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JInueHsRA Ha OCYIUECTBIIEHNE IPOHIBOACTEA IEKADCTBCHHBIX CPECTE.

He-Hon® rabnericu, mokpsiTsie nnenoamoit oGomoaxoti, 120 mr, Ne 112

Ne:00049-JIC or 20.10.2021 1.
HACHOPT Ne0870/22
Haumenoraume npenapara
Konx mpenapara 759
Homep cepun 1440622
Ob6sem cepun 6 300 mr. ynakoeox
Hara uponssoacraa 20.06.2022 r.
Tonen ao 31.052026 r.
Jara amajmsa 27.06.2022 .
ABaJH3 OPOBEACH O

CII-KO-0701-124-07 «He-Hon® rabuerki; nokpririte naenounol oGonoaioi, 120 Mr»
HJLXI N012626/01-161117 «le-Hoa® Tafnerxu, nokpsrriie naeHogHod obomoaxoit,
120 mr», Hamenennio Ne 1, Homenemmo Nt 2 k HIT,

HammMenopanue Tpeﬁonmlnopmméﬁ Peaysrerarsl wersrrannit
TIOKasaTenel JOKYMEHTAIHIA ,
| Onncaune Kpyrmeie  peoscomsimyisie  tabnerxy, | Kpyrmsle  aposkosmmmyinsie  tabmeri,
noxpsithte 06onouKol kpemoso-Genoro usets, | moxparTaie-oGonoukol Kpemoso-Genoro UpeTa, ¢
© Hammacslo «gbr 152, msumasnexmol Ha | mammMcEO «gbr 152», peinasnenroll Ha opHOR
ONHOH CTOpOHE, W rpadUueckuM PUCYHKOM B Cropone, u FpalpHIeCKHM DUCYHKOM B BuIe
BHJIS KBa/PaTa ¢ IPEPHIBHCTEIMH CTOPQBEMH ¥ | KBRipSTa © [NPEPHBHCIEIMH CTOpOHAMM W
 3aKDYTICHHBIMK YI7laMW, BBUIABNCHHBIM HA | 3AKPYINCHHEIMH YITAMM, BHUIABNEHHEIM Ha
ApyTolt. : . JPYrol.
TlofuHAOCTS: KauecTaennas peaxuus Ha BUCMYT. :
< Buemyt € tHomouesunofl » upucyrcTRME w3oTHOH | C THOMOMEBHMHON B NPHCYTCTBMM asOTHON
KHCHOTHL  oOpasyercs TEMHO-XEATOE | KuCHOTH obpasyercx TEMHO-KEITOE
OKpAITHBARHE OKpammBakmue
- Ourpar Kagecrennas peakuys Ha UHTPaT,
C cymsatom pryTH ® nepManrasatoM kanusi | C cynsdatom prymd B NepMaHTaHaTOM Kanus
TPOUCXONUT ObecuBeYMBANKE PACTBOPE KANKA | NPOMCXOMNT ofecupeynBANME PACTROPA Katux
; mepManranard ¥ ofpasosauue Genoro ocanka | NEpMRHraHaTa M ofpasosanue Genoro ocanxa
“Karuti KauecTsennas peaxius Ha Kamuii. '
| C xoBansTHATPUTOM HATpHS B Opucyrcrsun | C KoGafLTHATPUTOM HATpuS B TPHCYTCTBIN
| yxcycroli. xwenotst obpasyerca opamweno- | ykcychol kmcmotst ofpasyerca opawseso-
Tl ocanoK RenTeit oeanox
- OnmoponsocTs Maces, | or429,5 Mr 1o 442,5 Mr 43353 _
Mr 18/20 TaGnerok - He Gonee + 5 % Or—09 % po +0,8%
| 2/20-abneTox - ue Gonee + 10 %
Pacnagaemocts, Mud. | He Gonee 15 MuuyT 7
- OnHOpOAHOCTE. =10, AV <15,0;
AO3HPOBAHASR =130, AVSH{} ecnu n=10
0,75M <x ;< 1,25M AV=14
Komugectsenuoe Ot 114 mr o 126 Mr S i -
OTIPSAENEHHE, M. (or 95 % 1o 105 % (99%)
Okeun BHCMYTa ‘OT 3aRBJICHHOTO KONTHYECTRA OKCH IR aumyr&)
MukpoGuonoruyecxas | Kateroprs 3A. - ’
HHCTOTA OBuee yucno aspobubx MUKpoopranusmMes— | Obiuee qamﬁspoﬁmxmpwpmmmmn
He.Gonee I0°KOE w1 1. menee 1000 KOEB1L. |
OGimee YHCNO. APONGKEBEDS U NACCHEBEIX | O6uzee wneno ApoROKEBEIX U MIECHEREIX
rprGos ~ He Gonee [0 KOEB 1 1. rpibos mesee 10 KOE B 11,
Orcyrersue Escherichia colis 1 1.

