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BAPMAUEBTHKA

Jlanensus Ne JI012-00102-77/00010730
Ne GMP/EAEU/RU/01313-2024

Pazpemenne

Ha BBITYCK CePHHU JTEKaPCTBEHHOTO IIpenapaTa B peaIn3altio

30.447(04)
02 07. 205
Ne 7975 ot L.
Hammenosauue npenapara Moxkcounaun
MexpyHaponsoe HenarenToBaHHO, i TPYNIHPOBOYHOE, Moxcounaua

HTH XHMHYECKOE HANMEHOBaHue

JlexapcTeeHuas popma

TabneTku, NOKPhITHIE TUIEHOYHOK 0BONOUKOH

Hosuposxa

0,4 Mr

Dopma BITVCKA

TabneTKH, NOKPHITHIE IWIeHOYHOH ofonoukol 0,4 mr
(xonTypHas svelikonas ynakoexa) 14 x I (nauka kapToHHAR)

Homep cepuu 180625

KonuuecTro 30 417 ynaxosok

Hara sagana npoussoncrsa 11.06.2025

Cpox ropmocru / Togen ao 3 roga/ 05/2028

Hopmarusras noxymentanus JIT-Ne(002225)-(PT-RU)-210423
Cepruduxar kavecrsa cepun 7975 ot 02.07.2025
Haumenoranne npoussomurens 000 «Osom»

AJlpec MPOm3BOLHTENS (BCE CTANMH MPOH3BOACTRA, BK/IHOUAN
BBITYCKAFOLILMA KOHTPO/Ib Ka4eCTRa)

Camapckas o6, r.o. JKurynesck, r. JKurynesck,
yi. I'agpocTponTeneH, a. 6

PeructpaunonHoe ynoctosepenne JII-Ne(002225)-(PT-RU)
Hara rocynapersennoit peructpamms 21.04.2023
Hamvenopakue neprarens PErucTpauHonHore yaocrosepenusa; Q00 «Aromm
Paspemenwe aeficTaurensto 1o 05/2028

Kommertapun

TpuBenensas Bhume HudopManMs sBiseTcs nocroseprOl ¥ ToynoH. Ceprs NeKAPCTBEHHONO TPENapaTa NPOM3BEAeHZ (BRMOHUAX
YUBKOBKY (MAPKADOBKY) M KOHTPOMh KAHECTHE) HA NPOM3BOACTECHHOM MIOMA/AKE B TIONHOM COOTBETCTBHM C TpeGoBaHUAME NTHUCHINH,
Tpasun wansexamel npoRIsoaCTREHNHOH NPAKTHRY, PECrUCTPALMOHHOIO H0che. 3amHCH N0 NPOH3BOACTRY, YIAKOBKE M KOHTPOIIO Ka4ecTna
TPOBEPSHAL, W YCTAHOBJIGHO MX COOTBETCTHE TpeGoBarmsy TIpasni HayieKanel NpOWIBOICTRENHON IPAKTHKY,

IPOOYKIMA PASPEIIEHA K PEAJIM3ALIMU:

VnonsoMoueHHOE MO

MZ/‘ / Wisnuena Enena Baamgumunosua/

noanucs OHO

]'2(3 Ha

Crpasuna: 1 u3 1
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DAFMAUEBTIA

MecTo HaxomzeHus: 000 «Oson», 44535 1, Camapckan o6n., 1. Wurynescx, ya. NMecouwas, 34, 11
MecTa ocywecrsnenua aueHsupyemol aestensHocri: 000 «QO30w», 445351, Camapexan o6, r. 0. Murynescx, r. Muryrescx, ya.
Tuapoctpontened, 4. 6; Ten. +79874599991, +79874595992, (84862) 290-00, daxc (R4862}) 341-09;

fuenzna Mukucrepersa Npombiwnesrocty u Toprosau P Neo £1012-00102-77/00010730

Ceprudukar kauectsa cepun Ne 7875 or 02.07.2025

MokcoRUAWH, TabneTku, NOKPbLITbIe NAeHOUHON 060N04KOI 0,4 mr

TOPIOBOR HAUMEHOBIHUE NEKADCTBEHNOID

bopma,

rara,

Peructpaumonnoe yaocrosepeue /1M-Ne(002225)-(Pr-RU)

