HNHCTPYKIUA
[1O MEAITMHCKOMY ITPUMEHEHUIO JIEKAPCTBEHHOI'O
[IPEITAPATA

PeGarnr®

PerucrpanuoHHbIii HOMep:

Toprosoe HaumeHnoBanue: PeGarut®

MesxkayHapoaHoe HeNATEHTOBAHHOE HAUMEHOBaHUe: peOaMUIIH

JlexapcTBeHHas opma: TaOIETKU, TOKPBITHIE TNICHOYHOH 000I0UKOM

Cocras

OpnHa Ta0nerka, NOKpbITast IJIEHOYHOM 000JI0UKOM, CONEPHKUT:

Oeticmeyloujee 8eujecmeo.

pebamuru 100,00 mr

6cnomozamenbhble 6euecmea.

A0po: MAHHUTOJ, KpOCKapMeslo3a HATpHs, Kpaxmal IpeXeTaTHHU3UPOBAaHHbIN, HaTpus
Jaypuicynbdar, TMMOHHAs KMCII0Ta, TalbK, MarHUs cTeapar

nienounas obonouxa: omnampai Oenbiii 03B28796 (rumpomerniosa 6CP, TuTaHa IUOKCHI,

makporoi 400).

Onucanue:
Kpyrible, TBOSIKOBBINTYKIIbIE TaOJIETKH, MOKPHIThIE IJIEHOUYHOM 000JI04KOM, OE0ro MM MouTH

OeJIoro 1BeTa.

dapmakoTepaneBTHYECKas IPYIIA: raCTPONPOTEKTOPHOE CPEICTBO.

Kon ATX: A02BX14

DapMaKoJIOrHYecKue CBOMCTBA
®dapMakoAHHAMHKA

Mexanmnsm nerictBus U papMakogruHaMudecKrne 3P PexTol

PeGamunun moBeimaer copepskanue mnpoctarnanauHa E2 (Pg E2) B cnmsucroit obomouke
xenynouHo-kumieyHoro tpakta (JKKT) u moBsimaer copepikanue npocrarianauHoB Pg E2 wu
Pg I2 B comepxumoMm >kedyqouyHOro coka. OKa3plBaeT IUTONPOTEKTOPHOE JEHCTBHE B
otHomeHnu ciausuctoi 06omouku XKXKT mpu moBpexmaromniemM BO3IEHCTBUM 3TaHONA, KUCIOT U
niesoueH, areTHICATUIUIOBOW KHUCIOTHl. CrOCOOCTBYET aKTHBAIIMM 3H3UMOB, YCKOPSIOIIUX

OMoCHHTE3 BBICOKOMOJICKYJIAPHBIX TJIMKOIIPOTCHUHOB, W IIOBBIINACT COJACPKAaHHUC CJIIM3HU Ha
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MOBEPXHOCTU CTeHOK cim3ucToi 00010uku JKKT. CriocoOCcTByeT yiIydIIeHHI0 KPOBOCHA0KEHUS
cimsucror 0bonouku XKKT, aktuBusupyer ee 0apbepHyI0 (QYHKLINIO, aKTUBU3UPYET MICTOYHYIO
CEKPEIMI0 JKeNTyAKa, yCHIuBaeT mpoiudepanuo U oOMeH snuTenuanbHbix KieTok JKKT,
OUMIIAeT CIU3UCTYI0 OT THUAPOKCWIBHBIX PpAIUKaIOB U TOAABISAET CYNEPOKCHUBDI,
OPOAYLUUPYEMbIE TMOTUMOPPHOAIECPHBIMU JIEUKOUUTAMU M HEUTpopuiaMu B HIPUCYTCTBHH
Helicobacter pylori, 3ammmaer causuctyto 060m0uky KKT or mopaxkeHus OakTepusiMu H
MOBPEKAAIOIIECTO BO3JCHCTBUS HA CIM3UCTYI0O HECTEPOUIHBIMU TPOTHBOBOCHATHTEIHLHBIMU
npenapatamu (HITBII).
DapMaKOKHHETHKA
AOGcopbuwst ipu mpuemMe BHYTPSH - Bicokasi. [Tocne mpuema B qo3e 100 Mr muk KOHIEHTpAIUU B
razme KpoBH (Cmax) TOCTHTAETCS] TPUOTU3UTENBHO epe3 2 4 u coctanisier 340 ur/miu. [lepuon
nonyBbiBenenust (Ti2) paBen npubamsuresnsHo 1,0 4. [loBTOpHBIC MpHEMBbI Mpenapara He
OPUBOJAT K €ro Kymynauuu B opranusme. [IpubnmsutensHo 10 % mpemapaTa BBIBOJUTCS
MOYKaMH, NMPEUMYIIECTBEHHO B Hem3MeHeHHoM Buje. [lpu mpueme B moze 600 mr ymaercs
BBIJICTIUTH CIIEIBI THIPOKCUINPOBAHHOTO METa0O0IUTA.
B omeitax in vitro mokasano, uro ot 98,4 % mo 98,6 % mpenapara CBsA3bIBae€TCS OCIKaMU

