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3A0 «3u0-30posee»

142103, Pocein, Mockosckan o6nacTs,
TMoponasck, yn, Meneanogopoxuad, 1, 2
Ten./thaxc: +7(495) 419-20-64

Junensna Ha OCYUICCTBACHIIC NPOHIBOACTEA JIEKAPCTEEHHBIX CPEACTE

Ne J1012-00102-77/00010736 (Ne 00049-JIC) o1 20.10.2021 1,

Haumenosanne npeénapaTa

Koa npenapara
Homep cepun
O0nem cepun

JaTta npoussoacrea
Togen no

JaTta anananza
AHANN3 OPOBENEH TT0

ITACIIOPT Ne1657/25

790

1680825

21 983 mrT. ynakoBok
27.08.2025
31.07.2029

09.09.2025 r,

He-Hoa® tabaerku, NOKPLITHEE MUIenoMHol oBonoukoii, 120 mr, Ne 32

CII-KO-0701-0124-10 «/{e-Hon® TaGneTiu, NoKpsiTsie naeHouHoi oGosouxoii, 120 mr»
HJ T1 N012626/01-161117 «Jle-Hon® Tabnerki, nokpsiteie mienodsoii o6ooyKoii,

120 My, Mamenennsay No 1, Na 2,

No 3, Ned, Mo 55 HIL

HaumeHoraune
NoKazaTene

Tpebopanka HopMaTHEAOHR
JOKYMEHTEIHH

PesyiTaThl HennTAHRA

Onucanne

I{pyrneie ABOAKOBRINYKABIC TabneTkH,
nokprTre obonovukcii kpeMoBo-BenoTo LseTa,
¢ naamEcnio «gbr 152w, BRUABACHHOH A
OIHOH €TOpPOHE, N TpadHuCCKHM PHCYHKOM B
BHAEC KBAOPATa ¢ OPEPLIBHCTRIMH CTOPOHAMM M
3ARPYIIIEHRBIMM - YFIAMH, BHIZABNCHHEIM Ha
Apyrof,

ICpyrasie JROAKOBLINYIIBIE TabNETKH, TOKPRITHE
ofonovkolf Kpesoro-Genoroe UBeTa, ¢ HAAMHCEID
wghr 152», BuuapnesHofl Ha OAHOH CTOpOHE, o
rpadHYEckiM  pPHCYHKOM B BHJAE KBAApaTa C
NPEPLIBHCTLIME  CTOPOHAMH M 38XPYINEHHBIMH
YIAaMH, BRLIABNEHHEIM HA APYTOH.

[MoanHHHOCTE:
- Bremyr

- urpat

- Kannii

Kauccrnennas peakuia Ha BHCMYT,

C rHoMouesHHOH B TPHCYTCTBHE 230THOM
KHG/IOTR] ofipazyercs TEMHO-KEATOR
OKpallHRAHHE

KavecTBennas peaxiiia Ha LHTpaT,

C cyneaToM pTyTH H NCPMEHTAHATOM- KLU
MpPOHCKOAHT OBECBEYNBAHNE PACTBODE AN
nepManranata ¥ odpasopanne Denoro ocamka
Kauectrennan peakuua Ha gasuii.

C koBansTHHHTPHTOM HATPHS B NPHCYTCTRHH
ykCycHoit kMCIOTE  oGpasyercn  opaibKenos
WENTLI 0CAn0K

C  THOMOYeBMHON B TIPHCYTCTBHH  a30THOH
KHCHOTL DGP&‘J}’BTCH TEMHO-HENTOE OKpallHBaHHE

C cym.datoM PTYTH M NEPMAHIAHATOM Kamws
[MPOHCXOINT DGBCU,BG'-IHEBHHE ]}ﬂc’rﬂﬂpﬂ ICaJEHs
MepMAanrasaTa u ﬂGDﬂSOBﬂHHE‘- denoro ocanra

