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PASPEIIEHHE
HA BBIOTYCK I'OTOBOT'O TPOJYKTA N: 0133/22

Toproeoe HaEMEHOBAHME TIpEIapaTa Je-Hon®
MexnyrapomaOe HENaTeETOBARHOE
HaWMEHOBAHEES (rpymmepoBOIEOE AIH BucMmyTa TpEKATHA THOATPAT
XHMITIECKOE)
JlexapcTBeEHas Gopma TabneTke, DOKPHITEIE IICHOTHOM 000moaKoH
Josaporka 120 M

TabneTkw, TOKPLITEIE INCHOTEOH 000I0TK0H,
@opma BEITyCKa 120 mr

(6meerep) § x 4 (nadxa KapToHEHAS)
Howumep cepmx 1701221
O65eM cepur 21 904 T, ymaxoBox
JlaTa IpOA3BOACTBE 15,12.2021
Tonmex 1o 30,11.2025
HaumenoBaEEe M 8Opec IIPOH3BOIHTENE 3A0 «3u0-3xoporsey, Pocers,
(mpom3BOICTEO, TIepBHYHAS YIAKOBKE, 142103 MockoBckas 00nacTs,
BropHEuHas/noTpebuTenpoKas YIIaKOBKE, 1. ITopomsck, yi. Xeresgonopoxuas, 1. 2
BEITYCRAIONH KOHTPOIs KATEoTRa) Jlumemsus Ne 00049-JIC ot 20,10,2021 1.
Howmep K pit:uv:] PErECTPaIHOEHOI0 I1N012626/01 o7 23.08.2010 T,
YIOCTOBEPEHHST (mare samers: PY 21.09.2020 r.)
Honep HopuaTIsHoE HoRyMe HIITIN012626/01-161117,
- wm, Ne 1, Ne 2 x HIT
HAMMEHOBAHH® B 81D6C JEPRATEIT 000 «Ac*rema;igﬁra ITpomaxmeny»,
R AL L R 109147, r. Mockea, yi1. Mapkcrcrekad, 0.16
PEIHOX DOCTEBXKH NPOXYKIHE Poccus
Howmep macmopra 0134/22
L. IMoxreepxaalo, 9r0 BHONSYKA3AHHAA CEPAA JIEKADCTBEHHOIO NpeNapaTa BLIITYCKASTCA B

cOpamenue,

2, TapaHTAPYIO, WIO BEIUeyKasaHHas WHGOPMAIEA IOIAHHE W BepHA. JTa cepus Onula
NPOM3BEIOHs, BKIOYa® YNAKOBKY K KOHTDONb KAYeOTBE, WO YKAAHHEIM BEOIS AXPECAM .
NPOM3BOACTBCHHBX IDIOWENOK B cooTBercTevM ¢ Tpebosammsmu GMP («IlpaBuna mamnexaniei
TIPOM3BOZCTREHHOM IPAKTHKHY) M PErnCTpPalMOHHON NOKYMEHTAIMEH Ha IPOIYKT.

3, Bee pesyisTATE eHAIM3A H 3aIECH OBUIH paccMOTpeHE! B ofo0peHE! B cooTseTorBrE ¢ GMP,
TEXHAYECKHMH COTTIAMISHIAME K COTTAIIEHHSAMHE TIO KAYECTBY,
4, Brumi 18 xaxwe-ma00 OTKIOHSHHA OT IPOM3BOZCTBEHHOIO IPONEcca, KACAIONIMECH KaYecTa
POy KITHH:

M Her Ola

BBIIVCK I'OTOBOI'O IPONYKTA PA3SPEINEH A v HET

VIomMHOMOYeHHO JIATIO; 04 4 Tsprosa B.H,

[odnuce

Jlara BHITyCKA B 0pameHAs: Of. Oo(.aé{)_y(;(_ P




@-0000000555-03
3A0 «3u0-3poposLe»
142103, Poccust, Mockosckas ofnacTs,
r. Ioponsek, yi, Xenessogopoxkas, 4. 2
Tel.: (495) 642-05-42
thaxc: (495) 642-05-43

JIHUEH3HS HA OCYWIECTRITEHHE NPOH3BOACTBA JIEKAPCTBEHHLIX CPEICTB
Ne 00049-JIC oT 20.10.2021 r

Hanmenosanue npenapara

Kopa npenapara
Homep cepun
Ob6nem cepan

Jarta npoH3BoaCTBA
T'omen mo

Hara agaausa
AH2JIA3 NPOBEJeH 1o

HACIHOPT Ne0134/22

790

1701221

21 904 mT. ymakoBok
15.12.2021

30.11.2025

02.02.2022 r.

