®-0000000555-05
3A0 «(3u0-3n0posne»
142103, Poccus, Mockosckas o6nacts,
Hononsck, yn. XenesHoaopokuas, 1. 2
Ten./thaxc: +7(495) 419-20-64

Jlnuensna na ocyimecTenenie npon3soacTEa JIEKAPCTBEHHBIX CPEACTR
Ne J1012-00102-77/00010736 (Nt 00049-JIC) o1 20.10,2021 .

Hanvenosanue npenapara

Kon npenapara
Homep cepun
O6bem cepun

Hata nponssonerea
Ioneu no

Hdara ananuza
Ananus nposenen mo

ITACIIOPT Ne1197/25

759

1380625

6 300 wr. ynakosox
24.06.2025
31.05.2029
07.07.2025 r.

He-Hon® raGnerru, HOKPEITHIE IVIeHOuNOii 060104Koil, 120 Mr, Ne 112

CT-K0-0701-0124-10 «/le-Hon® Tabnern, NORPLITLIE MIeHOYHOT obosoyroil, 120 Mr»

HJIIT N012626/01-161117 «[Te-Hon® Ta6nerin,
I.MZ,MLM!‘,MSRHI[.

120 mr», Mamenennsam Ne

NOKRPEITEIE IUTEHOYHOTT 00om0uKoii,

Hanmenonanne
nokazarenei

Tpeboranus nopmarueHol
NOKYMEHTALHH

PesynbTars Henbitanui

Onucanne

Kpyrazie ABOAKOBLITYKIEIE Tadherku,
noxpLiTele obonoukoii kpemoso-Genoro usera,
¢ Hanmuceio «gbr 152w, muinasnedsoll ma
olHOH cTOponE, W rpadHYecium PHCYHKOM B
BHAC KBAJPATA C NPEPRIBHCTRIMH CTOPOHAMH |
SAKPYTNEHHLIMHA YrnaMH, BEIZABJAGHHBIM Ha
Apyroi.

Kpyrawie asosxossinyimsie TaGneTi, MOKPLITEIE
oBonouKol KpeMOBO-6enoro uBeTa, ¢ HANTHCHIO
«gbr 152», snigasacunodl Ha omnolf ¢TOpOHE, H
rpadHYeCKHM  PHCYHKOM B BuAe KBagpata ¢
HPE]’JHBHCTB[MH GTG[JDHE!MM H 3aKp}'FJ'IBHHHMH
YTJlaMH, BEIAABJACHHRIM HA APYTOH,

MoAnHHHOCTE:
- Buemyr

= Lutpar

- Kanuii

Kauectsenias pearius Ha BHCMYT,

C rtHoMmouenwHOH B mpHeYTCTBHM a3oTHOM
KHCIIOTE] oﬁpuzye rcH TEMHO=3KenToe
OKpAlHRAHKE

Kaveernenyan peaxups na LHTpAT.

C cynuhatom pryTH M mepMaHranaToM KanHs
ApoHCXONHT obeclUse nBaHHE PacTBOPA KamHs
nepmanranara 1 ofipasonanye Genaro ocaica
KauecToennan peakuma 1a kanuil,

C kOBansTHHHTPHTOM HATPUA B NPHCYTCTEHH
ykeycuoil  wucnothi  ofpasyercs QpamKeno-
Kenteili ocajox

C  TuoMOYeBMHON B mpHCYTCTEMH  asotHol
KHCNOTE! 06pasyeTes TeMHO-KENTOE OKpaIIHBAHIE

C cynsatom pPrytH W nEpMaHTaHATOM Kaius
NPOHEXOAKT ODECUBEYHBAHNE pPACTROPA  KAMHS
nepManranata i oGpasosanue Geforo ocajka

C koGaneTHHHTPHTOM uaTpus B MPHEYTCTEHH
YKCYCHOH KHENOTH! 06pasyeTes opaHKCBO-KenTL
ocanoK

Ounoponnocts Macest, Mr | ot 429,5 mr 10 442,5 Mr 4342
18/20 TaBnerox - ne Gonee = 5 % Or-=1,1% a0 +23%
2/20 rabnerox - ne Gonee + 10 %
PacnagaemMocts, Mi, He Bonee 15 munyr 6 al
Ouanopoanoers HAns 10 emunin nenmryenmoro npengpara
JNOIHPOBAKHA (n=10), AV=L1; 1.
Hnw ana 30 enrnnn (n = 30), AV < L1 u pee AV =22
SHAUCHHA X YNOBNETBOPIOT HepaBeHcTRy :
[M-xi| < 0,01%1,2xM
Konuuectsennoe O7 114 Mr g0 126 Mr 121
OTpCHEneHHe, M. (01 95 % no 105 % ot sassnennoro konuyecrsa (101 %)
Oxkena BueMyTa OKCH/AA BHEMYTA)
MukpoGuonoruyecias Kateropug 3A.
HHCTOTA OBuee 9ncio aspobusmx MHKpoopranssmor — | OBLiee YHEND a3pofHE
He Gosiee 10° KOE & 11, meree10? KOBET-r. .0 i

OBuiee uneno AponokesLIx 1 nnecHessix rpuborn
—1le Gonee 10 KOE® 1 r.

