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PA3PEINEHHE
HA BBIIIVCK T'OTOBOI'O IIPOAYKTA Ne 0964/25

Toproroe HapMeHOBAHKE TPENIAPATA Ie-Hon®
Mexnysapoguoe HETTATeHTOBAHHOE
HaUMEHOBAHHE (rpynmEpoRoYHOE WIH BucMyTa TPHRATHA AULWTPAT
XHMHIECKOE)
Jlexapcreenuag hopma Tabnerk, NOKPEITEE IIEHOYHOH 0fom0uaKoH
Hozuposka 120 Mr

Tabnerkw, nokpeithie mwienognol obonouxol,
opMa BEITYCKA 120 mr

(6muctep) 8 x 14 (mauxa xapToHHAaR)

Howmep cepun 1060425
Ob6neM cepHu 6 233 1T, YIIaKOBOK
Hata npou3BoacTaa 23.04.2025
I'ozen mo 31.03.2029
HaumesoBanne W aOpec [NPOH3BOIHTENH 3aKprITOE aKIKMOHEpHOS 06mecTBo
{TIpOW3RO/ICTED, TIEPBAYHAS yoakoeka, | «3r0-3noposren (3A0 «3u0-3ropossen),
BTOpPMYHAA/TIOTpeOHTENECKAS yTIaKOBXa, Pocens, 142103 Mockosexas 06i1.,
BEITYCKAOIINH KOHTPOIR KasdecTsa) 1. Hopgoneck, yi. Xeneanonopoxsas, 1. 2

Junenang Ne JI012-00102-77/00010736
{Ne 00049-JIC) oT 20.10.2021 1.
Ceprrdurar cooTReTCTBRS TpeboraruaM [Ipasan
Hannexarmei TpOHIBONICTEEHHOH IpAKTHEN
Espasnifckoro sKoHOMHYECKOTO COL03a
No GMP/EAEU/RU/01442-2024 o7 15.08.2024 1,

Homep 128 mara PETHCTPAIMOHHOTO IINO12626/01 ot 23.08.2010 .
YILOCTOBEREHHS (naTa BHCceHMA uaMeHernH B PY 21.06.2023 1)

N HJI 11 N012626/01-161117,

T0MEp ROpMAEEEOR SRRy MaRTR IS Viavepemus x HIT Ne 1 Ne2 No3, Nod No s

YEIIJIAQAPM Apnuaiivmrrens Im6X,

HamMeroBaHKe ¥ anpec AepiKaTe
PR AENTRTE a,Hnﬂ/C’I—IEFLAPl{ARM Arzneimittel GmbH,

PETHOTPAHORHOTC YAOCTOBEPCHHA ‘{4"‘@ ‘rﬁﬁgé?hnf24 17489 Greifswald, Germany
PEIHOK MOCTABKH IPOLYKIME l,g;:_"?"'hgé?z" ¥ ,F " Pocous
Howmep macmopra ;;'G 3/ SOMRIN \270902/25

1. Honreepizao, UTO BHIUSYRA3AHHAR CEpHA _Li{dmgczﬁaﬁoru rtpmapmﬂ BEITTYCKAETCH B
ofpameHEE, ﬂ\,p : 3/

2 TepaETHpyto, WT0 BEIIEYKAZZHHAS H‘Hc}_)op' ﬁ‘“l?mﬂmﬁfﬁﬂ ' pepma. OTa cepua Gnima

[P

TpOM3BENeHs, BKIIOYAd YNAKOEKY H KOHTPONE ¥ -igen;:gna, nc:: ,a?ka"sammm BEIIIE  AlpecaM
OPOM3BOJCTBEHHBIX ILIOMIANOK B COOTBEICTBHH C Tpe “GMP («ITpasmia memresxamet
MPOH3BONCTEEHHON IpakTHED®) U Perdcerpannontol oxyMeHTamneH Ha npo,uyzcr

