© OZON

DAPMALIEBTUKA

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

Pazpemenue

HAa BBIITYCK CEpUH JIEKAPCTBEHHOIO IIpenapaTa B pealu3aluio

30.447(04)

Ne 16001 ot

Haumenosanue npernapara

MokcoHHIUH

MesxIyHapoOHOe HellaTeHTOBAHHOE, HIIH TPYIIUPOBOYHOE,
HITH XMMHYECKOe HaHMEHOBAHHE

MOKCOHHOWH

JlexapcTBennas Gopma

TabneTky, OKPEITEIE [IEHOYHON 060T0UKOH

JlozupoBka

0,2 Mr

@opma BHITYCKa

TabneTKy, NOKPLITHE TIEHOYHOM o6omoukoii 0,2 Mr
(xouTypHas A4eiikoBas ynakoeka) 14 x 2 (nmadka KapToHHas)

Homep cepuu

501225

Komgectso

30 180 ymakoBok

H&Ta Hayana mpoHu3BOJCTBA

07.12.2025

Cpoxk rogroctu / Toxen no

3rona/ 11/2028

HopmaTuBHas HOKyMeHTaLHs

JITI-Ne(002225)-(PT-RU)-210423

Ceptudukar kauecTsa cepun

16001 ot 26.12.2025

HaumeHOBaHEe IPOH3BOIUTENS

000 «O308»

Azpec npoussonuTens (BCe CTaNMM NPOM3BOJACTSA, BKIIOYAS
BBIMYCKAIOMHH KOHTPOIE KauecTra)

Camapckas 0011, T.0. XKurynesck, r. JKurynesck,
yi. D'uppoctpouTened, 1. 6

PerucTpanioHHOe YAOCTOBEpEHHE

JITI-Ne(002225)-(PT-RU)

JlaTa rocyiapcTBeHHOR perncTpalu

21.04.2023

Haumenosanue AepiKaTesisi perucTpalMoHHOrO YAOCTOBEPEHHA

000 «ATtomn»

Paspemenue neiicTBUTENBHO 10

11/2028

Kommenrtapun

IlprBenenHas Bbuue WHQOpPMAlHs SBILETCS IOCTOBEPHOH M TouHOH. Cepus NIeKapCTBEHHOTO TIpenapara NpoM3BeleHa (BKIIOYas
YUIaKOBKY (MapKWpOBKY) M KOHTDONE KAyeCTBA) HA INPOM3BOACTEEHHON IIOUIANKE B MOJHOM COOTBETCTBHU TpeOOBaHMAMHA JTHLICH3MH,
Ipaenn Hanaexamel MPOUIBOLCTBEHHON PAKTHKY, PErMCTPALMOHHOTO HOCKE. 3aIlHCH 10 IPOHM3BOLCTBY, YMAKOBKE W KOHTPOJIKO KayecTBa
IpOBEPEHBL, 1 YCTAHOBICHO HX COOTBeTCTBYE Tpebopanuam [Iparun HanexKaleH NPOU3BOICTREHHOMN IPAKTHKH.

[TPOAYKIIMA PASPENIEHA K PEAJIU3ALIUMN:

YIIOTHOMOYEHHOE JTHLIO:

[ . 4 - -
/ Ut (aﬂ Wneryera Enena BraguMuporna / / £, far.

[j(ﬂa

MOJNMHCE OUO

Harta

Crpannna: 1 u3 1
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DAFMALIEBTUKA

Mecro HaxowaeHua: 000 «O30H», 445351, Camapckan 06a., T, Murynesck, ya. Mecouxas, 34, 11
Mecra ocyLWecTeNeHua AMLEeH3NpYemoi geatensHocTu: 000 «Q30H», 445351 , Camapckan 061, . 0. MUrynescx, r. Jurynesck, ya.
MMppoctpouteneii, 4. 6; Ten. +79874599991, +79874599992, (84862) 290-00, daxc (84862) 341-09;

Nuyensna Muducrepcrsa MNpombilwneHHocT v Toprosan PO Ne /1012-00102-77/00010730

Ceptudukar Kayectsa cepumn Ne 16001 oT 26.12.2025

MokcoHuauH, TabneTku, NOKPbITbIE NIEHOYHOM 060104KOI 0,2 Mr

Homep cepuu
Hata Hayana npousBOACTBa
Konunyectso

AHa/IM3 BbINONHEH NO HOPMATUBHOMY AOKYMEHTY

TOProBOE HauMeHoBaHWe NEKaPCTBEHHOTC NPEnapaTs, NeKapeTseHHan Gopma, 403MposKa

PerncrpaumnorHoe yaoctoseperue J1M-Ne(002225)-(PTr-RU)

