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D-(000000555-05
3A0 «3u0-3poposLen

142103, Pocensd, Mocrorckast 0BracTs,
[Togomsek, yn, MenesHonoponsas, L 2
Ten./ipaxe: +7(495) 419-20-64

JIHUEH3HS HA OCYNIECTRNEHHE TPON3BOACTEA IEKAPCTBEHHLIX CPEACTR
Ne JI012-00102-77/00010736 (Ne 00049-JIC) ot 20.10.2021 1,

Hanmenoranne npenapara
Koa npenapara

Howmep cepum

Obsem cepun

JdaTa npousBoacTRA

Topgen po

Hata anainza
Auanus nposefen Mo

MACIIOPT Ne1635/25

758

1630825

12 705 mT. ynakosok
25.08.2025

31.07.2029

08.09.2025 r.

Jle-Hon® ra6iaerky, NoRpLITHIE MIeR04Holl 0Bo0uKoi, 120 mr, Ne 56

CI1-KO-0701-0124-10 «Te-Hon® radnersn, noxpuireie niedoqnoil 06oaouroi, 120 vm
H I N012626/01-161117 «de-Hon® radneTkn, nokpeiTele niaeHounof obomouxof,
120 mry, Hamenennam Ne 1, No 2, No 3, No 4, Ne 5 H/L.

Haumenonanue
noxazaTencH

TpeGosanua HopMaTHeROH
NOKYMEHTAIHA

PesyaeTarel HenuiTanui

Onucauue

Kpyranie JBOAKOBRINTYRIEIE TabnerkH,
nopETee 06on0MKoH KpeMoBo-GEnore UBeTa,
¢ Hamnucelo «gbr 152», BemasnenHof HA
ofHol CcTOpOHE, M IPadHHECKHM PHCYHKOM B
BHOE KBAAPETA C [PEPRIBHCTEIMH CTOPOHAMH H
3AKPYTACHHBIMH  YIJIAMH, DBEIZARMEHHLIM Ha
Jipyrof,

Kpyrnsle ABOAKOBEINYKIBIE TAONETKH, MOKPEITEE
obonovkoit kKpemose-Henora UBEeTa; ¢ HAANHCRIO
wgbr 152», vnigasnesHodl Ha OANHCH cTopoHe, H
rpadiieckiuM  PHCYHKOM B BHAE KpRajpata c
MPepsISHCTEIMH - CTOPOHAMH  H  33KPYTNCHHBIMH
YINaMH, BEILABICHHEIM Ha APYTOH,

- Buemyt

- Ourpar

- Kanui

ﬂo;[.rrmn-mcm:

KauscrreHHan peaiig HE BHCMYT.

C rtHomouesHuOHl B TNpHeYTCTRHW  A30THOR
KHEAOTH ofpazyercs TEMHO-IKENTOS
CKpamIEBanne

Kadecrsennan pedkilia Ha HTPAT.

C cynubaTom pTYTH M TMCPMAHTAHATOM KAGWA
NPOHGXOANT 0DECIBEYHRAHHE PACTEOPA KaHi
nepManranara u ofpalosanne Genoro ocania
Kauecrpednai peakiis Ha kanqi,

C rofansTHHHTPHTOM HATPHA B NPHCYTCTEHH
yreyeHol  kucnoTeH 0OpasyeTeR  OpPAaHINEBO-
HEATEIH 0CanoK

C  THOMOueSBMHOW B IPUCYTCTBHH  a30THOH
KHENOTH OOPAIYETCA TEMHO-HENTOS OKPALINBANHE

C cynbatom pTYTH B TNEPMAHCEHATOM KANHS
nmponcxoguT obecuBeuHBaHHE PACTROPA KAIHA
nepmanranara i obpasopanke Genoro acaaka

C xofaibTHHUTPATOM HAETPHA B TIPHCYTCTBHA
YKCYOHOH KHONOTH 0BpA3YETes OpaHKeno-XKeThi
ocanoK

OAHOPOAHOETE MACCEL, MT'

or 429,5 Mr o 442,5 Mr
18/20 Tabnerok - He Honee + 5 %
2/20 Tabnerox - He Gosree + 10 %

4328
Or=09% mo +1,1 %

OxcHn BHeMyTa

PACNafaeMocTh, MHH, He Gonee 15 MunyT 7
Onnopoanocts JUts 10 enfHAN MeNEITYEMOTO TIpenapara
JIOFHPORAHYA (n=10), AV=LI; n=10
v Juia 30 eunn AV=22
IHAMEHHA X
[M-xil = 0,01%12
Konuvecrsenioe Ot 114 mr -fzf 118
OMpenenente, M, (ot 95 % so I3 & (98 %)

YHCTOTA

MupoGuonoridecian

OBiuee ren0 RapdGHOIHIIKE
ne Gonee 10° KOBR#l v
ObBmee yme/o gpoxciiegaid B
— ne Gonee 10 KOE s [ .
Oreyreraue Escherichiacolip 1 .

