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3A0 «3u0-3n0poBhe»

142103, Poceus, MockoBekas o6AacTh,

r. [Toponsck, yn. enesHopopoxHas, 1. 2
Ten.: (495) 642-05-42

take: (495) 642-05-43

JIunensus Ha 0CyHIeCTRICHHE TPOA3BOICTEA IeKAPCTBERHEIX CPEACTE
Ne 00049-JIC or 20,10.2021 r

HanMeHOBaHHe IpenapaTa

Koa npenapara
Homep cepun
O0beM cepuH

Jara npona3BoacTBa
T'ogen go

Jlara agajmnsa
Apanus nposegeH oo

IHACIIOPT Ne0887/22

790

1470622

22 140 mT. ynaxoBoK
20.06.2022

31.05.2026

29.06.2022 r.

He-Hon® Tabnerkn, NOKpLITHIE NaeHoHo# 06omoaKol, 120 mr, Ne 32

CII-KO-(701-124-07 «Xe-Hoa® Tafineriy, noxpeiThie IeHouHoH 06oaoaKoii, 120 mr»
H I N012626/01-161117 «Je-Hoa® Tabierku, NOKPEITHIE TR0 YHOM 0600 K0iH,
120 mr», Hamenenuro Ne 1, Hamenennro N 2 x HAL

18/20 Tafnerox - He Gonee £ 5 %
2/20 rabnerox - ge Gomee = 10 %

Haumenosanue Tpefopatms HOpMATHBHOH PeaynrraTsl HCTBITAHRH
HokazaTeneH JOKYMEHTAIMH
Onucanie Kpyrasie TBOAKOBLITYRIRIE TAONETRH, TOKPEITEE | Kpyrnbie ABOSKOBBUIYKILIE TabieTKY, TIOKPEITHE
0B0NOuKOH KpeMoBO-0eNoro UseTd, ¢ HaANMesw | ofonoykoid Kpemoso-GEnoro mBeTa, € HAAMACHHD
«gbr 152», BrigasneHHOM Ha ONHOHE cTOpoHe, ® | «gbr 152», BumasneHHO% Ha OFHOH CTOpOHE, H
rpadMecKHM DHCYHKOM B BUJe KBANpara © | [paduueckuM DHCYHKOM B Bue KBapara ¢
OpEPHIBUCTEIMM CTOPOHAMH M 3aKPYTJICHHBIMM | OPEPHBACTEMM CTIOPOHAMH W 3aKpYTNCHHBIMH
YFIAaMH, BRIABNGHHEIM Ha JPYTOH. YTJIAMH, BEUIARICHHBIM Ha APYTOH.
HoanuHHOCTE!
- BHCMYT C TmoMoucsuHOM B mpRCYTCTEMH a30THOH | C THOMO4YEBHMHOH B MPHCYTCTBHM BI0THOM KMCNOTHI
KHCJIOTHL ofpalyercs TemHO-xenToe | ofpasyercs TeMHO-XENTOS OKPALIMBAHAEC
ORPAINMBAHHE
- Liprpar C cynsarom prymu u mepmanrasaroM kanus | C cymedartoM pryTH M NEPMAHTAHATOM  KAIAN
IpOMCXOAXT OOecupeYMBAHMEG PacTBOPA Kamui | mpomcxomuT obecupedMBaHue pacTBOpa  Xami
nepManranara 1 ofpasoeanue Genoro ocagra mepMasraHaTa i obpasopanue Genoro ocamka
C koBamsTuurputom Harpus B mpucyrersud | C xofamuTHMTDHTOM HATPUN B NPHCYTCTBHH
yrcycHod RucnoTEL ofpasyercs OpamKeBo- | yKCycHoH kucmoTel ofpalyerca OpaHmCBO-MCNTHIH
~ Kamait KENTsHH DcatoK ocaziok
OnHOPONHOCTE MaCChl, Mr | 0T 429,5 Mr fo 442,5 mMr 434,6

Or-0,9 % zo +0,9%

amomEHHeBoH nponssofcTea «Amcor Flexibles
Kreuzlingen AG», IlIseiiuapusa, u donsru
aMOMHEREB0NH TAMHUHUPOBAHHOI TPOH3BOICTEA
«Amcor Flexibles Singen GmbH», I'epmanus.
Tlo-4, 7 unu 14 GnucTepos BMecTE ©
HHCTPYRIUCH TI0 NPHMEHEHMIO B KAPTOHHOH
TIAMKE,

PacriajaeMocTh, MHH. He Gonee 15 Muu 7

OZHOPOIHOCTE o= 10, AV <15,0; =)