C roBansTHHHTPHTOM HATPHA B TIPHCYTCTBHH
yKCycHOH KHCIOTL 6OPAIYETCH OPAHIKEBO-KENThIi
0canok

ORHOPOAHOETR MAEEH], MF

oT 429.5 Mr a0 442,5 mr
18/20 rabnerow - He Gonee = 5 %
2/20 Tabnetox - re Gojee £ 10 %

4327
Or—-1,2 % 1o +1,6%

OxcHa BHCMYTa

OKCHIA BHCMY'Ta)

MuxpoGronoriueckas
HHETOTH

Kareropas 3A,

OBuee yueno B3polHLIX MUK

PacrianaemMoeTs, MHH, He Bonee 15 MunyT 5
ORHOPOAHOCTE Jing 10 enuHuL MOTLITYEMOTO TIPEnapaTa
JIOIHPOBANHS {(n=10), AV=L1; o
wnd g 30 epnamn (n=30), AV = L1 u nce n=19
FHAMEHHA X y AV = L2
| YALBRIETROPDNIOT HQPHBCHCTB
;NI \Il =0,01=xL2xM et LJaHj‘FQ)-JL
Komuectrennoe Ot 114 mr 1o 126 mr ‘”G‘ LA 118
ONPEAENeHHE, M, (0T 95 % no 105 % or zasmmmn@/ ?:mqe@rfﬂ’df - {98 %)

dmmo 43pOGHEX MUKPODPIEHHIMOB

ik [
e Gonee 10° KOE s 1 r. 2 H @3@’ KOEz 1T,
QGmee YHEHo NPOAAKEBRIX H 1K =0 : YHCAO JIPOMOKEBEIX I [TECHEREN FpuGos
—He Gonee 10 KOE = 1 1, | i epte 10 KOEB 11,
Oveyternme Escherichiacolin 1 r, =&ii /2 cherichia coli oteyTetsyers L r,

Crp. 1uz2
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Hanmenonanue Tpeborarus HopMaTRBNOf PeaynkTaThl HEMbITAH kI

noKasaTene JNOKYMEHTALHH

Ynakoska [Mlo 8 Tabnerox r Guuerepe w3 onsrn | [lo 8 Tabuerox & Gnucrepe U3 Goskry wIOMUHHEROH H QOTLTH
ANOMMHACEOH M (ONEPH  BMIOMHHHMEBOR | ANIOMHUMEROH NEMUMHPOBAHHOH.

JAMHHHPOBAHHOH, Mo 4 Guuerepa BMECTE ¢ HHCTPYKUMCH 10 MPHMCHCHHIO, KOO
[o 4 Gnworepa sMmecre ¢ wuueTpykumedi no | «90006723/10x, «11-758 (759, 790)-06-03», v kapronuHol navxe,
OpHMEHERHIO B KAPTOHHOH natxe.

Mapiuponka Ha brucmepe na pycexom asuwe yrasweawm: | Ha  Gmiecmepe na pycckom nsuike  ysaiana; TOProRos
TOPFOROC  WANMCHOBAHHE  TIPENApaTd ¢ | HANMCHOBAMHE NPENAPATA ¢ NPSAYNPEAHTENLHON MapKMPORKOH
MpeiynpeanTenRHOM MapKHPORKOH ®; | @ «[AE-HOJI®»; rpynnupoBouuoe HAMMEHOBAHME «BHCMYTA
FPYANHPOBOYADE  HAHMEHOBAHHE  («BHCMYTA | TPHKMJINA JUUHTPATS, HE3DaHHe W CTpaHa  BJANENRLa
TRHKANMN  JAMUWTPATY), HAIBAHWE W CTPAHY | PerHCTPaLHOHHOTO YOOCTOBEPEHHA «UETLIADAPM
BNANESBUA DPErHCTPALHONHOTG YAOCTOREpeHHA; | Apunaiivutrene I'mBX, Fepmannay; nozuponka «i20 mr»;
AOIUPOBKY, HOMED COPHH, Cpok roAHoctu (M | Homep cepum «1680825y; cpor ropuocty «07 2029 aasonckoi
FITE); MOIYT OBRITL YE30HED 38BOJACKHME KOAM | Ko yiaxosku «%0006635/10.
yIaKoRKH/epEMeHHan TEXHUYEEIKAN
HHIOPMALHS,

