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PA3SPEIIEHHE
HA BBITYCK I'OTOBOT'O IIPOJIYKTA Ne 097 0/25

Toproeoe HAUMEEOBAHUE MpenapaTa Ie-Hon® ___|_
MexmyHaponHoe HENATEHTOBAHEOS .
HAaHMEHOBAHHE (TpyTIHPOBOYHOS WTH BrcMyTa TPHKAIHS JHLHTPAT
KUMUHEECKOS)
JlexapcTBelHasn GopMa TabneTKH, TOKPEITEE IICHOIHOH oGonoaxol
IosuporKa 120 MT

TabIeTky, HOKPHITHE ISHOTHOR 0Bono4KoH,
QopMa BEITYCKA 120 Mr

(6mmcrep) 8 x 14 (mauxa KapToBHAL)

Howmep cepul 1100525
(O6neM cepuH 6 227 mT. yIakoROK
JlaTa ITPOM3BOJCTEA 15.05.2025
T'omed 1o 30.04.2029
HapMeHoBaHHe W 8Epec  TPOM3BOIMUTENA BaKpLITOE AKIMOREPHOE 0BMIECTBO
(rpoM3BONCTEO, nepeHuHad yraxoska, | «3u0-310poBBEY (3A0 «3u0-310poBEEY),
BTOpW¥HAs/MOTPe0HTENBCKAL YHaKOBKA, Poccrs, 142103 MocroBeKas obm.,
BEINyCKaIOTMH KORTPOME KAUSCTBA) r. Tlonomsck, yir. JKeneaHonopoHag, 1. 2

Tumesana Ne JI012-00102-77/0001 0736
(Ne 00049-JIC) ot 20.10.2021 .
CepTAdQRKAT COOTBETCTRHL TpeGosamiam [Tpasul
HAMERADeH TPOHIB0CTREHEOH IIPAKTHIN
FapasnifcKOro 3KOHOMITIECKOra coto3ad
Ne GMP/EAEU/RU/01442-2024 ot 15.08.2024 T

Howmep il fata DEervcTPalHOHHOT0 TI N012626/01 ot 23.08.2010 .
YIOCTOBEDEHUA : (mata BHeCSHS F3MEHEHHH B PV 21.06.2023 1.)

HJ[TI N012626/01-161117,

Hawep HopuaTHBHAHR IORYMARTAREY Psveserms x HI Ne 1, Ne 2, N 3, No 4, No §

UETIIADAPM ApoHalMuTTENE TMBX,
erHCTPALHONHO 5 - Tepmanus/CHEPLAPHARM Armeimittel GmbH,
PErHCTPALIOHHOIO YHOCTOREPEHH Zioealhof 24,17489 Greifswald, Germany

HayMeHoRaHHE W afpec NepiaTens

PHIHOK NOCTABKH IPOIYKIHH o Poccusa

HomMep TacriopTa T 0 0919/25 B

Tata BEITycKa B OBpalIen¥ e A6.06_ AOXE™

1. TlomTBepiidio, 910 BEIIEYKA3AHHAA CEpUA &m@&fﬁﬁ@g%ﬁﬁcn&pam BEITYCKAETCA B
oOpammeHue. g MERMK \:;’_ffﬂ!l

2. TapalTHpyo, 9T0 BHINEYKA3AHHAA HHD 0P MELHS némmﬁ%ﬂ < §epHa. OTa cepua Owuma

rpoWIBefens, BETIOWAR YIAKOBKY ¥ KOHTPONS | SEIE %}'mp%. KAZGHHSIM  BEINC anpecau

[POW3BOACTBGHHEIX TTOMAAOK B COOTBETCTEHME C EPE Saasmav_ GME {«TIpasnma wamexameil

TPOH3BOACTREHHOR NPAKTHKM?) B PErHCTPAIHOEROH 10 i fﬁﬂﬁﬂ-ﬁf?ﬁﬁﬁ@%ﬂ.