TO3MpoBaHKA n=30, AV £15,0, ecan AV=1.0
0,75M <xi< 1,25M i

KonuvecTBeHHOE Ot 114 mr 1o 126 Mr 119

ONpEZIeTEHHE, MY, (o195 % 1o 105 % (99 %)

OKCHA BHCMYTA | OT 3aSBNEHHOTC KONHYECTBA OXCH/IA BUCMYTR) '

MuxpoGronornieckas Kareropus 3A.

gHCTOTA Ofues yucIo a3pobHEI MAKpoopramusMoB — re | O6mee wMeno aspofHEX MHKDOOPraHMIMOB MEHee
Gomee 1° KOEB 1 . 1000 KOEB 1
Obmiee YHCIO APORKSBEIX ¥ IECHEBEIX Tpidon —| Ofee 4HCHO JPONOXCEEIX W IUICCHEBEIX IpHboB
He Gonee 102 KOE B 1 1. menee 10 KOEB 11,
Orcyrersue EscherichiacoliB 1T, Escherichig coli otcyrereyer B 1 1.

Yrnaxkoska Tlo 8 Tabnerok B Gauctepe H3 Qonsrn TIo 8 Tabnerok B GAUcTEpe M3 GONETH AMOMHHEMEBOH

nponzsogcrea ¢Amcor Flexibles Kreuzlingen AGy,
Iiseiiapus, W HOMbrH AMOMAHWEBOK
AaMARMPOBaHHOH npon3BoAcTea «Amcor Flexibles
Singen GmbH», TepManns,

ITo 4 GaucTepa BMECTE ¢ HHCTpYKIMEH 1o
npuMenenmto ko «160530» B xapronxol nauke.

1m2
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Haumenonanue TpeGosanna HopMAaTUBHOMR PeaynsTaTh HeNEITAHRAN
TOKa3aTeNeR JAOKYMEHTAIHH

