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¢ OZON

OAPMALIEBTAKA

Mecro Haxoxaenua: 000 «O30k», 445351, Camapckan o6, r. HMurynesck, ya. Necoyran, 3g, 11
MecTa ocyulecTBneHua uueHsnpyemoi geatensHocTi: 000 «030H», 445351, Camapckas obn., 1. 0. Jurynesck, r. MMurynesck, ya.
Tmapocrpouteneid, a. 6; Ten. +79874599991, +79874599992, (84862) 290-00, daxc (84862) 341-00;

Nuuensua Mununctepcrsa MNpomblwneHHocT u Toproeau PG Ne /1012-00102-77/00010730

CepTudurar Kayecrsa cepum Ne 16002 ot 25.12.2025

MokcoHUAKH, TabNeTKU, NOKpbIThIE NAeHOYHOM 060104KOi 0,2 Mr

Homep cepun
[ata Hayana nNpou3BOACTBa
KoanyecTso

AHa/M3 BbINO/IHEH N0 HOPMATUBHOMY AOKYMEHTY

TOprosoe HavMMeHoBaHKe 1eKapCTBEHHOro NpenapaTa, NeKapcTeeHHan dJDpMa, AO3UPOBK2a

PerucrpauoHHoe yooctoseperume JIMN-Ne(002225)-(Pr-RU)

511225
07.12.2025

29 962 ynakoBOK

JIN-Ne(002225)-(Pr-RU)-210423

HaumeHoBaHMe noKasaTens

MeToa KOHTpOAR
HopmaTuBHOe 3HaveHue

Pesy/ibTaT KOHTPOAA

OnucaHue By3vanbHbIi

Kpyrnsie  ABOAKOBBINYKAble TaBNETKM, NOKPbITbIE Kpyrabie fBOAKOBbLINYK/bIE TaBNETKY,

naeHo4HOM obonoukol Benoro wnu noytm Genoro MOKPLITLIE MIEHOYHOK 060104KOH

usera. Ha nonepe4yHom paspese BUAHLI ABa cnos — | Benoro LeeTta. Ha nonepeyHom paspese

RApo 6enoro vau noutH Benoro UBeTa u NaeHoYHas ABa ¢noa — aapo benoro useta 1

obonoyKa. nneHoYHan obonoyka.
MNMopnnHHOCTL B3IXX

Bpemsa  ygepuBaHWMA  OCHOBHOTO  MUKa  Ha

XpPOMaTOrpamMmme MCMbITYEMOro pacTBopa LOJIMKHO

COOTBETCTBOBaTL BPEMEHM YAePHKUBAHUA OCHOBHOIO CooTseTcTBYET

nMKa  Ha  xpomaTtorpamme pacTsopa co

MOKCOHUAWHA (pazgen «KonuyectseHHoe

onpegenexues).
PactsopeHue [P PP BIKX

He meHee 80% (Q) moKcoHMAVHA Yepes 30 mMuH. 104 %
PopcreeHHbIe NpUMECH B3IXX

Mpumecs A — He Bosnee 0,4 % 0,06 %

Mpumecs B — He 6onee 0,5 % He 0BHapyeHo

Mpumecs C— He Gonee 1,5 % 0,06 %

Mpumecs D — He 6onee 1,5 % 0,14 %

EanHKuYHaA HenaeHTUOUUMPOBAHHAA NPUMECE — He

6onee 0,5% 0,13 %

Cymma npumeceii — He Bonee 3,0 %. 0,4%
OpHOPOLHOCTL A03MPOBaHUA [ Pd, cnocob 1, BIXKX

AV<=15,0%. 7,0%
KonuyecTseHHOe onpegenexue BaXX

010,17 mr go 0,23 mr, CaHi2CINsO (MoKcoHMAKHaE), B 0,20 mr

TabneTke.

