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D-0000000555-05
3A0 «3n0-3x0posney
142103, Poccns, MockoBckas o6macTs,

Tononsck, yor. Henesnonoposkuas, m. 2
Tem/daxe: +7(495) 419-20-64

Jliuensnst Ha NPOUIBOACTEO IEKAPCTREHHLIX CPEACTE ANA MEANIHHEKOTO TPHMeHeRNs
Mo JI012-00102-77/00010736 ot 24.09.2025 -,

IMACIIOPT Ne1837/25

Hanmenopanue npenapara He-Hoa® taéaerkn, MOKPEITEIE IIeHO4HOI 0Go/to4uKoi, 120 mr, N2 56

Kox npenapara
Homep cepuu
O6nem cepun

Harta nmponssogersa
T'omen go

Mara anamuza
AHa/lu3 npoBeneH no

758

1930925

12 472 wrr. ynaxogok
18.09.2025

31.08.2029

08.10.2025 .,

CTI-KO-0701-0124-10 «/le-Hon® TABAeTKH, TOKPBITEIE MeHOUHO ofonouroil, 120 M
HJI I1 N012626/01-161117 «[le-Hon® TalNeTKN, NOKPLITHIE MLIeHoYH ol oBoacHkoil,
120 mr», Hamenennsiv No 1, Mo 2, Na 3, Ne 4, Ne 5 HL

r Haumeroranne
nokazatenal

Tpebonanys HopMatusHoi Peaynsrarsl ucnrrrasut
JOKYMEHTAUHNH

Onucanue

Kpyrinie JABORKOBRITIYKITRIE tafinern, | Kpyrnue JBOAKOBEINYKIEE TAGACTKH, MOKPBITHE
ROKPEITRE 0G0N04KkoA KpeMoBo-Genore uneta, | oGonoukoi KpemoBo-0e/ioro uReTE, ¢ HAAMHCHI
¢ HaAnHeslo «gbr 152», pninasiennoll wa ugbr 152», seiganneduod He ouuoi cropoHe, H
O/HOH CTOPOHE, H rPAdHYECKHM PHCYHKOM B FPAQUYECKHM PUCYHKOM B BHIE kkagpata ¢
BHIE KBAZPATE G MPEPRIBHCTEIMI CTOPOHAMK H | NPEPRIBHCTHIMY CTOPOHAMH M 33KPYTNIEHHBIME
JAKPYLNEHHBIME  YTAaMH, BRUIGBTEHHLIM H& | YIIaMH, BLAGBIEHHIM Ha Apyro#,

NpYro#,

[MognuunoeTs:
- Buemyr

- Ourpar

- Kamuit

Kauecrsennan peacuns na suemy.
C tHomouessnoHl & OpucyTeTEMH asoTHOR | C THOMOYEBHHOH B [IPHCYTCTBHH  ai0tHOI

KHCAOTH obpasyerces TEMHO=XENTOC | KHCAOTE 06PasyeTcs TeMHO-KENTOE OKPAIKBAHTE
CKpalHRaH e
Kauecrsennan peaxmua na uurpar, C cymsdatoM pPTyT™H ® TepManTaHaToM wamui

C cynntatom pTyTH u NEPMAHTARATONM KaHA | TPOWEXONHT ofecnneynsanHe pacTBOpa  Kajgua
NPAUEXOAHT GOeCUBEYHRAINE PACTEOPA KA nepManranara ¥ obpasopauue Genoro ocaka
nepmanrasara n obpaszosanne Geyoro oearka
KaecTnennas peakuns Aa kasii, C  koBamsTHRRTPHTOM HATPHA B TPHCYTCTBHE
C koBaneTHHITRHTOM HATPHA B NPHCYTCTBHH | YKGYOHOH KHCIaTh 0Bpazyeres opaHikeso-KeNThil
YKCYCHOH KHCHOTE! obpasyeres OpaHKERO- | OCANOK

