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Mecto Haxowaenna: 000 «030m», Poccus, 445351 Camapckas obn.,
Mecra ocyluecTanenns MuueHsupyemoit AeatensHocTv: 000 «O3om

r. Murynesck, yn. Mecouxan, g. 11
», Poccua,

445351 Camapckan obn., r. 0. Yurynesck, r. Murynescs, yn.

FAPRALESTA  ruppoctpouTenedi, 4. 6; Ten. (84862) 71-851, 71-853/56/57/58; daxc (84862) 341-09, 290-00
Nwuensua Musucrepersa MpomblwaexHocTu u Toprogaw PO Ne 00072-/1C
CepTuéukar kayecTsa cepum Ne 6609 ot 06.07.2022
L-TupokeuH, Tabnetku 100 mxr
P s dopma,
Peructpaumontoe yaoctosepenue ICP-000295/10
Homep cepuu 230622
[Oata Hayana npousBoACTEa 23.06.2022
Konuyectso 34367 ynakosok
AHENU3 BLINOAHEH N0 HOPMATUBHOMY BOKYMEHTY /1ICP-000295/10-250110, Usm. Ne1-5
HaumeHoBaHKe nokasatens Meroa_kontpons PesynbTar KOHTPOAS
HopmatusHoe 3HayeHue
Onucanne BusyanoHbiid
Tabnerku Genoro wan Benoro ¢ KPEMOBATBIM OTTEHKOM Tabnetwu 6enoro ysera,
uBeTa, NAoCKOUMAMHAPUYECKKe, C hackoii ¢ gByx CTOPOH U NAOCKOUMAMHADUYECKMe, ¢ HACKOK ¢ ABYX
PUCKOMH C OAHO#H CTOPOHLI. CTOPOH ¥ PUCKOWH C OAHOMU CTOPOHDI,
MNogauHHoCTL BIXX
Bpemsa yaepyuBaHus OCHOBHOIO NMKa Ha Xpomatorpamme
MCNbITYEMOrO PAcTBOPa AO/IKHO COBNAAATH CO BpeMeHem Cootsercreyer
YAEPKUBAHUA OCHOBHOTO NKUKA Ha XPOMaTOrpamme
pacTsopa CO HaTpus NeBOTUPOKCUHA.
CpeaHsn macca TabneTox u Becosoii 0,100 r
OTKNOHEHWA OT cpeAHel macesl | 0,100 r+ 10 %. oT—2% p00+2%
PacTsopenue BIMX
Hepes 45 MuH, LOMKHO nepeiitk He MeHee 70 % (Q)or 94 %
33ABNGHHOIO KOAMYECTBa.
flocTopoHHKe npumecy B3XX
Hatpus nuotpotmHa — e Bonee 2,0 %. 0,4%
Cymma scex HeuaeHTUOULMPOBAHHDIX NpUMEce - He
Gonee 2,0 %. 0,9 %
OAaHOpogHOCTE A03MpoBaHUA BIMX
Copnepianue HaTpus NEBOTUPOKCUHE B OAHOM TabreTke 0,0000958 r
MOMET OTHAOHATLCA He Bonee yem Ha £15 % ot cpegHero oT~3 % no +4 %
COAEPMAHNA,
KonuuectsenHoe onpegenexue BIWX
ot 0,000085 go 0,000115 . 0,000112 r
Mukpobuonoruueckas yuctora [® PO Kateropus 3 A.

Obuwee uncno aapobHbix
MUKpPOOpraHMsmoe s 1 13
Obuiee YMcno ApoNOKeEBbIX 1
nnecHessix rpufos e 1r;
Escherichiacolis 1r.

He 6onee 1:10% KOE/ r/mn ;

He bonee 1-102 KOE/ r/mn ;
oTcyTcTeue B 1 r/mn/

menee 1-10' KOE

meHee 1-10" KOE
OTCYTCTBYRT

Ynakoska Mo 10, 50 TabneTok B KOHTYpHYIO AYEHAKOBYIO YNIaKoBKy U3 | Mo 50 Tabnetox B KOHTYPHOH AYeliKoBo#
RAGHKM NOANBUHUAXAOPUOHON M $OALIM aNIOMUHUEEOH YN3KOBKE U3 NAEHKK NOAUBUHMAXNOPUIHOMN
NeYaTHOM NaKMPOBaHHOMN, M GONLMM  AMOMMHMEBON  neyaTHOH
1,2,3,4,5,6, 8 uam 10 KOHTYPHbIX AYEHKOBbIX YNaKOBOK | NaKMpOBaHHOM.
BMECTE C WHCTPYKUMER N0 NpUMEHEHWO noMewaloT & | 2 KOHTYPHbIE A4EHKOBbIE YNaKOBKM BMecTe ¢
NayKy U3 KapToHa. MHCTPYKUMER NO NPUMEHEHWIO NOMELLEHE B

NayKy 13 KapToHa.