OBiee yncno aapolHEIX MHKPOOPTaunHIMOR
menes 1P KOEB I T,

Ofiee YHeno APoNGKEssIX | rlecHenrx Tprbon
menee IOKOEs 1T,

Escherichia coli oteyrereyerr 1 1,

Crp. 1 n32

WEmRR.
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Haumenopatie Tpebosanns nopMaTHBHOIM PesynsTarsl MCHbITAHHI

nokasarenei HOKYMEHTAIHH

Yrnaxoska llo 8 -rabnerox e Gmucrepe w3 domern | [To 8 Tabretok & Gaucreps w3 tonsry amovMuHACBOl 1 donkrK
amoMuHHCRON B (onetH  amoMuHucEoH | anoMuHMesoi NAMHHHPORAHHOH,

NaMHHUPORAHHOH, [o 7 Gancrepos BMESTE C HHETPYKLMEH NO MPHMEHEHUID, KO
ITo 7 GnHcTepos MecTe © HHCTPYKUMeH 70 | MHCTPYKUuH «90006723/10y, «I1-758 (759, 790)-06-03», o
NPHMEHEHUIO B KapPTOHHGH natke, KapTonHOf navke,

Mapicsposka Ha Gnuciepe na pycckom asvike yrasviamom: | Ha  Gaucmepe na  pyecrkom  azwiie PRaZaRo: TOPTOBOC
TOPTOROE  HAMMEHOBBHHC  [PENEpATs  C | HAMMEHOBAHHE MPENAPATA ¢ NPEAYNPCAHTENLHON MAPKHEORKOH
OpeaynpeinTesHokH MAPKHPOBKOH ®; | @ «AE-HOJ®); mynnuposouHoc HAHMCHOBAHHE «HICMYTH
TPYNNAPOBOUHOE  HUMMEHOBAHME  (4BMCMYTA | TPHKA/MMS [AHUHTPAT®; HA3BAHME M CTpaWa  BIANEABUE
TPHRAANA  AWIATRATY); HA3BAHHE W CTPAHY | PETHCTPALMOHHOTO YAOCTOREPERHA «HETLTIA®APM
DHRACIRLA DErHCTPALMOHHOTO yAocToRepedus; | Apumalimirrress TmGX, Nepmanmsn; nosuponia «120 mr;
AO3NPOBKY, HOMEP CepMM, CPOK TOAHOCTH (MM | HoMep cepHi «1630825x; cpok roasactr «07 2029 saroxckoit
ITIT), MoryT OwiTh YKa3aHbl 33BOJCKHE XOAR | koA ynaxoiH «2006635/10n.

