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3A0 3r0-3nopossen

142103, Pocens, Mockosckas oGiacts,
Hogonsek, yi. Xeneanogopoxnan, 1. 2
Ten./thaxe: +7(495) 419-20-64

JIHueHzHA HA NPOUIBONCTRO IEKAPCTREHABIX CPEACTE AN MEIHIMHCKOTo IpHMEHEHHS
Ne JI012-00102-77/00010736 or 24.09.2025 .

MACIHHOPT Ne2095/25

Hammvenoranue npenapara HAe-Hon® rabnerin, RoXpuiTeie nireHouHol 06oa0uKoii, 120 mr, Ne 56

Kog npenapata
Homep cepuu

Obsenm cepuu

Jarta npoussoncrea
Yomen no

Hara anannsa
Auanys IpoBeAeH 1Mo

758

2171025

12 551 mr. ynakosox
29.10.2025

30.09.2029

19.11.2025 r.

CII-KO-0701-0124-10 «Jde-Hon® Tadnericu, HOKPEIThIE INTeHOTHOI oGoaouxel, 120 mry
HJ 1 N012626/01-161117 «/le-Hon® Tabnerru, noxpeITole NIeH04HOM ofonouKoii,
120 moy, Fisverenianv Ne 1, Mo 2, No 3, Mo 4, No 5 ¢ HUIL

HaumeHosanne Tpefosanus HopmaTHeHOH Peaynerare ueneranuii
rnoxazarensi HOKYMEHTALHH

Onycanne Kpyrmsie NBOAKCBEITY KIBIE Tabnetiy, | Kpyrisie SEOSKORBUTYKIRE TaGNCTKH, MOKPBITHE
TIOKpLITEIE 000N0uko# kpeMorc-Genoro ueets, | obomoykol KpeMoBo-Genoro HBeTa, ¢ HAUNWChio
C HAOmHCsW «gbr 152», BhigasnensHof ua | «gbr 152», ssigaemeHHol Ha oxHolb CTOPOHE, H
OHOH CTOpOHe, H rpadiMeckuM pHCYHKOM B | rpadwdeckum PHCYHKOM B BHIE KRaApara ©
BHAD KBANPATA ¢ APEPLIBHCTEIMM CTOPOHEMH ¥ | NPEPHIBHCTRIME  CTOROHAME #  3aKDYrNCHHEIME
SAKPYINISHABIMH  YLNAMM, BBINAENEHHEIM Ha | YIIaMu, BEIIARNEHHEIM Ha ApYroi,
Apyroii.

TommHHEOCTE: KauecTpeHHas peakuus Ha RHCMYT.

- Bruemyr C THomouesumolf B npHeyTcTRHM a3oTHOH | C  THOMOYeBHHOH B TIPHCYTCTBHH  Q30THOH
KUCTOTE! obpazyetcs TEMHO-KEATOS | KHCNOTHI 06pazyeTcs TeMHO-KeNTOS OKPAIHEAHHE
OKpaUIHBAHHE
Kamectpentan peakius Ha LUTpPArT, C cyneatoM pPIYTH M TEpMaHraHaToM Kanua

- Hurpar C cynedarosm pryTs W nepMaHTEHATOM KamHA | HPOMCXOAMT OGECIUBEYMBAHME PACTREORA  KAITHA
TPOMCXOANT 0BECUBEYHBAHKE PACTEOPA KalHd | MepMaHrasaTa u ofpasopanne Genoro ocanka
TiepMaHranaTa 1 obpasosanye Genoro ocaaxa
Kauectrennas peaxmus ua xasni, C xoDANBTHHUTPHTOM HATDMA B TPHCYTCTEHH
C xoBankTHHUTPHTOM HATPHA B npucy'rc:rmm “yﬂwqyoﬂ KHCIOThl 08pazyeTcs opasKeBO-Ke. [hIi

- Kanuit YKCYCHOH RMCNOTEl ofpazyercs optmncam-w
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KenTsi ocafok (i 5

