTHBAIlUM DH3MMOB, YCKOPSIOUIMX OHOCHHTE3 BBICOKOMOJEKYISPHBIX TJIUKONPOTEHHOB, H
MOBBIIIAET COJIEP’KAHHE CIU3U Ha MOBEPXHOCTH CTEHKHU >kemynka. CrnocoOCTBYeT yaydllIeHUIO

KPOBOCHA0XKEHHUS CIM3UCTON KelyJaKa, akTUBU3UPYET ee OapbepHYI0 (DYHKIMIO, aKTUBU3UPYET
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HIETIOYHYIO CEKPEIHIO KEeNyIKa, YCUIMBAET Mpoiudepanuio 1 0OMEH SHUTEIHATbHBIX KIETOK
KEJIy/IKa, OUYMINAET CIM3UCTYI0O OT TUAPOKCUIBHBIX PAUKAIOB U IMOJABISIET CYINEPOKCUIBI,
OPOAYLHPYEMbIE TOJUMOP(PHOSACPHBIMU JICHKOLUUTAMH W HEUTpO(QWIaMH B TPHUCYTCTBUU
Helicobacter pylori, 3ammumaer CIM3UCTYIO JKEIyAKa OT MOPAKCHHS OAKTCPUSIMH, OKA3bIBACT
racTpolpoTeKTOPHOE  JE€MCTBUE TpU  BO3JAEHCTBUM HAa  CIU3UCTYI0O  HECTEPOUHBIMU
IIPOTUBOBOCHANUTENbHBIMY Npenaparamu (HIIBIT).
DapMaKOKHHETHKA
AOGcopOuust ipu TipriemMe BHYTPb - BbicoKas. [lociie mpuema B m1o3e 100 Mr muk KOHIIEHTpAIUH B
riazMe KpoBH (Cmax) JOCTUTACTCS MPUOTU3UTENBHO Yepe3 2 4 u coctaBisier 340 ur/mir. [epuon
nonyBbiBenieHust (T12) paBen mpubmusurensHo 1,0 4. [loBTOpHBIE NpHEMBbI mpenapara He
NPUBOJAT K €ro Kymymasiuuu B opranusme. I[lpubnusurtensHo 10 % mnpenapara BBIBOAUTCS
MOYKaMH, MPEUMYIIECTBEHHO B Heu3MeHeHHOM Buue. [Ipu mpueme B mo3ze 600 mr ymaercs
BBIJCTUTH CJI€bl THAPOKCHIMPOBAHHOTO META00JINTA.
B ompiTax in vitro mokazano, uto oT 98,4 % mo 98,6 % mpemnapaTta CBs3BIBACTCS O€IKaMu
J1a3MBl.
IToka3aHusi K NPUMEHEHUIO
S3BeHHass 0OJIe3HB JKENMyIKa. XPOHHYECKHH TacTPUT C TOBBIIMICHHOW KHCIOTOOOpa3yromen
dbyHKIIMEW OKenmyaKa B CTaguud  00OCTpEHHUs, OJpOo3uBHBIN racTputr. [IpenorBpaienHue
BO3HMKHOBEHHUS TOBPEKICHUN CIM3UCTOM 00070uykM Ha (oHE TMpuemMa HECTEPOUIHBIX
MIPOTUBOBOCIANIUTENBHBIX CPEACTB. MOXKET HCHOJb30BaThC B COCTaBe KOMOWHHPOBAHHOM
TeparnuH.
IIpoTuBONOKa3aHMA K IPMMEHEHUIO
NuuBuayanbHas HEMEPEHOCUMOCTh pUOAMUITH/IA MU APYTUX KOMIIOHEHTOB Ipernapara.
bepemeHHOCTD.
[lepuon nakranuu.
Hetu B Bo3pacte 10 18 ner.
C 0CTOpPOXKHOCTBHIO
PexomenayeTcst co0ut01aTh OCTOPOKHOCTH MIPHU NIEPBOM Ha3HAUEHUHU pedaMUIIK/A MaleHTaM ¢
MIOKMJIOTO BO3pAcTa B CBSA3U C BO3MOKHOCTHIO BOZHUKHOBEHHMS MTOBBIIIEHHONW YyBCTBUTEIBHOCTH
K Ipernapary.
IIpumeHeHne npu 6epeMeHHOCTH W B IMePHOJA I'PYIHOI0 BCKAPMJIMBAHMSA
be3onacHocTh IpuMeHeHUs1 pebaMunuia B nepruo]i 0epeMeHHOCTH He Jjoka3aHa. He mpumeHsTH
BO BpeMs OepeMeHHOCTH. [lockoibKy peOaMumnua NPOHUKAET B TPYJHOE MOJIOKO, CIEIyeT

MPEKPATUTL T'PYAHOC BCKAPMJIMBAHUC UJIKM PCUHINTH BOIIPOC 00 HCKYCCTBCHHOM BCKapMJIMBaAHUH



3
pebeHka B ciyyae HEOOXOAMMOCTH Ha3HAueHHs] MaTepu pedaMunuaa B MEPHOJ KOPMIICHHS
TPYy/IbIO.