YraKoBkH/epeMenHan TEXHHYECKan
HHDOPMaLHA,
Ha Kapmostnoll nauke wa pyeekoss miwke Ha rapionnoll naure na pyecios nsvike yRAIane: Toprosoe
PRA3016I0M: TOPFOBOE HAMMeHOBANHE penapaty | Hor o CBAHHE TIPCTIAPATA G NPEAYNPEANTE/LHOR MapKHDOBKOFE
¢ npenynpenutenchod  Mapkuposkoll | ®: ® «IE-HOJ®:; rpynnupoBOLHOS HAHMCHOBAHHE «BHCMYTA
[PYNMMPOBONHOE  HaHvcHOBaHWE  («mucyra | TPYEIMS AHUNTPATS, JlekapcToenmas dopma  «Tabaerwn,
TPUKNIA THUHTPATS): NeKAPCTROHHYIO (OPMY: MOKPLITEIE nieHouHoll ofonoukoiy; goivponka «120 mrs;
ROTHPOBKY; COCTAB B peakiit: «1 Tabnerxa | COCTAE B peiskuun: «I Tabmetsta comepmut: [lelicTaysomes
comepsint: Jletictayromee bemectso: Bucnyra | BOHUeCTRO: BuemyTa TpHEANUA AnuuTpaT (B nepecdere ua
tpuKAnMS Auiwrtpar (B nepecyere na oxemy | OFCMA  miemytR  Bi203) 3046  mr (1200 mr).
pemyta  BiOs) 3046 wmr (120,0  wr). Benoworatennunle  memectsa: oM. wHCTpYKIio®,
BenoMOraTONBIEIS BEUeCTBA: CM. HHCTpYKLiio,; | KOTHISCTRO 1afnerorx B ynakobke «56 TaGaerows; ywr:;am{
fonveomo._msetox b yraxouss yoruun | SPUEAe Kb i Teunpsrype we sue 25 “Co
ﬁg?:;:::”;'};:;?i nﬁ:ﬁﬁf:;};:liﬁuﬁgﬂ:mﬁnz AOTIOAHHTENEHEIC HAUHCH C MAPKCpAMI: «XPOHHYECKHI
Mapkepami:  «XPOHMYECKHH I ACTPHT:; IACTPHT»; «SA3BEHHAS EOJE3Hby; «BakrepuunEan
«SI3BEHHASL BOJIE3HDB»; «Baxrepuumuas | "KTHBHOCTS B OTHOUIeNII H. pyloris;
aNTHRHOCTE B oTwowemun  H,  pylori: «l[IpoTusoBoCHAfUTENLHOE Heficranes; «Obpazyer
T ——. AeficTauey; | FAVIITHYIO NACHKY HA T0BEPXHOCTH A3B it 3p03Nily; nement
«OBpa3yeT SaMMTHYIO MASHKY HA NOBEPXHOCTH Auzafina 8 oume mathuckofi Gykom «Dw»; yenomus ornycra
38 W SpolMily emenT mmsafia B mage | €OTOYER W3 anvew: Gey peuenTax; TPeAY IpeIHTE B
navumckoli Gyxnu «D»; yonomws oTnycka | MAATRCE! «XpPANNTE B HElOCTYHHOM AN AeTell mecTo),
NPeAYNPEeiHTENsHYIo  HAAMHCh! «Xpanwrs n | TOSRGHME W CTpAHE  BNATENBLR  PErHCTPALHOHHOCD
HCLOCTYMHOM Juis meTell MecTe.w; maspanme | 2 APCTOBEDCHHA «Baaneaen PETHCTRARHOHHOTD
crpany BnazeNbIE perrcTpaionsoro | YAocToBepenn: HEIUTADAPM  Apusaiimprrean 'nbX,
YHOCTOREpSHUS, ero soromun  (rpajueckoe l'epnmm:.‘fm, Ero  JOFOTHN “(rpu(!m‘mctme wiolpamenne o
wzoBpaienne ¥ Haamucr “CHEPLAPHARM» | Hoankcs “CHEPLAPHARM?” Gyxsavy natunekoro andasyra);
ByksaMH  NaTHEckoro andaputa); mazsauye, | NOOBAHWS, CTpana, afpec, Toneqom/(pakc npoHssozuTens
cTpany, ampec, Tenedon/axc npomspomuress, | “TAPONIBOANTENL: 3A0 «3uO-310p0sLen
HOMEp  PErMCTPALHOHHONO  YAOCTOREDEHHA, Pocens, 142103, Mockosekas 06nacTs,
NCpEMEHHBIE JaHHLIE (HOMEP CepHW, CpoK | ° Tonosbek, ya. eaeauogopomuas, 1. 2
rojiHocTH B peaakii «Togem:y) U uugopvawmo | | e/ Pare: +7(495) 419-20-64»,
AN MOHHTOHHTE JBIDKeHA nexaperaeHioro | NOMED p::n‘mrpammﬂunm YAOCTOREPEHHS
npenapaTa OT mpOMIBOMMTENN M0 Kosewmoro | <FCT YAocToBepeniie II ND12626/01x;
HOTPEGHTEN; INTPHX-KOM; MOFYT GhiTs ykasanp | ToPCMEHRBIC aHHEIE:
FAROACKHE KOEI ynaxomks/mepesenag | <Cepua: 1630815y,
Texinaeckan nadopManns, «lonen: 07 2029,

HHQODMAUHA [N MOHHTODHHTA JBIKCHWA JICKADCTREHHOIO

TpEltapaTa OT NPOMIROAKTENN A0 KOHEYHOro oTpebuTens:

«Data Matrixn;

«GTIN: 04260747722283»,

«5MN» © yemaHvem HHINBHAYANGHOTO CCPHATHIAUHOHHOTD

ROMEpA MaUKH;

wTphx-kon «d2607477222835;

JABOJICKHE KO/IL Yrakosiy «000F 'M‘M)zox.;‘c}{{ﬂﬁ_ﬁ 56-03-04x.

