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Jinuedaans HA OCYIIECTR/IEHIE IPOHIBOACTEA JEKAPCTBEHHEIX CPEACTB
Ne 00049-JIC o7 20,10.2021 1

HaumenoBanue npenapata

Kopg npenapara
Homep cepan
O6nem cepau

Hata npoussoacrea
I'ogen no:

Harta apannsa
AHaNu3 NpoBeEeH 1Mo

HACIHOPT Ne0893/22

790

1480622

22 102 mrr. ynakosox
20.06.2022
31.05.2026

29.06.2022 r.

He-Hon® Ta6eTicn, nokpriThie nuenounoii o6omoTxoi, 120 mr, Ne 32

CI-KO-0701-124-07 «[le-Hoa® TabueTicu, nokpriTsie naeHosnol 0GonouKoit, 120 mr»
HJ ITN012626/01-161117 «/ie-Hon® Ta6aerin, NOKPHITHIE MIHOMHOI obonovxkoit,
120 mr», Hamenenmio Ne 1, Hamenenmio Ne 2 x HII,

Hawmmenosanne TpeSosanks HOPMATHBEOR Pesynsrars: sensrramad
noxasarenci HOKYMCHTALIHN
Onncanue Kpyrnsic ABOSKOBMITYRABIC TEGNCTH, NOKDHTEIE Kpyrnsie amogxossinyinse rafinerxy, noxperrie
ofunouxoi xpemoBo-6enoro upeTa, © HaAnHCko | obonouxol KPEMOBO-GENIOr0 UBeTa, ¢ HaANHCAD
«gbr 152», Baannensol va oaHoH cropore, u | «gbr 152», meigasncaHOit He. oaHoM cropowe, u
FpaMiCCKUM PUCYHKOM B BHIE KBAADATA C | IPAdHYCCKMM DHCYHKOM B B KBaapara ¢
TIPEPLIBACTBIMH CTOPORAMM M JaKDYTJICHHBIMH | MPEPLIBMCTHIME  CTIODOHAMM W  38KPYTACHHEIMM
YIAaMH, BRIIABNCHHBIM HA ApYroH. YTRaMH, BRUIARTEHHEIM BE ApYrof.
IoanuuHoCTS: ’
- Buouyr C THomouesuHoli B npneytctsmM  aiorkol | C THomOueBANON B NPHCYTCTBHA BIOTHON KHCHOTH!
KHCNOTE] ofpasyerca TEMHO-KENTOC | OGPASYCTCH TEMHO-KEITOS OKPAIIHBANHE
ORPAUIHBRHHE
- Ljurpar C cynsdarom pryrs W nepmauraravom kanus | C CYnb(aToM PIYTH H UEPMAHTAHATOM KanHa
: MPOHCXOAMT OGSCLBCHHBAHHE DACTROPA KAMK | TIPOMCXOIHT obecunevHpanne pacrsopa  Kanux
nepMaHranata H oGpatosanue Genoro ocania nepMatranara 4 obpatosanue Genoro ocanxa
C &obansTHHTPHTOM HATPHA B npueyreroui | C  koBamsTHATDHTOM HatpHA B [IPHCYTCTRHM
i YRCYCHOH  KMCHOTE!  OGPaIyeTcR  Opauweso- | yxcycHoH KHCNOTI OGpE3yCTCA OpaMWeBO-KeATHM
wentsil ocanox 0CAN0K
Onnopearocts Maces, M | 01429,5 Mr oo 442,5 mr 435,6
18/20 rabnerok ~ ve Sonee £ 5 % Or-0,8 % no +1,1%
2/20 taBngtox ~ He Gonce: + 10.%
PacrianaeMocTs, MHH. He Gonee 15 mun T
-OAHOPOAHOCTD. =10, AV 5 15,0; 5
[O3HPOBAHHA n=30, AV < 15,0, ecau AV =17
0,75M sxis1,25M i 3
Konuyecrnennoe Or 114 mr a0-126 mr 119
OfipeneteHue, Mr, (oT 95 % 10 105 % (9'9.%
Oxen sBHCMYTa OT 3a8BACHHOTO KONHYECTSA OKCHIA BHCMYTA) i
MuxpoGronorayeckas K
‘YMETOTA O6iuee yucno aspofusix MukpoopradsaMor—te | OGuee MHCAO BIPOGHRIX MHKPOOPTAHHIMOB MeHce
: Gonee 10° KOE 8 | 1, 1000 KOE 811
OGiuee 4HC0 APOAKEBRIX U InCCHEBLIX rPuBos—| Obluce YMCIO ADOMKEBLIX U TUICCHERAIX rprBos
- 1e Gonee 10° KOE s 1 1, metee 10 KOE & I r.
¢ ' Oreyrcreue Evcherichia colin | r. Escherichia coli orcyrersyers | r;
¥naxosxa: ;| Tlo 8 Tabrerok B Gancrepe us Gonsry [Tlo 8 Tabnetox s Gancrepe w3 Gonbri amoMHHHEsOH
{ - aoMHARCBoH nponseoacTea wAmcor Flexibles | nponssoncrss: «AmeorFiexibles Kreuzlingen AG»,
i Kreuzlingen AGw», LiIsehuapus, # gonsrs Mselivapns, i J mjuanmm%qoﬁ
AMOMHAREROI NAMHHHPOBANHON NPOMIROACTEA | NAMUHUPO ﬁﬁpmmdhwﬁigcor Flexibles
e «Amcor Flexibles Singen GmbHp, Tepmarnua, Singen Grubtly, Pepmanus. | ?
-Tlo4, 7'uan 14 Gnucrepos aMecte ¢ Mo 4 Gnnetepa suéctd ¢idtpycunel o
HHCTPYKUHER N0 NPHMEHEHHIO B KAPTOHHOR] TIPMMCHEHHIO KoLt «ﬂﬁfi B KAPTOHKOH matKe,
naUKe, ¥ KOHCANTUHT =g
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Hanmenosanrue TheGorauus HopMaTHRROH Pesymetats nomrranni
ToKRazarencH IOKYMEHTALMH