Escherichia eoli otcytetsyer 31 T.

lm?2
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| HamvenosaHAe. TpeGoRatst ROPMETHBHOR Pesyntrarst HCTHITAHMH
VnaKosKs Tio § rabnerok s Gauetepe w3 HOBIH amoMuHAeHok | [lo 8 Tabetox & fmacrepe w3 GONSIA ANOMBHREBOH
| npowasoxctsa «Ameor Flexibles Kr wzlingen AGw, sacrea  «Ameor Flexibles Kreuzlingen  AG»,
T lne#napns, H domru amovurnencl | [isclinapus, H fonsen amomuuHesoH HAMVHUPOBAHHOR
MUHUDOBAHHOH NIPOMIBOACTSS wAmcor Flexibles .gwmm4M'mmm.sinw GmbHy», Tepmanni.
Singen GmbHy, NepManus. Ifs 14 GmucTepon BMecTe ¢ HECTPYKUHER 1O TIPHMCHCHIIO,
TTo 4, 7w 14 GnueTepoB BMECTE & pHeTpyKupeit Mo | KO& «160530», B kaproHHOH TEIXE.
: :  ripMeNeRIO B KADTORKOM DE4KE,
Mapsaposxa: | Ha Brucmepe NG pYCCKOM AIBIKE yrazwemom: | Ha rucmepe. Hi PYCCKOM FIBIKE YKIAHo! TOPrOBOC
: qoproBoc  HAMMCHOBAHHE npemapaTa  © | HewmMcHOBaNHS npenspara €  HPEAYID '
npeaynpesuTensHOl MapiupoBKait @: | sepuposkolt @ «eHoa®; T ouHOE
rpynuuposouHoe  HAHMEHOBARHG («ucaryTa, | HAHMEHOREHHS «BACMYTA TPHKATHR AHUHTPATY, FOTOTHI
| TPHKATHA ARUMTPAT); MOFOTHIL  BIANENLIA BUANETBIA y HHOTO YHOCTOBEPCHAI
| pETHETPALMOHHOTD YHOCTORSPOHIL (rpagmuccsoe | rpadmueckoe ioGpamenue B HAINHCE «astellasy;
yaofpmweHue W HARNHOL wastellasy); fo3MposKy; | HOSMpOBKA «120 mry; HOMCD CEDHE «1440622»; cpox
HOMED SEpUH, CPOK romKocT (MM TTIT); MOTYT Garr | TORHOCTH «05 20265; sasojcxoit Koz ynaxosk «157004».
: ‘3aBONICKAE KONEL YIAKORKA. ' Ha xapmonyoli naie 4 pyCCROM ASHIKE JKASaH 2 TOProBoe
Ha 1 gpmonnoil nauKe Ha pyceKkem AIsiKe aaMMcHOBaHWE  fpenapata  © ; :
yxmun{:mmpmwa BAMMEHOBAHME NDENAapeta ¢ | yapnposKOH : «e-Hon®; TpYIMEpPOBOYHOE
SRy} 100 MapRAPOBKOH ®; | paumesobanse  «BHMEMYTA  TPHKAANE RUOATPATY;
TpYUIMpOROUHOE.  BEHMCHORAMHC («BucsyT® | pexapcraemman fopma «rafaeTicn, NOKPEITEIE naeHouHOH
TpHETA SAITDEE): noxapoTReREyia QODMYS | ofiomomioily; JOSMPORKE «120 mrH COCTS ‘B DENAKUME
HO3MPOBKY; cocras: B ‘PORRKII: wl Tafremxa | ] -TaGaerxa CORGPAHT: JleiicTBytoutee  BELIECTRO:
m A ﬁwam ~mm?ozmﬁu?;¥y: BucMyTa TPHKETHR JHOMTPAT (B mepecyeTe HA ONCHA
; L JIVETHTPET LB ETE HA ORCHIL BHCMYTA | preMyTa BL0s) 304,6 mr (120,0 mr). Benose TeNBHLIE
Bia0s) _394}5 wr (120,0 wr). BonoMOTETEIEHEIE | memecTRA: hﬁ) nmmgm.;% mr}n*mg;éo-ﬂrrr:ﬁhé‘cw B
BemecTsal My pyKIDHO.W  KOMMHECTSO | ymaxopke «112 rafaeroio; yonosus Xpanenys «Xpauurs.
rafReTOK B YNAROBKE] YC/DBAS XDAHCHH; criocol | ppu TemnepaType He puinie 25 'C.» ; cIOCO0 MPHMEHEHHA B