Kpanenue Mpn TEMNEPATYPE HE BRIIIE 25 'C Tpu TeMiepatype He Bbl S,HQJL,‘MH; T

Cpox roanoctd | 4 rona 4 rona

3akmouenupe:

120 ma Ne 56 cepuu 1630825, coomeememeyem mpe6osanuan e uacmu npos
HavansHux oTnena KOHTpONA KavecTsa

Jexapcmeennntii  npenapam  e-Hor®

Hesxeuucxas O.E.

mabnemu, mmp i

Honaenoeme
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PASPELNIEHHE
HA BBIIIYCK TOTOBOTI'O ITIPOJIYKTA N 1662/25
Toprosoe HauMeHOBAaHKE MpenapaTa He-Hon® ]
Mexnmynapommoe HEIIATEHTOBAKHOE
HAHMEHORAHME (rpynmHposoUHOe HITH BricMyTa TpHKATHA THUETPAT
XHMHYECKOe)
JlexapereenHas hopma Tabnerks, TOKpEITEE IIEHOYHOMN 060109K0l
Hosuposka 120 mr
TabmeTxH, TOKPLITEe INeHoTHOH oGomouxoi,
Dopma BEITYCKA 120 mr
(6muctep) 8 x 7 (mauka xapTouHas)
Homep cepun 1630825
O6sem cepun 12 705 mt, ynaxosox
Mara npoussoncTra 25.08.2025
Tonen no 31.07.2029
HanMmenosanne H aIOpec NpPOH3BOLMTEN 3aKpHITOE AKIHOHEpHOE 06IECTE0
{(npowseomeTRo, HEepBHYHAS ymakoska, | «3u0-3noposse» (3A0 «3u0-3nopossey),
BTOpHYHas/TIoTpebHTenbCKas VIIaKOBKa, Poceus, 142103 Mockosckas o6ir.,
BEITYCKAIOLIMH KOHTPOIE KaYecTRa) ‘ r. [lonomsck, yn. Kenesnonopoxuas, 1, 2
Jlvmenaug Ne J1012-00102-77/00010736 .
- (Ne 00049-JIC) o1 20,10.2021 T,
CepTrurar cocTseTcTBUs TpeGoBanusy [Ipasun
HaIVISKALSH NPOHIBONCTESHION TPaKTHKH
Espasnuifcioro skoHoMmieckoro cooaa
No GMP/EAEU/RU/01442-2024 ot 15,08.2024 T,
Homep 4 gara PErUCTPALMORHOTO ITN012626/01 ot 23.08,2010 r,

YAOCTOBEPEHMST

(nata BrecerNs n3MeHennit & PY 21,06.2023 1)

Homep ropMarusHOll noKyMenTaTHH

HIITING12626/01-161117,
Mavenenus k HA Ne 1, No 2, No 3, Ne 4, No 5

HaumeroBaMHE U anpec TepiuATeNT
DErHCTPALMOHAOTO YAOCTOBEPEHH S

YEIUIA®APM Apnuaiivutrens [M6X,
Pepmanns/CHEPLAPHARM Arzneimitte] GmbH,
Ziegelhof 24,17489 Greifswald, Germany

| PBIHOK HOCTABKH [IPOIYKIHY

Pocens

Homep nacrnopra

1635/25

1. ITonrsepikaan, wTo BRILICYRA3AHHAL CSPHUA )
2. Tapantipyo, 4To BEIIIeyKasaHHan mmmwfﬁ
BEIIKOYaH yﬂdKDBKy H KOHTPOJIE KAYSCTR TG
B COOTBETCTBHM ¢ Tpebosanmamu GMP
Pernerpamionrolf zoxymentanuelt wa fip
3. Bee pesynsTarhl amamusa u JanEs
TeXHHUECKHMH cormawennavy i Cornames
4. Boinu jm Raxue-mifo OTKIOHGHM
TIPONYKIIHH:
2 Her

YIONEOMOYSHHOE JIHIIQ: @%

~ Hodnues

Hata srinmycka B obpamenue:

16. 09 .dols™

BCHHOI'O Npenapara BEITyCKaeTes B obpamenue,
fAHa 1 BepHa, D1a ceprx GpUTa npou3sedeHs,
;‘sga € ampecam NPOHIBOACTREHHELX ILIOWENOK

—

. A
i
'}"on?"‘-{ﬁﬁ

s

BBIIYCK I'OTOBOTO NMPOAYKTA PA3PEIIEH

HET

«3u0-370poebEs
YnonHamoyentog
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