Homep cepuu 180625
Aara Havana npoussoacTEa 11.06.2025
Konuuecrso 30 417 ynakosok
AHBNM3 BLINOAHEH N0 HOPMATUBHOMY BOKYMEHTY /1M-Ne(002225)-(PT-RU)-210423
| Meroa KouTpoas
Haumesiosanue nokasarens T m—————— PesynsTar KOMTpOAA
Onucarue BusyansHbii
Kpyrabie  asosxoesinywnsie  Tabnetss, nokpsiTeie | Kpyrasie ABosKosbinynbie  TaBnertku,
naeHouHoM 060/104KoH BeNoro uav nouTH Benaro LEeTa. | NOKpsITsie nAeHoHHGH oBoncuxol Beaoro
Ha nonepeuHom paspese sugMbi ABa CADR — AAPO | UBeTa, Ha nonepeuHom paspese BugHbl g8z
Genoro wau noutw Benoro Usera u  nAeHOuHaA | caom - AApo  Genoro UBeTa U MASHOYHER
oBonouka. obonouka.
MognukHoeTs BIMX
Bpems YAGDKUBEHUA OCHOBHOTO nuKa Ha
XPOMATOrpamMme  MCMLITYEMOrO  pacTeopa  AOAWHKO CooteeTcTeyeT
COOTBETCTBOBATE BPEMEHM YACPKUBAHWMA OCHOBHOrO
NWKa Ha xpomatorpamme pacrsopa CO MOKCOHMAMHA
{paspen «KonuuectsenHoe enpepenernen),
PacTsopetne [¢ PO BIMX
He menee 80% (Q) moxcoHmnguHa yepes 30 Mun. 99 %
Pogcreentbie npumecy BIMX
Mpumecs A —+e 6onee 0,4 % He oBHapyeHo
MNpumecs B ~ e 6onee 0,5 % He oBHapymeHo
MNpumecs C - He Bonee 1,5 % He oBHapymero
MNpumeck D —He Bonee 1,5 % He ofHapyeHo
EavnnuHan HengeHTMPUUNPOBEHHER NPUMECH — He
6onee 0,5% £ 0,17%
Cymma npumecedt — He Bonee 3,0 %. 0,485 %
ORHOPOAHOCTL AO3MPOBaHIUA ' PO, cngcof 1, BIMX
AVE15,0%. 3,1%
KonuuecraenHoe onpegenetne BIHX
Ot 0,34 mr go 0,46 mr CoM12CINSO (MoKcoHUAMHE) 8 0,41 mr

vabnerxe.

MuKPOBMONOTHYECKEA YKCTOTR
Ofuee 4ucao aspobHeix
MUKpOOPraHusmos s 1 r;
OBuee YUCAO APOHIKEBLIX W
nnecHeskx rpubos s 113
Escherichiacolis 1r.

[® Pd, Kateropua 3 A,

He Bonee 1-10° KOE/ rfmn ;

He Gonee 1-102 KOE/ r/man ;
oTeyTeTBKe 8 1 r/mn

meHee 110" KOE

menee 1-10' KOE
OTCYTCTBYET

Ynakoaka

Mo 7, 10 wau 14 Tabnertok 8 KOHTYPHYIO AYelKoByIo
YAKCBKY W3 NAGHKW NONMBUHWAXAODUOHOR W GOAbIU
BNIOMUMUBBOM NEYaTHOM IAKUPOBAHHOM,

Wau no 10, 20, 30, 40, 50, 60 wau 100 TabnetoK & Banky
“3s floAnsTUseHTepedTanara, wau Bary
NOMMNPONUABHOBYIO,  YKYMOPEHHYID  KPbiWKOK U3
NOAMITUAIEHE BLICOKOTO AaBAGHWA C KOHTPOAEM NEPBOTO
BCKPLITMA, MAM  KDLILKOW  NOAUNPONWASHOBOK €
CUCTEMON  «HAMATL-NOBEPHYTHY, WU  KPLIWKON W3
NOAWSTUABHA HUSKOro AaBASHMUA C KOHTPOMIEM NEpBero
BCKPbITHA.

Hfonyckaetca  csobogHoe nNpocTpaHcTBo B BaHke
33MONHATL BATOW MEOULMHCKON MMIrpOCKONUNECKON,

Ha GaHKy HaKneusaloT STUKETKY CamMOoKIeatwyocs.

Onvy Banky uan 1,2, 3,4, 5,6, 7, 8, 9 unu 10 KOHTYPHbIX
A4EKOBLIX YMBKOBOK BMECTE ¢ WHCTPyKuMed na
NDUMEHEHUIO NOMEUWRIOT B  KAPTOHHYIO  YNakoBKy

Mo 14 T1abnetok B KOMTYpHOM AueliKoBOM
YNaKOBKE M3 M/IEHKHM NONUBYHUAXAODUAHON
M Honbru  BMOMWMHWEROW  nevaTHol
NBRKPOBAHHOMN.

1 HoHTYpHas auelHOBas YMaKOBKa BMECTe ¢
WMHCTPYKLUMER N0 NPHMEHEHWIO NOMeLLeHa B
KapTOHHYIO YNakosxy (nauky).

(nauny).