Oreyrersue Escherichia colin i v,

O6uwee uncd

S
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AMOMHHHEBOH M anoMHHHeBoH
NAMHHHPOBAHHOH,
[To 14 GnucTepon BMECTe C MHCTPYKUMEH 1O

MPHMEHCHHIO B KAPTOHHDI natke.

thoneru

Haumenosanue Tpebosanua HOPMATHBHOH PeaynsTaTsl HenbITaRAH
noKazaTene JOKYMEHTALMH
Ynakoska Tlo & tabnetox & OGmncrepe w3  (onerd | Ilo & TaGnerox s Gancrepe u3 onsri alioMHHHER0H | doONLTH

AMOMHHREROH TAMHHHPORAHHOH, '

o 14 Gaxcrepor BMecTe ¢ HHCTPYHEH 0 NPHMEHEHHID, KOA
wncTpykman  «20006723/10n, «H-758 (759, 790)-06-03», &
KapToHHOH nagke,

Mapxnposka

Hea fnucmiepe Ha pYCCKOM ASVIKE PRA3LIBRION:
TOPrOBOE  HAMMCHOBAHWE — TIpenapara  ©
ApcaynpeauTenbHof MapkuposKol @,
IPYNNMPOBOYHOE  HauMeHoRaHHe  (KBHCMYTA
TPHKANHA AHUMTPATY), HA3BAHNC M CTPAHY
BNnaJielbLa pe[‘HCTPﬂuIiDHHOI"O }'.{LDCTDEGPC]-!HF];
JDINPOBKY; HOMEp CEpHE, CPOK FOAHOCTH (MM
rrer); MorytT ObiTh YKA3AHEI 33aBOJCKME KOIEI
yrakonkH/nepeMentan TEXHHYECKa
HH(JopMalHa,

Ha wxapmonnoli nauxe kg pyccrosm A3uike
PEQILGQION: TOProBOE HAHMCHOBaHHE NpEnapara
C  NpeaynpeoMTensHoil  MapKHpoBkoH B
IpYNIApOBOTHOE  HaMMenopanue  («BHCMYTa
TpHKANHA AHLHTPATH); IEKapCTEEHHYID (opMmy;
Zo3HpOBKY, cocTas B pemakunn: «1 Tabneria
coneprut: Meficrsyiouge nemectso: BuocMyTa
TPHK&AHA JWUHUTPAT (B MEpecyeTe Ha OKCHI
pucMyTa  Bia0z) 3046 wmr (120,00 wr).
BenosorarensHbIe BELILECTRAL CM. HHCTP_‘{KUHIQ.»;
KONKHMECTHO TAGNETOK B YNAKOBKE, YCIOBHA
XpaHenna; cnocod NpHMEHEHNS B PLAAKLKK «Jlng
npUeMa BRYTRE.N; JOTONHUTENEHEIC HAAMHCH €
mapkepamit:  «XPOHMUECKMHA TACTPHT»;
«SI3BEHHAS BOJIE3Hby,  «BakrepuumjHan
acrHpHOCTE B orHowennn  H. pyloris
«[TpoTHBOBOCTIANTHTEIEHOES neHcTeHey;
«OBpazyeT 3aUTHYIO TNSHKY HAa NOBEPXHOCTH
438 ¥ 2po3niin; oaneMedT AHlafima B BHAe
naruuckoil  Gyxeet  «D»;  yenosus  OTTyCKaE;
(PEAYIPCOHTCIBHYIO HANMMCE! «XpaHuTe B
HEJIOCTYNHOM s ,H.GT":H MECTE. B, Ha3BaHHe W
crpany BlafenkIa PErHCTPALIHONHOTD
yaOCTORGpCRHA, 610 JIoroTHN  (rpadiyeckos
wiobpawenne u nmagnucs “CHEPLAPHARM”
GyxpaMy  JIaTHHCKQrO  amasuta);, Ha3paHue,
crpany, agpec, Tenedon/axc NpOHIBOAMTES,
HOMED DGFHCTPBHHU}IHDFD YHOCTOREPCHAL]
TiepeMeHHLIe  faHHBIE  (HOMEp  CEPHH, CPOK
FOJHOCTH B peaakuny «T0NeR:») H NNQOopMAaLHIo
A MOHHTOPHHTA JBIUKCHHA JIEKApCTRSHHOIO
ﬂp&l‘mpa‘fa oT H]]DHSBUHHTGJIH JI0 KOHCHUHOrO
noTpelHTeNn; WTpHX-ko; Moryt GsiTh ykazans!
3AR0ACKHE KOJbI yNaKoBKH/MepEMEHHas
TexHHTecKan HihopMaLH,