WENTEIH ocamok

OJIHOPOIHOCTE Macesl, MP | oT 4295 mr [0 442,5 mr 432,5
18/20 Tadnerox - ne Gonee + 5 % Or-13% mo +1,1 %
2/20 rabrerok - ge Gonee = 10 %
PacnanaemMocTs, MHH. He Gonee 15 Myt 7 |

OinopoiHocTs
DOFHpOBRHHA

Hns 10 enunnny sensiryemoro npenapara
(n=10), AV=LI;

uaK Juin 30 exunny (n =36 l,:/_zlg
SHAYEHHA X Bif A 2
IM-xi| < 0,01 XL
Kojtuuectsennoe Or 114 mr o 126508 N 118
onpejencEne, Mr, (07 95 % a0 1045 %o 3&&(&5}%;’{@ AHYes (98 %)
Oxeup BreMyTa oxcuna sueMytad = JMALER  |2:
MuxpoBuonoruueckas Kareropus 3A% =\ “UITCAR THHr /8 Sl
4ucTOTA Obuee sreno a8pni % MUKDODPFatNINoE — | OBuee yeo a2peBHBIX MEKPOOPrasHIMoR
e Gonee 10° KOB g, Frdometal, menee 10° KOE s 1 .
OBmee uricno Aposis ;a:qu‘-ig:{#;quqaé’gﬁ% rpibon OBILee IHCNO APONGKEBEIX ¥ NAECHEBLX TpHEOR
~ He Gonee 107 KOE B e i meree 10 KOE® 11,
Ovcyrerene Escherichia colia 1 r. #scherichia coll arcyrotsyers 1. __‘

Crp. 1m32
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NAMHHHPOBAHRON,
Ilo 7 GnHcTepoR BMECTE C uHCTpYKIMEH 110
NPHMEHENHIO B KRDTOHHOR Nauke.

Haumenonanue TpebosatHA HOPMATHBHOM PeaynLrarsl HCABITRHHH
nokazarerned JNOKYMEHTALHH
Yrakosxa Tlo ® tabnetok B Oaucrepe w3 (omerw | Ilo 8 Tabnevok 3 Gancrepe u3 (ONETH AMOMAHHEBAH 1 (oILTH
amoMHEHEROR B (OARTH  ANIOMAHHEBOK | AMOMUHHEROT naMiHRpoBaHHON.

[lo 7 GnHCTEPOR BMECTE € MHCTPYKLHEH 1O MPHMEHENRIO, KOl
meTpyKuEs «30006723/10», «1-758 (759, 790)-06-03», =
KAPTOHAOM NAYKE.

MeapkripoBka

Hau Gaucmepe #a pYyCCKost A3ILKE PRAIvIGAION:

ToproBo¢  HEMMEHORAHHE  Tpenapara  C
PRy NpENHTENLHOH MAPKHPOBKOH @
rpynmEpoROYHOE  HAWMeHoBaHME  («mECMyT2

TOHRANHA AHLUHTPAT:); HedsaHMe W CTpaRy
BOANENLUA DCIMCTPAUHOHHOTO YIEOCTOREPSHI,
JOIMPOBRY; HOMEp CCPHH, CPOK TOAHOCTH (MM
rrer); MoryT OBITE YKR3QHEL 30BOACKHE KOIR
YIAKOBKH/TIEPENMEHHAR TEXHWHECKa
unlopMaLH.