Murpobuonoruyeckan yucToTa
Obwee Ynucno aspobHsix
MUKpoopraHMamos s lr;
Ob1iee YUCNO OPOHIKEBLIX U
nAecHeBbIX rpUBoB B 1T;
Escherichiacolis 1.

[P PD Kateropus 3 A.

He Bonee 1-10° KOE/ r/mn ;

He Bonee 1-102 KOE/ r/fmA ;

meHee 1-10" KOE

meHee 1-10" KOE

otcytcTeue B 1 r/ma. OTCYTCTBYET

Ynakoska Mo 7, 10 uaun 14 1abneTok B KOHTYPHYIO A4eMKOBYIO | M0 14 TaBAeTOK B8 KOHTYPHOW AYENKOBOR
YNaKOBKY W3 NNEHKW MONUBUHUAXNOPUOHOW M | yNaKoBKe ] NASHKK
Honbrv aNoMUHUEBOW NEYaTHOM NaKMpOBaHHOM. NONMBUHWUAXNIOPUAHOM v donbru
Wau no 10, 20, 30, 40, 50, 60 wnn 100 TabneTok 8 | antOMWHUEBOM NEYaTHON NAaKMPOBAHHOM.
BaHky W3 nonusTuneHTepedTanaTa, WM BaHKy | 2 KOHTYpHble AYEMKOBbIE YNAaKOBKM
NONMMPONWAEHOBYID, YKYNOPEHHYIO KPBIWKOW W3 | BMECTE C MHCTPYKLMEH Mo MPUMEHEHKIO
NOAW3TUAEHE BLICOKOTO [aBAEHMA C KOHTPOAEM | MOMELEHbl B KaPTOHHYIO  YMaKoBKY
nepsoro BCKPBLITUSA, nnu KpbIWKOW | (nauky).
NONMMNPONWIBHOBOM € CUCTEMOM  «HaaTb-
MOBEPHYTLY, MM KPbILUKOMA U3 NONUITUNEHA HUSKOrO
AaB/IEHUA C KOHTPOIEM nepBoro BCKPbITUA.
Donyckaetca cBoBoaHoe npocTpaHcTso B bHaHke
3aMN0NHATL BATOM MEAULMHCKON MMIPOCKONUUYECKOM.
Ha BaHKy HaKNeWBaloT ATUKETKY CaMOK/NEALLYIOCA.
OpHy Bamky wm 1, 2, 3, 4, 5,6, 7, 8, 9 unm 10
KOHTYPHBIX  AYEMKOBLIX  YNakOBOK  BMecTe ¢
MHCTPYKUWMEH NO  MNpUMEHEHUID MOMEWRT B
KapTOHHYIO YNaKoBKY (Nayky).

MapKuposKa Ha KoHTypHOW sdeiikosoi ynakoske (6aucTepe) | Ha KOHTypHOM suelikosoli  ynaxoBske

Odopmneno: benoea H.C,

Crpanuna: 1 u3 2



.&; ‘) Mecto Haxoxaerns: 000 «O3oH», 445351, Camapckan o61., 1. Hurynesck, ya. MecouHan, 34, 11
Q—/ OZO N MecTa ocyliecTsieHmA TMUEeR3upyemoii geatensHocti: 000 «O3oH», 445351, Camapcekas 06a., r. 0. urynesck, r. Murynesck, ya.

QAPMALEBTHKA

Tuapocrpounteneii, 4. 6; Ten. +79874599991, +79874599992, (84862) 290-00, dakc (84862) 341-09;

Nuuensua MuxwcTepcrsa MpombiwneHHocTk 1 Toprosam PO Ne J1012-00102-77/00010730

YKa3bIBaoT TOprogoe HaumeHoBaHKe
nexapcTBeHHOro  npenapata  (cosnagaet ¢
MEMOYHEPOAHbIM HEeNaTeHTOBaHHbLIM
HauMeHoBaH1EM), NEeKapCTBeHHYI0 dopmy,
LO3UPOBKY, HaumeHoBaHme aepatens
perucTpaumMoHHOro yOOCTOBEpEeHMA ]

HaUMEHOBaHWE NPOW3BOAMTENA JIEKAPCTBEHHOrO
npenaparta, HOMEP CepWM (BKAKMAKOWMIA Mecal, K
roA Npov3BOACTBa), ATy UCTEYEHWA CPOKA rOAHOCTH
(mecay v rog).

