COOTBETCTBYET 3KCNEPTHOMY OTYETY
VHCTPYKIIA - o7 16.04.2024 N2 7521
10 MEJIULIMHCKOMY TIPUMEHEHUIO JIEK APCTBEHHOTO AP APATA 2]
PEBAMMUITU] KAHOH

PerncrpanuoHHblii HOMep:

Toprosoe HaumeHoBanue. Pebamunma Kanon

MexayHapoaHoe HeMATEeHTOBAHHOE HAUMEHOBaHMe: peOaMUITHT
JlexapcTBeHHas opma: TaOIETKU, TOKPHITHIE INICHOYHOIH 000I0UKOM
Cocras

1 Ta6J'IeTKa, IMOKPBITas NJICHOYHOU O6OJ'IO‘IKOI‘/'I, COACPIKUT.

oeticmsyrowee geugecmego. pedbamunu 100,0 mr.

8CHOMO2amenbHble 8eujecmea.; Kpaxman KyKypy3Hbiid 64,7 mMr, KpeMHHSI TUOKCH KOJUTOWIHBIN
2,4 mr, kpockapmesuio3a Hatpusi 14,0 Mr, mTuMoHHas KucioTa 2,3 Mr, MarHus creapar 2,4 mr,
maHHUTON 48,0 Mr, HaTpus Jaypuiacyiabdar 2,0 mr, nosunoH K-30 4,2 mr.

nienounas odonouxka: Omnanpait 20A28380 Oensbiit 8,0 Mr, B TOM 4HCIE: THUIIPOMEIIO3a
(THAPOKCHUTTPOIMIIMETHIIIICIUTION03a) 2,7 M, THIIPOIo3a (THIPOKCUIIPONIIICIUII0N03a) 2,7 M,

Tanbk 1,6 mr, Tutana guoxkcup 1,0 mr.

Onucanue
TabneTku Kpyrible TBOSKOBBIMYKIIbIE, TTOKPBITHIE TMJICHOYHONW O0O0JIOUKON OENoro WM MOYTH

Oenoro nBeta. Ha monepeunom pazpese modtu 0enoro 1sera.

dapmakoTepaneBTHYECKas IPYIIA: raCTPONPOTEKTOPHOE CPEICTBO.

Kon ATX: A02BX14

DapMaKoJIOrHYecKue CBOMCTBA

Dapmakoounamuxa

Pebamunua moBeIiiraeT cojpepskanue mpocraridanguda E2 (PGE2) B ciusucTol Kenyaka, W
noBeimaer coxepkanne PGE2 wm GI2 B comepkumom skemymodHoro coka. OkasbiBaeT
[ATONPOTEKTOPHOE JEHCTBUE B OTHOIIEHWW CIIM3UCTOM IKEIyJKa TPH TOBPEKIAIOIIEM
BO3JICUCTBUHM 93TaHONA, KHUCIOT W TWICJNIOYEH, aleTUJICATHINIOBONH KUCIOTh. CrocoOcTByeT
AKTHUBALIUM DH3UMOB, YCKOPSIOUIMX OMOCHHTE3 BBICOKOMOJEKYJSPHBIX TJIMKOMPOTEUHOB, U
MOBBILIAET COJIEP’)KaHUE CIU3U Ha MOBEPXHOCTU CTEHKH Xkenynka. CrocoOCTBYET yIy4IICHUIO
KPOBOCHA0)KEHUS CIU3UCTOM JKeTyJKa, aKTUBU3UPYET ee OapbepHylo (DYHKINIO, aKTUBU3UPYET
HIEJIOYHYIO CEKPELHIO KeNy/lKa, YCUIUBAeT Mnpojudepannio 1 oOMeH SMUTENIHaIbHBIX KIETOK
KeNylKa, OYMILAET CIM3UCTYI0 OT THJIPOKCHIBHBIX PaJMKAIOB W MMOJAABISET CYNEPOKCHUBI,

IpOAYLUUpPYEMbIE TMOTUMOPPHOSIEPHBIMU JIEUKOUMTAMU U HEUTpoQuiiaMu B MPHUCYTCTBUU



Helicobacter pylori, 3ammmaer cnmsucryro emynaka or nopaxenusn. Gaxtepusiiin, “okaspisaer
(MOCINENOBATENLHOCTH 0002

COOTBETCTBYET 2KCNEPTHOMY OTYETY

raCTpPOIIPOTEKTOPHOE  JEUCTBHE IIPU  BO3JACHUCTIRUU CIHMRUCTYIO  HECTEPOUTHRIMU

IPOTUBOBOCHIANUTENbHBIMU ITpenapaTamu (HIIBII).