Ha faucmepe na  pyccKost AJbiKe  YKa3aHo: TOProBoc
HAAMCHOBAHKE NPENapaTa ¢ MpeAynpeaTelsHOH MapxHPOBKOH
® «OE-HOJI®:; rpynnuposouHoe HAUMCHOBAHHE «BHCMYTA
TPHRANNA  AHUHTPAT?, HAZBAHMC M CTpaHa Bjauelibla
PETHMCTPALHOHHOTO YIOCTOBEPEHNA EILA®RAPM
Apunaiivurreas TmoX, Nepmaunny; gosuposka «120 mry;
noMep cepin «1380623»; cpok roaHocTw «05 2029», 3asonckoi
Koz ynakonin «90006635/10».

Ha xapmioHHol NQUKe HE PYCCKOM A3bIKE PRA3ANG! TOPTOROE
HauMeHORaHHAE NPCeHapara ¢ NpeiyNpeanTensHol MapKHPOBKOH
® IE-HOJN®»; rpynmHpOBOYHOC HAHMEHOBAHHE €BHCMYTS
TpHKAAHE JMINITPATY; nekapersenHas (opma «Tabaeriu,
noKpLITEIE TUIeHouHO ofosoukoiin; nosuposka «120 mr
coctan b penacipii; «1 TaGaerxa copepant: Heitcrayouee
BeniecTBo: BucMyTa TPHKAANA AMUMTPAT (B mepecdere Ha
oenx  BucmyTa  Bi0s) 3046  wmr (1200 mr).
BemomoraTe/lsHBIE  BEMIECTBA:  CM.  HHCTPYKIHIO.N
koauvectso Tabierox o ynawosxe «112 Tabneror»; yCIOBHA
XpanenHa «XpaHuTh npn Temmepatype we Beime 25 'Co;
criocof npHMEHEHHE B pemakuui «[ns npuemMa BHYTpE,
JIOMONHHTEALHLIE HALNHCH © MApKCPaMH: «XPOHWYECKHH
TACTPHT»; «JI3BEHHAS BOJIEIHD»; «Bakrepnunanas
AKTHBHOCTE B OTHOLICHHN H. pylardy;
«IIpoTHEOBOCTANNTENEHOR peficTRHEN; «QObpaayer
FAUITHYI0 NISHICY HA NMOBEPXHOCTH A3B B 3PO3HTTN; DNCMEHT
mmzafing B aupe natudokoil Gyxsel «Dy; ycmosms OTRycka
«Ornye u3 anvex: O3 peuenTan; NPeAYNpeRHTE/ibHAd
HANMHCh; «XPAHUTE B HENOCTYNHOM 4408 AeTeil MecTem,
HaspaMMe M CTPARA  BNANGNLUA  PETHCTPALMOHHONO
YJOCTOBEPCHHS «Bnagenen perficTpauHoHHOro
yoocrosepenis: YEILIA®APM  Apuuaitvrrens TnbX,
Iepvannna», ero Jorotun (rpadrueckoe nsoBpawkeHue W
nagmics “CHEPLAPHARM? Gyxknamu sarHHekoro anpanuTa);
HA3BaHMe, CTpana, aapec, Tenedon/jaxc TpoONIROAHTENA
«IIpoussopurent: 3A0 «3n0-3nopoenen

Poceun, 142103, MockoBcrnan ofaacTs,

r. [ogoasek, ya. eneaHogoponcaas, 4, 2

Ten./are; +7(495) 419-20-64».

HOMED pemmpauum-moru y,D.DﬂTﬂBepEHHH

«Per. ynocrosepenne I1 NO12626/01»;

MEPEMEARBIC JAHHLIC:

«Cepun: 1380625»,

«Topen: 052029,

HHtlmpMﬂ[lHl'l Ina MOHHTODHHIR JBHXCHHA NEeKApPCTREHHOID
Tipenapata o NPORIBOMHTENR /10 KOHEHHOro noTpebuTena:
«Data Matrixn;

«GTIN: 04260747722290»,

«5/N:» ¢ ykajanHeM HHANBHAYANBHOrO CEpPHANN3ALHOHHOD
HOMEpa MavKy;

urrpux-kos «4260747722290x,;

aapojeKHe Kotk yrakonin «90006722/10», «T1-759-112-05-04».