3 Bee pesynsrater aHammsa ® samwcH GhIIH PACCMOTPEHE! W ofobpeHs! B cootseTcTHE ¢ GMP,
TECEHHYECKAMHA COTTAIEHEAMHE | CDFIIE.IIIE-HI’IH.I\'IH 10 KEHECTRY.
4. boumn mr makue-muGo OTRNOHEHMS OT [POHIBOACTBEHHOTD IPOSCCH, KACAIOMHECH KadecTsa
TIPOIY KLV '
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BEOTYCK I'OTOBOTO TIPOOAVKTA PARPEINEH

YroasHoMod9eHHOS IHIIO0: (ﬁﬁ);,r-"/ [empxosa E.
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Ilata BErmycka B ob6pamesne: /0. O 6. AdoLs
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@-0000000555-05
3A0 «3n0-3n0poeLe»
142103, Poccust, Mockosekan o0/IacTh,
TMoxonsck, yn. Aeneanonoponsas, 1. 2
Ten./haxe: +7(495) 419-20-64

Jinuenans na ocyllecTBIeHHE MPOHIBOACTEA NEKAPCTBEHHEIX CPECTR
Ne JI012-00102-77/00010736 (Ne 00049-J7IC) o1 20,10.2021 1.

HanmeHoBaHHe nmpenapara

Kop npenapara
Homep cepun
Oonem cepun

JaTa nponzBoacTEa
Togen go

JaTa anamasza
Anajui poseled mo

MACIIOPT Ne0902/25

759

1060425

6 233 mT. yOakoRog
23.04.2025
31.03.2029
26.05.2025 .

Ie-Hon® TabieTkn, noKpbITEIE DIeH0YAOH ofomogwoii, 120 mr, Ne 112

CII-KO-0701-0124-10 «Te-Hon™ tadieTsn, nokpbITeIe IIeHO9HON oGonoaroil, 120 My
HI IT NO12626/01-161117 «He-Hon® rabnetiu, HOKpBITBIE IeHoHHOH 00004 KO,
120 mr», Plamenennam Ne 1, Ne 2, No 3, Ne 4, Ne S w HILL

HaumMeHoBaHne
roxasatenel

Tpebokanns nopMatneHoi
AOKYMEHNTAIHH

PesynuTaThl HenbITal Hi

Ornucanye

Kpyrmse JBOSKOREITYRIIEE TabaeTky,
TNOKprTEE 0onovKoH Kpemoso-Genoro LBeTA,
¢ HANMHCRKr «gbr 132w, BRgasnendol Ha
onnoif cTopone, M rpadMYeckKHM DHCYHKOM B
BUJIE KBANPATA ¢ TIPEPLIBHCTEIMH CTOPOHAMH H
33KPYTICHABIMA  YTNAMH, BBIOABICHHBIM Ha
Jpyrof,

Kpyrasle np0axoBLinyknsie TabneTkH, NOKPLITEE
obonoyxol kpemMoro-0e10r0 1RETR, ¢ HANMHCRID
wgbr 1532%, seigasneHdolf wa opuol cropone, W
rpadHYMeckHM  PHCYHKOM B BHIE Keadpara ©
MPepRIBHCTRIMA  CTOPOHAME H 33KPYLJICHHEMH
YIIaMH, BEIIABIEHHBIM HA ApYyTof.

MoaNMHHOCTD:
- BuemyT

- Hwrpar

- Kanui

KanecrseHsas PeARKLMA BE BUCMYT.

C TeHoMOYeBHHON B NPHCYTCTBHH A30THOH
KHCITOTHI obpazyercs TEMHO-IKENTOE
DKPAIIHBaHHE

KauecTBeHHaS peaklUns Ha UHTPAT.