Ha kapmonuoli nauke wa pycckom aamke Ha gaphtoinoli haxe 0 pycckos A3vKe YKAIAR0: TOProRoe
PRAIHICAIOM: TOPrONOE HAKMEHOBANHE TENAPaTa HaHME—HUDﬂH]-[E;’In npenapara ¢ FPeﬂYﬂPmnmwnoﬁ MApKHpOBKOH
¢ npeaynpemnrensuoll  Mapkuposiol  ®; ® gNE-HON®:; rpyniupoBodHOE HAUMEHORAHUE KBHEMYTA
[PYNIAPOBOYHOE  HAMMCHOBANHE  («EwcMyra | TRVKANNA AHINTPATY JCKapeTaciia dopva «TaBaerien,
TPUKANA AMUMTPATY); JICKAPCTRCHIYIC dopMY; ROKPBLITRIE TTeHewHoll obomowuieiis; Zoiwponka «120 mr;
HOIMPOBKY; COCTAB B peAakmmn «| Taberxa cocTar B pepakiiu: «1 TadmeTra comepmnT: [lelfcTeyomee
conept: Jleficryioliee pemectso; Bcyyra | SCNeCTBO: BucmyTa TRUIANIS AHIHTPAT (B nepeedere ua
TpHKanMs AuuMTpar (B nepecdere Ha oxowy | OFCHA  BHCMYTR Bi202) 3046 wmr (1200 ).
ucmyta BinO) 3046 wmr (1200  wr). Benomoratensuele  BOIMECTBAT M. MHCTPYKLMIO.N,
BCrIOMOTATeNsHbIE BEIIIECTR; €. HECTPYILHION; xonuuectoo ThBeTok B ynakoske «32 TadaerwHn, YCronmA
KOJIAUECTRO TAOJETOK B YHAKOBKE; yenosus | PoncHid «Xpanuts npn Temnepatype He sbtwe 25 ‘Co;
XPAHGHHS; CIIOCOB NPHMCHEHHA B PEARKLIMHA «J1A criocof npuMeHeHHA B peakuu «[as UpHeMs BHYTPR.,
TPHEMA BHYTDE.», JIOTONHHTC bHEe Hanmicy ¢ | ACTONHATCNBHEIC HAIMHCH C MApKepaMii: -;(XPPHH‘-IECICHH
Mapiepamii:  «XPOHMYECKWH TACTPHT»; FACTPHTy, «AIBEHHAA BOJIE3HB», «Baxrepuupanas
«AIBEHHAA BOJE3HEy,  «BakrepHuMmHas et = nmo;uuuim A. pylorin;
AKTHBHOCTE B oTHowenwn M, pyvloriy; AllpoTHBORICHAIRTEIEHOE AGNCTRI R, «Obprsyer
«(TTOTHEOROCTANHTENEHOS felicrayey: | SAUVTHYIO MUICHKY HA NOBEPXHOCTI HIB 1t 3POINTLN; JNEMENT
«OBpA3yeT 3QIMTHYIO NIEHKY HA MOBEPXHOCTH Auzafing B Buae nateHckoit Gyxonl «Dw; yenosHs oTmycka
W38 ¥ OpOIMHN, SNeMeHT Awsafida B mHze «Ornyer u3 amrex: Oe3  peuentay; [PCAYIPCAHTCNL A
HATHHCKOI EYKBH «Dw; YCIOBHA  OTIYCK; HAAMHCE: «XpmmTh B HEJ0CTYNHOM AAW JeTell MecTe.n,
NPGAYNPCIUTEASHYIO HEAMHCh  CXPARNTS B HA3BAHME H cTpana BlIAAENL11a PErHCTPALIMOHHOID
HEMOCTYIHOM JUid Hereil MecTe.», HaimRaHHEe o YIOCTOBCPCHIHA abnapeae peruﬂpammﬂueru
cTpasy BnfAensIA PCTHCTPALHOHHOMD l}::ﬂ.OCTDBe]J&HH.H: ‘lEI‘IJIAdL*;PMd Aplmai‘inm‘r‘g&nh mX,