Ha wapmoruoil nauke HQ  pPYcckon  Azsike
J'Kﬂ]blﬂﬂml'ﬂ.' TOP]’GBOB HAHMEHOBAHHE HpCl‘[ﬂ.‘pﬂTﬂ
¢ HpeHyNpemHTenbHOH - MapkHpoBkoil 0
TPYIIHPOBOTHOS  HANMCHOBAHHE («nneMyTa
TDHRAMHA AHIHTRATH), NEKAPCTREHHYIO qrapmy;
JIOIUPOBKY; COCTAE B PEHAKLHH «] Tabnerkd
cosepent: HefieTnyiomes semectso: BucmyTa
TRHKANHT JMUMTpaT (B TEPECHETS HA OKCHA
mmcMyta Bi0s) 3046 mr (1200 wmr).
BenomorarensHsie BEUIECTBA! CM. m{m'pyuumo.n;
konuuecTso Tafnerolk B YMAKOBKE, YCADBHE
XpaHennd; cnocol IPHMEHEHUA B DAk «llna
npHeEMa Bliy’l’"pb.»; DOTIONHATENLILBIC HAIMHCH €
mapkepanrn:  «XPOHHYECKHH TACTPHT,
«A3BEHHAS BOJIE3HBy; «bakrepuumoyad
axTupHocTs B orwowenws K. pyloriy
«l 1 pOTHROBOCTIANHTENENOE JNEACTRHSY;
«O6pazyer 3AWNTHYIO MIGHKY HA [OBCPXHOCTH
qan u oposuitn; snement jiafma B BMAS
saTwuckolf  Oykest  «Dw;  yonosmn  OTHAYCKA;
rlpmynpcnmcﬂmym HAMMHCE: u}{panm'a B
HEAOCTYMHOM AT JeTell MecTe.), HasBaHue H
CTPAHY ENEfENsIA perucTpaLioHHOTD
yooctomepensn, ero jgorovn  (rpaduueckos
waobpawenne # manmsck “CHEPLAPHARM”
GyxnamMy  AATHHCKOTO ampunuTa); HaAIBAHME,
crpany, ampec, Teneher/QiaKe NPORIBOINTEM,
HOMEp  pPerdcTPaiMOHHOrG  YIOCTOBCPCHHI
mepeMenHBle  jlaHHbie  (HOMep  cepuM,  Cpok
FOAHOCTH B petaiiyy «ToaeH:») 1 HHpopMAaLHG
LT MORWTOPHHTA JIBIDKCHIN JIEKapcTBEHHON:
MpEnapaTa OT TPOHIDOAMTENN A0 KOHEHHOTO
NoTpeGHTEN; WTPHK-KOM; MOTYT OBITh YKI3aHE!
JABOJICKHE KOk YIRKOBICH/TIEPCMEHHA
TEXHHYCLKAA HtldleMaf-lHﬂ.

Ha Gnucmepe Ha Pyceras  R3wIKe YROJGHO:  TOProBoc
HAHMEHOBANNAE MPENapaTa ¢ NpelyTpeMTENsHON MapKRposKol
@ «IE-HOJ®»; rpynmHposouHOS HAHMEHOBAHHE BHCMYTL
Tpll‘.lQﬂJ'll.!ﬂ ,ﬂHI{HTpﬂT}}; HaspaHue M CTP&HE!. BIIageNE0A
PErHCTPAITHOKHOrD YJIOCTOREPEHNA «HEILJIA®APM
Apunaiimirrrens [MoX, Tepmannfiy] A03UPOBKE «120 M
uomep cepan «1930925»; cpox roaxocty «08 2029, sprozcroi
ko ymaxosiH «20006635/10»,