Xpanenue

Tpu TemmiepaType He Builtie 25 'C

Tpu TemMnepaType ne seiwe 25 °C

Cpox roHecTH

4 rona

4 roma

-

Sarsiogenne: Jlexgpemsennusiil  npenapam Je-Hon® mabremiy, noxpuimete hienounoi o0Bono4Kod,

120 Mz Ne 112 cepuu 1380625, coomsememayem mpeGoeaiusm 6 Yacmuy RpOsEpeNHbix nokasamene.

W.o. HavaILHMKA OTAENIA KOHTPOJIA KauecTBa

Cadonosa M.IO.

Honucrnochts
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PASPENIEHUE
HA BBIITYCK I'OTOBOT'O ITIPOITYKTA No 1228/25

Toprosoe nauveHoBaN#e Mpenapara He-Hon®
Mexnynapoasoe HETIaTCHTOBAHHOE
HauMEHOBaHHE (TpynnupoBoyHoe WK BuemyTa Tpukamis quumTpar
XUMHYECKoe)
JlexapcTeennas Gopma TabneTku, NOKPEITEIE IIEHOUHOH 060I04Kol]
Hosuposka 120 mr

. Tabnerks, moKpeITLIE MICHOYHOM obooukoii,
Dopma BEIMyCKa 120 mr

(6ucrep) 8 x 14 (mauxa xapTonHas)

Howmep cepun 1380625
O6sem cepun 6 300 mr. ymakosok
Hara npoussosicTea 24.06.2025
Tones no 31.05.2029
Haumenopanwe u ampec npouM3BomuTens 3aKpEITOE AKLMOHEPHOE OBIIEcTEO
(mpomzBoACTRO, [EpBHYHAs ynaxoeka, | «3uO-3noposse» (3A0 «3u0-3x0poBsey),
BTOpHUHAas/ToTpeGHTENbCKAS yITaKoBKa, Pocens, 142103 Mockosekas o611,
BRITTYCKAIOLIHA KOHTPONE KAYECTRA) r. Ilomonsck, yn. Kenesnomopoxuas, 1. 2

Junensua Ne JI012-00102-77/00010736
(N 00049-JIC) ot 20.10.2021 1.
CepTurraT COOTEETCTRHS TpeGOBAHMAM ITparmn
HaaeXalel NPOAIBO/ICTBEHHON MPaKTHKH
EBpa3suitckoro skoHOMHYECKOr0 CO03a

Ne GMP/EAEU/RU/01442-2024 ot 15.08.2024 1,

Homep " nata PETHCTPalMOHHOTO TIN012626/01 or 23.08.2010 .
YIAOCTOBEPEHHS (nata Brecenus usmeneruit B PY 21.06.2023 1)

HIIINO012626/01-161117,

Howep kopmaTBHOl RokymenTaltHA Mamenenng k HANe 1, No2, Ne 3, Ne 4, No 5

HEIUVIAD®APM Apunaiivurrens I'mM6X,

HauvenosanKe i apec gepiatess Tepmanus/CHEPLAPHARM Arzneimitte] GmbH,

PETHETPAIHOHEOTO YHOCTOREpeHIty Ziegelhof 24,17489 Greifswald, Germany
PEIHOK MOCTABKH IPOAYKIHK Pocenst
Homep nacniopra 1197/25
1. Tontaepcnaro, 4TO BBINEYKA3AHHAS CEPHA  JIGKAPCTBEHHOIO NPENapaTa RBEITYCKASTCH B
obpaiiense.
2. lapanThpyio, uTo RBNUEYKA3AHHAL HHQOPMAIMA NOANMHEA M DBepHL. DTa cepHa Oniia

[POM3BENEHA, BKIIOHWAS YNAKOBKY ¥ KOHTPOJL KAYECTBA, 1O YKAIAHHEIM BBIIIE azmpecam
T[IPOH3BOMCTREHHBIX MIIOWEANOK B COOTBETCTBUH ¢ TpeGopanmamMu GMP («ITpapuma wmammemareit
TIPOU3BOACTBEHHON MPAKTHKHY) 1 Peructpaumnonnoi goxymenTamuelt na NPORYKT,

3, Bee pesysprarer aHamusa u 3amucH GEUIH PACCMOTPEHE! H onofipersl B cootBereTeHy ¢ GMP,
TEXHHHECKHMH cornameniamy ¥ COrauleHHsMH [0 Ka4ecTny.
4. Brima s xaxmwe-mbo oTkIOHeHHS oT HPOH3BONCTBEHHOIO NPOIIECcCa, KACAIOLIMECH KAYECTEA
NPOAYKLIHHK:
& Her O da “ﬂﬁ%
RPN 009, O
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Hlata primycka » obpaierns; A5 .0 ¥ . L4045




.
‘
.
i
. i
L
o f M
i, %0 K
i
v N
'