epmanma», ero noroTum  {rpadmveckoe  mioBpamexue H
ﬁggg;gi;}:f:: H;{ Eﬂm&izrgyghéiﬁﬂm‘a’ panmict “CHEPLAPHARM?® Gyxpavn natunckoro andasura);
GyKBaMH  NETHHCKOrO Andpasnra), Hesmanue, | POSBAUNG, CTpaNa,  anpec, Tenedon/flake  nponsBoRMTENS
erpany, anpee, Tenehow/daxe mpoussomena, | CLPeuIBoauTEnn: 3A0 «310-3n0posney
HOMED  PEerdCIpalMoHHOND  YROCTOBEpEHIS; Poceis, 142103, Mocrconeras ofaacts,
NCPEMCHHEIE  JlaHHElE  (1TOMEp  CEpME, CpoK r. [fononteer, ya. )I{'e.uemonopummﬂ, A2
rosHocty B peaakumi «ogen:n) B HRQOpMALIHG Ten./dare: +7(495) 419-20-64».
ANA MOHHTOPHHIE ABUKCHNS JeKapcTseHmoro | oMcP PETHCTDALHOHNOIO YAOCTOREpEHUA
npemapaTa OT NPOMIBOAHTEM [0 Kowewmoro | “F or: YHoeTomepere I1 NOT2626/01»;
NOTPCORTONA; WITPHX-KON; MOFYT GhiTh yKasanu | ToP M CHHBIE ARHHEIE
IRBOACKHE KOAILI YIAKORKH/EpEMEHHAS «Cepuni: 1680825y,
TexHUeCtas HHPOPMAIA. «onen: 072029,

HHQOPMALMA 117 MOHMTODHHIA IBMIKCHHS JIEKAPCTHEHHOrD

npenapara OT NpoHIBGAHTOML 10 KOHETHOT0 HGTPEGI'!'TBJIH:

«Data Matrixy;

«GTIN: 04260747722306»,

«3/Ni» © yiaigHues HHABUAYRILHOIG CepHANH3AIHOHHOTD

HOMEDA TaHKH; ‘ m‘&t

wTpyx-ko, «4260747722306; 0 QNITHHE 7028

3IRBOACKHE KO/6l YNIAKOBK 7ﬁhn,x(ﬂ“79ﬂ 2-05-03»,

Kpanenue Tpn Temneparype He shfuie 25 C Flpu Temmeparype He By éﬁ/ Cﬂﬂ'c‘ 5

Cpox rognocti | 4 roga 4 rozga o Eé( i ..rﬁﬁ,}:-’h{" i)

- S e 7
3awmouenue: Jlexapcmeenneni npenapam Me-Hon® mabnemxu, nowpsiin HJIEL.F,:'?JJ'&TJ{ON/M 0?5 N0YKOT,
120 w2 Ne 32 cepuu 1680825, coomaememayem mpeboaanusm & Hacmu nposepeiu s forastumoi

HawansHuk oTAena KOHTPOJIL Ka4ecTBa

Hesxsruckan O.E.

