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3A0 «3u0-3n0opoBnen
142103, Poccus, Mockosckan ofnacTs,

[ononsck, yn, Kenesnonopowuuasn, 1, 2
Ten /paxc: +7(495) 419-20-64

JInuen3ng Ha ocyiecTEIeHNE NPOHIBOACTEA TeKAPCTBEHHEIX CPEACTE
Nb JI012-00102-77/00010736 (Ne 00049-JIC) ot 20.10,2021 1.

Hanmenoganue npenaparTa

Kop npemapara
Homep cepun
O6nem cepuu

Hdara npoun3soacrsa
Iogen no

Hara anaauza
Amnanns nposegen 1o

IMMACIIOPT Ne1162/25

759

1300625

6 263 wt, ynaxoBox
20.06.2025
31.05.2029
01.07.2025 r.

He-Hon® TaBnerku, noxpuiTsie naenounoit o6onouxoii, 120 mr, Ne 112

CII-K0-0701-0124-10 «/le-Hon® TabneTkn, noKpbiTeie maenounoii obosouioii, 120 Mr»
HJ 11 N012626/01-161117 «[le-Hon® Tatnerkn, noxpsiteie naenounoii obonovroii,
120 mrw, Mamenenmsn Ne 1, Ne 2, Me 3, Ne 4, M 5 HILL

noxperTeie obonoukoi kpesoso-Benoro urera,
¢ Haanuesio «gbr 152w, Beilasnennodl ma
0/HO# cTOpOHE, M TpadHHECKUM PHCYHIOM B
BHAE KBA/IPATA C NTPCPLIBHCTEIMH CTOPOHAMH H
JUKPYIICHIBIME  YIJIAMH, BLIASBICHHEIM  Hi
apyroil.

Haumenosanne TpeGoBanna HOPMATHBHOH PesynbTaTel HeneranHi
nokazarenei JOKYMEHTAUNH
Onucanne Kpyrnzie JBOSKOBEITYKIIEIE rabnetky, | Kpyriele Jeoskosbiuynsie Talierin, nokpsirie

cbonouxoi kpeMoro-0enoro UBCTa, ¢ HAANHCEND
«ght 152», seimasncHHoN Ha ool cropone, ®
rpahHYeCKHM PHEYHKOM B BHAE XBaApara ¢
NPEPRIBHETHIME  CTOPOHAMK H  3aKPYTACHHBIMH
yriamu, BEIAARIEHHEIM Ha apyrod,

TToNMHARGCTE:
- BHeMmyT

- Lutpar

- Kanuit

KauecTnenHan peaiuns na sucMyT,

C tHOMOUEBHNOH B MPHCYTCTEMHM AI0THO
KHCIOTE] ofipazyercs TEMHO-JKENTOE
mcpamunamue

KEHEGTHN'IH&R peaiHa Ha I.lH'I‘]'.‘JEI.T.

C cynedatoM pTyTH ¥ NepMAaHTRNATOM Kajius
TPOHCXOJHT 0GCCUBCYHBAHNE DACTEODPE KaMHs
nepMaHranaTa H o6pasosanse Genoro ocejixa
Kauectnennas peaxkuus Ha kanui.

C xoDansTHHHTPHTOM HATPHA B NPHCYTCTEHH
yKCYCHOH KHCMOTE OOpasyercs opawikeso-
KEATHIH 0caaoK

C rHOMOHYERMNOH B [PHCYTCTEHMH  @30THOH
KHCAOTE 0GPasyeTes TeMHO-KENTOC OKpAITHEAHHE

C cynndaToM pTYTH M NEpMEHTAHATOM KaiHA
NPOHCKOAWT OOCCLBCYHMBAHHE pPAaCTBOPA  KAMHA
nepmanranara # oGpasosasie Genoro ocanka