Odiopunesio: Benosa H.C.

Crpasua: 1 m 2
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Mecro HaxomaeHun: 000 «O30H», 445351, Camapckan ofin., r. Muryaeack, ya. Necounas, 34, 11
Mecra ocywecTenedus nuuensupyemoll geateannoctu: D00 «O30k», 445351, Camapexas 06a., 1. o, Murynescx, r. Murynesck, ya.

SAPRALEETRKA  ryapocTponTenel, 4. 6; Ten. 79874599991, +79874599992, (84862) 290-00, darc (84862) 341-09; _
Nuuexsus Musucrepcrea Npomsilwaenxocty u Toprosnu PO Ne 1012-00102-77/00010730

Maprupoaa Ha kouTypHOR nAuedkoBo#t ynaxosxe (Bauctepe) | Ha  KOHTYpHOW  R4elrOSOK  ynakoske
YKa3bIB2I0T TOProsoe HaumeHoBanve nexapcraexnoro | (Baucrepe) YHa3aHO: Toprosoe
npenapara {cosnagaet ¢ MEMAYHAPOAHBIM | HAMMEHOBAHWE NEK2PCTBEHHONO Npenapara
HENaTeHMTOBAHHLIM HAUMEHOBaHWEeM), fexapcTeeHHyio | (coBnagaer c MENIYHIPOAHBIM
dopmy,  O03MDOBKY, HAUMEHOB3HME  [AEPWATENA | HENATEHTOBAHHBIM HaUMEHOBaHMEM),
PETACTRALMOHHOID YOOCTOBEPEHUA M HAUMEHOBAHWE | NeKapCTBEHHAR dopma, [034pOBKa,
NPOM3IBCAMTENR AEKAPCTBEHHOMO npenaparta, HOMED | HaWMEHOBIHWE pepwarens
cepuu (BRAIOHAIOWMUA MECAL ¥ O NPOUSBOACTBA), AATY | PErMCTPAUMOHHOTO  YA0CTOBEPEHMA "
MCTEYEHWA CPOKa MOAHOCTY (Mecal v rog). HaUMEHOBaHKe NPOU3BOAUTENAR
Ha aTKeTKe BaHKy yKa3biBAKOT TOProBOE HAMMEHOBAHWE | N@KAPCTBEHHOTO Mpenapara, HOMEp Cepun
NEKSPCTBEHHOTO npenapava (cosnapaer ¢ | (BraoHaIOWMIA MeCAL, U oA NPOU3BOACTEA),
MEMAYHAPOOHLIM HENATEHTOBAHHBIM HAUMEHOBAHWEM), | [aTé WCTEYEHWA CPOKE rOQHOCTW (Mecau W
feKapcTeeHHylo  GOpMy,  AO3MDOBKY,  KOAWYMECTEO | roa).
Tabnetok B GaHke, cnocob npumereHus: «[ins npuema | Ha KapToMHOW ynakoske (nauxe) ykaiaado:
BHYTDbY, HAMMEHOBaHUE AEDHATENA PErUCTPALMOHHOIO | TOPrOBOR HAMMEHOBAHME NEKAPCTBEHHOMD
YOOCTOBEPeKMA M HAUMEHOBAHWE NPOU3BCAMTENRA | npenapaTa (COBNaAaeT ¢ MEMAYHEPOAKLIM
NEK3PCTBEHHONO npenapara, AoroTun npoussoguTens HEMNaTeHTOBaHHbLIM HaHMEHOBai{HeM),
w/man AoroTMN 3aKasuuKa, $apM-KOL, HOMED CEpUM | HaMMEHOBaHWE Aepwartens
(sknouaownit  MECAL, W OO TNPOW3BOACTBA), AATY | PErMCTPALMCOHHOTO  YAOCTOBepeHuA  u
WCTEYEHWA CPOKA MOAHOCTH (FOAGH A0: MECAL U rog). HAaUMEHOBaHMKE NPOM3BOLUTENR
Ha KapTOHHOW yNaxoBKe (Na4Ke] yKasbiBaiT TOProBoe | NeHAPCTBEHHOO npenapara, appec
HaMMEHOBAHME N@HAPCTBEHHOID Npenapata (CoBnag2eT | NPOM3BOAMTENSR /IEKEPCTBEHHOMD Npenapara
c MEMAYHIPOSHBIM HENaTeHTOBaHHbLIM | (cTpaHa, obnacte, ropoOA), 2NEKTPOHHDLIN
HauMEHOBaHKEM), HauMeHoBaHue Jepwarens | agpec u caliT npoW3scaMTenR, agpec