501225
07.12.2025

30 180 ynakosokK

JIM-Ng(002225)-(PT-RU)-210423

HanmeHosaHMe NokasaTtens

MeTon KoHTROAS
HopmaTvBHOe 3Ha4eHue

PesynbTaT KOHTPONA

Onucakue BusyanbHbIi
Kpyrnsle  ABOAKOBbINYKAbIE TabAETKM, MOKPLITLIE Kpyrnsie aBoskoBbinyKable TabneTky,
naeHo4HoW oBonoukoit Benoro mam moutu Benoro MOKPbITbIE NAEHOYHON 0BON0YKON
useta. Ha nonepeyHom paspese BuaHbl ABa cnoA — | 6enoro Ugera. Ha nonepeuHom paspese
agpo Benoro uam noytv 6enoro LBeTa U NAeHoYHasA ABa cnoa —aapo benoro userta u
obonouka. nneHo4Han o6on04Ka.
MogMHHOCTL BIXX
Bpema  yOepwuBaHMA  OCHOBHOTO  NWKa  Ha
XpOMaTorpamMme MCMbITYEMOro pacTsopa A0MKHO
COOTBETCTBOBATL BPEMEHU YAEPMUBAHMA OCHOBHOMO CooTBeTcTBYET
nuKka Ha XpomaTtorpamme pacTsopa co
MOKCOHMAMHA (paspen «KonwuyectseHHoe
onpegeneHuen).
PacrsopeHue [P PO BIMKX
He meHee 80% (Q) moKcoHuarHa Yepes 30 muH. 104 %

PoacteeHHble npumech

BIKX
Mpumecb A — He Bonee 0,4 %

Mpumeck B —He 6onee 0,5 %

Mpumecs C—He bonee 1,5 %

Mpumeck D — He bonee 1,5 %

EAuHWYHAA HeMaeHTUOULMPOBaHHaA NPUMECs — He
bonee 0,5%

He oBHapyxeHo

He obHapyeHo

He oBHapyweHo
0,11 %

He obHapymeHo

Tabnetke.

Cymma npumeceis — He Bosee 3,0 %. 0,11 %
OnHopogHoCTh [03MpoBaHKua [® PP, cnocob 1, BIHKX

AV<15,0%. 3,5%
KonudecteeHHoe onpegeneHue BIXX

070,17 mr go 0,23 mr, CsH12CINsO (MoKcoHMAMHE), B 0,19 mr

Mukpobuonoriudeckas umMcTota
Obuiee 4ucno aspobHbIx
MMWKPOOPraHnMsmos s 1r;
Obwee YUCNo OPOMHMKEBLIX 1
nnecHesbix rpubos s 1r;
Escherichiacolis 1.

[P Pd Kateropusa 3 A.

He Bonee 1-10° KOE/ r/mn ;

He bonee 1:102 KOE/ r/mn ;

meHee 1-10" KOE

meHee 1-10' KOE

oTcyTeTBMe B 1 r/ma. oTCyTCTBYET

YnakosKka Mo 7, 10 uau 14 TabneTox B KOHTYPHYK A4elKoByto | Mo 14 TabAeTOK B KOHTYPHOI AueiikoBoi
YNaKoBKY W3 MNEHKW MOAMBUHWAXNOPMAHOK U | ynakoske n3 NAEHKK
QONLIW ANOMUHUEBOR NEYaTHOM NaKUPOBaHHOM. NOAUBUHUAXNOPUOHOM 7l donbru
Wnn no 10, 20, 30, 40, 50, 60 uax 100 TabieTok B | aNiOMUHUEBOM NEYaTHONM NaKUPOBAHHOM.
Banky 13 nonwsTUneHTepedTanata, MAM BaHKy | 2 KOHTYPHblE AYEHKOBbIE YNaKOBKM
NOAMMPONUAGHOBYHD, YKYMOPEHHYIO KPLIWKOW U3 | BMECTE C MHCTPYKUMeN NO NpUMEHEHMIO
NO/IMSTU/NIEHE BbLICOKOTO A2BNEHWA C KOHTPOAEM | MOMELeHbl B  KapTOHHYIO YMNaxkoBKy
nepsoro BCKPbITHA, unu KpbIWKOM | (mauky).
NONMMPONWIEHOBOW € CUMCTEMOM  «HaMaTb-
NOBEPHYTLY, UM KPbILKOW U3 MONUITUNEHE HU3KOTO
[3B/IEHUA C KOHTPO/IEM NMEePBOro BCKPbITUA.
Honyckaetca ceobogHoe NpocTpaHeTBo B BaHke
33MO/THATL BATOM MEAMUMHCKOM MMrpOCKONUYECKOH.
Ha BaHKy HaKNeMBAIOT 3TUKETKY CaMOKNEALLYIOCH.
OgHy bamky wam 1, 2, 3, 4,5, 6, 7, 8, 9 unu 10
KOHTYPHBIX ~ AYEMKOBLIX  YNakoBOK BMecTe ¢
MHCTPYKUMEA MO0 MNPUMEHEHWMID MOMElWalT B
KapTOHHYIO YNaKOBKY (nayky).