OnsOpOAROCTE Maccsl, M

4336

otr 429,5 Mr o 442,5 Mr
2 i0r-13% o +1,7%

18/20 rabnerox - He Sonee + 3 % f
2/20 TaGnetox - He Bones + 10 %1

PacnanaeMocts, MHH. He Gomee 15 muuyTt 6
Onnoponrocts Tina 10 epvany HCIBITYEMOTO npan‘qpa'ra
TO3MPOBAHHS (n=10), AV<LI; 6.2 =10
Wi gns 30 emuauy ((n = 30), AV*iL"nncE* ; A:/=17
3HBYEHAA Xi YOOBNETEOPAKOT HEDRBEHCTBY "I““ d
[M-x = 0,01%L2xM
Konuuecraennos Or 114 mr oo 126 mr 119
CTpefeNeHHe, ML, (oT 95 % s0 105 % ot 3axBieHHOrD KOMMYECTRA {99 %)
Oxoun BucMyTa OKCHIA BHCMYTa)
Mrkpobuonoryyeckan Kareropua 3A,
HHCTOTA Otiuee queno aapobHEx mukpoopranmzmos — | OBmes Sneno a3pOOHLIX MUKPOOPraHHIMOT
ue Gonee 10° KOE s 1 1. menee 10° KOEr 1 1.
Ofmmee 9HCNO APONGKREBEIX A MICCHEBLX TpHbos Ofmee uncno APONOKEBLIX H TNECHEBRX TpiioR
— e Donee 1P KOEp 1 1, menee IO KOER 1T,
Oreyrersye Escherichiacolin 1 v, Escherichia coll oteyrersyern 1 r,

Crp. 1 us 2
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HauMeHoBaHHE TpeGoparus HOPMATHEHON PeaynsTarsl HCMLITAHHH
noxazaTenei JOKYMEHTALMH =

Ymakonka Mo 8 rtabmetox ® Gimcrepe ns  oasru | [lo 8 TaGnerox B GIHCTCpS H3 (DOMLTH AMOMKHHEROH 1 bonuru
amoMHuMeRoit W QONBFM  ANOMMHMEEOR | wuOMMHHeBoH NAMHHKpOBAHHOH.

NAMHHMPOBAHHOM, Tlo 7 GRHCTEPOR BEMECTE ¢ HHCTPYKIMEH MO MPHMEHEHUIO, KOl
Mo 7 6Gnmcrepos mMecte ¢ WHCTpyxumelt o | mucTpyxumn «90006723/10», «H-T58 (759, 790)-06-03», =8
TPHMEHEHHIO B KAPTOHHOH NatKe. KAPTOHHORA MavKe.