PerucTpauMoHHOrO YAOCTOBEPEKMA U HAWMEHOBAHWE | AepKaTens PEMACTPEUMOHHOID
NPOU3BOAMTENR NEK3PCTBEHHOrO npenapars, aApec | yAoCTosepesMA  (CTpaHa), /sexapcTsexHan
NpoWsBoAMTeNs NEeKapCTBEHHOro npenapata (cTpaHa, | GOpMa, [O3MPOBKaE, KOAWYECTSD TableTok B
obnacte, ropoa), DAeKTPOHHbIA  agpec v calft | ynaxkoske, wuudopmauus  ©  cocrase
NPOWU3IBOAMUTENR, 3ADEC OEPMATeNns PerucTPaLKMOHHOIO | NeKapCTBEHHOrO npenapata
yaoctosepenmua  (cTpaHa), nexapcreeHnyto  dopmy, | (HawmeHnosaHue AEHCTBYIOWETO BELIECTSa U
[O3MpOBKY, KoAwdecteo  Tabnetok B ynakoeke, | ero KOAWIECTBo, nepeqdeHs
MHOOPMALMIO O COCTaBE NEKaPCTBEHHOMO MNpenapata | BCNOMOTAaTe/bHbIX BEIWECTS), HOMEp Cepun
{HaumeHOBanMe [LSfCTBYIOWLIErO BEWECTS2 W €ro | (BHRAKNBIOLIMIA MeCALl U rof NPOM3BOACTSEE),
KOAMYECTBO, nepedeHb BCTIOMOTaTe/NbHBIX BEUWBCTB), | A8TA UCTEUEHWA CPOKA rofHocTH (roneHd no:
HOMED  CepwM  (BRNKOMAKOWMKA  MECRY W FO4 | MECRL M TOA), YCACBMA XpaHerws, cnocob
NpPOU3BOACTSA), AATY MCTEMEHMA CPOKE rOAHOCTK (fopeH | NpumeHeHua: «[NR  npuemMa  BHYTPBY,
[0: MECAW W T0A), YOA0BMA XpaMewus, cnocob | yCNOBMA OTNYCKA, HOMEP PErUCTPAUMOHKOTD
npuMeHeHuA: « A NPMEMa BRYTDbY, YCNOBUR OTNYCKA, | YAOCTUBEDEHMA, AOTOTMN NPOWU3BOAMTENA,
HOMED PErMCTPaLMOHHOIO YACCTOBEPEHUA, /NOTOTUN | $apM-KOA, WTPUXOBOH KOA, ABYMEpHbIHA
NpoM3BOAMTENR M/WAM NOTOTAN 3aKasuuka, GapmM-KOL, | WTIPUXOBOH KOR ¢ HECTHYHON
WTPUXOBOH KoL, ABYMEPHLIN WTPUXOBOH KOA C NoaHoR | pacumdposxon nHOOPMALIMH,
WAM  YaCTMYHOR  pacwu@poBkoi  MRGOPMELMM, | COASPIKIWENHCR 8 ABYMEDHOM LTDHUXOBOM
COASPMALLENCA B ABYMEPHOM WTPHUXOBOM KOAe nav Bes | Koae, «CmoTpm WHCTDYKUMIO no
Hero, «CMOTDM MHCTPYKLMIO N0 NPMMEHEHMIO (AMCTOK- | npumeHeHnto  (AucTok-BAaasiw)», «He
BKABABIL)Y, «HE nNPUMEHATE M0 UCTEHEHUWM CPOXa | MPUMEHATL NO UCTEHEHWK CPOKE FOAHOCTHY,
rogHoCTHY, «XpaHuTh B HEAOCTYNHOM ANR  feTelt | «XpawWTs B Hepjocrynwom  ans perelt
mMecTen, mecTen,
[OnOnHUTENBHD Ha KapTOHHOM ynaxoske (nauke) | [ONOAHUTENbHO H3 KapTOHHOW ynakoske
aybanpyerca TOproBoe HauMeHOBaHMe M [o3ampeska ¢ | (nauxe) npoaybauposaHsl TOprosoe
UCNoAB30BaHueM wpudTa Bpaknn. HanumeHOoBaHue 7] A03KMpoBKa ¢

ucnons3osaHviem WwpudTa Bpanns.
CpOK _rofHoCTH 3 roga FogeH ao: 05/2028
XpaHeuue Mpu Temnepatype He sbiwe 25 °C,

3aknoyerue: CGOTBE!TCTB.!ET]HE cootsercrayer TpeboBanuam JIM-N2{002225)-(PT-RU}-210423
{HeoBxopMmoe NOAYEPHHYTS)

Jamectutens HauansHuk OKK no crnagy : éé% /CyxoHHukosa T.M

Odopmsnieno: benosa H.C.

Crpannua: 213 2
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