MapK1posKa Ha KOHTYpHO# auelikosoii ynakoske (6aucrepe) | Ha KoHTypHO! AuelikoBOW  ynakoBke

Odopmneno: Mapsuua W.B,

Crpanuua: 1 132




J ';) MecTo Haxomaerua: 000 «O30H», 445351, Camapckan oba., r. Murynesck, yn. Mecounas, 34. 11
(_, OZON MetTa ocyLecTBARHUA MLEH3UPYEMOI geatenbHocT: 000 «O30H», 445351 , Camapckan 06, . 0. Hurynesck, r. Murynesck, ya.
TmwapocTtpouTtenei, g. 6; Ten. +79874599991, +79874599992, (84862) 290-00, dakc (84862) 341-09;
NnueHsus MuHucrepcraa MNpomsliwneHHocTy 1 Toprosau PO Ne /1012-00102-77/00010730

DAPMALIEBTUKA

yKa3blsaoT TOprosoe HauMeHoBaHM1e
NeKapcTBeHHOro  npenapata (cosnapgaer ¢
MeXayHapoaHbIM HEMNaTeHTOBAHHbIM

HaumeHoBaHuem), NeKapCTBEHHYIO dopmy,
AO3UPOBHY, HauMeHoBaHWe Aepwarens
perucTpaumMoHHoro YOOCTOBEPEHUA ]

HauMeHOBaHKe TMPOM3BOOMUTENA  JIEKADPCTBEHHOM
npenapata, HOMEpP Cepun (BKAKOHAWMK MecAl, M
rof, NPOU3BOACTBA), AaTy UCTERYEHUA CPOKA roAHOCTH
(mecau v rog).

Ha atukeTke  GaHKM  yKasbiBalT  TOProBoe
HaMMEHOBaHKe NeKapCTBeHHOro npenapara
(coBnagaeT ¢ MeMayHapoaHbIM HenaTeHTeBaHHbIM
HaumeHoBaH1eM), NIEKaPCTBEHHYIO bopmy,
[03MPOBKY, KoaudecTeo TabneTok B BaHke, cnocob
NPUMEHEHMSA: «na npvema BHYTPLY,
HaWMEHOBEHME  OEPHETeNd  PErMCTPALMOHHOMO
VOOCTOBEPEHUA M H3aWMEHOBaHWE MPOU3BOAUTENA
NEKEPCTBEHHOIO npenapara, NoroTun
NpOM3BOAMTENA W/WMAW NOTOTUN 3aKa3zuuxa, Gapm-
KOZ, HOMep cepuu (BR/IKOYAIOWMIA Mecay M ropg,
APOM3BOACTBA), HaTy WCTEYEeHMA CPOKa rOAHOCTH
(rogeH po: mecau v rog).