Mapxuposxa Ha Oaucmepe na pyccxom a3sixe | Ha Gnucmepe Ha pyccKoM RIBINE YKAIAKO: TOproBoe

; JRmsekomM:  TOPIOBOC  HAMMCHOBSHMC | HAMMCHOBAMME  Dpenapata ¢ HpenyNpeauTeasroil
| Dpenapara ¢ npelynpesuremiiol | mapmuposxodi ®  «lle-Hoa®; TPYNIAPOBOHHDE
MapxUpoBKDii ®; TPYRIHPOBOUHOC | HIHMCHOBRHWE XBHCMYTA TDPHKAJNMA TMUMTPATS: MOCOTN
BAWMEHDBARME  («BuCMYyTA TPHRATEL | BRAZEABUA PETHETPAIMOHOIO YAOCTOBSPCHMA rpaduueckae
HULHTDATY); NOroTHN Bagemua | wieGpamenue k nagnucs castellasn; Kosuposxa «120 Mry;
PETHCTPALMOHHOrO YRocoscpexud. | moMep cepin «1480622»; cpox romuoctn «D5 2026
{rpgxl;m)me wolpwkene #  HBuwMos | 3amofckoll ko yraxosxi «157004w,
dasicllasy); ROIMPORKY; HOMED CEDHM, CPOX | oy wonmonnoil naue na. yocxaa sixe ”
TORHOCTA (MM [TTT); MOTYT GblTh YXASAHEL _m:fmm :pempim :3 " m
SABOACKHE KOLB YIIAKDBIH, Mapruposkoll ® «lle-Hoa®; rpynnuporoymoe HauMeRORSHzHe.
Ha rapmonnod nauxe na pyccrom assixe «BMCMYTR TDUKSANA AUUMTPATH; IOKAPCTBCHHSX BOPMa
yRasigalom:  TOProBOC  HAWMEHOBAHHC «Tabaeriu, NOXPEITLIC ILTEH04HOM 0G0M0'1x0k»; noSMpoBKa
Tipenapara ¢ TPEIYNPCAUTEABHOR | 120 mrw; cocras s peankims: «1 rabnerxa cogepanti
MEKHpORROH @)  FOYNMMPOROMHOS | Rugermviomes memecTar BHeMyTa TPUKATHR AAUETPAT (3
HauMcHOBaHMC  («BHCMyTZ TPHEAIAR | pepecwere Ha OXCHA BHCMYTS B1204) 304,6 mr (120,0 mr).
MMUMTDATS);  NCKAPCTBEHHYIO $opmy; Benomorateasmuie  sewectsa: oM. umerpysumio.;
KOIAPOBKY; COCTAB B pesakipuis: «1 TalneTxd | yonyuecrsn Tafizerox B ynakoeke «32 TalaeTKH»; YONOBHK
COREPIRUT Hmﬂl“ BOMSCTRO: | ypapemn «XpawuTs nps Temnepatype He nute 25 “Cup;
BucuyTa ToHK&ANA AULIIPAT (B NICPECIETC MR | oo NpuMeseRus B peasxunn «[lIR NpHeMa BHYTpEY;
oxei sueMyra Bi0s) 304,6 mr (1200 mr). | ponomeerans o HANTHCH ¢ Maprepaar: «XPOHWYECKHN
Benomoratensare BElECTRA: O4 | PACTPHT»; «3BEHHAN BOJE3Hbsy; «Baktepuupmias
HHCTPYKIMIO.»,  KO/M4ECTBO TabieTok = AKTHEHOCTS B oTROWeHUH A pylori;
YUREOBEC; YCROBME. XDaHCRRN, Cu0col | (Jinsrusosacmanmrenmoe ReficTBue»;  «Obpaayer
TDHMEHEHUR B pepakumd  «fliz  npucMa JRUUTHYIO [LUIEHKY HA MOBEPXHOCTH H38 H 3PosHiby; aneMenT
BHYTPE.»; RONOIRHTENLAMS —HRMCH © | jueadis p puye marsmoxolf Gyxmar «Dw; yonosis ormycxa
Mapxcpamu: «XPOHMYECKIN I'ACTPHTY; «Otnyex 1 anTew: Ges penenTtan; NpERYNpeIMTCAEHAX
ﬁwssﬂmﬁm «Bagcpm Haamuce! «XPAHHTL B HeJOCTYNHOM AnS mereii mecte,