Ha kapmanioli n@4se Re PYCros A3uiKe PRIIGRO: TURroBoe
HAMMCHORAHME TPEIIAPATA © NPEAYNIPSIHTEIRHOH MapKHPOBKOH
% «(E-HOJ®»; rpynnuposouioc HAHMEHOBAHUE «BICMYTA
TPHKAINA AHIHTPATS; ASKAPCTBOHHAN dopma «Tabmerri,
noKpLITHIE TIEHOMHOI ofenouKoiin, A03MpoBKa «120 mm;
coctas B pemaxumi: «1 Tabnerwa comepmnt: [leficraywouice
RewecTBO: BUCMYTA TPHKMIHA AMUMTPAT (8 mepecuere HA
oxenn  Buemyra  BhOs) 3046 mr (1200 M)
BenomoratelbHBIC BeLecTsa: cM. HHCTRYRLNHL,
xonuuecTno TABNETOK T YiakoBke «36 TaGAeTow»; yeuowus
Xpaeuns «XpaHnTh npH TeMOEpATYpe He BbILIE 25 "Con
criocof OpHMEHEHHS B PETAKOMH «llnn npuesta BHYTPB.D,
NOMOAHUTCEHEIE HAATHCH C MEpKEPAMH: «XPOHHYECKITH
TACTPHT»: «A3BEHHASN BOJE3Hb»; «Bartepuuuanas
ARTHBHOCTE B OTHOIUIEHNH H. pylerty,
«IIpoTiaoBOCHANHTLABLHOR neiicTrien; «OGpazyer
IRIITHYIO NVIEHKY HA MOBEPXHOCTH 38 B 3PO3NIY JIEMCHT
gaaihia B omime nathmekolt Gykeel «D»; yenosud OTMyexd
«Ornyeic w3 anrtex: Ged peuenTan; MPAYNPEAHTEIRHAT
pannEcE. «XPAHNTE B HEIOCTYMHOM A5 JeTell mecTes,
HA3ZBAHHE H CTpana BlaAERbUA PGFI!ﬂ'l‘pi’l.llHﬂHHt)!‘O
yROCTOREPSHHN «Baapenen perHeTPRLUHOHHOTD
yoocrosepennn: UEIUIAGAPM  Apunafimurreis 'miX,
Tepmanm», ero jgoroTHn  (rpaduuscroe profpakesne
wammics “CHEPLAPHARM GyruaMu matHHoKoro andanuTa);
ypapamue, CTpaHa, aApec, Tes(on/fake nNpOHIBOINTEIL
«llpomssojurens: 3A0 «3u0-3p0poBEe»

Poccns, 142103, Mockoseran 06acTs,

r. Ioaonsek, ya. Meeinogopoikna, . 2

Ten/jpaxc: +7(495) 419-20-64.

HOMEDR FEFHGTD&H[‘[OHHDT‘D YAOCTOBCPEHMA

«Per, yaocrosepenue [1 ND12626/01»;
MepeMeHHLIE JIBHALC

«Cepun: 1930925»,

«Topen: 08 2029,

HH(OPMALET % MOHATOPHHLA-ARBIEHIT NEKAPCTBERHOTO
HPEMAPATA O HPOHSBOAHTERE 0 REHEHATG MO pebHTEns:
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KpaHenue

Tipu Temnepatype ne seiue 25 C

JAROICKKE KOIB! YHRKGRkiEEIRI06721/ 100 «I1-75: 1L56-03-04.
%

Cpok rogHOCTH

4 roga

Tp# TeMNEPATYPE He BLAte 25 %C et
7 ;

4 ropa Y P

Bamovenne: Jlexapemeennvii hpenapam Tle-Hon® mafnemxy, noxpeimeie RICHOUHOU obonoyrot,
120 mz Ne 56 cepuu 1930925, coomeememayem mpeBosanusiM 6 Hactiny posepenibly noxazameneil,

HauansHEK OTHENA KOHTPOI KauecTRa
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®-0000000551-07