‘TIpUMCHEHNS. B L;WW“ el M‘g‘i‘;ﬁ penaiapms  «flas  mpuema sm»; TOUOTHATCTEHAE
JONOMMMTCTEHME ~ HAWMCE ©  MIPKSP d }mmmncuapmpmm E  TACTPWT»;
«XPOHWIECKIH TACTPUT:; «BREEHAS | (3BEHHAS ~ BOJESHB» (BaKTepHUAHAR
FOJIESHBw;, «Batepmipypias AXTHRHOCTS B | axTsHOCTS B cromenma  H.  pylory
orsomemu H. pylori; «ITpoTHBOBOCTANATE ILHOS «TlpoTuBoRGCTAAUTENBHOS  HeACTEHEN «OBpasyer
zeitcrauen; «OGpasyeT JanpATHYIO TOIEHKY HE | sqmuTHYl0 DMEHKY §iA TIOBEPXHOCTH ¥IB M sposnity;
; cTH 3B M apoantiny IMCMEHT -ppzaiiaa B | agesenT guzakHa B BHIS narunckolt Gyxzst «Dp; YEnoBHEA
| mune naruncxolf Gyxsst «Dw; yenosek oTiyoRs; | grnycka «Omayem W3 ROTER fes  pememva;
Hy:0  HAIIHCE: «XpauaTs B | mpemympemnTensREA sannucs: «XpannTh B HENOCTYTHOM
HEROCTYHOM AR JETSR MCCTO.N; HEIBaEWe ¥ | qng peve MecTey, HadmammMe M CTpAHZ BRAZENsIa
CTpaHy Brafensla :WOMW peTH THOTO YROCTOBEPEHAR «Baagemen
yHOCTOBEpEHUE,  €r0 o grpedmemc PerMCTPALMOHHOTS ynocrasepenus: Q00 wAcTeanac
waopaxenie W HAIIIACH astellas™;  HOMEP | (apma Iponaxmeroy Poceus, ex0 AOrOTHI rpaguueckoe
: HROHEIO JAOCTOBEpENHS; NCPEMCHMBE | pofpamenne M waanmes  “astellas”;  HOMep
Jawisie: (HOMep CepRY, JIaTy DROWSBONCTRS, OPOK | nerdCTPANMOHHOID YAOCTORCEHHA «Per. yaoctosepenue
roxHoTTH) WA WEQOpMaumio MOHWTOPWRT | T NO12626/01»;
ARvKCHUA NEKAPCTBCHHOTO nperapata 0T HrOPMALMIO /NS MOHHTOPHEIR ZBHKEHHS CKAPCTBEHHOrD
poMSBOMMTSA RO  KOHEGHOTQ TOTPECHTEI; npmmmmmmnmummaﬁunmmmcﬁm:
IITPHX-KOI; MOryT Grrrs yKalaHs! 3aBOACKUS KOHEEL | (Data Matrixn;
. il «GTIN: 04607098451712»,
JIOTONHATENEHO YK IO «Ceopun: 1440622,
«TIpOMIBORMTEIE! 3A0 «3uO-3moposseh, e€IQ «Togen: 05 2026m,
‘anpec, Tenedion B Paxc: «S/ND» ¢ YKa3aHHEM HHARBHIYATEHOIO CepHANMBALHONHOTD
PacronoMeHIe, IABOJCKMX KOIO0R # TOCCpHIHBIX HOMCDA NaYKH;,
JeMHEIX H KOMMepaeexoil yUAKOBRE MOmCT | TITPHX-KOL «4607098451712»; 3aBONCKAC KOAB YMaxoBKd |
HIMEHSTRCH. 1617015, «11-759-112-03-03».
Tpowssomarems: 3A0 wayD-3roposse’” Poccutn,
M'mmm@pnnw
«IlpousBoaiTeIs:
FAO «@3uO-310p0oBHeN,
Poccusn, 142103, Mocwoncxan ofnacTs, 1. Iogoanex,
ya. Fenesnonopomnas, A % '
: Ten.: +7(495y642-03-42, awﬂ(ﬁB’S}ESMSJ&
XpaHeuHo Tlpw TEMIICDATYPE HE penme 25 C. Tip# TEMNEPATYDE HE BHITIC 35°%€
Cpox roguocrs | 4 rona 4 rona:
3armoueHAe: Jlexapcmeennwitl npenapant Jle-Hoa® mabaemxi, noxpsimbie nneroyHol 0BONOYKOU,
120 mz, Ne 112 cepuu 1440622, coomeemcmeyem mpebosaruan & yacmu NpOBEPEHHBLL noxazamenei.
TIMpeKTOp- 0 KATECTBY H yHpAsICHAD
NEPCOHANIOM Tlstpxosa E.H. 22 06 ROAL
~ Joaaxcrocnts CHO i