Mapruposka Ha  xOHTypHOW  svelikoBoil  ynakoske (Bnuctepe) | Ha  wowTypHOM  AveitkoBow ynaKkoeke
YKa3bIBAIOT TOPTOBOE HAUMEHOBAHME /IeKAPCTBEHHOID (6nucrepe) yKasaHo: TOprosoe
NMPENApaTa M MEeXAYHAPOAHOR  HEMATEHTOBAHHOE | HauMeHOBaHMe /leKapCTBeHHOrO mpenapata
HaUMEeHOBaHWe, NeKapcTaeHHyo - dopmy, AO3MPOBKY, | 1  MeMAYHAPOAHOE  HemnaTeHToBaHHoe
HauMeHOBaHWe Aeparens PEIMCTPAUMOHHOMO | HAMMEHOBAHWE, /NEKapCTBEHHAA  BOpPMma,
YAOCTOBEPEHMA W HaWMEHOBAHWE  NpPOM3BOAMTENA AO3MPOBKA,  HaMMEHOBaHWE  Aepwarens
NIEKAPCTBEHHOMD Npenapara, HoMep Cepun (BRI PerucTpauuoHHoro YAOCTOBEPEeHMA u
MECAL M TOA NPOM3BOACTBA), A3TY WCTEHEHMA CPOKa | HaUMEHOBaHME npoussoguTens

roAHOCTY (Mecay v rag).
Ha KkaprouHol ynakoeke (navke) ykasviBaioT TOprosoe

/IeKApPCTBEHHOTO NpenapaTa, HOMEp Cepuu
(Brntovaiowmin mecay u rop, Npou3sBoACTBa),

HauMeHOBaHNe NeKAPCTBEHHOrO npenapata M | B3T3 WCTEYGHMA CPOKA rOQHOCTH (Mecal u
MEXAYHAPOAHO®  HEMAaTeHTOBAHHOE  HAaUMEHOBaHMe, rop). :

HauMeHoBaKKe Aeparens PETMCTPAUMOHHOIO | Ha KapToHHON ynakoske (nauke) yxasawo:
YAOCTOBEPEHWA  (COBNAafaeT  ©  HaumeHOBaHuem TOProBoe HZUMEHOBAHWE AEKAPCTBEHHOMD

Odopmaeno: mrxenep mo ceprudukawin Benopa H.C.
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MeCTo HaxOMAHUR!

MecTa OCYLecTBAeHNA NHUEHIN
ruapocTpouTenei, a. 6; Ten. (84862) 71-851,

000 «O30H», Poccun, 445351 Camapexan o6a., . urynesck, ya. Necousan, 4. 11
pyemoh gearensrocti: 000 «030#H», Poccun, 445351 Camapckan 06, T. 0. MUryAeBCK, r. HUTyNesck, ya.
71:853/56/57/58; dakc (84862) 341-09, 290-00

Nnyensun Munucrepcraa Npompiunensocts v Toprosnm P& Ne 00072-11C

NPOM3BOAMTENR), 8APEC NPOU3BOAUTENA NIEKAPCTBEHHOTO
npenapata (coenapaer C  aApecom - Aepwarens
PErMCTPALMOHHOTD yaoctosepenua) (cTpana, obnacre,
ropog), 3NEKTPOHHBIA agpec caiT npouM3BOAUTENS,
fEKapCTBEHHYIO  GOpMy,  AO3MPOBKY,  KOAMNECTBO
NeKapCTBEHHOTO Mpenapata 8 yNakoBKe, MHGOpMaLMIO 0
cocTaBe NEKapCTBEHHOrO npenapata  (HaumeHoBawne
AEACTBYIOWIETO BELIECTBA M Bf0 KO/MM4EeCTso, nepeueHs
BCMOMOFATENbHBIX BEILECTB), HOMEP CepHM (BRIOYAIOWMA
MecAl, W rof NPOW3BOACTEa), AATY MCTEYEHUR CPOKa
rOAHOCTH (rogeH fI0: MECAL, W TOA), YCNOBMA XPaHEHWS,
cnocob npumeHeHua: «[lnA NpUema BHYTpb», YCNOBMA
OTNyCKa, HOMEp PerucTPaLMOHHOTO  YAOCTOBEPEHWS,
NOFGTAN NPOW3BOAMTENR U/MAK OFOTHUN 3aKa3unKa, Gapm-
KOA, WTPUXOBON HOA, ABYMEpHbIA WTPUXOBOHW KOpA C
NOAHOM WAM uaCTM4HOW pacumdpoBKoi uHOpMaLMK,
coaepwalLeiica 8 ABYMEPHOM WTPUXOBOM KOAE WM 6e3
Hero, «CMOTPH WHCTPYKUMIO MO TPUMEHEHMIO (nucTok-
BKAagbi)», «He nNPUMEHATL MO WCTEHEHWM CPOKA
FOQHOCTUY, KXPaHUTL B HEAOCTYNHOM ANA peTel mecre»,
«Mpenapar COASPMKMT NBKTO3Y».