C kODanuTHHHTPHTOM HATPHS B TIPHCYTCTBHM
YKCYCHO# KHCIOTEl 0Gpa3yeres 0paHKeE0=KenTh i
OCRO0K

OAHOPONHOCTD MACCE], MT

ot 429,5 mr no 442,5 mr
18/20 rabnerox - He Gonee + 5 %
2/20 taBnerok - He Gonee = 10 %

4337
Or-10% no +13%

Oreult BHeMyTa

OKCHJIA BHCMYTA)

Pacnagaemocss, Mu, He Gonee 15 MunyT : 7

OAHOPOIHOCTL Hna 10 enenun wensiTyemoro rlper:apa'rm

AOIUPOBRHIA (n=10), AV=LI; =10
Han ana 30 exurnty (no=30), AV <L 1 M Brt:c | ! A!;f :.11 9
JHAUCHHA X YOOBIETROPAIOT Hcpa@cnm"py- T ' !
[M=xi| < 0,01xL2xM 5 B T 1VAl

KonuuecTrenHoe Or 114 Mrao 126 Mr R P 119

OTNPEJIENEHUE, MT. (o795 % s10 105 % ot 3anmnennoro KDJTH‘-!EQ’I laa B (99 %)

ue Gonee 10° KOEn 1 1,
OBuiee HHCNO APOMIKEBLIX 0 NNECHEBBIX TPHOOH
— it Gonee 10* KOE s 1 1,

Oreyrersue Escherichia colis 1 1.

MuxkpoGuonarnuecias Kartergpus 3A. e
YHCTOTA OGitiee micno aspobHLIX MEKPOOPralHIMOR —

Obiuee uneno aapobHbIX MHKPOOPFAHKRIMOD
meneel 0P KOEn 1 v,

OBuies YHENa IPoHIKEBLIX H INECHERMK TPHGOR
menee IDKOEs 1,

Escherichia coll oreyrersyern 1 r.

Crp. 1mu32
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Haumenopanne Tpebosanus HopMaTHEHOH PeaynbTatsl HeMEITaHui

niokasarensi JIOKYMENTAIHH

Ynaxonka Mo 8 raBnerok B Gamerepe Wz Qonery | ITo 8 Tabnerok B Giucrepe 13 GoNErH ANFOMHAHEROH W (honLry
amoMHHMesol  w donsr anoMHHMeRol | amoMUHEERoH MaMHHIPORAHHOR.

J1aMHHHpORaHHOHE, [o 14 GancTepOB BMECTE ¢ HHCTRYKUMEH 110 NPYMMEHEHWIO, KO
Ilo 14 Gaucrepon mMecTe ¢ HACTRykmweH mo | mectpyxunn «20006723/10», «H-758 (759, 790)-06-03», B
TIPHMEHERHIO B KapToRHoll navuke. KAPTORHOH maske,

Mapxrposka Hu dnucmepe na pyccrkom niwire yrazwegiom: | Ha  Gauehepe  na  pyccxop  A3WKeE  PRAIAHO:  TOPToBOC
TOprosoc HAHMCHORRHHE npenapaTa G | HAMMEHOBAHUE NPENApaTa ¢ NPEeAYNPeINTensHoH MaprupoBKof
MpeiynpeaHTentHoi MAPKHpOBKOH @; | ® «IE-HOJ®», rpynnuponotiioe HAMMCHOBAHHE «BHCMYTA
FPYNIMMPOBOYHOE  HAMMEHOBAHWE  (KBMCMYTR | TPHKAIME [JHUNTPATY; HalBaHHe H CTPaHa BAAAENBLA
TPHKGIHA  AMUNTDATH);, HA3BAHNE o CTpaHy | perucTpaLHoHHOTC YAOCTOREPEHHA «MEMNADAPM
BIIAJENELR  PErHCTPAIHORHOTO yaocromepenns; | Apunalimurrens I'm6X, Depmanuay; nozuponra «120 M
NOIHPOBKY; HOMEp Cepui, cpok roadocti (Mm | nomep cepru «1300625»; cpok ropnocth «05 2029 sasoackoit
FEFr); MoryT ObiTh yKazaHel 3ABOACKHE KOAR | Koj yrmaxomkn «90006635/10x.
ynammml nepeMensan TCXHHYECKaN
HIfiopMaLHs. .