MapkupoBka Ha finucmepe na  pycexom mssike | Ha Oaucmepe na pycckoM A3siKe yKaiano: TOPTOBOE
JKaIsigarom:  TOPIOEOE  HAWMEHOBAHMG | HAWMCHOBAHME  TipenapaTa C  TIPERYNPEAMTENEHOH
npenapara c HpeAYTIPSINTCAEEOH | Mapruposkoi ® «le-Hon®; TPYTITFAPOBOMHOS
MAPKHPOBKOM ®; FPYNNMPOBOYHOC | HAWMMCHOBAHME «BHCMYTA TPHKAJMA JAHHHTPATY; JTOTOTHII
HaAMCHOBEHHE («BucMyTa TPHKATHA | BAaZENENA PErUCTPANMOHHOTO YAOCTOBEPEHHE rpajuyecKoe
JMLKTPAT?); NOTOTHN BAajienclia | H3oGpasxexse H najnuck «astellas»; nozaposxa «120 Mm;
PETHCTPALMOHHOTO ynocroeepenns | Homep cepan «1470622»; cpox rogmecth «05 2026»;
(rpadmyeckoe. miofpameHHe H HAAUHMChH | 3aBofckol kof ynaxomid «157004».
«astollasn); mOMPOBKY; HOMEP CEPUM, CPOK | Hy kapmonHoi nauke i@ Pyecrom A3sIKe YKAIGHO! TOPTOBOE
TORHOCTH (MM ITIT); MOTYT ObITh YKASSHE! | papyenoBamue — mpemapata  ©  TIpGIyNpeARTETEHOR
3IABOCKHC KOMEL YIAKDEKH. mapruposkoit ® «Ne-Hon®»; rpynnuporoyHOe HAHMEHOBAHHE
Ha wapmonnofi nauxe na pycckoM A3HIKE | (mycmyTa TPHKANHA AHWUMTPATY, NEKADCTECHHAS (opMa
yKazsrgatons;  TOPTOROS  HAHMEHOBAHUE | (TaGnerwn, NOKPEITHIE MVIEHOMHOH 0600 9K0IM; T03MpOBKA
Ipénapara c DPCAYNPSAUTCARHON | (f30' mr»; coctas B pemaxumi: «l1 Tabmerka ecogepauT:
MapripoBKkoH ®; TPYIIHPOBOTHOE | Neliernyromee Beniectso: BuemyTa Tpukaans auunTtpaT (B
HAUMEHOBAHHE («pucMyra  TPERAMAS | popecuere nu okeup muemyta BhOs) 304,6 mr (120,0 mr).
AHUMTPATY); ACKAPCTBCHHYIO DOpMY; | BemomoraTeNnEble  BemecTBA:  ©M. HHCTPYKUAIOO;
AO3UPOBKY; COCTAB B DEAAKLIHM: «l TafmeTra | yomuvectno TabneTok B ynaxoske «32 TaGmeTHU»; YCuOBHK
comepaut:  [eiicrayromee BEMIECTBO: | xpawenust «XpaHHUTE PR TeMIepaType He shiue 25 "Co;
BucmyTa TPHKATL MAUKTPAT (B NEPECIETE KA | oriocof npHMeneHMd B pelakiun «[LIsi MpHEMA BHYTPE.Y;
OICHL, HHCMyTA Biz0s) 304,6 mr (120,0 mr). | nonopsmrensmEre Hamuck ¢ mapkepami: «XPOHAUEC
BenomorarensHsie BemeoTsa; ¢M. | TACTPHT»; «I3BEHHAS BEOJIE3Hb»; «Bakrepuusinas
BHCIPYKUMIO.»,  KOMATECTBO  TABNETOK B | gerygmocts B OTHOLISHHH H  pyloriy;
YOAXOBKS;, YONOBHA — XPAHERUSR; cnocoS | (JTpoTuBoBOCHANMTENbHOE  peficTBMES; «O6pasyer
DPHMCHCHMA B DPelaxiyd  «Jiis TIPHEMA | 5q,yrryso nUIEHKY HA IOBEPXHOCTH A3B H APO3HIDY; SICMEHT
BHYTps.); ACHONHATENGHEIE —HAANHCH & | jymajing B suue favuncxodl Oyxssr «D»; yomosus ormycxa
MapKepaMu: “XPO_HKLIECM FACTPHTY, | (Ornyex us anwe: 6e3 pemenTa.n; MpeAyNpeIHTEIbHAT
«A3BEHHAS BOJIESHD»; «Bax'rcpuummfm Hagmucs: «XPAHHTE B HEADCTYNHOM AJA AeTeil MecTes;
AXTHBROCTS B OTHOmSHMH FL upylorm; HasBamMe W  CTPAHA  BNANENSNA  PETHCTPALMOHHOTO
«[lpoTHBOBOCHATMTIEEROS ASUCTBHCY,. | ynoctoBepenus «Baageneu PEerHCTPEUMOHHOTD
«OGpasyer SANMTHYI).  TMIGHKY — HA | ypgeropepenns: 000 «Acreansc ®apma Ilpoaaxmerns,
NOBCPXHOCTH A3B B 3POINMN; SNCMERT IMIAREA | Poceyan, ero morotn rpadmueckoe H3oGpamenwe w
B pume marhHckoll Oyksul «D»; yOnmoBES | mennper “astellas”; HOMep PETHCTPALMOHEOTO
OTHyCKa; MNPSAYOPEARTERBHYIO: HAMMCH: | ynoeromepenns «Per. yrocrosepense IT N012626/01x;
«XpanrNTh B HEBOCTYITHOM [T AETEH MecTe. »; UHBOPMALMIO LIS MOHMTOPWHTA JABVACHUS JICKAPCTBEHHOTO
HAIRAHUS B CTpaty BIRNEMBOA | ppenapata OT NPOH3BOAMTENS A0 KOHEIHOrO NOTpefuTend:
PervCTpaLMOKHOTO  YHOCTOBEPCHHS, €0 | (Data Matrixy;
noroTdn  (rpagueckoe nsoGpamenMe B | (GTIN: 04607098451729n,
HANIHCE “astellas”); HOMCED | «Cepus: 1470622»,
PErACTPAMOHHOTO YOOCTOBCDCHH, «Conen: 05 20265),
nepeMeHNEle JanHele (@omep cepui, XaTy | «S/N:» © yxasaHHeM MHIMBHIYRNGHOTO CEpPHANH3AUMOHHOTO
OPOM3BOACIEA,  CpOK  TOAHOCTH) WM | HOMepa nauku,
¥nbOpMAMIO Lid MOHMTOPHHIA IBINKCHHS | INTpuX-koj «4607098451729»; 3amonckue KOOI YHAKORKH
NEXAPCTBEHHOFO. mpenapara or | «159675», «I1-790-32-03-02».
NpOM3BOIUTEN A0 KOHeunoro notpedurens; | Ilpomssommrens: 3A0 “3mO-3moposse” Poccusy,
IITPHX-KO, MOTYT OBITL YKa3aMEl 34BOICKHC | €ro agpec, Tencod H daxc
KOJIbl YTAKOBKHL «HpoussopuTenn:
JONomHUTENSHO YRE3RIBAIOT: 3A0 «3n0-3nopoBnen,
«WIIposssoaurens: 3AD «3u0-3mopossey; ero Poccus, 142103, Mocxosexan 00mACTD,
agpee, Tenedon # akc. r. MMoponsck, ya. Aenesnogopoxnas, 4. 2,
Pacnonomesnne — 3aBOACKMX. KOJNOB  H Teu.: +7(495) 642-05-42,
NOCepUHHEIX XaHHeIX Ha KOMMepUeckoit dasxe: +7(495) 642-05-43
YHAKOBKE MOMKCT H3MEHATBCN, .