3: Boe pe3ybTATEl aHATH3A ¥ 320HCH GELIH paccMo 1#;!{23%@&19@51:1 s cooTserereun ¢ GMP,
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4. BLimy I KaX#e-THO0 OTKMOHEHHS OT MPOM3BOACTBEHHONO MPONEccd, KACAMINHECH KAUBCTBA
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3A0 «3n0-3n0posber

142103, Pocens, Mockosckarx 06nacTs,
Hoponsek, yin. Kenesnomoposksas, 1. 2
Ten./hake: +7(495) 419-20-64

JInuenana na ocyulecTeer e NPONSBOCTEA NEKAPCTBEHHLIX CPEACTE
Ne JI012-00102-77/00010736 (Na 00049-JIC) ot 20.10,2021 r.

Hanvenoeanne npenapara

Kox npenapara
Homep cepnn
O6bem cepun

Jata npoussoacTea
Tomen o

Hara anannza
AHA/TH3 NpOBEAEH N0

ITACIHOPT N 0919/25

759

1100525

6 227 wT. yaKoBok
15.05.2025
30.04.2029
27.05.2025 r.

He-Hon® rabierku, noKpsIThIe DIeHouRO oGonouxoii, 120 mr, Ne 112

CII-KO-0701-0124-10 «de-Hon® Tabaerku, MOKpeITLIE MAeH09HON obonouwoit, 120 mr»
HIL T N612626/01-161117 «/le-Hoa® tatnerrn, NIOKPEITLIE MWICHOYHOIH ofon0YKoil,
120 mrw, Mismenennsv No 1, Ne 2, No 3, No 4, Mo 5 i HILL

Haumenosanne TpeGosatus HopMaTHBHOH PesyibTaTE HOMEITaHHA
fokaszaTenei AOKYMEHTAUMH
Ommcanue Kpyrisie IBOAKOBBITYKITEIE Tabietsy, | Kpyrisie ABosKOBEITYKIEE TAGNETKH, NOKPLITHE

ITOKpETEE 0GEN0YKOH KpeMoro-Genoro ugeta,
¢ Hagnueelo «gbr 152», BRpIaefenunoil Ha
OOHOH CTOPOHE, H rpadi¥ecKuM PHCVHKOM B
BIE KBAAPATE C MPEPEIBHCTLIMMK CTOPOHAME H
JAKPYIACHHBIMA YIIAMH, BLIZABISHHEIM Ha
Jpyroii.

0B0no4Ko# KpEMOBO-0EI0ro 1UBETA, € HAANNGLIO
«gbr 132y, esimasnennoll Ha oawoil cTopowe, u
TpadHUecKHM  PHCYHKOM B BHAE KBajpata c
TPCPLIDHCTEIMKE - CTOPOHAMU M 33KPYTIEHHEIMY
¥rIamK, BEIOEBACHHEIM He npyrofi.

HonnuusoeTs:
- BHomyT

- IInTpar

- Kanuii

KatecTrenRad pEakiHa Ha BHOMYT,

€ THOMOTCBHION B UDPHCYTCTEHH 830THOMH
KHCAOTE obpazyercs TEMHO-AKBNTOL
UK}'JHLL[HB&HHE

KaqecTs¢Htan peakuns Ha UHTPaT.

C cynuaToM pryTH N MEPMAHTAHATOM KAl
TPOMCXONHT oBecUBe  HEAHNE PACTRODE KK
nepManrasata i ofpazosanue Senoro ocatka
Kavecrsernas peakuma Ha kami.