Ha xapmonnoii nauke wa pycckom asike Ha xapmonnoi nauxe ne pycerom mbnfe VKaz3aio: TOProsog
PRAIBIGIOMS TOPFOBOE HANMEHOBAHHE TIDETIAPAT naummmmme@npmapara € NpeaynpeluTenpHol MapKHpoBKOH
¢ mpenynpeMTensHOH  Mapkhposroii @ ® «IE-HOJI®», rpynnuposoyHoe HAUMEHORAHHE «BICMYTA
FPYIMMOBOWHOS  HAMMGHOBARWE  («amcmyra | TPUKAMMA amuuTpamy; jckaperscras gopma «TaGnerwn,
TPHKANVA JTHLIHTPATY); NEKEpCTBEHHYIO (opMy; NoKpLITEIE MUeHoyHoi obosnoukoiin; fozuposka «120 mm;
AOIMPOBKY: COCTAE B pejaxuEm: «1 TabeTka cocras B pemakuu: «1 rabaerka copepacut: HeficTeynmee
conepiknt: Jleficrayiomee memectso: Breyyra pewecTao: BrueMyra TpHiKAANg RUunTpaT (B mepecuere Ha
TPHKANHA AHUMTPAT (B TIEpECHeTE Ha OKCHA okcux  suemyra  BhOs) 3046 wmr (1200 Mr):
womyra  BiOy) 3046 wr (1200 wr). BemomoraTenLible  BeMIECTBAD M. SIHCTPYKINIOO,
BCrOMOTATE LHbIE BCIECTAA: M. HHCTPYKIHIO. N, KOMHYECTHD TBEJJWTO!( B ynaxoske «112 TaGmeromrn; YenoBHA
KONWMECTEO TAGNETOR B YMAKOBKE, 'YCJ'IUEHSI XpancHua «XpaHHTL NpH TeMnepaType He Boaime 25 Cop;
XPAHEIHA; CIOCOB IPHMEHEHNA B penaiiin «[lng | CMOC00 TIPHMEHEHM B penanumn «[lna npiema BHYTDb.»;
TpHeMa BHYTPL.Y; AONONHUTENLANE Hanmacy ¢ | AOTIONHUTENBHEIC nagnseH ¢ mMaprepami: «XPOHHYECKHA
wapkepavi:  «(XPOHMUECKHME TACTPHT»; TACTPHT»; «fI3BEHHAS BOJIESHLy; «BakTepuunanan
«SI3BEHHASl BOJIE3HB», cBaxrepunmmuan | "ot HoHOCTE " SR H pylariv;
actueHocTs B omwomewun  F. pyloriv; «[IpoTiBoRoCcnAANTEALHOE neficTeRE, ‘«Dﬁpnayn
«TTPOTHBOBOGHBNNTELHOE neficranen; | SPUNITHYIO TIIENKY HA MOBEPXHOCTH A3B M 3PO3NiDy, 3neMenT
«OBpaTyeT TAUMTHYIO TIGHKY HA TIOBEPXHOCTH jvaaiina B BuAe natHHerod Oykeel «Dn) yocnosus oTnycka
930 W oposHiy, onewent musafua B mHe «Otnyere u3 anTew: 023 peuenTany, NpeAYNPeIMTENLAAN
