O-D000000555-05
3A0 «3u0-3n0poBEey
142103, Pocensg, Mockoeckas ofnacts,

Tlononsex, yn. XKenesnonopowHas, 1. 2
Ten./thaxc: +7(495) 419-20-64

Jlunensua Ha NPoOH3BOACTEO JIGKADCTEEHHLBIX CPEACTE A% METHUHHCKOT0 HPHMEHeHHS
Ne JI012-00102-77/00010736 ot 24.09.2025

Hawvenosanne npenapata

Kop npenapara
Howmep cepun
O6nem cepuu

Jara nponzBoacTEa
T'onen o

HMarta apanuza

AHAINA3 NpoBEaeH Mo

ITACHOOPT Ne2107/25

758

2191025

12 600 wr. ynaxoBox
29.10.2025

30.09.2029

20.11.2025 r.

He-Hon® tabaersu, HOKPLIThIE [LenoYHoH o6onoukoi, 120 vr, Nt 56

CI1-KO-0701-0124-10 «/le-Hon® Tabnevkn, nokpsitsle naesouroti ofonouroii, 120 M
HJ 11 N012626/01-161117 «/le-Hon® Tabneticn, nokpairsie nneHouroit oGosouxoti,
120 mry», Mamenenyam No 1, No 2, Ma 3, No 4, Mo 5 e HIL

YKCYCHOH KHCNOTEL OBPasyercs OpainKeno-

HENTEIH OcagoK

Haumenosasnne Tpefosanua HopmaTHEHOH PesynsTaTsl HCIBITAHHIE
| noxazatenel JIOKYMERTAUHH

Onucaune Kpyrnze JABOAKOBEMIYKIBIE tafnerky, | Kpyriele IROAKOBBIMYKNLIE TAGKCTIH, NOKPHTEE
TIOKpEITHE obonoukol kpemoso-Oenore neTa, | abonoukoll Kpemoso-Beloro 1BeTa, ¢ HAAMUCEIO
¢ nagnmucero «gbr 152w, suimasnesnodl ma | «gbr 152», smpasnenuol Ha omwxo#i cropomns,
om0l cTOpOHE, W rpadMuecKHM PHCYHKOM B | rpaduuecKuM pHCYHKOM B BHOE Kpajgpata o
BHAE KBALPATA C [IPEPEIBMCTLIMHA CTOPOHAMM | | IPEPRIBHCTRIMM CTOPOHaMW W 32KPYrieHHBIMU
3AKPYTNEHHBIMH  YITIAMH, BbUIABICHHBIM HA | YIaMH, BELIABIEHHBIM HA JPYIOH.
ApyToi,

[TonHHHOCTE! KanecTBeHHAs peaKLUHA HA BHCMYT.

- Buemyt C Tuomo4eBHHOR B npueyTCTEMH asotHOH | € THOMOMEBMMOH B ODHCYTCTEWA  a30THOM
KHCNIOThI ofipazyetca TEMHO-MENTOC | KHCNOTE 0BPasyeTes TEMHO-MKENTOS OKPALIMBAHHE
OI'EPELIJHBEI-IHE
KayecTsernan peskuus Ha LHTPAT, C cynedarom DPTYTM H NEPMAHTAHATOM KATHA

- Lltpar C cynuhatom pTyTH W MEPMAHTAHATOM KANHA | MPOMCXOAWT OGCCHBCYHBAHME DaCTEOPA KATHA
TPOHCXOAHT 00ECUBCTHBAHHE PACTROPA KAIWA | NepMaHranata s oGpazosadue Seroro ocanxa
nepmanraHaTa 1 obpaloranne Genoro ocanxa
KauecTaennas peakitis Ha kammit, C  KoGANLTHHHTPHTOM HATPHA B NPUCYTCTEUH
C xoBaNbTUHUTPHTOM HATPHS B NPHCYTCTBHH | YKCYCHOM KHCNOTH 0BpasyeTCH OPAIKEBO-MKENTEH]