He-Hon® TabieTky, NOKpHITLIE IIEHOUHOIH obonowxcoi, 120 mr, Ne 32

CII-K0-0701-124-07 «de-Hon® Tabnericn, NOKPLITLIE NJIeHOMHOIT oGonouxoii, 120 Mr»
HI I N012626/01-161117 «Je-Hon® Tabnerwn, NOKPLITLIE NIEHOYHOT o6oaouKoii,
120 yr», Hamenenmo e 1, Msmenenuio Ne 2 i HJL

Haumenopanue
nokasaTesnen

Tpebonannsa HOpMaTHBHOMK
BOKYMEHTAUHH

PesynbraTel HemBITAHRR

Onucanyne

Kpyrnsie qosikoBrInyKible TAGNETKH, IOKPLITEIE
o6onoaxolt xpeMoRro-6eNoro 1BeTa, ¢ HaAHChIO
«gbr 152», Beinapnentoll ua omHoH cTopoHe, u
rpadHYeckuM DHCYHKOM B BHAS KBazpara
NMPCPHIBHCTEIMH  CTOPOHAMH M 3aKpPYrNIEHHBIMH
YUiIaMH, BBIARBJIEHHLIM HA JpYro#.

Kpyraete pposxossimykisie Tabnericn, [IOKPEITBIE
ofomoukoll Kpemopo-0eorc ImeTa, ¢ HAAMHCHIO
«gbr 152», BelnasneuHoW Ha onHoH cropowe, H
rpaHYecKHM DHCYHKOM B BAC KBAZpaTa C
TPEPRIBACTEIMH  CTOPOHAMH M 38KPYTIEHHBIMHK
YPTaMH, BBLIABJICHHBIM Ha ApYToif.

[oankHHOCTS!
- BucmyT

- Lurpar

- KenuH

C THOMO4CBHHOH B NPHCYTCTBHH 230THOI
KHCIOTRI OGPMYGTCJ[ TEMHO-XKEATOC
OKpALIMBAHHE

C cynsaroM pPTYTH M MEPMAHTEHETOM KajiHa
NpOMCXOIHT OO0ECLBEUMBAHME DACTBOPA Kanua
nepMaHdranara # oGpasosanue Gesioro ocaika

C koGaNeTHUTPHTOM HATPHA B HpPUCYTCTBHH
ykcycHol  kucnotsl  ofpasyercs  OpaHaeno-
enTslif ocanok

C THOMOYEBHHON B NMPUCYTCTBHH A30THON KHCIOTSI
obpagyerca TEMHO-XKENTOE OKpaIHBaHHE

C cynsdaroM pryTH W TIEDMAHPAHATOM KATHA
NPOMCXONMT  OGECUBECYHBAHHE  DECTBOPA  KANHA
nepMaHraHaTa H 00pasosaHne Georo ocanka

C  KobanbTHUTPHTOM HATPUA B  MPHCYTCTBHU
YKCYCHOH KucnoTel 00palyercs OpaHmeBO-MenThi
ocalok

OnHOpOAHOCTE MACCHL, MT

ot 429,5 Mr no 442,5 Mr
[8/20 Tabnerox - He Gonee = 5 %
2/20 Tabnerok - He Gonee + 10 %

432,5
Or-14 % g0 +1,0%

OKcuA BHCMYTA

OT 387BJIEHHOI0 KOJTHHCCTBA OKCHIE BUCMYTA)

PacrnafaeMocTh, MUH. He Gonee 15 Mun 7
OnHOpPOAHOCTh n= 10, AV<15,0; =
LO3HPOBAHNS =30, AV £ 15,0, conn AV =19
0,75M <x;<1,25M *
KonunyectBeHHoe Orl Momr Io 1260 Mr 118
OnpeAeNeHHe, MT. (or 95 % no 105 % 98%)

anoMuHyesolt npoussoacTsa «Amcor Flexibles
Kreuzlingen AG», Lseiiuapun, 4 porery
AICMHHHEBOH TaMKUHHPOBaHHOH npomsomrsa &
«Amcor Flexibles Singen GmbHb», I‘epManmu
Mo 4, 7 uaK 14 GnHCTEPOB BMECTE C
HHCTPYKUHEH [0 NPHMEHEHHIO B xaprozmoﬁ :
navke.

Mukpobuonoriueckas Kareropus 3A.