Ha KapToHHOM ynaKkosKe (mayke) yKasbiBalOT
TOprosoe HavmeHoBaHKe NeKapCTBEHHOTO
npenapata  (coBnaggaer C  MEeMAyHapogHbim
HEMNaTeHTOBaHHbLIM HaumeHoBaHWem),
HaMMeHOBaHWE  JepwaTens  PerucTpauuoHHOro
VOOCTOBEPEHWA M HaMMEHOBaHWE NPOM3BOOMTENA
JIeKapCTBEHHOTO NpenapaTta, afjpec npoussoauTens
NEKapCTBEHHOrO npenapata (cTpaHa, obnactb,
rOpoA), 3NeKTPOHHBIA agpec U CailT NpoussoauTens,
agpec peprarens perucTpaLmMoHHOro
YyAOCTOBepeHMa (CTpaHa), nexapcTsexHyilo dopmy,
[O3MPOBKY, KO/AMuecTBo Tabnetok B ynakoske,
MHGOPMAELIMIO O COCTABE IEKaPCTBEHHOTO Npenapara
(HaumeHOBaHWe [OEWCTBYIOIWErD BELIECTBA W €ro
KONWMYECTBO, NepeYeHs BCMOMOraTe/bHbIX BELlecTs),
HOMep cepuu  (BKAOHAlOWMA  mecal, M rog
NpOM3BOACTBa), AaTy MCTEYEHMA CpPOKa rOA4HOCTM
(ropeH po: mecau v rog), ycnosus xpaHeHus, cnocod
npumeHeHua: «[na npvema BHYTPbY», YCNOBMA
OTNYCKa, HOMEpP PerucTpauMoHHONo YAOCTOBEPEHUA,
NIOTOTUN NPOU3BOANTENR U/UAK NOTOTHN 3aKAZYMKA,
dbapm-Koa, IUTPUXOBOW KO, ABYMEPHbIV LITPUXOBOM
KOZ € MNOAHOM MAWM 4acTWuHOM  paclumndposKoil
uHbOpMaLMK, COOEPMKaluelca B8  ABYMEpHOM
WTpuxosom Koge wuau  6ea Hero, «CmoTpu
WHCTPYKUMIO MO NPUMEHEHUIO (UCTOK-BKA2ABIW)»,
«He NpMMEHATL NO MCTEYEHWM CPOKa TOAHOCTUY,
«XpaHuTb B HEAOCTYNHOM ANA AeTel mecTey,
[ononHUTENSHO Ha KapTOHHOM ynakoske (madke)
aybavpyeTca TOProsoe HauMeHOBaHMe W 1031POoBKa
C Ucrnonb3oBaHuem wpudTa bpanas.

(6ancTepe) YKa3aHo Toprosoe
HaumeHoBaHue JNIEKAPCTBEHHOIO
npenapaTa (coBnapaer £
MEMAYHAPOAHBIM HEMNaTeHTOBaHHbLIM
Hal»fli'\lfIEHOBaHI»"IEM)J NexapcTeeHHan
bopma, [QO3MPOBKA, HaMMeHOBaHWe
Jepwarens PErUCTPALMOHHOTO
VO0CTOBEPEHUA ] HauMeHoBaKue
MpPOU3BOAMTENS NEKapCTBEHHOTO

npenapaTa, HOMep Cepuu (BKAKOMAOWMIA
MecAal, u rod NpOW3BOACTBA), Aarta
MCTEYEHMA CPOKa FOAHOCTM (Mecal u
rog).

Ha KapTOHHOM ynakosKe (na4ke) ykasaHo
TOoprosoe HaMMeHoBaHue
NleKapcTBEHHOro Npenapata (coBnagasT ¢
MEeWAyHapoAHbIM  HEMaTeHTOBaHHbLIM

HauMeH0oBaHWem), HaumeHoBaHue
Aeprarens PEerucTpaLMoHHOTo
YA0CTOBEpEeHMSA ] HauMeHoBaHue
Npow3BoaMTENA /IeKapCcTBEHHOrO

npenapaTta, agpec  MpPoOW3BOAMTENR
NEKapcTBEHHOTO npenapaTta (cTpawa,
0bnacTs, ropod), dNeKTPOHHbLIM agpec U
C3UT MPOW3BOAMTENA, aAPEC AepMHaTens
PerucTpaLmMoHHoro YL,0CTOBEPEHMA
(cTpawna), NeKapcTBeHHasn dopma,
[03MpOBKa, KoAMyecTBOo Tabnetok 8
ynaxkoexke, wWHboOpMaumMa O cocTase
NeKapCTBEHHOIO npenapaTa
(HavmeHoBaHwWe [DelicTBYIOWEro
BEUIECTBA M £70 KONWYECTBO, MepeyeHb
BCNOMOraTe/bHbIX  BELWECTs), Homep
cepun  (BKAOYAOLWMIA MeCAL, W rog
npov3BoAcTsa), AaTa WCTeYeHWs CpOKa
rogHocTM (rogeH A[o: Mecaw M rog),

ycnosus XpaHeHus, cnoco6
npumeHeHua: «[na npuema BHYTPbY,
W EVE oTnyCKa, HOMEp
PErucTpaLMoOHHOTo YAOCTOBEPEHMS,

