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PA3IPEHIEHUE
HA BBIIIVCK I'OTOBOI'O IPOIYKTA Ne 1431/22
Toprosoe HaHMEHOBAHHE Iperapara Je-Hon®
MexmyHaponsoe HEITATEHTOBAHHOE
HaEMEHOBaHHE (rpynIHEpOBOYEOE HIH BucMmyTa TpHKanus AEUMTPAT
XHMHEIECKOE)
Jlexapcraennas popma TabaeTKd, TOKPLITHE HEHOYHOH 060souKoi
JoanpoBka 120 mr
Tabnerky, HOKpHITHE INCHOYHOH 000I0IR0H,
Dopunia BRITYCKaA 120 mr
' (6nucrep) 8 x 4 (nauKa KapTOHHAN)
Homep cepun : d 2340922
O6sem cepul 21 792 1T, yIaKoBOK
Jara npoM3BONCTBA 08.09.2022
Tozer mo ? 31.08,2026
' HawmeHOBAHHE H anpec  IPOH3IBOIWTENS 3A0 «3u0-3nopoeskeyn, Poccrs,
(poK3BOACTBO, MepBHYHAN YIIaKOBKa, 142103 Mocxopcxas o6racTs,
BTOpHYHASN/TOTPeOATENBCKAL ynaxoexa, | T. [lomonsck, yu. XKenesHonopoxksad, I, 2
BEINYCKAIOMIME KOHTPONE KAYecTsa) Jhanesaus Ne 00049-JIC ot 20.10:2021 1.
Howmep H Jata PErHCTPAllMOHHEOTC TI N012626/01 or 23.08.2010 1.
YIOETOBEPEHES (rara samensl PY 21.09.20201.)
Howmep HOPMATHBHOH JOKYMEHTALIHH ‘ nai}l}g f 3{15222 fé%{ }1(3 141;‘;_’12[
Haumenopasue ¥ 81pec NepKaTens i) «Acrm;ﬁg;&a TIponasmes,
PEENBEESHE BRI R TR 109147, r. Mockea, yi. Mapkcucrokas, £.16 |
PLIHOK [OCTaBKH TPOAYKIHE Poccus
Homep nacropta 1447/22
T Moxrsep:kaao, YTO BhIUIEYKA3AHHAN CEPHA JISKADCTBEHHOTO NIPENAPATA BEITYCKAETCA B
obpaiuenue. '
2. TapaHTipyio, YTO BbilleyXasaHHAA WHQOPMAUWS NOMTHAHA H BEpHA. Orma cepus Obuta

NpOM3seEHa, BKMOYAs YNAKOBKY M KOHTROME Ka4ecTsa, TIO YKA3HHBIM BENNS aapecam
NpOH3BOACTBEHHABIX TINOMAAOK B COOTBETCTBHH C Tpefosanuamu GMP («Ilpasuna nemnexainel
NPOM3BOACTEEHHOH MPAKTHUKUY) H PerucrpalnoHHON JoKyMeHTalMel Ha TPOINYKT.

3. Bee pesynsTaThl aHANH3Z ¥ 3AMHCH BRUTM paccMOTpeHbi W ONOOPEHE! B COOTBETCTBHM © GMP,
TEXHUYECKUMH cornaeHraMy ¥ CornaileHHAMH N0 Ka4ecTsy.
4, Boiu N xaxue-nubo OTKIOHEHMA OT MPOUSBOACTBEHHOPO MPOLECCA, KACAIOUIHECS KaXecTBa
NpOnYKUMK: ;

M Her OHa

BBEITYCK IOTOBOI'O IPOAYKTA PASPEIIEH JA ¥ | HET

VIoNHOMOUYESHHOE NHLO:

Jata spimycka B obpauiesse:




©-0000000555-03
3A0 «3u0-3p0poBnen
142103, Pocous, Mockosckasn 00/5acTs,
e ; _ . 1. Nonamsex, yir. Xenesnogopoxsas, 8.2
TeiL: {495) 642-05-42
daxe: (495) 642-05-43.

JINuEHIHA HA OCYUIECTR/CH S NPOMIBOACTRA JIEKAPCTREHHLIX CPEACTE
M 00049-JIC 0120.102021

TACIHOPT Ne1447/22

HanmenoBanne Npenapara Tle-Hoa® TabneTrH, HOKPBITHIE IO HOIL oGonoaxoii, 120 Mr, Ne 32
Koa npenapara 790

Homep cepun 2340922

Q0seM cepal 21 792 mT. yDakoBoK

Jara NpOA3BOACTBA 08.09.2022

Tonen.xo 31.08.2026

Jara agajmsa 03.10.2022 r.