Ha  3TukeTke  BaHKM  yKasbiBAalOT  TOProsoe
HaumeHoBaHKe NeKapcTBEeHHOr npenaparta
(coBnagaeT ¢ MeMAyHapOAHLIM HEMaTeHTOB3HHBIM
HauMeHOoBaHUEM), NeKapCTBEHHYIO dopmy,
[O3MPOBKY, KonuyecTso TabneTok B 6GaHke, cnocob
NpYMMEHEeHUA: «nsa npuema BHYTPBY,
HaWMeHOBaHWE  OePKaTeNA  PerdcTpauuMoHHOro
YOOCTOBEPEHWUA M HEWMEHOBaHWE NPOM3BOOUTENA
NIEeKapcTBeHHOrO npenapara, noroTun
MPOM3BOAMTENA W/WMAKM NOTOTMN 3aKasyuka, dapm-
KOO, HOMep CepuM (BKAKOYAIOWMWA Mecal, M ropg,
NPOM3BOACTBA), LTy MCTEYEHWA CPOKa rOAHOCTM
(ropeH po: mecau 1 rog).

Ha KapTOHHOW ynakoBke (nauyxke) yKasbiBaloT
TOprosoe HaumeHoBaHue NIeKapCTBEHHOTO
npenapata  (coBmafaeT € MEewAyHapoaHbIM
HenaTeHTOBaHHLIM HavMeHOBaHUEM),
HauMeHOBaHWe  [OepMaTens  pPerucTpaLMoHHOro
YAOCTOBEPEHWA M HaWMEHOBaHWE MNpOU3BoAMTeNs
JleKapcTBeHHOro npenapata, agpec Npou3BOAWMTeNA
NeKapcTeeHHOro npenapata  (ctpaHa, obnacts,
ropoa), SNeKTPOHHbLIA 3APEC W CAWT NpoM3BoaMTENS,
appec Oepartens Per1cTpaumuoHHoro
YOOCTOBEPEHUA (CTpaHa), JIeKapCTBEeHHYH dopmy,
[O3MPOBKY, KOAWYECTBO TabneTok B  ynakoske,
nHboOpMaLMIo O cocTaBe NeKapCTBEHHOTO Npenapara
(HaumeHoBaHMe [eNCTBYIOWLEr0 BELIECTBE W ero
KONMYECTBO, NEpeyeHb BCMIOMOraTesIbHbIX BELLECTS),
HOMep cepuu  (BRNOYAKWMA Mecal W rog
NpOW3BOACTBA), ATy MCTEYeHUA CPOKa rOAHOCTH
(roneH po: mecay v rod), YCNoBUA XpaHeHus, cnocob
npumeHeHWa: «ns Npuema BHYTPb», YCNOBUA
OTNyCKa, HOMEP PerucTPauMOHHOIO YAOCTOBEPEHMR,
NOTOTUN NPOW3BOAMTENA W/MAK NOTOTUN 33KA3UMKA,
bapm-Kog, WTPHUXOBOM KOA, ABYMEDHbIN LWITPUXOBOK
KOO, C MOAHOM WAWM YacTMYHOM paclmdpoBKoi
uHdopmaumK, COOepwaleica B  OBYMepHOM
WTpMX0BOM Kope wau  Be3  Hero, «CmoTpu
MHCTPYKLMIO MO NPUMEHEHMIO (IMCTOK-BKAaOBILW)»,
«He NPMMEHATL MO WMCTEYEHMM CPOKAa TOLHOCTMY,
«XpaHWTL B HEAOCTYNHOM ANA AETel MecTey,
[OnonHUTENBHO Ha KapTOHHOW ynakoske (nauke)
AyBAMPYETCA TOProBOe HaMMEHOBaHWE WM L03MPOBKa
€ MCNonb3oBaHWem WpKndTa bpaitns.