NIOTOTMN  NpOM3BOAMTENA,  (PapPM-KOA,
WTPWUXOBOM KOZ, ABYMEPHBIA WTPUXOBOM
KOA, € 4acTMdHOi  pacwmudpoBKoi
nHdopmaymu, cofepmalyeiica 8
[ABYMEPHOM LITPUXOBOM Koge, «CmoTpu
MHCTPYKUMIO NO NPUMEHEHWIO (NUCTOK-
BRAAAbIW)»,  «He  NpUMMEHATE  no
MCTEYEHMMW CPOKE TOAHOCTUY, «XPaHWTL B
HEAOCTYMHOM N8 ASTel MecTe.
[ononHUTEeNBHO Ha KaPTOHHOM YNaKoBKe
(nauke) npogybnupoBanbl  Toprosoe
HauMeHosaHWe WM JO3MpOBKa  C
MCNonb30BaHWem WpudTa Bpaitns.

Cpox rogHocTH

3roga

logeH pgo: 11/2028

XpaHeHue

Mpu TemnepaType He Bbilwe 25 2C

3aKnw4yeHue:

Odopmneno: Mapsuua H.B.

cooTBeTcTBYeT/He cooTBeTcTyeT Tpebosanmam JIM-Ne(002225)-(Pr-RU)-210423

(Heobx0aMMOE NOAYEPKHYT)

//

HauanbHuk OKK:

/Rupununa ..

Crpanuua: 2 u3 2




«CBefeHnsa, BHeCeHHble B aBTOMaTU3NPOBaHHYIO MHPOPMaLMNOHHYIO cucteMy Poc3sgpaBHag3opa nepen BBOLAOM B
rpaxgaHckum odopoT cepun, NapTUN NekapCTBEHHbIX cpencTs/ MHdopMaumna o BblaaHHbIX PoCc3apaBHaL30pOM pa3peLlleHnax

Ha BBOJ B rpaxmaHckui odopoT B Poccuinckon depepaunm cepum nam naptTmm MMMyHOBMOIOMrNYECKOro IeKapCTBEHHOMO

MEAFPAALHAD CAVYEREA TIO HA A ZOPY
| |.-||.|||.||.|:|I Wy | I..'...-'l'ﬁ.l:l.'. II I Fa WA P W) npenapaTa’ Mo COCTOSHUIO Ha 13_04.2026 20:43»
FE AT T A TAA T T o
B CPEPE APABOOXFPAHEHMA
Opranu3zanms, IIncbMma 00
JlaTa BHeCeHHSs B IIponsBoguTenn Homep Howmep, nara
. BBINYCTHBINASI B u3bsaTaun JIC
AHC ToproBoe HaHMeHOBaHHE (BBIMYCKAKOIHI Crpana CBeleHHs 0 CTAHSAX POHU3BOICTBA HopmaTuBHast JOKyMeHTaLHsI EE—— CepHH, pa3penieHHs1 Ha (HOME
Poc3gpaBHamzopa KOHTPOJIb) paxa NapTHH HIIII P,
obopor nara)
MokcoHnauH; TabJIETKH, OO01wecTBO ¢ OrpaHMYeHHOM 0TBeTCTBEHHOCTHI0 "O30H" (OO0 "O30H"),
MOKPBITHIE INICHOYHONU O0bwecTBoO ¢ Poccus (ITpousBoputess (rotopoit JID)); OOmEcTBO ¢ OrpaHUUYEHHOM
26.12.2025 000JI0UKOM O.% mr 14 mr., OTrpaHUYEHHON Poccust otBeTcTBeHHOCTHIO "O30H" (OO0 "O30n"), Poccust JIT-Ne(002225)-(PT-RU)-210423 000 "Os0x" 501225 )
YNaKOBKH STUEHKOBbIC OTBETCTBEHHOCTHIO (Y naxoBmyk/(acoBuyK (B IEPBUUHYIO YIIAaKOBKY)); OOmecTBo ¢

KOHTYpHBIE (2), MauKu
KapTOHHBIE/ ~

"Os0n" (OO0 "O30H")

OrpaHUUeHHOM 0TBeTCTBEHHOCTHI0 "O30H" (OO0 "O30H"), Poccust
(YnakoBmUK/hacOBMUK (BTOPUYHAS/TPETHYHASI YIIAKOBKA))