- Kannit ncafmx

T

ONIHOPOAHOCTE MACCH, MI*

oT 429.5 Mr 1o 442,5 mr
18/20 Tabnerox - He Bonee £ 5 %
2/20 tabrnertok - He Gonee = 10 %

433.5

: SRS O'r 0,9% 1o +09 %

He Gonee [P KOE= T

PacnassemocTs, MHH, He Gonee 15 Munyt TR 7

OnnopontocTs Hns 10 ensrun MenbiTyeMoro npenﬂpa'l‘a 2| AL

JO3UPORAHNES (n=10), AV =LI; 10
win ana 30 emunny {0 = 30), AV = Ll\m [ A:.f =1.0
SHAYEHWA X; YOOBNETBOPAIOT HEPABEHGTRY. =) & '
[M=xi| < 0,01 xL2xM e T

KomuecTsennoe Ot 114 Mr go 126 mr T 118

ONpEAEneHHe, Mr. (o7 95 % no 105 % oT 3a%BNERHOTO KoMHYecTRa (98 %)

Oxcup BHCMyTa OKCH/IA BHCMYTA)
MunpoBronoruueckas Kateropus 3A.
HHETOTA Obuiee gueio a3pobuelx MHKPOOPraHMaMoE — | OBuiee uicno 23p00HBIX MHKPOOPTEHHIMOB

meHee 10° KOE® I .

Obinee yHCNO NPOROKEBEIN H MNeCHEREX rpufioy O6uee yneno JpOYIKEBLIX | TUIECHERAIX IPHBOB

~He bonee [0 KOEs 11,
Orcyreraue Fscherichiacoliz 1 T,

menee [0 KOEm 1T,
Escherichia colt oreyterryers 1 1.

Crp. 1us2
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HaumeHoBaH1E Tpebopauus HOpMaTHBHOM PeaynLTarsl HCOLTauRi
nokazaTeneii HOKYMEHTALHA = |

Vrakoska Mo B rtafnerox B Gnwcrepe 3 doneru | Ilo B Tabnerok B 6nHerepe 13 Gosbri aOMHHHEBOR K (JOIETH
amoMuHMeRoH ¥ ONerH  AnloMUHRKeROH | aMIOMHHWEBOH TAMHMHHPORSHHON.

NAMUHUPOBRHAOM, Mo 7 GnucTepol BMECTE C HHCTPYKUHCH O NPHMEHEHHIO, KOJL
Tlo 7 Gnucrepor emecte c© mucrpykuuelf no | uuerpywuuu «90006723/10», «M-758 (759, 790)-06-03», »
NpHMEHEHNIO B KapTOHHOM nayKe. kapToHHOl navxe.

Mapkrporka Ha Bnucmepe na pycciom aibike yrazweaom: | Ha Baucmepe na pyeckos A3uKe yKasane: TOprosoe
TOPrOBOE HAWMEHOBAHHE Mpenapara C | HEMMGHOBEHWE MPETAPATA ¢ NPETYNPEARTENLHOH MAPKUPOBKOH
npenylnpelHTensHoi MapKHPOBKOH ®; | ® «JAE-HOJ®s; rpynnupoRoIHOS HAHMEHOBAHHE CBHCMYTA
TPYNNMPOROYHOE  HaOMeHOoBaHHe  («BHCMYTR | TPHKAAMA JAWUHTPAT), HAIBEHHC W CTpaHd BIaAGjbLA
TPUKUINA  AMUHTPATY); HASBAHHE W CTPAHy | PErHCTPALMOHHOIO YIOCTOBEPEHHS «YEMJIAPAPM
BRALeNEIA PErHCTPAUMOHHOrO YROCTOBGpeHns; | ApuHaitvurrens ImBX, Cepmannsy; nosuposka «120 Moy
IOIAPOBKY; HOMED CepHi, GPOK FoAHOCTH (MM | Homep cepuu «2191025»; cpok rognocty «09 2029»; 3asonckoli
rrrr); moryr Owith YKA3aHR! 3aBOACKHE Komwl | kom ynawkopxd «J0006635/10x.