o ' | HadBAHMC M  CTpANA BJAASNEIE  PETHCTDAIMOHHOID

«[IpoTuBOBOCHANMTEALROE HeHcTBUEY; yAOCTOBepeRUA «Baagenei PerHCTPALHONHOr0
«Obpasyer  sampmiyro  mcwKy A2 | ynocrosepensa: 000 «Actenaac ®apma Ipogaxweny,
TOBEPXROCTH RIB H OPOIAHN; SMeMeHT Tumattng Pocewss, ero jorotun rpadmvuecxoe miobpamenme n
B Buic navvuckoi Gyxast «Dw; yenos#x | genmee, “astellas”,  womep  permerpaimomsbro
OTOYCKH; DNPEIYNPEIMTCNEHYI0 HARMMCH! | yiocronsnenug oPer, yaoctonepenne I NO12626/01»;
«XpaHUTL B HOROCTYNHOM JNA AeTeii MecTe.y, | ANS MOHPTODHEIA JIBIKCHHS NCKAPCTBEHHOIO
HAIBAHUE # - cTpady  BOIRISUA | yroenssar 0T MpORSBOMTEN 20 KOBCHHOIO noTpefarens:
PCTHCTPALMOHHOND  YZRUCTOBCDCHHH, €10 «Data Matrixs;
nororum  (rpagicoroe  wsoBpameEC M | (GTIN: 04607098451729,
HBATHCE astellas™); BOMED | 4Cepus: 1480622,
PETHCTPRIHOHEOID YIOCTOBEPEHHA; «Togen: 05 20268,
NEPEMCHRBIC. JaHHES (HOMEp copuu, marty | «S/MNi» o yxmammem HHIMBHIYANEHOIO COPHANNIAUMOHHOrD
TPOW3IBOACTBA, CPOK  TONHOCTH) MAM | HOMEPa Mayxy; T
HEQOPMAINO NN MOHWTODHMHIS JBANCHER | IGNTPWX-KOZ «4607098451729»; 3aBOACKME XOABL YNAKOBKH
ICKAPCTAEHHOTO npénapara or | «159675s, «11-790-32-03-02»,
TPOKIBOZUTEIR Z0 KOHEHOro notpefurens; | Ipomssommrens: 3A0 “3u0-3noposse” Poccusy,
IITPHX-KOJL; MOryT GbITh YK&sausl 3aBONCKHe | ero azpec, Tenedon u daxc
KOJBE YITEKOBKH, «IIponisoauTens:
- 2 3A0 «3u0-3a0possen,
«[lposasonurens: 3A0 «380-3acpossey; €ro Poceun, 142103, MocxoBecxag obaacTs,
anpec, Tenedon 7 hakc. r. Topoarcx, ya. AKeneauogopoxuas, a. 2,
Pacnonoxenwe  smmogexix  komos ¥ | Tem:+7(495) 642-05-42,
NOCCPUHHEIX JAHHEIX HA KOMMEpYecKoi axc: +7(495) 642-05-43
YOAKORKE MOMCET RIMEHSTESS,

