Jlnuensus Ne 00176-JIC

GMP/EAEU/RU/00154-2021

Paszpewenne

Ha BBIITYCK CEPHH JIEKAPCTBEHHOIO IIperapara B pealu3alyio
(BBOJ B rpasKHaHCKUH 060poT)

30.447(03)

No 1439 ot 17 oxTsabps 2023 1.

HavmeHoBaHue mpenaparta JInznHOMpHN
MexIyHapoIHOE HENaTEeHTOBAHHOE, WK IPYNIHPOBOUHOe, | JIM3WHOMpHN
WK XMMUYECKOE HaNMEHOBAHHE

JlexapcTBeHHas opma TabneTKH
Hosupoeka Swr

Dopma BEITYCKa

TabneTky 5 Mr (KOHTypHas sdeiikoBas ymakoska) 30 x 1 (mauxa

KapTOHHaA)
Homep cepun 020923
Konmueetro 227520 ynakoBok
[ara Hayana NpoW3BOICTRA 21.09.2023

Cpoxk rogHocty / I'oger o

3 roga/ 08/2026

HopmaTuBHas AOKyMeHTaLHA

JIT1-001081-230920, HMam. Nel, Ne2

Ceprudurar KauecTra

1439 or 17.10.2023

HaumeHoBaHuE NMPOHU3BOIHUTEIA

000 «O30n Qapm»

Anpec MPOHU3BOOUTENA (BCC CTaouy MPOU3BOACTRA, BKITIOYAA

Camapckas o061, . 0. Tonsarry, Tep. 033 IIIIT, maructpais

BBIMTYCKAaIOUIKMH KOHTPOJb KayecTBa) 3-g13n1. 11, cTp.1
PeructpannoHHoe yA0CTOBEPEHHE JITI-001081
[JlaTta rocynapcTBeHHOH perucTpauun 02.11.2011
HaumeHoBaHue nepaatels perucrpaluodHoro ynocropepeHy OO0 «Ozon»
Pazpemienne neificTBUTENBHO 10 08/2026

KommeHTapun

puseaennas solie MHOOPMALMS SBASETCS NOCTOBEPHOH M TouHOM. CepHs NekapcTBEHHOrO TIpenapara Npou3BencHa (BKIYas YNakoBky

(MApPKHUPOBKY) M KOHTPOJL KAaYecTBA) HA MPOW3BOACTBEHHON MIOLIANKE B [IOJHOM COOTBETCTBMM ¢ TpefoBaHMsMM JwueH3uH, [lpasun
Hanmexkaulelf TPOU3BOACTBEHHON NPAKTUKH, DPETHCTPAUMOHHOTO MOCKE. 3amMCH MO MPOM3BOLCTBY, YIAKOBKE W KOHTPOMIO KauecTsa
MPOBEPEHEI, M YCTAHOBIEHO MX COOTBETCTBHE TpeGoBanuaM [lpasun Hannexaie# npou3BoOLCTBEHHON NMPAKTHKH.

KBBOJIY B FPA}KI[AHCK[/H‘:I OBOPOT PA3PELIEHO: ﬁ/ﬂa o Her
VI10IHOMOYEHHOE JTHIIO;
T 7 / Baxxenns Braagumup Anexcagnposua / 17.10.2023 .,
/./’ S NOAFHCH GHO Jlata

" DBOKYMEHTOR -

* 'KoWTpons.
“ KavecTea |

Crpannua: 1 u3 1
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Mecro HaxoxaeHna 000 «O3oH Gapm»: 445043, Camapckan 06a., r. 0. Tonsatry, Tep. 033 NMT, marucTpanes 3-8, 34. 11, cTp. 1.
tl" OZON Mecra ocyuectsneHus MUeHsupyemoi geatensHocri 000 «030H Dapmy»: Camapckas o6, 1. 0. TOALATTH, Tep. 033 NNT, marucTpans 3-a