YIKOBRU/TIEPEMEHHEAS TEXHHYeCKas
HHgopMAE, Ha rkapmonsoli nauke na Pycckost A3LIKE PRAJHO: TOPTOBOE
;{::m’:gﬁ;’:f;gﬁm:g: ﬁimzfmﬁ'::f::a:;wf:;;:s HaUMEHOBAHHE TIPENApaTa ¢ NpeRyTIPEANTENLHOR MApKUpORKol
¢ mpemynpendtensHod  Mapxupomxod  ®; ® JE-HOM®; "P)’“T"“PWU“'HW Ha“”‘-’“"“““e«;f““c“)’m
reyanuposoinos  mamnosaie  (aanuyra | TECREER U (ORI R €
;;;;{:;Jlﬂ];:y ;:[H:OH:'TP;T)E, ;:::‘};T;:?H:){MT at]é?]l;:ﬁg; ¢ocrar B penakuui: «1 TaGnetka comepmut: Jefiereywmee
conepur: JIcHcTayiomee BewmecTRo: Buomyra | PeMiecTBO: Bssemyra Tpucanis AmuuTpaT (B mepecuere Ha
TpHEANRA JMIMTPAT (B TEpecieTe ma okcun | DRCMA  BHEMyTa Bi203) 394’6 mr (1200  wr),
sicMyra  BizO:) 3046 wr (1200  mr). BenomoraTensHele  BELecTEA:  CM. mic'rp.y:cutm,».
BCROMOrETETSHEIE BOLIECTRE: CM. MBCTDYKLIIO.: KOAHYECTRO TabneTok B ynakomke «56 Tabnertows; Wn?gm
KOMMYECTRO TAGASTOK B YNAKOBKE YCNOBHMA Xpanenns «XpaHUTE NpH Temmepatype He Buiwe 25 C.
XpaHeHHs; criocod npuMeneHus B peaakim « [l cnocod npuMeHeHHA B pefaxduM «/ina npaeda nuy'rphﬁ
HpeMa BHYTDL.; ZIOMOMHMTENLHEE Hatmuey ¢ | AOTONHTENsHLle HARNHCH C Mapkepavy «XPOHHUECKH
MAPKEPAMH: «XPOHUUECKHY TACTPHMT»: TACTPUT»; «I3BEHHAS BOJIE3Hb»; «Ba:c‘repuuunm‘uf
«S3BEHHAS BOJIE3Hby; «Barrepuumanan AKTHBHOCTH B o-rnou.mnmf .H. pyloriw,
akTvmHocTs B orHomemms M. pylori, «[IpoTHBOBOCNRANTILHOE AeticTaies; «Obpasyer
«TTpOTHBOBOCTIATHTENbHOE Jeficraey: | SVMHTHYEO MICHKY HE TOBEPXUOCTH H3E H 3po3HiDy; IMEMEHT
«OBPAIYET JAUMTHYIO TICHKY HA FOBEPXAOCTH nuaaiiya B Buge parHuckoll Oyxout «I.)»: YCHOBHS fn'nyc!ca
AaB W Opo3M»; onement awsalua B BAze «Ornyex u3 anrer: Oes peuenta.n; NpeaynpeAnTeILHas