naTHncKol  Gykoi  «Dp;  YCIOBHA  OTTCRS; HAUmucE, «XpAHNTE B HeMOCTYNHOM Ana fgetell Mecte.s,
MPEAYNPEINTENBHYIO  HAANHCH: «Xpauwts @ | NOIBAHHE W ©UIpONG  BIALCABUA  PCTHCTPALMOHHONO
HEHOCTYIHOM JUIA ZeTell Mecte.» Wazsamwe w | JAOCTOBEDEHiA «Baanenen pPerHeTpALOHHOMD
crpany ek perucTpauHoRnoro | YAOCTOBEpeHIA: YEIUIADAPM  Apunaitvurrens TmoX,
VIOCTORGPEINS, ero JOroTHN  (rpadueckoe l"upmam::a». ero  JIOrGTHTI “(rpallm-u:cmc nzelpaoenne o
miobpmkcrne © wannkes “CHEPLAPHARM® | HaAmics CHEPLAPHARM?" Gyxsamy naTHuckoro andanura);
Gyksamy  fiaTHHCKOre  andasura), Haanamme, | NOSBARNE, CTRaM3, ajpec, Tenethon/(hake  mpoMzpOaMTENS
cTpany, wapee, TenedoH/daKe NpoN3BOMMTENS, ‘:npu"““m””“j‘m «3u0-3noposLen
HOMED  PETMCIDALMOMHONO  Y/OCTOBEpEHHA: Pocens, 142103, Mockosekas o6aacTh,
NEpEMEHHLIE  ARNHEIC (HOMED CepHH, CpOK r. Monoaser, yar. Kenesnonopomas, 1. 2
FOARGETA B peaaciiu «longH») o uipopMauHio Ten./dare: +7(495) 419-20-64».
NS MOWWTODHHFA LRWNKEHWS NEKADCTBEHHOrO HOMEP PErHCTPALHOHHOIO YADCTOBEPEHNS
NpeNapaTa OT NPOMIBOAMTENE AO KOHEMHOTD uPor.yﬂﬂc'rOBn[mHnFﬂ NO12626/01x;
NOTPEOHTENS; WTPHX-KO; MOFYT GLITh YKA3AHE CEDEMIHES RALIS e e
3ABOACKHE KOJIBI YOARO B/ TIEPEMEHHAR «Cepun: 1300625y, b '\”-f . ":" s, |
TexHisCekan HEGopMaLs, «Topen: 052029, SR
HHOPMALNA  JUIR  MOHHTOPHHTE .nanmél-n-sw Jtmcapcmcr-mbm
npenapaTi 0T NPONIBOAMTENS J0 KOHEY Hom nmpcﬁwrcmr -
«Datn Matrixn; f j
«GTIN: 04260747722290»,
«S/N:i» © yxazauues Hnmmn,uyanmar
HOMEPA Ma4KH;
urtpHx-koi «4260747722290; ;
3anofAcicHe KoLl yirakonky «20006722/10x, «l‘l-’?SSI—] 13 05 0dn:”
Kpaneune Ipu Temneparype He sewe 25 C Tpu Temneparype ke seiye 25 °C
Cpox rogroctt | 4 rona 4 rona