C koBanETHHHTPHTOM HETPHA B HPHCYTCTEHH
YKCYCHOW KHCIOTE O6pasyeTcs OopuHmesn-
SCENTBIH OcaIok

C  THOMOUEBMHO B [OPHCYTCTBHH  a30THOH
KHCOTR 00pazyeTes TEMHO-EITOS OKPALTBARHE

C cynndaTos prytd W TEPMAHTAHATOM KaTHA
OPOHCKOIHT oBectBeYHBAHIE pACTEOPR  KAanMHA
nepMarTanata i o8pazonanie Henaro ocamen

C KOBanbTHHHTPHTOM HOTPHA B TIDHCYTCTBHE
YKCYCHOH KHCTOTE! 00PA3YETCs OPaHIKERO-IKENTEIH
0CAfioK

OHOpOAHOCTE MACEEL, MT

oT 429,53 Mr 1o 442,5 mr
18/20 tabnerox - we Gonee £ 3 %
2/20 tabnerok - He Gonee = 10 %

435,1
Or—13% 10 +13%

| Pacnanaemocrs, MEH.

He Gonee 15 munyr

OMHOPOAHOCTE
HOZHPORAHHS

Jng 10 eauuny wenzryemoro npenapara
(n=10), AV =L1;

HItH ana 30 exmnun (no= 30), AV < L1 o see
JHAMEHHS X YNOBNETROPSIOT HEPABEHCTBY
IM-x| < 0,01=L2xM :

KomigecTrernoe
OTIPENENCHHE, Mr
Oxcun sucmyTa

Ot 114 mr g0 126 Mr
(0T 95 % a0 105 % oT 30ABNENHONO KOMHYECTEA
OKCHIA BHEMYTA)

Muipobronorieckas
HHoTOTE

OBuiee 4HCI0 AIPOdHbIX MHKPGOPTEHNAMOE —
He Gonee I KOE s 1 1.

OBluee 9HCI0 OPOMKKERETE 0 NITECHERRIX TpuboR
— He Gomee 1P KOE® I 1.
OtcyreTene Escherichiacolin 1 T,

‘ii. '»‘”".-f: o e 10“.{(”:5“\43“
Obwee gueno aspoGHsi ,m;& 1 lﬁrggﬁﬁﬁﬁf@ N ;y
Meneel(*KOEB 1 1.  “Eiizeqrae]
OBuice 9HENO APOKIKERLIX i NACCHEBRIX rpHEOR
menee IO KOE® | r.

Escherichia coli otcyterayer s 1 r.
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HaumeHosaHre TpeGoBaHKA HOPMATHBHOMN PeaynsTarTsl MCNBTRHUHA
mﬂnwasarenei& JIOKYMEHTAIHH

Yrnaroska Mo & tadnerox B fGmucrepe u3  doneru | [lo § tafnerox B Gnucrepe W3 PONLETH ATMOMHANEROH W HOTBIH
amoMMHHeBoH B DOMErH  AmoMMHMEBOH | amOMMHWEROH IUMUHHPOBAHHOH,

TaMHHUDPOBAHHOM. TMo 14 Guuerepos sMecTe ¢ HHCTPYKITHCH MO MPHMEHSHNK, KOi
[To 14 GEMCTCPOE BMECTS © WHCTPYKUWER mo | HucTpyxumm «90006723/10», «I1-758 (759, 790)-06-03», s
TIPHMEHEHHIO B KAPTOHHOH TTd4KeE, KapTOHHOH MmaMKe,