CAPMALEETHKA

34, 11, ctp.1. Ten.cot.: +79874599993, +798774599994

SluueHsua Munuctepcrsa MNpomblwaeHHOCTH 1 Toprosan PO Ne 00176-1C

CepTuduKaT Kayectsa cepum Ne 1439 o1 17.10.2023

Nusuronpun, Tabnetkun 5 mr

Homep cepum

[aTa Hayana npoussoacTsa

Konuyecrtso

AHanu3 8bINOAHEH MO HOPMATUBHOMY AOKYMEHTY

TOProBoe HaumeHoBaHWe NeKapeTBEHHOMD npenaparta, NeKapcTeeHHaA dJDPMB, AO3npoaKa

PerncrpaumoHHoe yaocrosepeHue JIM-001081

020923

21.08.2023

227520 ynakoBoK

J1M-001081-230920, M3m. Nel, Ne2

HaumeHosaHue nokasatens

MeTton KoHTpoAA
HopmaTusHoe 3HadyeHue

Pesynbtat KOHTpPOAA

OnwucaHue

Bu3vanbHbIA
Kpyrabie naockouunuHapudeckue TabneTku Benoro
uaK nouTy 6enoro UBeTa, ¢ Gackoi W ¢ pPUCKON.

Kpyrasle nnockouMaMHopuyeckue TabneTku
Benoro ugeTa, c Gpackoll 1 pUCKON.

MNoa/MHHOCTL

BIMKX
Bpema  yoepMWBEHWMA  OCHOBHOTO  NWMKa  Ha
XpOMaTorpamme  WMCMbITYEMOrO  pacTsopa  A0/AMKHO
COOTBETCTBOBATL BPEMEHU YAESPHWBEHWMA OCHOBHOMQ
NWKa Ha xpomatorpamme pacteopa CO nusmHonpuna
aurugpara.

CooteetcTayer

PacTtBopeHue

[P PD. BIXKX
He meHee 75 % (Q) CziH3iN3Os (nusuHonpuna) yepes
30 muH.

101 %

PoacTeeHHble npumMecu

BIAKX

NusuHonpuna guKeTonunepasuHa — He Bonee 1,5 %.
Nioboit eguHMYHOM npumeck — He Bonee 0,5 %.
Cymma npumeceit — He Gonee 2,0 %.

0,05 %
He oBHapy®eHo
0,05 %

OAHOPOAHOCTL 403MPOBAHUA

[P Pd Cnocob 1.BIMX
AV<15,0%

4,2 %

Konu4ecTeerHoe
onpepenexHue

BIHX
Ot 4,5 mr go 5,5 mr CpiHs:iNsOs (nusuHonpuna) s
Tabnetke. ‘

4,84 mr

Mukpobuonoruyeckas
YucToTE

O6wee uncno aspobHbIX
MUWKpPOOpraHW3mMoe B 1 1;
O6Uige YMCNO APOMHIKEBLIX U
naecHesbIX rpubos s 1r;
Escherichiacolis 1r.

[P P®. Kateropus 3 A.

He Bonee 1-10% KOE / r/mn;

He 6onee 1-102 KOE / r/mn;
oTCyTCTBME 8 1 r/mi.

MeHee 1-10! KOE

MeHee 1-10t KOE
OTCYTCTBYET

YKa3bIBaHOT TOPFrOBOE HaUMEHOBaHUE NeKapCTBEHHOMD
npenapara (cosnagaer € MEMAYHEPOAHEIM
HEMaTEHTOBaHHbLIM HAUMEHOBAHUEM), 1EKAPCTBEHHYIO
bopmy, A03MPOBKY, HaMMEHOBaHWE [epwaTens