3A0 «3u0-300poebe»
OKK

2u32
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PASPEIIEHUE

oy HA BEITYCK FOTOBOT'O IIPOJYKTA N

0833/22

Toprosoe HAUMEHOBABAS npenapara

Je-Hon®

- MexayHapoAHoe: HEITATEHTOBAHHOE
HAMMEHOBAHHEC (rpynTIEPOBOYHOE
XEMHHECKOE)

Huis |

‘BucMyTa TPHKANEL JHITHTPAT

JlexapctaeHEas popMa

~ Tabnerks, NOKPEITEIS nﬁeﬁaﬁﬁﬁﬁnﬁm&;ﬁhﬁ k
- 120 v

JIo3HpOBKA

| Qopma BEUTYCKE

TabnerTkd, TOKPHITHIC IICHOTHOR oBonouKoi,
120w :
(6rmuctep) 8 x 14 (masxa Kapronsasn)

Howmep cepus

1440622

O6nem cepun

6 300 T, YIaKOBOK

20.06.2022

Jlata npon3BOACTEA
Tonen no

31.05.2026

| HanmenoBarye  H aipec  TIPOH3BOZMTEIT
(IpOH3BOACTRO, népBrYHas YTIAKOBKA,
BTOpAYHAsL/TOTpeOHTENbCKAT yHAKOBKA,

BBITYCKAIOTIHHA KOHTpOIS KAYECTBA)

3A0 «Bu0-3nopossey», Poccns,
142103, Mocxosckas 061acTs,
r. Togontex, yu. Memessonopoxras, 1. 2
Tutemans Ne 00049-JIC ot 20.10.2021 r.

Howmep H pata

pPErHCTPAlMOHHOTO

[TNO12626/01 o1 23.08.2010 T,
(nara samenst PY 21.092020 r.)

VAOCTOBEPEHHS

Howmep Hopmée:mnaoﬁ;_nmwemm

T 11 N012626/01-161117,
wan, Mo 1, Ne 2 x HIL

 HauMeHOBAHHE H AJpes ASPIKATEIS
PpETHCTPALEOHHOTO YAOCTORCPEHN

000 «Actennac Oapma [Iponaxmeny, -
Poccx,
I:GQ»M? . r. Mocksa, yi. Mapkeacrekad, n.l16

PLEOK TOCTARKE IIPOAYKIAR

Poccns

' Howmep macopra

0870/22

k. .[Iﬁmepx(ﬂ.axo, yTO BhllISYKa3aHHaA cepus NIEKAPCTBEHHOIO nperiapara ssmycxa‘m‘a B

obpanieHue.

2. ['apasTHPYIO,
NpOHABENCHA,  BlITIOUAs YHAKOBKY W KOHTPOIE
[pOUSBOBCTBEHHBIX INOUIANOK B COOTBETCTBHH ¢

4To BBIEYKA3aHHAS WHGOpMALKH [OJNWHHA W BEpHA. Ora cepui Beuia

Ka4ecTRY,
TpefoBaHHAMH

no yKasaHHBIM BELXe ajpecam
GMP («Ilpasuna Hagnexaiied

NPOH3BOACTBEHHOH [pakTHERY) ® PerHCTPAIHMOBHOH noKyMeHTalHeH Ha NPOLYKT.

3.
TEXHUHECKHMH COrVIAICHHAMH H Cornau
4. Boing 1y Kaxue-Ti6o OTKNOHEHW!
NPOAYKITMUL

M Her

Bee pesynbTaTel AHANKSA ¥ 3ATMCH

BLITYCK FOTOBOI'O MPOXYKTA PASPEINEH

/

YIONHOMOUSHHOE JIHLD: 3
[Todnucs.

LR EE TS

rgfknaaﬂ'bﬁgnpaﬂbw &

Goie PaCCMOTPEHB! ¥ 0ROBpeHs! B COOTBETCTBAK ¢ GMP,
HUAMM TI0 KAYECTBY..
OT BPOU3BOACTBEHHOrO mpoiecca, KACAIONHecs Ka4ecTsa

[Ja

. [HET]

_Cepreesa KLIO.
PHO
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