Cnoco6 npuMeHeHus U 103bl

Buytpsp, o 1 Tabmerke 3 pasa B CyTKH, 3amnBasi HEOOJBIIUM KOJIMYECTBOM >KHIKOCTH. Kypc
JICYEHHsI COCTABIsIeT 2—4 HelemH, B Cilydae He0OXOAMMOCTH MOXKET OBITh IMPOUICH JI0 8§ HEJElb.
[Ipenapat He 061amaeT 0COOCHHOCTAMU IECHCTBHS IPY TIEPBOM IIPHEME HIIU TIPU €0 OTMEHE.
[Ipu mpomycke mpueMa OJHOW 036l HEOOXOAMMO TMPHHATH CIEAYIOIIYIO 03y Iperapara B
YCTaHOBJIEHHOE BpEMsI, HE CIIeyeT MPHHUMATh YIIBOSHHYIO 103y Ipernapara.

IToGounbIe peakuun

Co cmoponbl 2#ceny00yHO-KUeuHo20 mpakma: 3amnop, METeOpHU3M, Auapes, TOIIHOTa, PBOTA,
007b B 00J1aCTH )KMBOTA, HAPYIIEHHE BKYCOBBIX OIYILIEHUH, U3KOTra.

Co cmopoHbl nevenu: TPU3HAKH JUCQYHKIUW TI€YCHH, TOBBIIICEHUE CHIBOPOTOYHOMH
TIIIOTAMUHOBOW  anaHuHamuHOTpaHchepassl  (AJIT) ¥ CHIBOPOTOYHOH  TIIFOTAMHHOBOM
acrapraramuHoTpanchepassr (ACT).

Co cmopoHbl cucmemuvl KpogemaopeHus: TEUKONIEHUS, TPaHyJIOUTOTICHHUS.

Annepauueckue peakyuu: 3yJ, KOXKHas Cblllb, 3K3€MaTO3HbIE BbICHITTAHUS.

/lpyeoe: HapylieHue MEHCTPYaIbHOTO IHUKIIA.

Ilepeno3upoBka

CuMnTomsl Mepefo3UpPOBKA PeOAMUIMIOM HE OIMUCAHBI, J0 CETOJHSALIHEro HS CBEIECHUN O
Cllydasix MpeJHaMepeHHOI Mmepeao3upoBKU He MocTynaio. Bo3MoxkHbBI TOIIHOTA, pBOTa, 0O B
KHUBOTE, JHapesi WK 3a1op, TOJI0BHas 0OJIb.

Mepul no okasanuro nomowu: crienududeckuii aHTUAOT Heu3BecTeH. B ciydae mepeno3upoBKu
CJIeIyeT MPOMBIThH JKEIYAOK U IPOBOJUTH CUMIITOMATUYECKYIO TEPAIHIO.

B3aumopeiicTBue ¢ APYrUMH J1eKaAPCTBEHHBIMH MpenapaTaMu

[Ipn npumeHeHun pedaMunUIa B COCTaBE TPATUIIMOHHBIX CXEM TEpaluH MalUeHTOB C
unpunuposanueM Helicobacter pylori, 3 eKTUBHOCTH 3paiUKAIIMOHHON Tepamnuu JOCTOBEPHO
BO3pacTaer.

Peakuuu B3auMoIeiCTBUS C IPYTUMU JIGKAPCTBEHHBIMU CPECTBAMU HE U3YYEHBI.

BiausiHue Ha CcHOCOOHOCTH YNPABJIATH TPAHCHOPTHBIMH CPEACTBAMM M JAPYTHMHU
MeXaHU3MaMHu

JlelicTBue mpemnapaTa Ha CKOPOCTb ICUXOMOTOPHBIX PEAKIMHA W/WIM CIIOCOOHOCTH YIPABIAThH
TPAHCHOPTHBIMHM CPEJICTBAMU WJIM MEXaHM3MaMHU He Hu3ydeHo. B ciydae mpuema mnpemnapata
CIIEIyeT OCTOPOXKHO OTHOCHTHCS K BOXKICHUIO aBTOMOOWJIS M JAPYIMM BHUJAAM JESTEIbHOCTH,

TpC6YIOH_II/IX, MOBBIIICHHOM KOHICHTPpAallUX BHUMAHU .



dopMa BbINIYCKa

TabneTku, MOKPHITHIE MIEHOUHOU 0060109K0i, 100 MT.

ITo 10 Tabnerox B O6nucrep u3 anmomunueBoi ¢onbru. [lo 3 6mucrepa BMecTe ¢ MHCTPYKIUEH 110
MPUMEHEHHIO B TAUYKy KAPTOHHYIO.

Cpok rogHoctu

2 roja.

He ucnonp30Bath N0 UCTEUEHUHU CPOKA TOJHOCTH, YKA3aHHOTO Ha YIIaKOBKE.

YcaoBust XxpaHeHust

B 3amumieHHoM OT cBeTa MecTe mpH Temrneparype He Baiie 25 °C.

XpaHUTh B HEJOCTYITHOM JIJISI IeTel MecTe!

OTnyck u3 anrexk

ITo peuenry Bpaya.

CnenmanbHBIX ~ MEp  TPEJAOCTOPOKHOCTH  NMPH  YHUYTOXKCHWH  HEHUCIIOJIB30BaHHOTO
JIEKapCTBEHHOT'O IMpernapaTa Uiy Mpernapara ¢ UCTEKIIUM CPOKOM TOJHOCTH He Tpedyercs.
IIpousBoauTenn

I[MPO.MEJI.IIC ITpara a.o., Teaucka 377/1, Muxune, 140 00 IIpara 4, Yemickas PecryOnmka
IOpuaunyeckoe U110, HA UM KOTOPOT0 BbIIAHO PErHCTPALIMOHHOE Y10CTOBEpeHHe

I[MPO.MEJI.IIC ITpara a.o., Temxucka 377/1, Muxune, 140 00 IIpara 4, Yenickas PecryOnmka