YnakoBka Mo 10, 20 wau 30 TabneToK B KOHTYPHYiO Auelkosyio | Mo 30 TabneTok B KOHTYPHOM A4eliKoBOMW
YN3KOBKY W3 NAEHKW NOJMBUHWUAXNOPMAHOM, NWBO | YNaxKoBKe U3 NNEHKW NOAMBMHUAXAOPUAHON W
NABHKM donbru aAlOMUHUEBON ne4yarHom
NOAMBUHWAXAOPUAHON/NONMBUHUAMACHXNOPUAHOK 1 | NaKMPOBAHHOM.
donbru anoOMUHWEBOW NeyaTHOM NakMposaHHoM, 1 KOHTypHas A4YelKOBas ynaxkoBKa BMecTe C
Mau no 10, 20 wam 30 Tabnetok B KOHTYDHYIO | MHCTPYKUMEN no MeguUMHCKOMY
AYEHKOBYHO YNaKoBKy 13 MaTtepuana | NPUMEHEHMWIO (AMCTOK-BKNAAbIW) NOMEeLLEHa B
KOMBUHMPOBAHHOTO Ha OCHOBE GONBMM (TPEXCAOHHBIN KapTOHHYIO YNaKoBKy (nauxy).
MaTepuas, BHIOHAIOWMIA  anomMuHMesylo  donbry,
MNEHKY M3 OPMEHTMPOBaHHOrO nonuMamuaa,
NOMMBUHUAXNOPUOHYIO NAeHKY), ] donbru
aNOMWUHUEBO NeYaTHON TaKMPOBaHHOM.
1, 2,3, 4,5 6, 8 uim 10 KOHTYpPHbIX A4eiKOBbIX
YN3KOBOK BMECTE C UHCTPYKUMER Mo MeauLMHCKOMY
NPUMEHEHUIO  (MCTOK-BKABABIWL)  MOMELWaT B
KEPTOHHYK YNaKoBKY (nadky).

MapKuposka Ha KoHTypHolt sAuelikosoii ynaxoske (Bauctepe) | Ha KOHTYPHOM  A4YellKoBOW  ynakoske

(BaucTepe) yrazaHo: TOProBOe HaMMeHOBaHUE
NeKapcTBeMHOro npenapaTta (coBnagaer ¢
MeHAYHapoaHbIM HenaTeHToBaHHbIM
HaWMEHOBaHWEM), NekapcTeeHHas Gopma,

Odopmneno: Benosa H.C.

Crpanuua; | u32




J - Mecro HaxomaeHua 000 «O30H Dapmn»: 445043, Camapckan 064, 1. 0. TonbaTTy, Tep. 033 NNT, marucTpans 3-8, 34, 11, cTp.1.
OZO N MecTa 0CyILECTBASHUA NMLEeH3npyemoi aeatensHoct 000 «O30H Gapmy: Camapekas 064, r. 0. TonabatTh, Tep. 033 NNT, marucTpans 3-8

¢

DAPMALEBTIKA

34, 11, ctp.1. Ten.cot.: +79874599993, +798774599994

NuueHaua MukurctepcTsa MpombilineRHocTH U Toprosau P@ Ne 00176-/1C

pervcTpaLMoHHOT0 YAOCTOBEPEHUA W HAMMEHOBAHWE
Npou3BOAMTENA NEKapCTBEHHOrO npenapata, Homep
cepuu (BKNIOYZIOWMA MECAL, W rof NMPOM3BOACTEA),
[Ty MCTEUEHMA CPOKA TOAHOCTH (MECALL 1 roa).

Ha KapTOHHOM ynakoBKe (NavKke) ykasbiBaloT TOpProBoe
HaUMEHOBaHWe JIeKapCTBEHHOTO npenapara
(cosnapaeT € MeXAyHapogHbIM HenaTeHTOBaHHbIM