DapmakoKkunemuxa

AOcopOuust ipu IpreMe BHYTpPb - BbIcoKas. [lociie mpuema B m1o3e 100 Mr muk KOHIIEHTpAIUH B
azme KpoBH (Cmax) TOCTHTAETCS] TPUOTH3UTENBHO Yepe3 2 4 u coctanisier 340 ur/min. [lepuon
nonyBbiBefieHus: (T12) paBen mpubnusutensHo 1,0 4. TloBTOpHBIE TpHEMBI Tperapara He
OPUBOJAT K €ro Kymynauud B opranusme. [Ipubnumsutensno 10 % mnpemapata BBIBOJUTCS
MOYKaMM, MPEUMYILECTBEHHO B Hem3MeHeHHoOM Buje. [Ipu mpueme B nmo3e 600 mr ynaercs
BBIJICJIUTD CJIEJbI TUAPOKCHIMPOBAHHOTO META00JINTA.

B ombitax in vitro mokasano, uto ot 98,4 % 10 98,6 % npenapaTa cBA3bIBACTCS OCIKAMH ILTa3MBbI.

IToxa3aHus K NpUMEHEHHIO

SI3BeHHast 00j€3Hb Kenyaka. XPOHUYECKUH TacTpUT C IOBBILIEHHOW KHCIOTOOOpa3yrouien
dyHKIMEN kemyaka B cTaguud  0oOOCTpeHMs, Spo3uBHBIM racTtpur. IlpenorBpamieHue
BO3HUKHOBEHHUSI TIOBPEXKACHUH CIU3UCTONH 000N0YKH Ha (OHE TpHeMa HECTEPOUIHBIX
IPOTHBOBOCTIAJIMTENBHBIX CPEJICTB. MOXKET MCIIONB30BaThbcd B COCTaBE KOMOMHHPOBAaHHOM

TCpaIrunu.

Hponmononca:;annn K IPUMECHCHU IO

I/IHI[I/IBI/I)IyaJ'IBHaH HETICPCHOCUMOCTD pe6aMI/mI/ma HJIN APpYTUX KOMIIOHCHTOB IIperiapara.

— bepemeHnHOCTS.

Hepuoz[ JJaKTalluH.

Jletu B Bo3pacTte 110 18 mer.

C 0CTOPOKHOCTHIO
PexoMenyeTcst coOII01aTh OCTOPOKHOCTD TPH TIEPBOM Ha3HAYECHUHU pedaMUITMIa MAIUeHTaM C
MOKUJIOTO BO3PACTa B CBSI3U C BO3MOYKHOCTBHIO BOZHUKHOBEHUS TTOBBIIIICHHON YYBCTBUTEIHHOCTH

K IIpernapary.

IIpumeHeHne npu 0€PpEeMEHHOCTH M B IIEPHO/ IPYAHOI0 BCKAPMJIMBAHUA

BbezonacHocTh npuMeHeHus: pebaMunuaa B nepuos OepeMeHHOCTH He Jjoka3aHa. He nmpuMeHsTh
BO BpeMsi OepeMeHHOCTH. [IOCKOJIBbKY peOaMUMMI MPOHUKAET B TPYJHOE MOJIOKO, CIEIYyeT
NPEKPaTUTh TPYAHOE BCKAPMIIMBAHUE MJIM PEIIUTH BOMPOC 00 MCKYCCTBEHHOM BCKapMJIMBaHHUU

pebeHKa B cilydae HEOOXOIMMOCTH HA3HAUCHUs MaTepu pedamMunuia B MEPHOJ KOPMIICHUS

rPyAbIO.
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(NOCNEOCBATENEHOCTE 0002)

Cnoco0 npuMeHeHHsI U 103bI

BuyTtps, 1o 1 Tabnerke 3 pa3a B cyTku (yTpoMm, B 00€] U BEYEpOM WM YTPOM, BEUEpOM U Hepe]
CHOM, B COOTBETCTBHHM C OOpa30M >KM3HH IIAallMCHTA), 3aluBas HEOOJBIINM KOJINYECTBOM
xuakoctu. Kype neuenust cocraBusieT 2 - 4 Henenu, B ciiydae HEOOXOIUMOCTH MOXKET OBITh
MPOJUICH A0 8 HEJElb.