(6amcTepe) YKasaHo TOproeoe
HaMMeHOoBaHue NEeKapPCTBEHHOTO
npenaparta (coenapaer c

MEeMXayHapoaHbIm HenaTeHTOBaHHbIM
HaumeHoBaHuem), NeKapcTBeHHan
dopma, [03MpOBKa, HaMMeHoBaHWe

AepraTens PEermcTPaLmuoHHOro
YO0CTOBEPEHUA n HaumMeHoBaHWe
NpoOU3BOAUTENA NeKapcTBeHHOro

npenapata, HOMep Cepuu (BKIKOYAIOLLMIA
MEcAl, v roA nNpPOW3BOACTBa), [AaTa
WUCTEUEHUA CPOKa rogHOCTM (mecau
rog).

Ha KapToHHOM ynakoBke (nauke) ykasaHo
TOproBoe HauMeHoBaHue
JleKapcTBeHHOro npenapara (coenagaer ¢
MEAYHapOoAHbIM HenaTeHTOBaHHbIM

HavMeHOoBaHUEM), HanmeHoBaHue
Lepsartens PerucTpaumMoHHOro
YAOCTOBEPEHMA M HaWMEeHOBaHWe
npoussoauTens /IeKapCcTBeHHOoTo

npenapata, agpec  NpOM3BOAMUTENA
NeKapCcTBEHHOTO  npenapata  (cTpaHa,
06nacTk, ropos), 3NeKTPOHHLIMA agpec u
CaiiT npoussoaMTeNs, agpec gepiatens
PerMCcTPaLLMOHHOTO YO0CTOBEpeHUA
(cTpana), IeK3PCTBEHHEA bopma,
O03UPOBKa, KOAMYecTBo TabneToxk B
ynakosKke, uHbOpPMauMa O cocTase
NIEKEPCTBEHHOIO npenapata
(HaumeHoBaHMe AelicTayowero
BELEeCTBa M ero KOJMYECTBO, nepe4eHb
BCNIOMOraTeNbHbIX — BelecTs), Homep
cepun (BKMOYAOWMK  Mecal, W rog
MpOM3BOACTBA), [4aTa WMCTEYEHWA CpOKa
rooHocTM (rogeH [o: Mecaw u rog),

ycnosua XpaHeHus, cnocob
npumeHeHua: «[lna npuwema BHYTpb»,
yCcnoBus OTMYyCKa, HomMep
perucTpaLmoHHoro YAOCTOBEPEHUA,

noroTun  npousBogMTens, dapm-Kog,
WTPMXOBO# KOA, ABYMEPHbIN WITPUXOBOM
KO € 4acTMH4HOW  pacwudposkoi
MHbOpMAaLLUK, copepalenca B
ABYMEPHOM WTPUxosom Koge, «CmoTtpwm
WUHCTPYKUMIO NO MPUMEHEHUIO (NUCTOK-
BKAaAbiw)», «He  nNpMMeHATsE  no
WCTEYEHMW CPOKA MOAHOCTHUY, «XPaHWTL B
HeZOCTYNHOM ANR AeTel MecTey.
[ONONHUTENLHO HA KaPTOHHOW YNaKoBKe
(nauke) npogybavpoBaHsl  Toprosoe
HaMMeHoBaHMe WM [O3MpPOBKa  C
ucrnonb3oBaHuem WwpudTa Bpaiins.

CpoK rogHoCTH

3ropa

lfopeH po: 11/2028

XpaHeHue

Mpu Temnepatype He Bbiwe 25 2C

3akntoueHue! COOTBETCTBYeT/He cooTseTcTayeT TpefoBaHuam JIM-Ne(002225)-(Pr-RU)-210423
" (Heobxogumoe NOAYEPKHYTL)

Odopmneno: benosa H.C.