HaumeHoBaHWeMm), HaumeHoBaHMe AepraTens
PerncTpaLMoOHHOMD  yAOCTOBEpeHua  (coBnagaer C
HauMeHCoBaHUEM npoussoauTeNs), agpec
rpou3BO4MTENSA NIEKEPCTBEHHOIO npenapata
(coBnapaeT ¢ a4peCcOM [EPIKaTeNs PervcTpaunMcHHoro
yoocTosepeHus) (cTpaHa, o6nacts, ropoa) (AnA

naowaakm 000 «030H»), HAMMEHOBaHWe OepHaTens
PErvcTpalMoHHOMo YAOCTOBEPEHUA W HaWMEHOBAHWE
NPOU3BOAMTENA NEKApPCTBEHHOTO npenapata, apec
NPOM3BOAMTENA NEKAPCTBEHHOrO npenapata (cTpaHa,
obnacTb, rOPOACKOM OKpyr), agpec gepwarens
PerMcTPaLMoHHOro  yaocTosepeHus  (cTpada) (ans
nnowaaku 000 «030H Dapm»), 3NeKTPOHHLIA aapec
¥ CaiT nNpou3BOAMTENA, /NleKapCTBEHHYI dopmy,
[O3UPOBKY, KOAWMMECTBO Tabnetok B  YNaKoBke,
uHbOPMaLMIO O COCTaBe /JIEKapCTBEHHOro npenapara
(HaumeHoBaHWe [OeMCTBYOWEro BeuwlecTsa W ero
KONMYeCTBO, MepeyeHb BCNOMOraTe/bHbIX BelecTs),
HOMep CepuWu  (BKMOYalWMiA  Mecay U rog
NPOM3BOACTBA), [ML8TY WCTEHEHWA CpOKa rOAHOCTH
(roAgeH A0: Mecaw W o), YCNOBWA XxpaHeHus, cnocob
npumeHeHus: «0na npuema BHYTPb»,  YCNOBUA
OTNyCKa, HOMEP PEerudcTpauMoHHOro yaoCTOBepeHus,
AOTOTUA NPOW3BOAMTENS, HapM-KOA, WTPUXCBOH KOA,
ABYMEPHBI WITPUXOBOM KOA C NONHOM MM YaCTMHHOM
pacluMGpOBKOM  MHbOpMaLyK, ComepMHaluencs 8
[BYMEPHOM LUTPUXOBOM Kope uau Bes Hero, «CmoTpu
MHCTPYKUMIO N0 MEAWLMHCKOMY — NPUMEHEHMIO
(nucToKk-BRNEABIW)®, «He MPUMEHATL MO MCTEYEHUM
CpoKa roAHOCTW®, «XPaHWTb B HEAOCTYMHOM AfA
[eTen mecten,

[ONONHWTEALHO HA KapTOHHOM ynaKkoeke (nauxe)
oy6avpyeTca Toprosoe HaMMeHOBaHMe 1 AO3MPOBKa C
ucnonbsosaHmMem wpndTa bpannsa.

[03MpOBKa,  HEUMEHOBaHWE  [epwaTens
perucTpaLuoHHOMo YOOCTOBEPEHMUS "
HammeHoBaHUWe npowasop,menﬁ

NeKapcTBeHHOTO npenapaTta, HOMEP CepuM
(BKNIOHAKOWMIA MeCAL M rog NPOM3BOACTBA),
[ata UCTeYeHWs CPOKa rofgHocTv (mecau u
roa).

Ha xapToHHOW ynakoBke (nauke) ykasaHo:

TOProBOE HaWMEHOBAHWE /eKapCTBEHHOro
npenapata (coenagaeT C MeXAyHapoAaHbIM
HENATEHTOBAHHLIM HaWUMEHOBaHWEM),
HanMEHOBaHKe aepartens
perucTpauuoHHoro yO0CTOBEPEHMA “
HaumeHoBaHWe NpoU3BOAUTENA
/NIEKAPCTBEHHOTO npenapaTa, appec