PA3PELUEHWE
HA BBITYCK FOTOBOT'O ITPOOYKTA Ne 1874/25
Toprosoe HanMEHOBaHKE TpENapaTa He-Hon®
Mexmynapoanoe HEIATEeHTOBAHHOE
HAUMEHOBRHHE (rpynrHpoBOYHOE HIR BucmyTa TpUKalus HIMTPAT
XUMHYECKOE)
Jlexapersenuasn hopma TaGaeTkn, MoKpEITEE mIeHo9HON oGomouKoit
 Hosmposka ' 120 mr
Tabnerxs, nOKpEITEIE MIEHOYHOR 060I0UKOH,
Dopma BEIyCKa 120 Mr
(6muctep) 8 x 7 (mauxa KapTonHAS)
Howmep cepin 1930925
Obtem cepuu 12 472 wT. yIaKoBoK
| HaTa nmponssocTsa 18.09.2025
Togen mo 31.08.2029
HaumenoBanue © ampec NpOH3BONMTENA SaxpriToe akEOREpHOE 0bmecTRO
(mpou3BOICTRO, LEpBUYHAS VIIAKOBKE, «3u0-3nopossen (3A0 «3u0-3n0posnen),
BTOPHIHAN/IOTPEBHTeECKA YITaKOBKE, Poceas, 142103 Mockosexas ofr.,
BEIITYCKAMMHA KORTPOIE KauecTsa) r. Hononkex, yi. Kenesromoponaas, 1. 2
JIuneHsus Ha NIPOM3BOICTRO JIEKAPCTECHHEIX
CPENCTE OIA MeNHLMHCKOro NPHMEHESHNHT
N JI012-00102-77/00010736 ot 24.09.2025 1.
(6eccpouro)
CepTHOHKET COOTRETCTRHS POHIBONCTRA
IeKapCTBEHHEIX cpencTs TpeGopanusaM [Ipasun
HaJIeKaneH [IPOHIBOCTEEHEOH IPAKTHKH
EBpasHiickoro SKOHOMARYECKOTO COF03a
GMP/EAEU/RU/02265-2025, Cpok neftcTsns ¢
09.09.2025 1. no 08.09.2028 r.
Howmep H nara PETHCTPAUMOEROTO IIN012626/01 o 23.08.2010 1.
OCTOBEPEHHA (JiaTa BHeCeRHR H3MeHeHul B PY 21,06,2023 1)
HIITINO12626/01-161117,
Hlowep HopmaTysrol RoKyMeRTaLH Vavenenns k HIT Ne [, Na2, Ne 3, Na 4, Ne 5
’ HETITADAPM Aprmaiimurrens Tm6X,
HadMcronanne # pce Hepiareus Tepmanms/CHEPLAPHARM Armeimittel GrbH,
e e i) ists Ziegelhof 24,17489 Greifswald, Germany
PEIHOK MOCTEBKH HPOIYKIHY Poceus
Howmep macnopra | 1837/25

1. TIOATREPHAAIO, HTO BEINICYKA3AHHAS COPHT JICKAPCTECHHOTO TIPEIIaPATA BEITyCKaeTes B odpamienns,
2. TapanTrpyo, 9T0 BEIEYKasaHHAS MHGOPMALILS IO U BepHa, Jra cepys GbLIA NPOHIBEIECHE,
BXJIOHAA YIAKOBKY H KOHTPOJIE KAHSEBas 10 YKASAHHLIM BBIIE A/IDEcaM IPOHIBOACTEEHHEIX THIOMIALOK
B COOTB@TCTBHEH C Tpaﬁosar‘muﬁrjr‘gﬁw;:;@ {lpasana wapnexamell MPOWIBOACTREHHONW NpAKTHEHR) H
Pernetpanzonsol noxymessauish e apopck,
3. Bee pesymsTatsr am  ' ; & /1 BEHHCH : ﬁ CCMOTDPEHBI ¥ OnoBpeHE! B ¢OOTBETCTBHE ¢ GMP,
TEXHHISCKUMHA COrMAIEHUSME 1 : HAVETIID KATECTRY.
4. Beimi JTH KaRHe-THOM: DTIINGHE THOHIBONCTEEHHOrO MPONECccs, KACAIOMIMECH KAWSCTRA
TIPOAYKITHH! kNG /

¥ Her

YIOTHOMOYEHHOS THIO:

Tara ssimycka 5 obpamenye; 7 4. 40 . AO A5~