C cynehatoM pTYTH M NepMAHTAHATOM KAamHg
MPOHEXONHT GHCCHBEMHBARME PACTRODA KalUA
nepMadranata ¥ o6pasosanne Genoro ocanka
KauecTpeHHAR peaxuus Ha Kanui,

C xoBansTHIHRTPHTOM HATPHA B OPHCYTCTRHH
yReYCHOW KHonoTel 00paiyeres QpaHmeBo-
JKENTEIH OCAN0K

C  THOMOWEBMHOH B OPHCYTETHBHHM  230THOH
KHCIOTE 0DPA3YETCA TEMHO-JKENTOE OKPAILNEAHHE

C eyhodartom pryTH M MEPMAHTEHATOM KATHA
MPpOHCXOOHT GGBCL[BET-IHBaHHB pacTBOpa KATHA
nepMmarrasata i abpasosanue GeN0To ocatka

C xobaibTUHWTPHTOM HATPHA B TPHCYTCTBHH
yRCYCHOH KHCMOTE 00palyeTes OpaHKes0-KeAThIH
ocaioK

O,IIHD POOHOCTE MACCRI, MT

o7 429,35 mr oo 442,5 Mr
18/20 rabneTox - e Gonee = 5 %
2/20 Tabnerok - ne Gonee % 10 %

432,6
Or-0,8% ao +1.5%

PacnanaeMocTs, MUH,

He Gonee 15 musyT

OnHopoaHoCTE

JIng 10 eAMHKI BCTED rvemem mpenapata

OMpCISneHNE, MI.
OrcHE BUCMYTa

(oT 95 % mo 103 % 0T 3USBIEHHOTO KOAHYECTEA
OKCHAA BHCMYTA)

AO3HPOBAHAT (n=10), AV=L1;
wm gns 30 eqwaEl (n= 30), AV = L1 1 uee 8
INEYCHHA ¥ YAOBNCTBOPANT HEPABEHCTBY For \"'}\1\.m e 8
[M-xi| < 0,01%L2xM ) A S
KonundecteeHHOe Or 114 Mrao 126 mr -

MukpoSuolioTHYeckas
HHUCTOTA

Kateropusa 3A.

Obtee yueno a3pobHeIX MAKPOOPraHH3MOR —
e fionec 1P KOE® T 1.

OfLee HCeno JPOIKIEREIX H THTECHEBRIX TPHSDE
—ne Gonee 10° KOE&s 11,

Orcyterane Escherichiacolin 1 1.