NpPOU3BOAMTENR NEKAPCTBEHHOrO npenapara
(cTpaHa, 06nacTb, ropoACKOW OKpyr), anpec
AepxaTens perncTpaLmMoHHoro
yOOCTOBepeHWs (CTpaHa), SNEKTPOHHLIM aapec
M CcaiiT npoOWM3BOAWTENR, /NEKapCTBEHHERA
dopma, [03MpOBKa, Konu4ecTeo Tabnetok B
YMaKoBKe, uHQopmaLma o} cocrase
NeKapcTBEHHOro npenapaTta (HaumeHosaHWe
NEeACTBYIOWEro BEWeCTBa M ero KONMYecTso,
nepeyeHs BCMOMOTraTeNbHbIX BELWECTs), Homep
cepum  (BKaoualowmii  mecal, M rog
npou3BoACTBA), [4aTa  WCTEYEHMA  CpOKa
ro4HOCTM (rogeH Ao: Mecsu W rod), ycnosuma
XpaHeHun, cnocob  npumeneHus:  «[aa
fipMema BHYTPb», YCNOBWUA OTMNYCKa, HOMEP
PErUCTPaLMOHHOTO YAOCTOBEPEHMA, NOroTUN
npou3BoavTens, Gapm-Kog, WTPUXCBOW Kog,
[OBYMEDHbIA WTPUXOBOW KoL € 4acTuuHOM
pacwmndpoBKoOH MHOOPMALIMK, CoOAEPKaWEACca
B OBYMEpPHOM LWTpuxoBOM Koge, «CmMoTpu
MHCTPYKLMIO 110 MEAMLIMHCKOMY MPUMEHEHMWH0
(nvcTok-BrNaAbIW)», «He npumeHaTb Mo
WCTEUEHUM CPOKa rOAHOCTWMY», «XpaHWTb B
HENOCTYMHOM ANA AETER MecTe».

[ononHWTENBHO Ha KApTOHHOW  ynakoske
(nauke) npofybnuposaHsl TOoprosoe
HauMeHoBaHue “ [03MpPOBKa ¢
ucnonb3osaHuem WwpnudTa bparns.

Cpok rofHocTH

3roga

Fopex no: 08/2026

XpaHeHue

B 33lUMILEHHOM OT CBETAa MECTE Mpv TemnepaTtype He sbilwe 25 °C,

3akntoueHue: cooTeeTcTayeT/ He cooTeeTcTeyeT TpebosaHuam /IM-001081-230920, Mam. Nel, Ne2

‘T_/J

Heobxoaumoe Noa4epKHYTb) :

Otopmneno: benosa H.C.

/,_:__:?:_\\

3aseqnyolmii GakTepuonoruyeckoil nabopatopmeiti—

"}
——— /Ctenaros A.C.

Crpannua: 2 13 2




PEAEFPAALHAR G

WHCEA TI0 HAASOPY

B CPEPE SAPABOOXFAHEHMA

«CBegeHns o BBOAE B rpaxdaHckuii odopoT B Poccuiickoin degepaunm N1eKapCTBEHHbIX CPEACTB MO COCTOSHUIO Ha

15:12»

15.11.2023

JIERINS KapTOHHLIB/ ~

"Oson @apm")

"Oson ®apm"), Poccust

JII-001081-230920

o Opranuzanus, Homep Howmep, nata
Iara Baecennsi B AUC IIpousBoauTesb (BBIMYCKAIOMIMIA
Toprosoe HaHMeHOBaHHe Crpana CaejieHHsI 0 CTAJHSIX IPOH3BOACTBA HopmaTtHBHasI JOKyMeHTAIHSI BBINTyCTHBIIAS B CepHH, pa3penieHHst
Poc3gpaBHanzopa KOHTPOJIb) .
rpakfaHCKHH 000poT NapTHH Ha HJIIT
JIvsunonpui; Tabnetku S mr 30 wr., OOMIeCTBO ¢ OrpaHUYEHHOM OO01wecTBO ¢ OrpaHUYEHHON JITT-001081-230920; U3m. Nel
17.10.2023 YNAKOBKHU STYEHKOBbIE KOHTYpHEIE (1), 0oTBeTCTBEeHHOCTHIO "O30H @apm” (OO0 Poccus oTBeTCTBeHHOCTHIO "O30H @apm” (OO0 JIT1-001081-230920; Uam. Ne2 x 00O "Oson ®apm" 020923 -




	4. Разрешение на выпуск ЛП № 1439 от 17-10-23
	4. Сертификат качества серии ЛП № 1439 от 17-10-23
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