I1J1a3MBI.

IToxa3anus kK NpUMeHEHUIO

SI3BeHHast 0o0je3Hb Kenmyaka. XPOHUYECKUH TacTpUT C IMOBBILIEHHOM KHCIOTOOOpa3yrolei
byHkuueit okemynka B cTaAMM  00OCTpeHUs, Hpo3uBHBIM ractputr. IlpenorBpamienue
BO3HUKHOBEHHUS MOBPEXKIACHUM CIU3UCTOM 0007104KM Ha (OHE TMpueMa HECTEPOUTHBIX
IIPOTUBOBOCTIAJIUTENBHBIX IpenaparoB. MOXKeT HCIOJIb30BaThCA B COCTaBE KOMOMHMPOBAHHOMN

TCpaIrunu.

IIpoTuBonoka3zanus

['unepuyBCTBUTENHLHOCTD K pEOAMUTIUIY WU K JTIOOOMY M3 BCIIOMOTATEIHHBIX BEIIECTB.
bepemeHHOCTSD.

[lepuon nakrauuu.

[eru B Bo3pacte a0 18 ner.

C 0CTOPOKHOCTHIO
PexoMenayercsi coOr0IaTh OCTOPOKHOCTH MPHU MEPBOM HAa3HAUEHUU pedaMHIKIA MAllMeHTaM
IMMOXXHUJIOT0 BO3pacTa B CBA3H C BOSMOXHOCTHEHO BOBHUKHOBCHH A OBEIIIIEHHOU YYBCTBUTCIIBHOCTU

K [Ipernapary.



IIpumeHeHne npu 0epeMEHHOCTH M B IEPHO/ TPYIHOI0 BCKAPMJINBAaHUS

BezonacHocTh npuMeHeHus: pebaMunuia B epuos 0epeMeHHOCTH He JjoKka3aHa. He nmpuMeHsTh
BO Bpemsi OepemeHHOcTH. [lockoibky peGaMumnuj MpOHUKAET B TPYIHOE MOJIOKO, CIEAyeT
MPEKPATUTh TPYTHOE BCKAPMIIMBAHUE WM PELIUTh BOMPOC 00 MCKYCCTBEHHOM BCKapMJIMBAaHUU
pebeHKa B ciaydae HEOOXOAMMOCTH Ha3HAYCHHs MaTepu pebaMHUNHIa B MEPHOA KOPMIICHHUS

TPYIbIO.

Cnoco0 npuMeHeHM s U 103bI

Buytps, no 1 Tabnerke 3 pa3a B cyTku (yTpoM, B 00€1 1 BEUEPOM HIIM YTPOM, BEUEPOM H Tepes
CHOM, B COOTBETCTBMHM C 00Opa3oM >XH3HHM IalMEHTa), 3amuBass HEOOJBIIUM KOJIUYECTBOM
AKHUJIKOCTH.

Kypc neuenus cocraBnsier 2—4 Henenu, B Cilydae HEOOXOAMMOCTU MOKET OBbITh NPOJUIEH A0
8 Henenb.

[Tpenapat He 001a1aeT OCOOEHHOCTSIMU AEUCTBUS IIPU IIEPBOM IIPUEME UJTH IIPU €I0 OTMEHE.
[Tpu mpomycke mpueMa OAHON 1036l HEOOXOAMMO MPHUHATH CIEAYIOLIYIO J03Yy Ipernapara B

YCTAHOBJICHHOC BpEMs, HC CIICAYCT IPUHUMAThL YABOCHHYIO J03Y IIpCIlapara.