menee 10 I{OE BIT
Escherichig coli oTeyTeTByeT B 1 1

Crp. 1132




©-0000000555-05

Hanmenosanne TpeboBanun HOpPMATHEHOT PezyneTathl HCNbiTan Ui
NOKATATENEH AOKYMEHTRIMHA
ViakoBKa Mo 8 wtabmerox ® OGnucrepe #3 oasrw | [To & Tafnerox B Gouctepe w3 GONLTH ATIOMHITAEBOR 1 (GONBIH
AMOMHHHEBOH W (QONBITH  AMOMHHWEBOH | AMOMHHHEZROR TAMHHMDOBAHHOM.
TAMIHHDOBAHHOM. Tlo 14 BrvcTepos BMeCTS ¢ MHCTPYKLMEH N0 MPUMEHEHIND, KO
Ilo 14 Gnucrepos BMecTe © HHCTpy®uMed ro | wHCTpyKImM «0006723/10», «FI-758 (759, 790)-06-03», »
TNPHMCHEHHIO B KAPTOHHOH Mmatxe. KAPTOHHOH [Ma9Ke.
Maprupoeka Ha daucmepe na pyeckom gsvike yrasvisgions: | Ha  Gaucmepe Ha pycoxeM ASwKe VKa3gHO: TOPTOBOC
TOPrOBOE  HAMMCHOBANHE  MPENApaTd  C | HAWMEHOBEHWE NPElapaTa ¢ TpCOYNPeaHTENs ol MAPKHEOBKOH
[pEny IReInTEIEHOH MapRHPOBKOH ®; | ® «AE-HOJI®, rpyniupoBovHoe HAUMEHORAHKE «BUCMYTR
TPYNIHPOBOYHOE  HAHMCHOBAHWC  (4BHCMYTA | TPHKAIHA JHUHTPAT», HAIBAHWE W CTPaMA  RAAfelsin
TPHEANHE ITHUHMTPATH); HAIBAHHE H CTPAHY | PErHCTPAlHOHEHOrO YAOCTOREPEHMH «HEIITA®APM
BAAN/BIA DErHCTPAOHOHAOIO YAOCTOBepeHnd, | Apumaiimurrent I'mOX, Iepmannsys: nosnposka «12¢ mr;
ROIMPOBKY; HOMEP CEPHH, CPOK roiHocTH (MM | HOMEp cepiv «1060425; cpox roguocTy «03 2029y, sasoncxof
TITT); MOMYT OmTh YKasaWel 3aBOJCKHE KONED | KO Viakosxn «90006635/10%,
YNAKOBKH/MEpeMeHHad TEXHHHecKad
mb(‘,]:;;ﬂ;:;:'mﬂ AdikE kil Pyéckom RIbiRe Ha xapmonsoft nauke R@ PYCCKOM AILIKE YKAIGHO: TORTOBOC
YRAZBIEQION TOPTOBOE HAMMEHOBANHE TpeNapaTa %m{“&g?;agﬁmgfﬁéﬂ’;g;pz:g:ﬁg :P:-gg:ﬂ;’;ﬂn:;ﬂp:;i‘fg ;;i':
c npe EAHTENRHOH  MapKHPOBKOH L EL
mymﬁpﬁggme HMMWW&EM‘P («mmmﬁ}a TPHKAIHA OUUHTPAT»; Nexapcreennas dopma «Tabierin,
TDHRAMRA IHLATPETY); JIeKAPCTReHHyIo GOpMY: NOKpBITEIE TIeHOYHOH oBoouroity; noznposka «120 Mrw;
AO3MPOBKY; COCTAR B pelakumy: «| Tabnerka cocTas B pcgaﬁuum «l Tafineria i:one;:mw;: HeiicTeyiowee
conepsouT: Mefictayioniee pelectro: Bucyyra | SCMMECTEO! DBHCMYTA TPHKANMA ANUMTPAT (B mepecueTe Ha
'I'Pﬂzpﬂl‘mu ﬂﬁmrrp&}: (8 mepecuere Ha o?crg:r.n owcun  suemyra  BiQs) 3046 wr (1200 wr).
BaowyTa  BO:) 3046 mr (120.0 ), | PEOOMOTATelblibie  somecTBAar M. MHETPYKuMI»;
BCroMOraTenbibie BENECTAa: €M, MHCTpyKImo,y; | KOHMIECTBO TabfeTox o ymakoke «112 TafineTow»; ycnosus
komuecTR TabicTOR B ymakomke, yojiopun | (PRHCHMI «Xpanure mpn Temmeparype e Bhume 25 “Co