YHCTOTA OGiee 4HCio a3pOGHLIX MHKPOOPraHuIMoB — He | Ofluee 4ncno e3pobHEIX MHKPOOPIAHWIMOB MeHee
Gonee 10 KOE g I 1. 1000 KOE s I 1.
O6uee YHCNO APOMKKEBLIX H NECHEBSIX rPGOB —| ObLiee YHC/IO APOXIKEDBIX W TIECHEBLIX IPHGOB
ne Gonee [0* KOEB 1 1, menee IO KOEB I .
Orcyreraue Escherichia colip 1 r. Escherichia coli otcytetsyern I 1,

YrnakoBka [lo 8 rabnerok B Gnucrepe U3 dhonsru To 8 Tabnerok B GuucTepe us Gonsru amoMuHKesolt

npowssoncrsa «Amcor Flexibles Kreuzlingen AGn,

[ Llseiiyapus, # Gonsru antoMunnenoH
~JIRMHHAPOBAHHOH npon3BoacTaa «Amcor Flexibles

Singen GmbH», Fepmanus.

\ rlo 4 t‘inucrepa BMECTE C Hi

¥,

Y
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Haudenopauue
nmokasaTene

Tpefiopanmis HOpMATHBHOM
;HOKYMBHT&HH_H

PeaynsTarsl HenbiTaHm

Mapiuposka

Ha  Grucmepe na  pycckom  AIbIKe
yrazoleaiom:  TOProR0e  HAMMCHODAHHE
Tipenapera: ¢ OpenyNpPeARTEThHOM
MapKUPOBKOH ®; TPYNNMPOBOYHOE:
HANMEHOBRHHE («BycmyTa TPUKANHA
IHIHTPET); noroTHI BIBIETHLA
PeruCTpaHQHHOrD YHOCTOBEPEHHS
(rpahuueckos  m3obpewecmie W HEHCH
wastellas»); Jo3mposKy; Homep cepHH, Cpok

TOMHOCTH (MM FPET); MOPYT 6HITH YKASAHEL

34BOACKHE: KOJBI YIIAKOBKH.
Ha xapmonxoili nauke .nu PPECKOM A3BIKE
Yrazeieaioniy  TOProBoe HAUMEHOBAHKES

npenapata c NPenyAPSANTEIBHGH

MapkUpOBKOH ®; TPYNNHPOBGHHOS.

HANMEHORAHHE («BHCMyTA TPHKANHL
JULHTPATY); JIeKAPCTBEHHYIO topaty;

JO3HPOBKY; eocTas B peaarumu; «1 Tabnerxa

comepxur:  JleligTyiomee  Bewectso;
BHCMYTA TPHKAIHA JHUMTPET (B [TEPECYCTS Ha

| oxcfk Brcmyta BinO3s) 304,6 mr (120,0 mr),

Bonomorarensarie BeLECTRAl M,

HHCTDYKUHIO.Y, KOJNUYECTBO Tabnerox B

YUAKOBKE]  YCJOBW  XpAHEHMS; c€rocol
NpYMEHEHHS B pelakuu#  «J npuema

BHYTDPE,»; JONOMHUTCIRHBIC HANACH €

Mapiepami: «XPOHHYECKMI TACTPH T
«S3BEHHAS BOJIE3HbY; -«Baxrepuunguan
GKTHBHOCTb B OTHowleHnr H.  pylorin
«ITpOTHBOBOCNANHTENEHOS Ieicrauey;

-¢«Ofpasyer FAUIHTHYO TTCHKY HA

MOBEPXHOCTH ASB H 3pO3Hiin] aneMenT Arnsafing
B BUNC naruHCKoH Oykssr «Dy, ycnosua
OTOYCKE; MPENYODPEAHTENBHYIG  HANIHCE
«XPaHUTE B HENOCTYIHOM JUIA JETEH MECTE. R,

HE3BALHE; u crpaHy BAAAEABLA.

PErHCTPANHOKHOIO  YJOCTOBEPEHHS,  €ro
Jororun:  (rpadngeckoe  HIOGpEkeHHME M
HAITUCK “astollas™); HOMEp
PETHCTPAUHOHHQIO YAOCTOBEPEHHMS;
HIEPEMEHHBIC JAHHBE (HOMEpD CepHM, hary
NPOR3IBOACTBE,  CPOK  TOAHOCTH)  HIH
HH{OPMALHIO /UL MOHHTODHHIE IBHKSHHA
NEKapCTBEHHOTO npenapara oT
NPOH3BOAUTEN A0 KOHEWHOro uotTpeburens;
WITPHX-KOA; MOTYT OhITh YKA38HED 3aBOICKHE
KOABl YITaKOBKH,

HononHHTEThHO YKaIRIBAIOT!
Wpomsonyrens: 3A0 «3uO-3nopostew, ero
anpec, Tencdon 1 axe.