AHAIA3 OPOBENeH 10 CIL-KO-0701-0124-09. «Te-Hon® Ta6/1eTkn, HOKpLITEIE IIEHO4HOiL 060/104K0#; 120 M
HJI T1 N012626/01-161117 «/e-Hon® TabireTH, NOKPLIThIE nierounoi obonouxoif,
120 mry», Hsmenenuio Mo 1, Hsmenenuio Ne 2, HaMeneHH w0 Ne 3, Hamenenno o 4 e HIT,

Hammenosanxe TpeGoBaHAN HOPMATHBHOH PeayIsTaTs! HCHbITAHRE
noxalgrench DOKYMEeHTAUHA
Omucauue Kpyrnbie  ABOAKOBRITYKAsle  TalblleTkH, Kpyrusie BOSKOBALITYKIEIE TabneTxH,

nokpurreie  0fonouKolf  kpemoBo-Geloro | NOKpHITHE ofaroaxol xpeMoso-Genoro UBLTa, ¢
OpeTa, ¢ HAANMACHIO «ghr 1525, BEIAZBACHHON | HRINTHCHIO agbr 152», BeinasneHsoR B OfHOH
Ha ONEOM CTOPOHE, ® rpa(irieckiy | CTOpOHE, ® TPaQHYECKHM PUCYHXOM B BRje
pHCYHKOM B  BHIe  Ksagpata  C | KBajpama © OpepLBACTLIMA  CTOPOHAMH H

TpePRIBECTRIME CTOPOHEMH U | 3aEpYINIeHHBIMH YIVIaMM, BELIZBACHHEIM. BA
32KPYTNICHEBIMA YTTaMH, BLIJBBNCHHBIM HA Ipyroit,
yro#t.
HopmmnocTs: | KauecTseHHas pSAKINAA Aa BHCMYT.
- Buoumyr C THOMOYeBHBOl B NpUCYTCTBHA asorHoli | C THOMOYeBMHOU B DpPACYTCTBHU ‘asoTHOH
KHCTIOTH ofipasyercd  TEMHO-KENTO® | KHCIOTH obpasyerca TEMHO-XEITOS
OKpAIINBAREE OKpamIHBaHUE '
KauecrseHHas peakiid Ha IRTPAT. ]
- Wyrrpar C cynBhaToM PTYTH H epManTasarom xanid | C cymsdatom pryTH M NEPMAHFABATOM Kanid

npoRcxoAAT ofecupeuABsHMe pAcTBOpa | MPOMCXOXAT ofecnpeHBAHEES PACIBOPA KalHA
Kan¥d MepMARraHaTa ¥ ofpasopasue Geioro | OepMaHTAHATA 1 opasosarue Genioro ocazxa |

ocanxa :

 Kanuil KauecrecHHRS peAKIUA HA Kamuid. 1 C xoBaAsTHUTPETOM HATPHA B DOPHCYTCTBHH
C xo6aN»THHTPRTOM HATPHA B OPHCYTCTBHY | YKCYCHOH KWCIOTHI ‘o6pasyercd OpAHEEBO-
YECYCHOR KHGHOTEI OGpasysTCs OpamKeso- MENTEIH OCAOK
WmeATHH ocagok

ORHOPOXHOGTH Macchl, MI | OT 429,5 MT 1o 442,5 Mr 4332
18120 TaGuerok - He Gonee £5 % Or—1,0 % g0 +08%

. 2/20 Tabnerok - He bonee £ 10 %

PacnafacMocTs, MEH. He Gonee 15 MuayT 7

OnpopoarocTs n=10, AV <150 o 10

BOSMPOBARHA n=30, AV £ 15,0, ecau AV=19
0,75M <% ;£ 1,25M ¥

Konnuecrnennoe Or 114 mr g0 126 Mr 117

ONPEACNCHHE, MT. (ot 95 % mo 105 % 8 %

Oxcuzl BACMYTE OT 3ASBEHHOTO  KOJNHYECTBA  OKCHA s
BHCMYTa) _

Muxpobronoryaecxas Kareropus 3A. S 000 it ey

JHETOTA Obimee 1nCI0 a3poBHBIX MHKPOOprarymMoB - Omes MO 89PODHEIX MHKDOOPTAHH3MOB.
ue Gonee 10 KOEB 1 1. menee 102 KOE B 1 0 \
O61ues TUCNO APONCKEBEIX H ITECHEBEIX O61ige TRCID APOXKEBLIX 1 ITIECHEBHIX
rpu6os — e Gonee 10°KOEB 1 1. rpuGos Meree 10 KOB®1 £, © )
Orcyrernne Escherichia colin 1. Escherichia eoli arcyrctayet n’,l' L.