XPaHeRis; CrOCOS PUMEHEHIS B pelaKiy T enocoll MpHMeHeHHA B penakiux «Ins npuema BHYTPb.;
ApHCMa BRYTPS.%; ACTIOMNHHTETbHbe Haamicy o | ACHOMHATETBHLIE HAAMHCH ¢ Mapkepamy: «XPORIYECKUI
mapkepamy: «XPOHMUECKHH TACTPHT»: TACTPHTy; «3BEHHAS BOJIE3HB», «Bakrepuunanas
«A3BEHHASL BOJIE3HR», «Bakrepununuay | “XTHBHOCTE i OTHOMEHAR . pyloris,
aKTHBHOCTE B OTHOWeHHMH H.  pylori; «IlpoTHBoBOCNATHTETRIIOE AeHeTRIfEN, _«Otpasyer
«I IpOTHEOROCTANHTENBHOE AcHicTEyey; | SRUIHTHYIO ILIEHKY HR NOBEPXHOCTH A3B M IPOIHIDY; BNEMEHT
«OBpasyeT JUMMTHYIO TUIEHKY Ha momcpxnocT | AM3AARA B Brne natusckol Gykpir «Dw; ycnomus ormycka
%35 W 3posuin omeMewT MMaisa B BHIe «Oriiyex w3 anTex: 0e3  peuenTan; MpEIYNPeIHTENLHAL
naTHeckol  Gykes  «Dw; chnu; oTryers; :;“E}?;c “xg-"“";:pa;:a Heﬂt;i?u:;:::; M?:erl::;:pil uﬂ:ﬁ:ﬁ'ﬁ’;
TIPCOYTIPEAMTENLHYIO  HANMICE:  «XpauuTh &
! YAOCTOBCPEHHA «Baapenen PETHCTRANHONHOID
::s::;}'nnamﬂ f:u’:: H;:ﬁl:n Mc;?-}?ﬁ;ﬁfi%ﬂ;rg yrocrosepennsa: HEIVIA®APM  Apumatimurrens I'moX,
YROCTOBEPEHHS, €ro MOTrOTHN  (rpaduueckoe lepmaunnays, ero aoroten (Tpafugeckoe w3obpwkende u
W30BpaKEHHE H HAAHCE “CHEFLAPHARM™ raanuck “CHEPLAPHARM? Gyicsavi NaTHHCKOTO anpasyra);
GysBaMH  JATHHOKOTC Aandamera); HAIBRHHE, l-:ii[EBiiH!'iﬂ. ‘-'Tpﬂﬂ?na AE(SHP;C'D ‘;EHECPOWQ)EXKL‘- HpOH3IEOIMTENS
crpany, anpec, Tenmedom/(aKe NPOHIBOANTEIL, ;’ocrlt:{twlﬂf?%;m;\;[ « ‘:m‘og;‘::::"”
HOMED  DEHCTPAUMOHHOTO  YZIOCTOBEPEHIA; o ; : }Ig“““c“ ’
fNepeMenHble  Tamane (Homep copun, cpok | [+ HOAOIBCK, ya. JKeneaHonopossas, 1. 2
TOTHOCTH B pefakiuy «lonen:») 1 undopManue Ten/axe: +7(495) 419-20-64».
AA¥ MOHWTOPWATE [RMAEHMA NekapcTBerHorg | HoMEp PErHCTRALHOHHOrD ymcr,,o“l?”m
MPENApETA OT MPOMIEOIHTEN 0 KOHESHOTD «Per. ynocrosepenne [1 NO12626/01»;
TOTpeGHTENA; UITPHX-KOL; MOTYT OBITE ykasamar | | ororcHHEIS JAHHbIE
3ABDICKHE KOJIbI YUAROBKH/TEpeMEnRHaY «Cepun: 10664259,
TEXHUHECKAS MHDOPMALHA. «Tonen: 03 m;g?'
HHJlopMal ‘};
: 3 Ao 3
04 CATROTATTING S
33BONCKHB K (bl FHAROERIA90006722/10%, «T1-759-112-05-04»,
Xpanenne TIpu Temmepatype He siwe 25 'C IMpu Temn%m}}ﬂl@m‘gﬁbﬁmc
Cpok roanoctd | 4 roas 4 rona T

3akmwoyenne: Jexapcmeennerii npenapam [Je-Hon®  madnemxu, HOKPbINGIE  MAEHOYHOH 00010YKOT,
120 m2 Ne 112 cepuu 1060425, coomeememeyem mpefocanuam e 4acmu nposepeHHbx HoKasamenedi,

Hauanennk ornena KOHTpons kadecTea

Hesxeunckas O.E.

Honzcnocme
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