Honaenacinns IO . i?pc:lrmaa .Hama
SAD f’f&“w{? Rﬁwmém |
Grp.2m32

OKK |
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PA3PEIEHUE
HA BBIIYCK I'OTOBOI'O HPOLOYKTA Ne 1699/25
Toprosoe HauMeHOBaHHE NpenapaTa He-Hon®
MexmyHapoIHoe HenaTeHTORAHHOE
HauMEHOBaHHE (rpynmupoBo4HOe HITH BrHeMyTa TPHKAIHST QALUTDPAT
| XMMHYECKOe) '
JlexapceTrenHas hopMa TafneTky, MTOKPLITEE MIEHOYHOR 000I0TKoH
Jo3upoRKa 120 mr
TabeTkH, TOKPEITEE MIeHoYHOH 00010TKOH,

opmMa BEITYCKA 120 mr

- (6auctep) 8 x 4 (mauxa KapTOHHAS)
Howmep cepiu 1680825
O6weM cepru 21 983 T, YyIaxoBok
JlaTa IpOM3BOICTRA 27.08.2025
Tonen zo 31.07.2029
HaumenoBauue ¥ afpec NPOHM3BOAHTENA 3akpeIToe aKiHoHeprHoe ofIecTro
(rpoM3BOCTERO, NEpPRHYHAL yrnaxoka, | «3u0-3nopomse» (3A0 «3u0-310poBLEY),
BTOpHuHAs/IoTpebHTENbCKa YIAKOBKA, Pocens, 142103 Mockoscras ofiL.,
BEITYCKAOIIAN KOHTPOIE KauecTBa) 1. lHomoneck, yi. YKenesnogopoikHas, 4. 2

Jlerzna Ne JI012-00102-77/00010736
(Me 00049-JIC) 07 20.10.2021 1,
Ceprudurar cooTeTeTBHA Tpeboanuam IIpasui
HaJIeanTell IPONSROCTBEHECH MPAKTHEH
EBpasuifckoro 3K0HOMHYECKOTO COI034
Ne GMP/EAEU/RU/01442-2024 ot 15.08.2024 1.

Homep H naTa PErHCTPAIOHHOTO TIN012626/01 or 23.08.2010 7.
YAOCTORSPEHNA (nara aecenus usmerenuit 8 PV 21.06.2023 r.)

HJ IIN012626/01-161117,

HOME’p HOPMETHBHOH JOKYMEHTALIHK Wsmenenun x HJT Ne 1’ MNe 2, Ne 3, Na 4’ Ne s

FlamMeHOBAHAS 1 AIPEC AEPHATENT YEIUIADAPM Aprmativintrens I'M6X,

PCTHCTPAIIORHOTO YIOCTORCPCHMA Ziegelhof 24,17489 Greifswald, Germany

Tepuanns/CHEPLAPHARM Arzneimittel GmbH,

PEIHOK HOCTABKH NPOIYKIIHH Poceust _
Howmep nacrnopra 1657/25
1s TlonTREP/KIAI0, HYTO BLINGYKASAHHAS CEPHA JEKAPCTBEHHOTO TIPENApaTa BLITYCKASTCH b
oGpamen#e.

p5 Tapanrtupyio, 4ro
TPOK3BEieHa, BKIIOHad

L WEGOPMANHA NOAAWHHA ¥ BepHa. OTa cepua Gsa
DITPONE KagecTBa, IO YKAZAHHBIM  BBIE AAPECaM

MPOM3BOACTREHHRX IUIOHISK B ¢ tpebosanmamn GMP («Ilpaswia Rapmexamiei
TNPOH3BOJICTEEHHON NPaKTHiEn) 1[1 m Hol noxyMenTanuel Ha NpOIyKT.

3 Bee pesynbTaThl |{HE paccMoTpeHs! i oxobpensl B coorseTcTeny ¢ GMP,
TEXHITECKHMH COTTALICHAM %)COI'JI ‘

4, Beimi M Kaxue- ﬁﬁﬁﬁf T
TIPOTYKIIMH:

¥ Het Cla

BLIITYCK TOTOBOTO TIPOJIYKTA PA3PEINEH

" VronaHOMOYeHHOE T O‘Z Jlzmpxopa B

TTodhiws

Iara srnycka B obpalienye; ‘Td 9 09 .AOLE
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