ITo6ouHoOE aelicTBHE

Hapywenus co cmoponvl kposu u aumgpamuueckoui cucmemul: JEUKONEHUS, TPAHYIOLUTOTCHHUS.
Kenyoouno-kuuieunvie Hapyuienus: 3amop, METEOpU3M, Juapes, TOIIHOTa, PBOTA, OONb B
00JacTu *UBOTA, HApYIIEHHE BKYCOBBIX OLIYLICHHH, U3KO0Ta.

Hapywenus co cmoponvl neyenu u sicenueguleolswux nymeti: Tpu3HAKA JUCOYHKIIUHA TTCUCHH,
MOBBIIIIEHHE  CHIBOPOTOYHOM  TJIFOTAMHHOBON  anmaHmHamuHOTpaHcdepassr  (AJIT) wu
CBHIBOPOTOYHOM TJIFOTAMHUHOBOM actaptaramuuoTpancdepassl (ACT).

Hapywenus co cmopornsl Kodcu 1 NOOKOJICHOU KiemyamKu: 3y, KOXKHAs ChIb, YK36MaTO3HEIC
BBICBITIAHUS.

Hapywenus co cmoponvl penpoOyKmuHOU cucmemsvl U MOJOYHBIX Oicene3. HapylleHUe

MCHCTPYAJIbHOT'O IIUKJIA.

Ilepeno3upoBka

CuMOTOMBI

CuUMIOTOMBI TEpPEO3UPOBKU peOAMUIMIOM HE OIUCAHbI, J0 CErOAHSLIHErO JHS CBEJCHHH O
CIIydasix ImpeJHaMEepEeHHOH Mepeao3upOBKU HE MOCTymano. Bo3MoXkHBI TOLIHOTA, pBOTA, 0O0JIb B

JKUBOTE, THApes WIIN 3arop, TOJIOBHAs 00JTb.



JleueHune
Crieruduueckuii aHTUOT HEU3BECTEH. B citydae mepeno3upoBKH CIeyeT MPOMBITh KEIyI0K U

MMPOBOAWUTH CUMIITOMATUYCCKYIO TCPAIIUIO.

B3anmojeiicTBHe ¢ IPYTHMH JIeKaPCTBEHHBIMH NpenapaTamMmu

[lpu npumeHeHnn peOamMuNKUIa B COCTaBE TPAAMLIMOHHBIX CXEM TEpamuH IalUueHTOB C
ununuposanuem Helicobacter pylori, 3¢ (¢eKTUBHOCT 3paluKallMOHHON Tepanuu JOCTOBEPHO
BO3pacTaer.

PeaKI_[I/II/I BSaHMOHeﬁCTBHﬂ C ApYTUMHU JICKAPCTBECHHBIMU CPEACTBAMU HE N3YUYCHBI.

Biausinue Ha CHOCOOHOCTH YNPAaBJIATHL TPAHCHOPTHBIMM CPEACTBAMH M JPYrUMU
MeXaHM3MaMH

JeiicTBue mpemnapara Ha CKOPOCTh ICHUXOMOTOPHBIX PEAKIMil W/WIKM CIIOCOOHOCTh YHPAaBISATH
TPAHCHOPTHBIMU CPEACTBAMHU WJIM MEXaHM3MaMu HE u3ydeHo. B ciydae mpuema mpenapara
CJeIyeT OCTOPOXHO OTHOCHUTHCS K BOXICHHUIO aBTOMOOWJISL M APYTMM BHAAM JESTEIHHOCTH,

Tpe6yfoumx, MOBBIIICHHOM KOHIOCHTpAallMX BHUMAHHA.

®opMa BbINIYCKa

TabneTKu, MOKPHITHIE TIEHOYHOW 0001049K0i, 100 Mmr.