MapkHpoeka Ha Baucmepe Ha pycckos fibke yrasmemom: | He Gaucmepe Ha  pYeckoM A3uKe YKazaa! TOProRoe
TOPTOBOE HEUMEHOBAHME npenapara ¢ | HAMMEHOBAHME MPENAPATA C TPEAYNPEIUTETLHOH MApkHpORKOH
NpelynpennuTensHoi MEPKHPOBKOi ®; | ® «IE-HOJ®; rpynndposoyHos HAWMEHOBAHHE «BHCMYTa
FPYNMHPOROTHOE  HAWMEHOBAHHE  ((BHCMYTA | TPHKANMS OROUTPATS, HA3BARMS W CTPAHA BIAKCTRUA
TPHKATHA [HUATPATy); HAlBaHMe M CTPAHY | PerHCTRAIHOHIOTD YOOCTOREpEHMA «YEIJIADAPM
BlANENbUA PETHCTPALHORHOTO YAOCTOBEpeHHs; | ApuHaiivMutresn I'maX, Depmannsay; gosuposka «120 mox
JOSHPOBRY: HOMCP CCPHM, CPOX TOAHOCTH (MM | nosmcp cepy «1 100525 cpor roanoctn «04 20295, 3280/1CK0R
FErT); MOrYT GBITh YEA3AHRl 3RB0JCKHE KOOB | Xoa ymakonxy «20006635/10s,

YTIAKORKYY/ TIEpeMERNAN TexXHHYeckan
HH(pOpPMamI. Ha x " )
Ha wkapmonnoi nawke Ra pyccken Risike APIMOHHOU NAKe HA PYCCKOM AIVIKE PRAIAHO: TOprozoe
VKETE@IOM: TOPTDBOE HAHMEHDBANNE NPENapaTa HW““‘]B”“"“@:]PMBWT& & MPANYTPEINTEALHOA MEpiHpaBkoll
¢  mpeaynpeawrensioll  Mapeuposkod ® «IE-HOJI®s: l'p}"m"[HpﬂBOHHOC HAUMEHOBAHHE «BHCMYTA
[DYTINMpOBOYHOE  HAWMEHOBAME  (4BHEMYTA TPHKANHA AHUHTPAT?, nc:capc‘rauuulm.ﬂ dopma «:i[alﬁ.vw:rlcv.ii
TPHKATMA THIHTDATY); MEKAPCTREHHYIO (OPMY: NOKPLITLIE nne;-llmrﬂnﬁi?ﬁmolumn», ,umr-{p.om:a «120 nr»;
LOSHPOEKY; COCTAB B DEfakuHW: «] TabmeTKa COCTaB B E:c,uamlm. «l rabnerra cogepsuT: leficTaywmee
comepuT: [eHereyromes Bemecrso! BremyTa sewiectso: Buemyta TpHKaina AULHTPAT (8 mepectere H_a
TDHKATAA AMUKTPAT (8 Nepecvere mA OKCHA okena  Buemyta  BihOs) 3046 mr (1200 Ml):
sucwyra  BiOs) 3046 wmr (1200 wr), BenomorareisHile _ BewecTsa: €M,  MHCTpyKuMioN;
B CTIOMOrATCIBHAIE BELIECTBA: M, HHCTPYKIDHO. KONHYCCTBO TadneTor 8 ynakomke «112 Tabaeromy; ynn&:;mf
onrerss o 3 s, scow | TSI SO 1B bty e e B
APRHOE crlowﬁ. ApHT RO prAm e ftﬂm{ JOUONHITENEHEE HAITHeH ¢ Mapkepami: «XPOHIYECKHHA
MPHEMK BHYFPE.»; LOTOMHHTCNBHAC HANHCH C | f) crppn . capPHHAS BOJIE3Hby»: «Bakrepruunanas
mapiepam:  «XPOHHYECKWH TACTPUT»; ’ " k& .
«A3BEHHAA BOMNE3Hb»; «Baxrepunninan AKTHBHOCTHL B oTHGI.I.'IEHI_!l.i ‘H. pylorin;
O e S W[ﬁﬁ»; «IIpoTHBOBOCNANHTENLHOE mefieTeHe, «('_')ﬁpmye"r.