Pacnonowenne  38BONCKHX  KONOB M
OOCepHIHLIX  AHWBIX HA KOMMepueckoit
YO&KOBKE MOKET H3MEHNTHCH,

Hua Gnucmepe wa pyccxom asvixe JKazgRo: TOPrOBOE
HaWMEHOBaHHe npenapata c NPEAYNIPEAUTENBHOH
mapkuposkoit  ®  «fle-Hoa®;  rpyunuposousoe
HaUMEHORBRMUE «BHCMYTA TPHKANHE OULMTPATS; NOTOTHI
BIRIENHIA PErHCTPATMOHHOND YI0CTOBEPEHHA rpadHeckos
1300pasense B HALNMHCE «astellag»; nosuposka «120 M,
HoMep eepuw «1701221w; cpox romuoct «I1 2025
BRHOCKOH KO yriakobxH «157004».

Ha kapmonnoii nauxe. na pyeexos aasike yrazano: “foprosoe
- HAHMEHOBAHHG npenapata ¢ TPeAYNPeUMTENsHROME
MéapxHpokol @ -«e-Hon®»; rpynuspoBoqHoe HaHMEHOBIHHE
€BHCMYTa TPHRAANS AHUNTPAT?; [EKApCrBcHHAT dopmd
«TabnerTen, NOKPEITEIS TWIeHOHOH 060104K0IDY; K03HPOBKA
«120- mr»; cocras ® pepsrunu: «l Talnerwka cogeprmaT:
Eeﬂmymmae BewecTro: Buomyra TpuKkanms AHUHTPAT (B
nepecyere Ha oxeny suemyra Biz0s) 304,6 mr(120,0 mr).
BepomoratensHele  BEWECTBA: CM.  HHCTPYKUHION,
xonuyectsEo TablieTok B ynaxosxe «32 Tabmericin; ycnesuu
sparenns «XpauuTL OpY Temneparype ne seime 25 ‘Cos
enocol npusencHua B ‘pefakiuy «las npueMa BHYTpL.Y,
JONONHHTENRHBIE HANITHCH CMApPKePaMU:. «XPOHH‘IECK@
TACTPUT»; « I3BEHHASA BOJIE3HD»; «BaxTepHunAHas
AKTHBHOCTH B OTHOIISHNH H.  pylort;
«IIpoTHBOBOCTIAMHTENLHOE neficTBHE, «O6pazyer
SAWHTHYIO IIEHKY HA NOBEPXHOCTH A3B H 3po3niing 3eM T~
npzalida B Buae Natueckol Gyxssl «D»; yonosus omeka -
«Ornycx w3 anrex; Ged penmenTan; NpeAyNpelHTeRsHAS
HANMUCh; «XPAHHTL B HENOCTYDHOM s gerell mecrey,
Ha3BAHHE ¥ CTpAHE  BAGNENBUA  PETHCTPALHOHHOTO
YHAOCTOBEPEHUS. «Baagerer PerucTPANHDOHHOTO
yaocrosepenns: ‘000 «Actennae Dapma Iposakiesy,
Poceusy, ero joromunm rpagumueckoe miofpasenue u
HAAIMHCE. “astellas”; HoMeEp PETHCTPAUHOHHQIO
ynocrosepenna «Per: ynocrosepenune I N012626/01x»;
HEOPMALHIO JUIA MOHHTOPHHDA JBHKEHAT NEKAPCTECHHOTO
Dpenapara 0T NPOHIBOANTENS O KOHEHHOTO HoTpebrTena:
«Data Matrix»;
«GTIN: 04607098451729»,
«Ceps: 1701221,
«Topen: 11 2025y,
«S/N» © yKaanMeM MHIMBHAYSBALHOFD CEpPHATHIALHOHHOTO
HOMEpA NavyKH;.
TpHR-KOA «4607098451729»; 3aB0NCKHE KOjBl YOAKOBKH
«159675», «I1-790-32-03-02».
Tponseomurens: 3A0“3n0-3n0posre’ Poccusy,
-ero-appec, Tenedon u daxe
«IIponsBognTeNs:
3A0 «310-3a0posse»;
‘Poccus, 142103, Mockosexan ofaacTs,
r. Hogonser, yu WKeneanogopomass, A, Z,.
Tea.: +7(495) 642-05-42,
paxe: +7(495) 642-05-43

Xpasenue

Tpu temnepatype He-pEime 25 °C

Ilpu Temneparype ne-ssime 25 °C

Cpok rogHocTH

4 rona

3axmouenue: Jlexkapemsennsiii npenapam ,He—Hoaﬁ

mabnemxu, ROKDbIMBIE MAEHOYHOU 0B0104KOT,

120 me Ne 32 cepuu 1701221, coomsememayem mpeboanuam @ Hachiu RPOSEperbIX RoKasamenet,

Hauansauk oTnena KOHTPOJIA Ka4eCTBa

Spomero AJL . @f/ 0702 2022

Honxcracms ¢ﬁ-0 :