IIo 7 Tabnerox B Oaucrep U3 (OJIBIU ANIOMUHUEBOW, JJAMUHMPOBAHHOW OPHEHTUPOBAHHOM
NOJMAMUIHON M monuBUHIWIXIOpHAHOU tuieHkoi (OITA/AJI/TIBX) u anmroMuHHEBON (oJbru
WK B OiiMcTep U3 IUIEHKU NOJUBUHMWIXJIOpUAHOM/ nonuBuHumaenxjgopuanon (IIBX/TIBAX) u
AITIOMUHHUEBON (DOJIBTH.

ITo 3, 6 nnu 12 6aucTepoB BMECTE C HHCTPYKIMEH IO IPUMEHEHHUIO B TAUKy KapTOHHYIO.

ITo 10 tabnerok B Omucrep U3 (OIBIU ATIOMMHUEBOW, JAMUHUPOBAHHON OPHUEHTHUPOBAHHOM
NOJMaMHUIHON U TonuBUHIIXJIOpUaAHOU TuieHKor (OITA/AJI/TIBX) u anromMuHHEBO#H (osibru
WK B OJiMcTep U3 IUIEHKU NOJUBUHMWIXJIOpUAHOM nomuBuHumaenxjgopuanon (IIBX/TIBAX) u
AIFOMUHUEBOHN (OJIBIU.

ITo 2, 3, 4,9, 12, 15 nunu 18 GnuctepoB BMeCTe C MHCTPYKIHMEH MO MPUMEHEHHIO B MAYKy
KapTOHHYIO.

ITo 21 Tabnerke B Onucrep U3 (QoJbIU alIOMUHHUEBOM, JTAMHUHHPOBAHHON OpPHUEHTUPOBAHHOM
NOJMaMHUIHON W TonuBUHIIXJIOpUaAHOU TuieHKod (OITA/AJI/TIBX) m anromuHHEBOW (oibru
WK B OMCTEp U3 MIICHKH MOJIMBUHUIXJIOpUAHON/ nomuBuHUIMAeHXI0puaHol (IIBX/TIB/IX) u
AITIOMUHHEBON (DOJIBTH.

ITo 1, 2, 4 nnm 8 OIUCTEPOB BMECTE ¢ MHCTPYKITUEH 10 TPUMEHEHHIO B TTAYKy KAPTOHHYIO.



Cpok rognocTu
4 rona.

He IIPUMCEHATH 110 UCTCUCHUHN CPOKa FO,I[HOCTI/I!

YciaoBust XxpaHeHUs
He tpeOyer ciennanbHbIX yCIOBUN XpaHEHUSI.

XpaHUTh B HEAOCTYITHOM JIJIs1 IeTeld MecTe!

YcaoBus ornycka
OTnyckaroT MO peLenty.
CnennanbHblX  MEp  NPEJOCTOPOKHOCTM ~ NPU  YHUYTOXKECHUM  HEHCIIOJIB30BAHHOTO

JICKAPCTBCHHOT'O IIpCIiapaTa WUJin Ipeiiapara ¢ HCTCKIIUM CPOKOM I'OAHOCTHU HE Tpe6yeTc;1.

IIpousBoaurenn

ITPO.ME/I.LIC Ilpara a.o.,

Temucka 377/1, Muxie, 140 00 Ilpara 4, Yenickast Pecriybnuka
unu

3A0 «3u0-3n0poBbe», Poccus

142103, MockoBcKkast 00J1aCTh,

r. [Togonsck, yn. XKenesnonopoxsas, 1. 2

Baagenen perucTpauMoOHHOI0 y10CTOBEpPEeHUs!
I[MPO.ME/I.LIC Ilpara a.o.,
Temucka 377/1, Muxune, 140 00 Ilpara 4, Yemickas Pecybnuka

Opranuzanusi, INPUHAMAIOIIAS NIPETEH3UHN NOTPeduTe s

YOIHOMOYEHHBIN NPeCTaBUTENb BIIAJENbIla PETUCTPALIMOHHOTO yA0CTOBepeHus B Poccun
AO «(TPO.MEIL.IICy»,

115193, r. Mockaa, yi. 7-1 KoxyxoBckas, a. 15, ctp. 1, atax 4, nomenienue 4

Ten.: +7 (495) 664-44-11, +7 (929) 546-90-29

OnekrponHas moura: info@promedcs.ru

WWW.promedcs.ru
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