neTiHCKoH  Gykmul  «Dv»; YCIOBHA  OTIIyCKa; HRAnHCk, «XpanuTs B HEZOCTYTHOM s ne‘ll‘f!ii MeeTen,
NPENYNDENMTENLHYIO  HamAch: «(Xpawurs p | MOIBaHHe W cTpamMa  BAANENBIA  PErHCTPALHOHHOrO
HEZIOCTYMHOM A5 Aerell Mecte.n; Hasmanue g | JoCC!OBCPCHHA «Buianeqcu PEFHETRRREIROTG
crpady BlIafens0a perueTpamHonHoro | YAOCTOBEpeHu: YEMJIA®APM Apunaiimerrens Tm6X,
YIOCTORCPCHHA, ©rO JIOFOTHN  (FpAlHuCCKoS l"epmnm:ln»,l ero  AOTOTHN "(rpa(p}i%clmc H30bpmKenue M
wsobpwxeutc # waunncy “CHEPLAPHARM> | Hawnuch “CHEPLAPHARM® Gywaani fiztinckoro andasira);
Gyksawyi  JIGTHECKOro andasura); Hassamwe, | HOOBAHME, CTpama, apec, Tenedon/gake  NpOHIRONHeIA
cTpany, agpec, Tenedon/ihake TIPOH3DOOMTENI, «lponssoputens: 3A0 «3n0-3n0poskey
HOMEp  PErMCTPANMOHHOIO  YAOCTOBEpEHUS: Poccusn, 142103, Mockosekas uﬁ:rlacrm
NepeMeRHBE [ANHEIE (HOMEp Cepii, CpoK | o@ l'lunu.uh::(c. yﬁ' H(me:unugfamussl.mi
roAHOCTH B penarumy «onexy) u wrdgopManmo Ten/daice: +7(495) 419-20-64».
A% MOHWTOPHETA JIBMWEHHS 7NeEapeTBenHoro | HoMeP PETMETPALMOHHOND y,uocrunepe;'mﬂ
Npenapara OT NPOM3BOJKTENZ [0 KOHEUHOrO e y.uoc’rnnepenu? T NO12b26i Ly,
noTpeBHTENA; IWTPHX-KOH; MOTYT OEITL yKasauLl HEPHAMBHIbE ARHRIe:
3aponeKHe KOAbl  YTAKOBKM/HCDEMCHHA «Cepun: 2191025,
Texteckan HHQOPMAIHA. «lopen: 09 2029y,
UHQOPMALMA AN MOHHTODHHIA ABIKEMHA JIEKAPCTBCHHOTD
Npenaparta oT NPOHIBORHTENS 10 Honatuwm nOTpEﬁIﬁEJ‘Iﬂ
«Data Matrix»; ‘ 3 ;
«GTIN: 042607477222835,
«8/N:» ¢ yxasaumHem mmnspmwm,num Ceppanﬁaaunounom
HOMEpa NaukH; faz : ‘
WTpHK-Koa «4260747722283y; | gl ‘
38BOJACKME KOAR ynakosky «900067Z1/10», k‘l‘l-‘lﬁ&aﬁﬁ.-{}}-ﬂdr».:
XpauenHe Tpu Temneparype ve peime 25 °C [Tpy Temneparype He Buime 23 “'t.'\..“ BN
Cpok rognoctd | 4 roaa 4 roga