MapkupoBKa Ha Grucmepe ue pyeckon m3vike yieassiegiom: | Ha Gnucmepe Ra  pycckom  A3slKe  PKE3AHO: TOProsos
TOproBOE  HAWMCHOBRHME  mpenmapara ¢ | HAHMCHOBAHMC NpenapaTa ¢ npelypeInTensHol Mapuposkol
HpeaynpeauTenhoft MaprHpoekoh ®; | ® «AE-HOJI®:; rpynnaposoHHOC HOHMEHOBIHHE «BHEMYTA
FPWHHPDBQHHO& HaHEMEHOBAHHE {(CHHGMYTE. TPHKAANA AHUNTPAT?; HAIBAHHC H CcTpaia BARMAEILIIA
TPHKANES JTAUMTPATN); HA3BAHHE © CTPAHY | PErHCTPALMONHOID YOOCTOBEDEHHA <MEILTADAPM
Balelblia PCCHCTPALHOHHOD YIOCTOREpEHUA; | ApUHAHMHTTANL I'm6X, Tepmannay; gosuponka «120 mmy;
03UPOBKY; HOMED CEPHH, CPOK roNHoCTH (MM | Homep cepui «2171025»; cpok roHoCTH «09 202%»; sanofckol
rrer); MoryT ORITh YRA3aHEl 3aBOACKAC KOXB | KOA yHAKOBKH «0006635/10».
ynagosiH/ epeMeHsas TEXHHUCCKAR
WHBOPMAaLHsL. i
Ha Kapmounoii nauxe Ha PYcckos A3biKe Ha xapmonnofi BGuKe HQ PYCCKOM A36IKE PRO2AHO: TOPrOROS
JKa3siaatom: TOPTOBOE HAMMCHOBAHNE TIPETIapaTa HAKMEHOBAHKE nanapaTa ¢ TpenynpeAMTENLHOR MapruporKoH
C  mpeaynpeARTeTsEON  Mapkuposwod  ®; @ «IE-HOJ®; rpynidposctHoe HAHMCHOBAHHE «BHCMYTA
FPYNIMPORCUHOE  HAUMEHOBAHME  («BHCMYTA TPMKANNE AMUNTPATS; Aexapernensas dopma «Talbueri,
THICUTIS QHLFTPATY); NEXADCTBEIITYIO BOPMY; NOKpPLITBIE TLReHoUHOH obonouKoin; mosuposka «120 Mo
JOIMPOBKY; COCTAR B penakiy: «l TaGueTka cocras # penakumi: «1 TaBnerka copepmmaT: MelicTayromee
comepinr: Jleficrayiouee seuecrtao: Buchyta | Doico oo BueMyTa TPHKAIHA AHIHTPAT (8 MEPECteTe Ha
TPUKAINA JWIMTDAT (5 flepecdeTe Ha OKGHA owcnn  Buemytn  Bi0z) 3046  wmr (1200 MI‘):
pcMyTn  Bi:0x) 3046 wmr (1200  wr) BelloMOraTelbiLle  BeliecTBa: oM.  WHCTPYRIHIDS
BeOMOTaTE/BHEIS BELIECTRA: CM. HECTPYKIHION; ronudecTeo TafneTok B ynaxorke «36 TabieToxy; ymsmml
KOMMHECTEO TAGNETOK B YHAKOBKE; YCHOmHA XpAHEHWA «XPAHHTH TPH TEMOEPAaType He Bhime 25 C"’f
XpaHeHUR; crocol npuMeHerns B penakirm « i cnocol MpUMCHERM B PENEKIMK (LISt npHeMa BhY TPE"E
UpUEMa BHYTDS.»; AONONHATEALHEE HAITHCH C JIONONUHTEARHME BAANHCH C MapKepaMiL «XPOHMYECKU
Mapeponin:  €XPOREECKTH TACTRWTy; | TACTRATY, (AINEHHAR EQUIESHLy; shevipiroiiuis
«T3REHHAS BONE3HBy, «Baxrepuunamnas AKTHBHOCTE B OTHOLEHHH H. plorby;
acrussocTe B oTHomewmw  H.  pylorin «IIpOTHBEOEOCIATHTLILHOE AeficTBues; «0Obpasyer
«ﬂpamnonocuann’re.rmme naﬁm‘nﬁen; SAMHATHYH MJASHKY HA HDBEPIHDS‘.‘I‘II AIB M BPDSHi‘m: ANCEMEHT
«OBpazyeT SAMATHYIO MICHKY HA TOREPXHOCTH muamiina B swge narmuckoidl Oykesl «D») yonosH OTUYCKE
438§ Spoduiy; SNEMCHT Ausafid B BHIC «OTnyerc u3 anTex: Gex peuenTaw»; MNPENYTIPEAHTCNBHAA
natHckoll Gyimst (Dp; YGUOBHS  OTHYCKE; HajmACk: «XPAHHTL B HOAOCTYNHOM JUIA JAETell MecTe.s,
np:a.uyﬂpe,nmcnbﬂym HATTTHCE: «){par-r:m:. n HAZBAHHKE H CTpard BAAMENBIA pt:mc:'rpaummmm
HONOCTYTHOM AN HeTeH MeoTe.»; Hassamwe W YOOCTOBEPEHHA «Brageney PerHCTPALMOHHOTO
cTpaly PR perucrpanmoniorg | YAGCTOREpeHus: YEIJIADAPM  Apusaiimurrens [mBX,
yHOCTOReDEHHY, €r0 NOTOTHT  (Tpadueckoe [‘BpMnlilf‘sm, &ro  AOreTHI “(rp?tbuqecxue naohpakeHne H
waoGpakenue i Haxmucs “CHEPLAPHARM® sannuck “CHEPLAPHARM™ GyimaMi naTureKoro andasura);
Gyxnavi NATHHCKOTO AnDamwra); HASBARME, HAsBaHMe, CTpEHa, AJIpEC, '}‘enedmnﬁbauc OPOH3BONNTENS
etpany, azpec, Tenedom/DaKc MpOWIRONHTEN, «TIpoiaseaurens: 3A0 «3n0-3nopessen
HOMSD  PETMCIDAIMOHHOTO  YAOCTOBSPEHNS; Pocens, 142103, Mockoncian o6aeTs,

MepeveHHBE JGHHBC (HOMSP CepHHM, GpoK | o Huu.n.um':lc, 3"‘:' )Ke.nemonufnmunﬂ,n.z
FONHOCTH B pogaxiyy «Tofeuy) H HHopMALHIO Tea./parce: +7$ 95) 419-20-64».
A% MORMTODUHTA ABMKEHMS NeKapcTBeHHOFo | “OMCP POFHCTPANKONHOM HCIAEITR
Openapatd OT NPOWIBORHTENA 10 KOHEHOTO «Per. yaocromepenue [T NOIZ626/01»;
MOTPEGHTENS, HITDHX-KOL: MOTYT GITh yKasaei | [oboro i JalbIe: %
33BOJICKHE Kaunnt YIAKOBKH/TIEPEMEHHAR «Cepus: 2171025,
TexHuHECKan HA)OPMALTHA. «lopen: 09 2029, fe
HH(OPMALM AT MOHHTODHES
nperapaTa oT HPDHSBD,I[WI'WJH i J
«Data Matrix»; b
«GTIN: 04260747722283», |~ 2=, 10
«3/MNi» © ykasaumuem Hﬂnhamﬁﬂ}‘ﬂoi'ﬁﬁ_;gﬁm]\w
HOMEDA TIAYKH; N e
TpHE-x08 «4260747722283x; e Pl
JamoICKHE koAb Yiakoskn «30006721/105, d1-758-56-03-04».
XpaHenHe [lpu Temnepatype He Buile 25 e Tlpu Temneparype He Bermre 25 °C
Cpok roguoers | 4 roja 4 roga

Saximouenue: Jlexgpemeennulil  npenapant [le-Hon®  mabnemicu, noxpuimsie RIeHOuHOW 080n04K0L,
120 mz Ne 56 cepuu 2171025, coomeemcmayeri mpeGoCaHUAM & YACTY BPOBEPEHHLIX FOKASUMERE.