[Ipenapat He 061a1aeT OCOOCHHOCTSIMU ACUCTBUA IIPU IIEPBOM IIPUEME UITH MPU €TI0 OTMEHE.
[Ipu mporycke mpuemMa OJHOW J03bI HEOOXOAMMO MPHUHSTH CISAYIOUIYIO 103y MpermapaTra B

YCTaHOBJIEHHOE BPEMsI, HE CJIEIyeT IPUHUMATh yJIBOEHHYIO 103y IIpernapara.

IToGouHbIe peakuuu

Co cmoponwi d#ceny0ouHo-KuueuHo20 mpakma: 3armop, MeTeOpru3M, Tuapesi, TOIIHOTa, pBOTa, 00Jb
- B o0sactu JKMBOTA, HAPYUICHUC BKYCOBBIX OHIYHICHI/II\/JI, Hn3XKora.

Co cmoponbl neuvenwu. TPU3HAKH TUCOYHKIMU TICYCHHU, IIOBBIIIEHHUE CHIBOPOTOYHON
TJIIOTAMUHOBOW  anaHMHaMHHOTpaHcdepassl (AJIT) u  CHIBOPOTOYHOH  TIIFOTAMHHOBOM
acnapraramuaotpancgepassl (ACT).

Co cmoponvl cucmemvl Kposemeopehus: NICHKONCHNUS, IPaHyJIOLUTOIICHUSI.

Annepeuneckue peakyuu: 3y, KOXKHasi ChIITb, 9K3eMaTO3HbIE BBICHITTAHHS.

/pyzoe: HapylIeHUE MEHCTPYaJIbHOTO IIHKIIA.

Ilepeno3supoBka

CHMIITOMBI NepCaA03UPOBKHU pe6aMI/IHI/II[OM HE OIIMCaHbl, A0 CETOAHSIIHEIO IHS CBG)IGHI/Iﬁ (o)
cilydasix MpeaHaMEepeHHOM Mepeso3upOBKH He MocTynano. Bo3MoXHBI TOIHOTA, pBOTa, 00Jb B
KHUBOTE, TUapesi U 3arop, rojIoBHas 60Jb.

Mepuvi no oxazanuto nomowu. cnenupUUECKUl aHTUIOT HEU3BECTEH. B ciryuae nepeno3upoBku

CJICOYCT MPOMBITE KCITYAOK U ITPOBOANUTH CUMIITOMATUYCCKYIO TCPAITHIO.

B3anmonaeiicTBre ¢ IPyruMu JIeKApCTBEHHBIMH CPeICTBAMH

[lpu npumeHeHMH pedaMHUNUIa B COCTaBEe TPAJAMIMOHHBIX CXEM TEPalUH MAIMEHTOB C
unduimpoanuem Helicobacter pylori, a3¢pdekTuBHOCTD 3paTuKaMOHHON TEPAHK JOCTOBEPHO
BO3pACTaeT.

Peakuuu B3auMoAeCTBUSA C APYTUMHU JIEKAPCTBEHHBIMU CPEICTBAMU HE U3YUYECHBI.

Buansinne Ha CIOCOOHOCTD YIIPABJIATH TPAHCIIOPTHBIMHU CPEACTBAMM, MEXaHU3MAMU
JleiicTBue mpenapaTa Ha CKOPOCTb ICHXOMOTOPHBIX PEAKIMi W/WIM CIIOCOOHOCTH YIPaBIATH

TPAaHCIOPTHBIMU CPEACTBAMHU WIM MEXaHM3MaMU He U3y4eHOo. B ciydae mpuema mpemnapara
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CIelyeT OCTOPOXKHO OTHOCHUTBCS K BOXKJICHHMIO aBTOMOOWIA M APYIHN{BHIAM}ACATONbHOCTH,
(NOCNEONOBATENBEHOCTL 0002)

TpeOyIOIIMX, MOBBIIIEHHON KOHIIEHTPAllul BHUMaH U

dopMa BbINIYCKa

TabneTKu, MOKPHITHIE TIEHOYHOW 0001049K0#, 100 Mmr.