Bawmiouenne: Jlexapcmeennviii npenapam Je-Hon™

mabaemiy, ROKpLImMbe RICHOUHON oborourod,

120 m2 Ne 56 cepuu 2191025, coomsememeyem mpeboeanusm 6 Yacmu RPoGepentsIx noKasameneil.

Y, ¢. HaganEHEKA OTHENA KOHTPOJI Ka9eCcTBa

Benomerriiesa O, A.
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B g PA3SPEIIEHHUE
b HA BBIIIYCK I'OTOBOI'O ITPOAYKTA Ne 2141/25
- (Topmﬁoe HAHMEHOBAHKE MPEIapaTa Jle-Hon®
: Memnyuapomme HEMATEHTOBAHHOE .
" HANMEHOBAHUE (rpynnupoBoYHoe UM BucMyTa TPHKAIHS SUIHTPAT
[ XHMHYECKOE) - o
| JTexapcTBennas hopMa TabnetkH, DOKPEITEHE MIeHOMHOK obonoukol
Jo3uposka 120 mr
i TabneTkH, NOKPHITHIE TIEHOYHOH oﬁonoqra:of{
- DopMma: BLITYCKA 120Mr L0,
Syl (6nuctep) 8 x 7 (mauka KapTOHHAsx)
Howmep cepuu ; 2191025 y
Ofpem cepun . 12 600 1uT, yriakoBok
| JlaTa npowsBocTaa 20.10.2025
[.Fonen ao - 30.09.2029
Haumenosanwe ¥ agpec TNPOM3BOAHTENA 3axpriToe AKIUOAEPHOE 0BMECTBO
(MpOMSBONCTBO,  NEpPBMYHAs  YNAaKOBKa, «3n0-3noposen (3A0 «3u0-3n0possen),
BTOpUYHAA/TIOTpESHTENBCKAs YIaKOBKa, Pocens, 142103 Mockosekas o6,
BEIMyCKAOMMil KOHTPONE KAYeCTRa) r. logonsck, yi. Xenesnonopoxsas, a. 2
S JIMIeH3MA Ha TIPOH3BOACTEO NEKAPCTREHHBIX
CpeJCTB [NA MEIHLIMHCKOIO NPHMEHEHHST
Ne J1012-00102-77/00010736 ot 24.09.2025 .
(Becepouno)
CepTH(QHUKAT COOTBETCTEHA POH3BOJCTRA
nexapcTeeHHEIX cpesncts Tpebosanuam Ilpasna

TR HaIeKalleH TPOH3BOACTEEHHON TPaKTHKH
B e Espasuiickoro 3KOHOMHYECKOTo G003

| At GMP/EAEU/RU/2269-2025. Cpox neitcTeus ¢
o 09.09.2025 r. o 08.09.2028 T.

4 Homep ®  1aTa  pErHCTPAIMOHHOTO I1N012626/01 ot 23.08.2010 .
“ynocTOBEpEHHUS (nata sHecerns H3mMeneHuit 8 PY 21.06:2023 r.)
¥ A HI I NO12626/01-161117,

Homep HOP MOTREHGH ZOKYMERTAHIN Viavenenns k HIINe 1, No 2, No 3, No 4, No 5 |
I H T L T YEITNTADAPM Apunaiimutrens TMOX,
i aHMeHDBaH e ap )1 p I'epmanns/CHEPLAPHARM Arzneimitiel GmbH,
i DETHCTPAIMORHOTO YAOCTOBEPEH S Ziegelhof 24,17489 Greifswald, Germany

i IPEIHDK TOCTABKH HPOLYKIHHU Poccus

i Hb'Mep TIACTIOPTA 2107725

LY Ho.u'mep)mam YTO BHILUEYKa3aHHAN CEPUS JIEKAPCTEESHHOTO IPeNapara BhlTyckaeTes B obpainenwe,
2.7 T apaHTHPYIO, YTO BhlLUCYKA3aHHA] HHOPMALHA MOUTHHNA H BEPHA, Dra cepus GuTa NPOU3BEALHE,
BKITIOYAS YAKOBKY H KOHTPO/IL KAUECTRA, 10 yKalaHHEIM BEHNE  ajipecam IPOU3BOJCTBEHHBIX TIOMANOK
B COOTBETCTBHH ¢ TpeGomanmamu GMP («ﬁpasmla_ Hammxtameﬁ NPOH3BOACTBEHHON NPAKTHKHY) W
Per ,ucrpaunmmoﬁ HoXyMeHTauueH Ha NPOAYKT. .
3. Bee pesymbTaTh GHaNH3a M 3aTHCH GBIIH/ padcmwpﬁﬂm M- o,aoﬁpenm 8 coorseTcTBHY ¢ GMP,
Texanecxww COTIALIEHUAMH K Cernamenhnmf 110: KayecTny. ;-{‘ 24

4, Beum mu xakue-iubo OTKIOHEHHS 0"1‘ npamhmm‘aﬁﬂﬂam TIpoLEces, KacalolUecs KavyecTBa
npOﬂyRuHH ‘
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