WM. o, mavansyHuKa oraena KOHTPOJIA KAEeCcTBA

Benomerruesa O. A.
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PASPEHIEHHE
HA BBIIYCK T'OTOBOTI'O NPOOYKTA N 2086/25

Tapmaoe HAHMEHOBaHHE Npernapara

BTOpH4Has/noTpebuTenseKas YNaKoBKa,

| BEIMYyCKAIOMUlE KOHTPONE KAYeCTBa)

He-Hon®
| Mesxaysaponsoe HeITaTEHTOBAHHOE e
| HartMeroBarme (rpynnupoBouHOE WK BueMyTa TpHKamua guuptpar
_ xnmmccma) L
“JlexapcTBennas dopma Tabnerky, nokpeiTEIE NNEHOYROA 0B0I04 KON
| Ios#posxa 120 mMr
i Tabuerky, HOKpHITEE [IEHOYHOH 0fonouKol,
QopMa BEIMyCKa 120 mr
: (6muerep) 8 x 7 (mayka kapToHHas)
Homep cepuu 2171025
1 Obsem cepun 12 551 wrr, yriakoBok
: )Ia‘ra NPOH3BOACTRA 29.10.2025
| T'onen no 30.09.2029
| 'Haumesosanne wu angpec mpomssogurens 3akperroe aktHoHepHoe 06MIECTRD
| (mpouszoacTao, NepBHYHAT YIAKOBKE, «3n0-3nopossen (3A0 «3n0-310possen),

Poceus, 142103 Mockosckas ofn.,

r. Hogonscek, yn. XeneanonoposHas, A, 2
JIuueHsHs Ha NPOU3BOLCTEO NEKAPCTBEHHEIX
CPEACTB /15 MEAMLIMHCKOTO IPHMEHEHAS |
Ne JI012-00102-77/00010736 ot 24.09.2025 1,
(6eccpouno)

CepTH(HKAT COOTBETCTEHA NPOHABO/ICTRS
JIEKAPCTREHHBIX cpeacTs TpeGonanuam Ilpasun
Hannenameli NTPON3BOACTREHHOH NPaKTHKH
Eppasufickore SKOHOMHYECKOFO CO103a
GMP/EAEU/RU/02269-2025. Cpox aelictans ¢

09.09.2025 r. no 08.09.2028 1.

{Homep

AaT1a PErHCTPALlHOHHOTO

IIN012626/01 or 23.08.2010 .

(mata BHecenus wamenenuii 8 PY 21.06,2023 r,)

- VIOCTOBSpEHHS!
F A

Howmep HopmaTHBHOM IOKYMEHTALUY

HIOTIN012626/01-161117,
Msmenenwa k HOINe 1, No2, Ne 3, Ne 4, Ne 5

Hanmenopanue H afpec aepiaress

PETHUCTPALHOHEOr0 YAOCTOBEPEHHIs

YEIINTADAPM Apuuaiimurrens I'moX,

Iepmamns/CHEPLAPHARM Arzneimitte]l GmbH,

Zisgelhof 24,17489 Greifswald, Germany

_PEIHOK MOCTABKY NPORYKIMH

Pocews

Howiep nacriopra

2095/25

13 Hom"sepm,uam YTO BEIIEYKAIAHHAN CEPHA NEKAPCTECHHOTO TIPENAPATA BAINYCKaeTeA B obpatuenne,
+ I'apantnpyio, 4To sbimeykasanHan HEDOPMALHA 16 n“
B mouan Y¥TMAKOBKY H KOWUTPOIL KaYeCcTRa, 10 yKﬁSBH,HEIM‘

THEHA H, aepb‘f&.Sra cepHs GpLTa IPOH3BE/ICHE,
mﬁme BApecaM: npomnonc'rnenﬂmx TIOUIAH0K

la COOTBETCTBUM ¢ TpeboBaHuamu GMP («ﬂpdnﬂ.ﬂ& H;i.lmm‘le'ameﬁ rh%pHBBGAGTBE:HHDﬁ MPakTHKE®) |
emc*rpaunoﬁﬂoﬁ AOKYMEHTAUHEH Ha TPORYKT, ¢ 3, =

Texmx-tccxmmw cornawenuamu & Cornamenamu nnhmawbd{?&y
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