1u32
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Haumenosarme TpeboBaruT HOPMATHRHOA Peaynirarsl donsirasull
. noxasaresiesf .| . NOKYMEHTALM .. ... hebeciidl
Vnakonxa no&mﬁmmxsﬁmcmpcmkasmﬁosnﬁmsmmcpemmonmmm
amoMHiuceo mpomssoacrea «Amcor Flexibles | npomssoncrsa «Amcor Flexibles Kreuzlingen AGy, Ilsefinapus,
Kreuzlingen AGw, I[seliusprs, u onsry | ¥ Qomsru aWOMHHMEBOR JAMMHMPOBAEHHON NIPOKIBOACTEE
amoMrHAesoil maMuHMpoBaRHOH npomssoncrea | «Amcor Flexibles Singen GmbH», Cepmanns, i
wAmcor Flexibles Singen GmbHy, Iepmasus. TTo 4 GuucTepa BMSCTS ¢ MRCTPYNUHCH [0 IPHMERCHHIO, KO
lfo 4, 7 wm 14 Gmucrepos Buecte ¢ | «160530n, & xaprouHOM Mauxe.
HHCTPYKUMEH N0 NpMMEHEHMIO B KApTOHHOit
it
Mapzuposxa Hau brucmepe na pyccios assixe yrassieaom: | Ha Guucmepe na  pycckoM A36ik2  YKEIANO: TODPIOROE
TOPrOBOE  HRMMCHOBRMC  TpCTapaTa ¢ | BAMMEHOBAHUE NPERAPATA ¢ NPCAYNPEIHTENLROM MAPKUPOBKDH
npexynpeanTentHol MapxHpoBROM ® | ® «le-Hoa®; rpynmwpoBouHOC HRUMEHOBAHHE «BMCMYTA
[PYIMUPOBOYHOE HAMMEHOBAHME (CBMCMYT | TPWKANHS AHUHTPATS; JOPOTHIE RAALETMUA PETUCTPALMORHONG
TPHKRNAL [HUHTPATH); JOIOTHI BAALENBUE | YAOCTOBCpSHES rpadmveckoe uwclpaxenne ¥ HaZMUCh
PETACTPALUOHHOTD yaocrosepenny | sastellass; noampasxa «120 mre; somep copuu «23409229; cpox:
(rpaduuecxoe  miofpaenne M Baamuck | roasecTm «08 2026»; 3aonckoit koa ynaxonkw 157004y,
castellas); ZOIMPOBKY, HOMCD CCPHE, CPOX | Ery wapmonnoii mauke wa [Pyccxom ATIKE YRAIGHO: TOPFOROE
TOIMOCTH (MM TTIT); MOFYT GbiTs YKIOSHEL | gayyesosanue mpemspata ¢ TpEIyTpeaTeIsHOM MAPKMPORNDt |
| 3asozacxme mm;ymosxu. @ «fe-Hon®»; rpynnupoBouNOe HAMMCHOBAHEG: «BUCMYT2
| Ho RapmoRRo¥ nauxe NG PYcCKOM AIWKE | rpwweanya AMUMTPETS; NEXBPCTECHHAR topma «rataerin,
yKassigaiom:  TOPIOBOE — HAMMEHORIAWE | nowpuivwe muaenowsoll o6omouwoi»; noanposxa 120 mrw;
Opemapats ¢ NpCIyNpeIHTeILHOR MEDEHPOBROR | coerap 5 pesjasagan: «1 Tafaerxa cogepmur: Helicrsyiomee |
®; rpymmUpOB0YHOE HAKMCHORRHHE (BUCMYTE | popectno: BueMyTR TpHNAAHS ARUNTPAT (B nepectiere RA
TPHKRNHA JUUATPATY); ICKAPCTREHHYIO DODMY; | opnory pucmyTs  BihO:) 3046 mr (1200 mr).
AO3MPOBKY; COCTAE D pefiaxivit «1 TaGacTsa | pongmorarensmsie  semectsa: oM, HuCTpYKuMio®, |
conepmut: Jlehcayiomee pemectso: BeoMyTa | yomuvectso Tabinetok s ynaxosxe «32. Tafierxu: yenosus |
TPHKAINS AHOUTPAT (B NEPECHETE HA OKCHA | yogueyun «XpaMuTh npw Temnepatype He Buiie 25 "Co» ; |
scyra  BaOz) 3046 wr (1200 Mr). | cnocog ppumesenns B pomamun «Jas npuema mm ]
Bemomorarenshre s Q4. | JonMONHUTEILHME RANMUCH ¢ MAPKCREMI: «XPOHUYECKHN