Baxmouenne: Jexapemeenneiii npenapam  Me-Hon®

mabnemry, NOKPuIMBIE NAEHOYHOT  060N0UKOT,

120 mz Ne 112 cepuu 1300625, coomeememayem mpeGoeanuam 6 Yacimu nposepennsix nokazamenctl.
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HauansHuk oTiens KOHTpOJLsI KadecTra Hexpunackas O.E. TPV
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PA3SPEIIEHHME
HA BBITYCK OTOBOI'O IIPO TA Ne 1250/25
ToproBoe HAAMEHOBAKME TIPENAPATa Tle-Hon®
MexmyHapoaHoe Hen?‘cﬂmnanﬂoc
HaMMEHOBaHHE (rpynIHpoBOFHOE HITH BHcMyTa TPHKAIHA THIHTPAT
XHUMHHECKoe) '
Jlegapcreennas Gopma TabeTkH, TOKPHTEIE WIEHOYHOH 060/104KOH
JTo3upoBKa 120 mr
TabneTKl, TOKPLITEE TINEHOIHOH 060NOUKOH,
dopMa BEITTYCKE 120 mr
(6nyctep) 8 x 14 (nauka KapTOHHAS)
Howmep cepuy 1300625 |
O0neM cepHn 6 263 1T, YIakoBoK
JlaTa npousBOACTEE 20.06.2025
Tonen mo 31.05.2029
HauMenopauue M agpec  [POH3BOAUTCILL 3aKpHITOE AKIHOHEPHOE 06IIECTREO
(MpOM3BOACTRO, nepBHYHas yraxoska, | «3HO-3n0poBEER (3A0 «3u0-310POBLEN),
proprYHas/noTpebuTenscKan YTAKOBKS, Pc:}cmt, 142103 Mockosckas ofIL.,
BEITYCKAIOLIAI KOHTPO!Ib KAYSCTHA) r. Ilomonsck, ya. XenesnomopokHas, 1. 2
Tnnensns Ne JI012-00102-77/00010736
Ne 00049-JIC) ot 20.10.2021 1.
CepTHOUKAT COOTBETCTBHA TPeOOBAHMAM [Tpasun
HaTealiell TPoR3BOCTRCHHOH IPAKTHEH
ErpasuHcKoro 3KOHOMHIECKOTO COT034
No GMP/EAEU/RU/01442-2024 ot 15.08.2024 1.
Homep " nara PEeTHCTPaLHOHHOTO I N012626/01 oT 23.08.2010 7.
YAOCTOBEPEHHI j (nara sHecerus uamMeneHuH » PY 21.06.2023 r.)
' HII T1 N012626/01-161117,

Homep HOpMATHBHOH JIOKYMCHTalIHH

Vsmeneman x HILNe 1, No 2, Ne 3, No 4, Ne 5

HauMeHroBaHME 1 a/ipec nepmm*mim

YETIIAG®APM Apugafimprrens IMEX,
Tepmary/CHEPLAPHARM Arzneimitiel GmbH,

PErACTpaLHOHHOr0 yAOCTABCPeRHA Ziegelhof 24,17489 Greifswald, Germany
PEIHOK MOCTABKH MPOAYKIIWH Pocens
| Homep macnopra 1162/25
1, [Mogrsepixaan, uTo BLIIEYKAIAHHAS Ceprs JISKAPCTBEHHOTO TpenapaTta BhINYCKASTCA B
obpamenue.
2, TapauTipyo, 410 BEIIEYKajaHHA® WAQOpMALHH no;ﬁmﬂﬁa W BepHa, Ota cepua Owua
HPOHSB&HC’-H&, BROIOYA yHE{T\'DBT{y W KOHTROIB Ka4eoTsa, 1o YKRBEI-H‘!BIM BEIIE agpecamM

MPOR3BOACTREHHON TpaKTHKKY) K Pe

cTpanMOHHO AOKyMeHTalHel HA TPORYKT.

NPOM3BOCTREHHEIX [TOMIANOK B r.;q:mmc'ram ¢ Tpebosaumamu GMP («IlpaBrma HaAEKAIEH

3, Bee pe3ymsTathl aHANM3A W 3aTkcy GBUIN PACCMOTPEHB! onopersl B cootseTcTBrE ¢ GMP,
TEXHUYSCKHMY COrallleHHAMHE 1 COI‘HI;.[I.UB]'IHHMH 110 Ka4ECTRY.
4, BLutd 74 Kakue-niG0 OTKIOHEHMS OT NPOM3BONCTBEHHOIO TIPOLECCR, KacaOMIHECs KadeCTRa
TIPOIYKLIHH! R
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YIOIHOMOYEHHOE NHIO: C)—Z‘“x ORI,

Hednick

Ilata Bertycka 1 ofpamenye: A d) N, ;ﬁ . m?ﬂ;_
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