[ONONHUTEALHO Ha KapTOHHON ynakoeke (nauke)
AyBAMpYeTCA TOProBOoe HaumeHOBaHwe W AO3Mposka ¢
ucnons308anueMm WpndTa Bpaiina.

npenapara “ MmexayHapoaHoe
HenaTeHToBaHHOe HanMmeHOoBaHME,
HauMeHOBaHue Aepwarens
PErucTpaumMoHHOIo VACCTOBEPEHHA
{cosnapaet c HarMeHOBaHUeM
npousBoAWTENs), appec Npou3BOAWTENR

fleKapcTBeHHOTO npenapata (cosnagaer c
appecom  Aepwatens  PervCTpaLUoHHOro
yaoctosepermsa) (cTpaua, obnacts, ropoa),
INEKTPOHHBIA 8APEC M CalT NPOU3BOAUTENS,
NeKapcTBeHHan dopma, AO3UPOBKa,
KOMWYECTBO /IeKAPCTBEHHOTO npenapata B
ynakoBke,  undopmauuA O cocrase
NeKapCTBEHHOrO fpenaparta (HaumeHosanue
[efCTBYIOWEero BeWECTsa U ero KOWYECTeo,
nepedeHb  BCNOMOTATENbHbIX BEWECTB),
HOMep cepuu (BKIOYAIOWMIA Mecal, W rog
NpoM3BOACTEA), AaTa  MCTRYEHMA  CPOKa
FORHOCTH (rOZeH 40: MECAL, U FOf), YCAOBHA
XpaHeuus, Cnocob npUmeHeHMA: «ina
npuema BHYTpb», YCNOBUA OTNYCK3, HOMEP
PErucTPaLMOHHOIO YACCTOBEPEHUA, oTOTUN
nponzsoauTens, Gapm-KoL, WTPUXOBOH KOA,
[BYMEDHbIH WTPUXOBOA HOA C YacTUYHOM
pacwmuposKoi uHdopmaumum,
copepwalleiics B ABYMEPHOM WTPUXOBOM
Koge, «CmoTpu WHCTRYKUKIO no
npumeHeHuIo  (AMcTOK-BRAaAbIW)»,  «He
NPUMEHATL NO UCTEYEHMM CPOKA rOAHOCTMY,
«XpaHuTh B HEAOCTYNHOM 1A AeTeil mecTe»,
«Mpenapar COAEPHUT NAKTO3Y.
[ONOAHMTEABHO  HA  KAPTOHHOM
ynaKoBke {nauxe) npoayGauposaHsl
TOProBoe HaWmeHoBaHWe M AO3MPOBKa ¢
ucnons3oBaHnem wpndra bpaina.

CpoK rogHoCTH

3roga

Togew po: 05/2025

XpaHeHue

B CyxOM, 3aLMUIEHHOM OT C8ETa MECTE NPy TemMNepatype He Bbille 25°C.

3aKMOYeHKE: COOTBETCTBYET/ HE COOTBETCTBYET Tpebosanuam JICP

g [HEOBXoAMMOe NOAYEPRHYTL)

HauanbHuk OKK

OdopMnero: Hinkesep No cepruduxam benosa HC.

/ Knpuauxa NP,

-000295/10-250110, M3m. Ne1-Ne5

Crpannna: 2 w3 2




Jluuenzus Ne 00072-JIC
o) Ne GMP/EAEU/RU/00098-2021
o OZON Pazpemenne
PAPMALEBTUKA Ha BBITYCK CEPHH JIEKAPCTBEHHOTI'O IIperapaTa B peaiM3alyio
(BBOJ B rpakIaHCKHi 060poT) 30.447(03)

No 66090t (7 07 20717 r.