HavanbHuK OKK:

ﬁnpwnnHa ..

Crpanuna: 2 u3 2




© OZON

TAPHMALIEBTUKA

JInuensua No JI012-00102-77/00010730
Ne GMP/EAEU/RU/01313-2024

Pazpemenue

Ha BBIIIYCK CEPHH JICKaPCTBEHHOTO MIperapara B peannu3anuro

3$.447(04)

Ne 16002 ot

HaumeHnoBaune npenapara

MokcoHHIHH

MG}KI[)IHapOI[HOB HETIATEHTOBAHHOE, WK IPYIITHPOBOYHOE,
W1 XHMH4YECKOe HaUMEHOBAaHUE

MokcoHHIHH

JlexapcTBeHHas Gopma

TabneTky, NOKpPLITHIE MIEHOYHOI 06oN0UKOH

Ho3uposka

0,2 Mr

@opwma BEIyCcKa

TabneTKy, MOKPEITEHE NNCHOYHOM 060104KO0H 0,2 MT
(xoHTYpHas AueiikoBas ynakoska) 14 x 2 (mauka KapTOHHAs)

Howmep cepun

511225

Kommaectro

29 962 ynaxkosok

Jata Havana NpoH3BOACTRA

07.12.2025

Cpoxk rogHocts / Tojen 1o

3 roma/ 11/2028

HopmarusHas nokyMeHTamms

JIT-Ne(002225)-(PI-RU)-210423

Cepru¢uKar kagecTsa CepHH

16002 ot 25.12.2025

Hawnmvenosanue NIPOM3BOIHUTENSA

000 «Ozou»

AJipec NpoU3BOANTENA (BCE CTAMMHA IPOM3BOJCTRA, BKIIOYAS
BBIITY CKAFOLIMH KOHTPOI Ka4ecTsa)

Camapckad 06u1., r.0. JKurynesck, r. JKurynesck,
yi. 'uppocrpouTtenei, 1. 6

PeructpanrosHoe ynocToseperue

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

Hara rocynapcTBeHHOM peracTpanuu

21.04.2023

HarmeHoBaHye fepiates perHCTPAlMOHHOTO YI0CTOBEPEH S

000 «ATomm»

Paspermenne nelicTBuTensHO 10

11/2028

Kommenrapuu

Ipusenennas Beime MHQOpMALMA SBASETCS JOCTOBEDHOR H TOMHOML. Cepus nexapcTBEHHOrO mpenapara IPOM3BeAeHa (RKTIOUas
YNaKkoBKy (MapkHPOBKY) W KOHTPONb KaueCTBZ) HA NPOM3BOACTBEHHON IUIOMANKE B MONHOM COOTBETCTBHH C TpeOOBAHMAMH JTHLCH3HH,
[Tpasun Hajiexamed TPOMBBONCTECHHO NPAKTHKH, PETHCTPALMOHHOTO JOCHE, SArHCH 10 NPOM3BOJACTBY, YIaKOBKE M KOHTPOJIO KAYecTBa
MPOBCPEHEL, M YCTAHOB/ICHO HX COOTBETCTEHE TpeGoBanuaM [TpaBu1 HALIEKALLEH TPOU3BOICTBEHHOMN NIPAKTHKY.

NPOAYKITMA PA3SPEIIIEHA K PEAJIM3ALIAU:

VrnonHomoueHHOE THIIO:

O Hert

/
fffmw | Wnsuuesa Enena BnagumupoeHua / B,
TOAIHCE /) [0)5(0] Hara

Crpanuna: 1 u3 1




«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 02_05.2026 15:18»
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
25.12.2025 000JI0UKOM O.% mr 14 mr., OTrpaHUYEHHON Poccust otBeTcTBeHHOCTHIO "O30H" (OO0 "O30n"), Poccust JIT-Ne(002225)-(PT-RU)-210423 000 "Os0x" 511225 )
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))