HHCTPYKIRUO.», KOMW3eCTBO TaljieToK B | DACTPHTS; «I3BEHHAS BOJIE3Hby; «Bastepumanas
YORKUBKC,  YOIOBMA  XDEHCHMX,  C00SOG | geryguoems, 5 OTHOmEHMY. H. Pyioehy;
npHMescnia Jmn pexakien  aflns '1!:““‘: «IIpOTHBOBOCHANHTENBHOS eBCTBHE;
BHYTPBRY TORHUPAIRENE,  HIINE: " | SRIMTHYN NACHKY Ha UBEPXROCTH, A38 M 3pOsuily; aneMenT
mapxepamr; XPOHUMECKHH TACTPUTY; mmoaitsa B Buge naTumckoRt Gyxas: «Dw; yeaoses omiycxa
«ASBEHHAS BOJE3Hbx; “B‘W“‘W‘““ «Ornyer w3 anvex: Oe3 peneNTA); NpEIYNPSIRIENLHAL
ANTARHOCTS, B mmmeﬂmlipﬁm‘n_; sapmncs: «XPANHTL B MENOCTYNNHOM Lan nevell MecTen,
ACHCTBASY, | paspauye W  OTPANA  BARACISIA  PETHCTPRUMWOHHOLO
«Dﬁpasxer mmmxy H2 [OBEPXHOCTH | yoigcrapepenms «Bragesen PerHCTPAIIONHOLD
%38 W 3poouidy ssemenr uoalua B BANS | yiocrosepenum: 000 «Acreisac ®apua IIpomaKmien,
mowioxoll GyxEst «Dw; YCSORMS OTOYSKE | Pocewms, cro nororvm rpagmyccroe usolpamenne i RAANHCE
TPGXYOPCARTCNHYI0 Hagnuos: «XpsuuTs B | wpgtellgq™ HOMEp PErdCTPANHOHHOro. yaocrosepenus «Per.
BOROCTYTHOM JUIR JCTCH MECTC.D) MEIBEMME M | viocropepenue [T NO12626/010;
CTpaHy  BIRARIRLA  PErMCTPALMONMOIO. | ypdopuamuo A8 MORHTODHETA ABHNSHHS [CKEPCTACHHOTO
YROCTOBEpEHUA, €r0 RorotHr (rpadmriccxos NpenspaTa.oT NPOHIBOAKTERN A0 RoHeRHOro norpefinrens: -
wofpawenue ¥ Haunucs “astellas”); HOMEP | . Data Matriow;
PEFRSTDANOaIRTY YROCTOBCPSHHAL | (GTIN: 0460709845172,
NEPSMCHHBE JAHHWC (HOMCD CCDHH, ABTY «Cepus: 2340922%,
MPOM3BONGTBE,  CPOK  TONMOCTH)  MNE | .rojems 08 2026,
MEQOPMALJIO RN MOHWTODMHTE JBWAZMHA | (S/Niy ¢ ycasahuts MHIMB4IYRNLHOTO CEPHATHIBHKORHOTD
JICKRPCTRCHHOTD: MCIAPATA OT NPOMSBORHTCIN | yonmepa mAMRK; WTPRX-XOX %4607098451729%; 3380UCKHRE KOAL!
AQ KOHEYHOrO NOTPEGHTENT; WTPRX-KOM MOTYT | ynawoaky 4159675, «11-790-32-03-02»,
-mwmmm"m Tpormaanurens: 3AQ “3n0-3aoposse” Poccusy,
HO YKa3LInal ero anpec, Tenedon u daxc
«prmmm 3A0 «3n0-3auposwn, ero | «llpomssogurens:
anpec, Tenedion 1 daxc. 3A0 «3u0-3poponsen,
Pacnioomesme  sasogcxnx  xomoB K | Poccuw, 142103, Moexoscras obaacts, . Hogoases, .
nocepiierx gEunaix Ha  xommepuccxol | JKemesmopopomuas, a. 2, ;
YIRKUBKS MOXCT HIMEHATRCL, Tea.s +7(495) 642-05-42; daxe: +7(495).642-05-43,
Xpauesue [Tps Temneparype me Bhmue 25 C TIpu TemmepaType He smme 25 °C
Cpox roguocty | 4 roma 4.rona
3akniouenne: Jexapemeennviti npenapam [Je-Hon™ ‘mabaemxy, noxpeimvie meﬂouuaﬁ ‘obanouxoi,
120 mz Ne 32 cepuu 2340922, coomeememeyem mpeGosaniiam & Yacmuy n‘poaepeu ' ened,
Hagamseax oTAENA KOHTPOI KadeCTBa Hemnunm@E % L1 CPZ
Hasacrocr ' Jlama

; 3A0 “3‘10‘35090% , 2
OKK

e,