Xparenue Tlpu Temnepatype ke ssnne 25 C Tlpr Temneparype e ssume 25 °C

Cpox rogHOCTH: 4 rona 4 roja

3axmovenne: Jexapcmeennsi npenapam Je-Hon®
120 m2 Ne 32 cepuu 1480622, coomeemcmeyem mpebosarnusm ¢ wacmu nposepeRHbIx noxazamenetl,

JIMpexTop 10 KaYecTRY H YIpaBIeHHIO
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PA3PELIEHHUE
HA BBRIIIYCK TOTOBOI'O IIPOAVKTA Ne 0941/22
ToproBoe HAMMEHOBABYE IIpenapaTa Je-Hon®
Mexayrapongce HENATeHTOBARHHOE
HaHMEHOBAHHE (rpyonrpoBOuROE HIH BuemyTa Tpukamna fuLETpaT
XMMHYCCKOE)
JlexapcTBerHas Gopma Tabnerxu, NOKPHITEE UICHOYHOK 06071049KkoM
Jlosuposka 120 mr
Tabnerxu, noKpsITHE NIEHOUHOH o6anoukoi,
Dopma BRITycKa 120 mr
: (6nmcrep) 8 x 4 (mauka KaproxHas)
Howmep cepuu 1480622
| O6beM cepuu 22 102 mT. ynakoBox
JlaTa npau3BofcTRa 20.06.2022
Tomex no 31.05.2026
Hammenopanwe ¥ afpec TIPOM3BOAMTENS 3A0 «3u0-3nopossey, Pocena,
(mpoussoscTRO,  MepBHuHAd ynaxkosKa, 142103 Mockosckas o6acTs,
BTOpHYHAN/TIOTPeSHTENBCKAT ynakoBka, | T Ilononsck, yn. XKenessogopoxuas, 1, 2
BBUTYCKAIOMIHH KOHTPONIL KatecTsa) JInnensps No 00049-JIC ot 20.10.2021 .
Homep ®  [gaTa  perHCTPAUMOHHOIO IIN012626/01 or 23.08.2010 1.
VIIOCTOBEpEHHS ' (mata samensr PY 21.09.2020 r.)
Homep HOpMaTUBHOM NOKYMEHTALHH Hﬂgﬂfg}jﬁ 2§§021 ;c]g}[% 17,
Hanmernopange u aipec NepiKarens Q00 mﬁ.c.‘re.rxna;‘z:; :a lpopamnesy,
A G B B 109147, r, Mocxsa, yn. Mapkcucrexad, .16
PEIHOK NOCTaBKHE NPONYKLHH Poccns
Howmep nacnopra 0893/22
1. [oprsepkdao, 4TO BhIUSYKasaHHas CEpHA [ICKADCTBEHHOIO [pENapara BBIIYCKAETCH B
obpaleHye.
2. TapanTupyto, uTO BBlUeYykasaHHan WHGOPMAaUWs NOANMHEA ¥ BepHa, Ota cepua Ohina

[IpOH3BEACHA, BIUIIOYas ynaxouxy- W KOHTPOIBR Ka4ecrsa; IO YKA3aHHBIM BbllUe ;a,upccam‘:
[IPOH3BOACTBEHHBIX TUIOWAAOK B COOTBeTCTBHH © ‘rpeGoBanmamu GMP («Ilpasuna wapnexaueid
MPOM3BOACTBEHHOH NPaKTAKKY) # PerucTpaldoHHoH noKyMeHTaMelH Ha NPOAYKT.

3. Bee pesynsrarst aHannsa W sanucu Gbind paccMoTpenb! # onobpess: B coorsetcTrH ¢ GMP,
TEXHWUECKHMHM COT/IAIEHHAMA K COrnallieHHAMH 10 KayecTBY.,
4, Boins nu kakue-nubo OTKNOHEHHS OT NPOHIBOACTBEHHOIO npoLecca, Kacaiolinecs KauyecTsa
NpOAYKLIHH;
M Her | Ofa
BLUTYCK I'OTOBOI'O IPOAYKTA PA3PEHIEH JA v HET
- ¥ nonHoMoUYeHHOS THLO: .7/ Cepreepa H.10.

[Todnics

Jlata suinycka 8 obpauenns: _ 7% 6. Zel7