(TIPOTHBOBOCTIRTHTE B HOE aeficrangy; | SAWBTHYIO NAEHKY Ha n?Beprﬂz'rH I & 3p‘oz.tm>:-, amslmmﬂ
«OBpasyeT SAULTHYIO MUSHKY HQ MOBEPXHOCTH OH3adHa B BHAE J‘Eiil,.l'tHLKOH OYKBLL «I_J):-, y.r.nuns-m OTIIyCKa
538 M 3po3uin; INEMCHT JH3EHHE B BMIE «Wrnyck uy antek; fes p%uen'ra.», e A
NaTHHCKOM OyKBEL «Dw; yenosis  oTnyeka; | Lolnck: «Xpannts B HOAGyEYRAOM. 20 nef'en METIE
NpenyTpesHTENLEyIO  HANMMCL! «XpaHMTL B HA3BAHHME M CTPAHA  BHANENLOE  PCrHCTPALMOHHOrO
HEAOCTYTIHOM [UIA [eTell MecTe.w; HasBaHHe | | JAOCTOBCPCHiR «Bnansnen Pem‘fomum’"“gm
crpany e G DEFHETPAUHOIHOTD i:f“’“"”m""m YEILTADAPM Apuuaﬁmuﬂ__wm I'mbX,
yIOCTORCDSHNS, €TO JIOTOTHN (rpadwdcckoe | | SPMAHHSY, ero  NOTOTHI "(rpmbnqecxom HBD&?})&}KGHHE H
uaobpakedne n wasnuer “CHEPLAFHARM sannuce “CHEPLAPHARM ‘GyKBEI,MHJrﬂTHHCKDfDﬂJTEpﬂI!HTB}.
GyxBamMH natMHCkoro andamira); HaIBAMHE, WE3BAHWS, CTPARA, GAPEC, TEME(OHADAKC MPOMIBOTHTEAR
cTpany, anpec, Tenedonfbake npoussouTEns, «llpomssoauTens: 3A0 «3n0-3noposker
HOMED  PETHCTPALMOHHOTG  YOOCTOBEDEHNA, g 14210?‘“_’{0:“““" ofmacrs,
TepeMeHEne  JaHHeie  (HOMEp CepHM, CPOK I “ommﬂf"’m' fiﬂﬂgﬂ,ﬂﬂpDMHﬂﬂ, R 2
FOXHOCTH B penakumn «I oneu:») ¥ HHbOPMATHK ggﬂ:m:‘f‘; "'"7?31;3“;05:_; ﬂf:;; e
NS MOHHTOPHHTE NBHIKEHM feKADCTEEHHOTO «Per.pypﬂow:fepeunal'”\?}ﬁ’lll 626.’01:;»'
TIPENApaTa OT HpOWIBOAMTENd G ! 5 2
NOTPEBUTERS: [FTPHK-KOL: MO CPEMEHHRBIE JIAHAEIE:
- i v (%.-.;Ha: 1?00535».
TeXHIYECKaT HHbOpMas, & 53 en: 04 2029»,

FHHPPMAIHS A MOHUTOPHETR JIBHAGHHA JEKAPCTBEHHOMO

}m-pr, paTa 0T NpOHIROAUTENT 10 KOHeUHOro noTpebnTens:

aData Matrioy

G TIN: 04260747722290»,

' @§/N:» ¢ ykasauypeM WHIHBHAYATEHOTO CEPHATHIELMOHHOIO

. | Homepa mauxu;
“ orrpmx-kon «4260747722290»;
3ABOACKME KONE! YNakoski «90006722/10», «I1-759-112-05-04x».
XpaHeHHe TIp¥ TeMNEpaType He Beime 25 C Tlpw Temneparype Re srime 25 °C
Cpox ronsoetH | 4 roga 4 rozma

Baxnrouenue: Jlexkapcmeennvii npenapam [e-Hon® mabnemky, noxpwimeie nienounoil o8oroyxod,
120 m2 Ne 112 cepuu 11003235, coomsememeyem mpeGosanisim 6 YaAcHil RPOSEPEHHBIX HOKAZIMENET,

HauansHUK oTaena KOHTPOJIA KadecTra

Hexpunckas O.E.
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