HamvenopaHue npemnapara L-Tupoxcun

MexnyHapoIHOe HENATEHTOBAHHOE, MM IPYIIIHPOBOYHOE, JleBOTHpOKCHH HaTpHA

HIH XUMA9ECKOe HANMEHOBAHHE

JlexapcTBensas (opma TabneTkH

Josuposka 100 Mkr

®opmMa BBITyCKa Tabnetku, 100 Mir (kOHTYpHAs A4elKOBas yIAKOBKA)
50 x 2 (mavka kapTOHHAR)

Homep cepuu 230622

Konmiectso 34367 ynakoBok

Jlata Hayana npoM3BOACTRA 23.06.2022

Cpoxk rogaocts / Toner a0 3 ropa/ 05/2025

HopmaTuBHas JOKYMEHTALHA JICP-000295/10-250110, M3m. Nel-NeS

CepTHHKAT Ka9ecTBa 6609 ot 06.07.2022

HaumMenoBaHMe MPOH3IBOIATENSA 000 «O3z0m»

Anpec npousBoIuTes (BCE CTA MM NPOH3BOACTRE, Bmoyas | Camapckas o6, r.0. 2urynesck, r. XXurynesck,

BBIMTyCKAIOLIMH KOHTPOIIE KAYecTsa) ya. Fugpocrponrenei, 1. 6

PerncrpammonHoe yaocToBepenie JICP-000295/10

[ara rocyiapcTBeHHON perucTpatiy 25.01.2010

HaumeHnosanue aepaxare/is peracTpaluronsoro yaocroeperns| Q00 «Oz0u»

Paspemenne nelicTBUTENBHO 10 05/2025

KommenTapun ————

[Tpusenennas seune uHQOPMALMA SBAACTCA AOCTOBEPHOHM M TO4HOH. CepHa JEKAPCTBEHHOrO TIPEMApaTa NPOM3BEAEHA (BKIIOYAS YAKOBKY
(MapxHpOBKY) 1 KOHTPO/IL KAYECTBA) HA TPOM3BOICTBEHHOM MIOMEKE B [I0JHOM COOTBETCTRMHA ¢ TpeOOBAHMAMM HLeH3uy, [Ipasun Haznexamel
ﬂpOlBBOﬂCIRHHUﬁ TIDAKTHKH, PErHCTPALHOHHOI0 A0CKE. 3anucu o MPOH3BOACTBY, YIIAKOBKEC ¥ KOHTPROMIO KAaYECTBA MPOBEPEHEL, H YCTAHOBICHD
HX cooTseTcTBHe TpedopanuaM [Tpasui HaaleKaWed NPOU3BOACTBEHHOM MPAKTHKH.

K BBOJTY B I'PAXTAHCKUIA O T PA3PENIEHO: é/}la o0 Her

VYioaaoMo4eHHOE NHILO:

(7. 0. mu

l . :“‘.; i ADKGrewrgs | =
, /Munakos Oner Dayapaosuy/ ' I. 45| KOHpoas “‘-"’""’-“’j‘?
ridanmck oo ‘
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B COEPE JAPABOOXPAHEHNA

«CBepneHuA o BBOAE B rpaxaaHckmin odbopoT B Poccuinckon depepauymn
NeKapCTBEeHHbIX CPeACcTB No COCTOAHUIO Ha 14.03.2023 13:37»

JlaTa BHeceHHA B Ipou3poguTens Oprammsasy, Homep Homep, nata
Toprosoe CeefleHHs 0 CTAQHAX BBINYCTHBILAA B 2
i HaHMeHOBaHHEe R Crpana NPOH3BOJCTBA Hopmatusaas qoxymenTanns rpakaHCKHI CEpHH, paspelnetna
Pocanpasuamzopa KOHTPOJIb) o6opor NAPTHH na HJII
L-TupokcuH; OfiRierig JICP-000295/10-250110; Ham. Nel
tabnetkn 100 mxr 50 | OGmecTBO C o_ﬁ_w_inm:zoﬁ. JICP-000295/10-250110; Ham. Ne3 k
” IT., YNMAaKOBKH OrpaHnyYeHHON JICP-000295/10-250110; Ham. Ne2 k }
PR SYeAKOBbIE OTBETCTBEHHOCTBIO Paceus e C T JICP-000295/10-250110; Ham. Ned Q00 Clow Rl

KOHTYpHHIe (2},
NavyKH KapToHHblE/ ~

"Ozon" (000 "O30n")

"Qzon" (000 "Os0n"),
Poccusa

JICP-000295/10-250110; Ham. Ne5 k
JICP-000295/10-250110