XpaseHue [Ipu Temnepatype He Boiwe 25 'C [1pu Temmeparype He BBHUE 25 °C

Cpox roRHOCTH 4 rona 4 rona

Baxmodenne: Jlexapemeennwili npenapam Jle-Hon® mabnemxu, noxpeimvie nneHouHot 060A04K01,
i

120 m2 Ne 32 cepuu 1470622, coomeemcmeyem mpebosanuam 6 Yacmuy NposepeHHbIx HoKasameneu.

JlapexTop o KagecTBY H YIPaBICHHIO

NIEPCOHANIOM

ITerpxosa E.H.
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PA3SPEIIIEHHUE
HA BBIIIYCK I'OTOBOT'O IPOOYKTA Ne 0848/22
Toprosoe HAHMEHOBAHEE IpenapaTa Jie-Hon®
MexayraponHaoe HeIlaTegTOBaHHOS
HayMEHOBAHHE (TpynnupoBounOe 28)1%8 BucmyTa Tpuxanus naiaTpar
XUMAGECKOe)
JlexapcTrenHas popma _ Tabrerku, MOKPEITEIE MICHOYHON 060I0TK0H
Jo3upoeka 120 mr
TabureTku, TOKPEITHE NIEHOYHOMN 060T0YKOH,
@opma BEITYCKa 120 Mr
(6imcrep) 8 x 4 (mayka kapToHHas)
Howmep cepun 1470622
Obrem cepun 22 140 mt. ynakoBox
Jara mpon3BoIcTRA 20.06.2022
lopes no 31.05.2026
HaumMenoBanwe H anpec MpOH3BOIHTENSE 3A0 «3u0-3noposren, Poccus,
(IpOH3BOACTBO, [ePBHYHAT YIIaKOBKa, 142103 MockoBckas o6nacTs,
BTOPHYHAS/TIOTpeOHTENECKAT YIIaKOBKa, r. loponeck, yn. XenesHonopoxuad, 1. 2
BEITYCKAMOIIHI KOHTPOIE KAaUecTRa) Jlanenzia No 00049-JIC 07 20.10.2021 1.
Homep " JaTa PETHCTPAIMOHHOTO ITN012626/01 ot 23.08.2010 1.
YAOCTOBEPEHHS (mata samenst PY 21.09.20201.)
Homep HOpMaTHBHOMN AOKYMEHTaUHK S IERAT2aRenl=L 6L,
' M. Ne 1, Ne2 x HIT

000 «Actemrac @apma [Iponaxmiesy.
HaumenoBaunue 1 appec gepiuarTenst b PO >

. . . Poccns,
PETHCTPAIHOHHOTO YAOCTORCPEHIA 109147, r. Mocksa, yn. Mapkcucreras, 1.16
PRIHOK IOCTaBKH [IPOAYKIHH Poccun
Homep macmopTa ' - 0887/22

L. [TopTRepiknaio, 4YTO BBIIEYKa3aHHad CepHsl JIEKAPCTBEHHOTO MpENapaTa BLIMYCKAeTCS B
obpatieHe,
2. l'apanTupyto, 9T0 BBIUSYKasaHHas MHGODMaUMA TOATHMHHA W BepHa. OTa cepus Gbula

MPOM3BELCHA, BKIIOUAs YNAKOBKY H KOHTPOMbL KayecTBa, [0 YKA3aHHEIM BbllE aApecam
[POU3BOACTBEHHAIX. IUTOUIAZIOK B COOTBETCTBHM ¢ Tpefopanuamu GMP («lIpasuna wmangnexaiuei
NPOU3BONCTBEHHOMH pakTHku») u PeructpaysoHuoilt ncxymcmaumﬁ Ha ApOOYKT.

3. Bce pesynbTartel aHann3a ¥ 3anuck OBITH PaceMOTPeHsl W oaobpeHs! B cootsercTens ¢ GMP,
TEXHHYECKHMH COTTAlCHHAMK # COMNMAILSHHIMH MO KAYECTRY.
4, Bei1y nu Kakue-nHOO OTKNOHSHHA OT NPOUZBOACTBEHHOrQ [POLESCed, Kacaloll[Mecs KauecTsa
APOoYKLHNY

M Her OMa

BBIIYCK I'OTOBOT'O ITPOAYKTA PA3SPEIIIEH A v HET
YNONTHOMO4EHHOE THLO! s Cepreesa H.10.

fadnuce s8]

7. & 27
Jara Bblﬂyc‘[f.&; ;Qﬁm;ggu& W Tw 2l
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