ITo 10 mmm 30 TabieTok B KOHTYPHYIO sueHKOBYIO yrakoBKy u3 IwieHKH [IBX/IIXT®D wim
[MBX/TIS/TIBJAX u (honabru amoMUHUEBON TIEYaTHON JTaKUPOBAHHOM.

[To 60 umm 90 TabmeTok B OaHKY MOJMMEPHYIO JJIs JIEKAPCTBEHHBIX CPEJCTB M3 MOJUITHIICHA
HU3KOTO JIaBJICHUS C Kpblkod wu3 mnomudtwieHa (25% IIOHIA + 75% II9BJl) wunum
HNOJMATWIICHTepedTaIaTa C KPBIIKOH W3 TMOJUIPONMICHA MJIY  MOJUITUICHA BBICOKOTO
JTaBJICHMUSL.

[To 1 nnu 3 KOHTYPHBIX STYEHKOBBIX YIIAKOBKHU WM 110 1 GaHKE MOJMMEPHOM IS JI€KapCTBEHHBIX

CpeaAcCTB BMCCTC C I/IHCTPYKLIHeﬁ MO0 IPUMCHCHHIO ITOMCIIAIOT B ITAYKY M3 KapTOHA.

Cpoxk rognocTu
2 rona.

He MPUMCHATH ITOCJIC UCTCUCHUA CPOKA T'OJHOCTH.

YciaoBust XxpaHeHust
[Tpu Temneparype He Boiie 25 °C.

XpaHI/ITB B HCAOCTYIIHOM IJIA JIETEH MecTe.

YcaoBus ornycka

OTITyCKaT MO perenTy.

Buaanesienn perncTpanuoHHOr0 yaocroBepeHusi/OpraHuzanusi, NPUHUMAIOIIASI MPETEeH3NH
norpeoduTeseH

3A0 «Kanondapma npogakmny, Poccuiickas deneparus

141100, Mockogckas 00u1., T.0. lIlénkoBo, . [llénkoBo, yu. 3apeunas, a. 105.

Ten.: +7 (495) 797-99-54, dakc: +7 (495) 797-96-63.

OnektpoHHbIN anpec: safety@canonpharma.ru

Tonyuums dononnumenvuvie dannvie 0 npenapame, HANPASUMb NPEMEH3UI0 HA €20 Kauecmeso,
6e30nacHoCcmo, COOOWUMb O HENHCENAMENbHBIX JIeKAPCMBECHHBIX PEAKYUAX MONCHO NO Melehony:
8 (800) 700-59-99 (becrnmaTHas ymHUs 24 Yaca) WIKM Ha caiiTe Www.canonpharma.ru B pasjeine

«[Tonutuka B 00J1aCTH KayecTBay - «be30macHOCTh MpemapaToBy.



IIpousBoauTenn
3A0 «Kanonhapma mpoIaKImH

Ilpouzeoocmeo comoesoii 1ekapcmeeHHou hopmbi:

Ii- Iﬁlﬁ
el
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MockoBckas 00:1., T.0. [ll€nkoBo, r. [ll€nkoBo, yn. 3apeunas, ctp. 1055, k. 16;

MockoBckas 00:1., T.0. lllénkoso, r. [ll€nkoBo, yn. 3apeunas, ctp. 1056, k. 12.

Ilepsuunas ynaxoexa:

MockoBckas 00:., r.0. LllénkoBo, r. IlI&€nkoBo, yin. 3apeunas, ctp. 1055, k. 16;

MockoBckas 00:1., T.0. [llénkoBo, r. [ll€nkoBo, yn. 3apeunas, ctp. 1056, k. 12.

Bmopuunas (nompebumensckas) ynakoexka:

MockoBckas 00:1., T.0. [llénkoso, r. Ill€nkoBo, yn. 3apeunas, ctp. 1055, k. 16;

MockoBckas 00:1., T.0. lllénkoBo, r. [llénkoBo, yin. 3apeunas, ctp. 1055, k. 12;

MockoBckas 00:1., T.0. [LlénkoBo, r. [ll€nkoBo, yin. 3apeunas, ctp. 1055, k. 1.

BblnyCKaIOU/;HIZ KOHMpOJib Kavecmea

MockoBckas 00:1., T.0. lllénkoBo, r. [1l€nkoBo, yn. 3apeunas, ctp. 105b, k. 11.

Ten.: +7 (495) 797-99-54, dakc: +7 (495) 797-96-63.

www.canonpharma.ru




