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TAPMALESTUKA

Mecro HaxomaeHua: 000 «OzoH», 445351, Camapckas obn., r. Murynesck, yn. NMeco4Has, 34, 11
MecTa ocywecTsnexsuna aMueH3npyemoit gestensHocti: 000 «O30H», 445351, Camapckas 06, r. 0. Murynesck, r. Murynesck, y.
MmapocTpouteneid, 4, 6; Ten. +79874599991, +79874599992, (84862) 290-00, dakc (84862) 341-09;

NuueHsua MunucTepeTsa NpomblwneHHocT U Toprosaw PO Ne 1012-00102-77/00010730

CeptvduKaT Kauectsa cepum Ne16026 o1 29.12.2025

Wupanamug, Tabnetkun, NOKpbITbIE NIeHO4YHOoM 060n04Koi 2,5 Mr

Homep cepun
[arta Hayana npousBoacTsa
Konnyectso

AHanu3 BbINONHEH N0 HOPMATUBHOMY AOKYMEHTY

TORrosce HaMMeHoBaHWe NeKapCTEEHHOrO Npenapara, ekapcTeeHHan ¢EDMB, A03KpoBKa

PerucrpaumoHHoe yaoctosepeHue J1M-Ne(002120)-(Pr-RU)

451225
03.12.2025

232 486 ynakoBoOK

JIM-Ng(002120)-(Pr-RU)-050423

HaumeHoBaHWe noxasaTtens

MeTon KoHTpoAs
HopmaTuBHOe 3Ha4YeHue

PesyneTaT KOHTPOAA

60 MuH

OnucaHue BM3vanbHbIi
Kpyrable 4BOAKOBLINYK/bIE TABNETKY,
Kpyrible [BOAKOBLINYKAble TabneTkW, MOKPbIThE . -
» % MOKPbITbIE NAEHOYHOK 0BonouKol Benoro
naeHoyHol obonoykoi Benoro wMaW noyty Benoro
ugera. Ha nonepeyHom paspese aApo
ugera. Ha noneped4Hom pa3zpese agpo 6enoro uau
6enoro uBeTa.
noytu 6enoro usera.
MoonuHHOCTL BIXX
Bpema  yOepWWBEHWMA  OCHOBHOTO  NMKa  Ha
XPOMBTOrpamMme MCNbITYEMOro PacTsopa  A0/KHO
COOTBETCTBOBAaTb  BPEMEHWM  YOEDXKMBAHWA  MUKa CooTeeTcTBYET
MHOaNammaa Ha XpomaTorpamme pacTsopa
craHpapTtHoro obpasua (CO) wHganamuga (pasgen
«KonuyecTseHHoe onpegeneHuen).
Pacteopenue [P PD, Vd-cnextpodoTomeTpUs
He meHee 75% (Q) C1sH16CIN3O3S (MBoanamuza) yepes 94 %

PO,CI,CTBEH Hbie NpumecH

BIXX

Mpumece B (4-xnop-N-(2-metun-1H-uHgon-1-unl-3-
cynedamomnberzamma) — He Bonee 0,5 %.
4-xnop-3-cynbhamonnbensciitan KucnoTta - He bBonee
0,2%

EOMHMYHAA HeupeHTMOWUMPOBaHHaA NpUMech — He
bonee 0,1%

He oBHapyeHo
0,07 %

He o6HapyeHo

TabneTke.

Cymma npumeceil —He Bonee 1,0% 0,07 %
OAHOPOAHOCTE [O3MPOBaHUA [P PD, BIHKX

AV<15,0% 40%
OcTaTo4Hble OpraHMyeckue X
pacTsopuTeni He Bonee 0,525 mr CsHsO (2-nponakona) B TabneTke. 0,153 mr
KonuyectseHHoe onpepeneHue | BIMWX

072,25 10 2,75 mr CigH15CIN3O3S (MHaanamuaa) B 2,5mr

Mukpobuonoruyeckas YMcToTa
Obuwee ymcno aspobHbIX
MMKpPOOPraHU3MOB;

ObLiee YACIO APOHKEBLIX U
nnecHessIx rpubos;
Escherichia coli.

[ PD, Kateropua 3 A,

He 6onee 1-103KOE/ r/mn;

He Bonee 1-102KOE/ r/mn;
oTcyTcTeME B 1 r/ma.

meree 1-101KOE

meHee 1-101KOE
OTCYTCTBYET

YnakoBka

Mo 10, 30 TabNeTOK B KOHTYPHYIO AYENKOBYI YNaKoBKY
M3 NAEHKU NOAWMBMHUAXNOPULHOW MBO  NAEHKM
NONMBUHUNXNOPUAHON/ NONUBUHMAMASHXIOPUAHON ¢
$ONbrY aNtOMUHUEBON NMeYyaTHOM NaKMpPOBaHHOM.

WM no 10, 30 T1abnertok B KOHTYPHY A4eiKOoBYH
YNakoBKy M3 MaTepuana KOMBMHWMPOBEHHOIO Ha

0oCHOBe donbru (TpexcnoiiHblin martepuan,
BHNHOYILWMA  anomMmuHMesyto $onbry, mNAEHKY W3
CpUeHTUPOBaHHOIO nonvamupa,
NONUBUHUIXNOPUAHYIO MAEHRY) ] donbru

aNOMWHWEBON NEYATHOW NBKMPOBAHHON.

1, 2, 3, 4, 5, 6, 8 unu 10 KOHTYPHbIX AYESMKOBLIX
YNaKoBOK BMECTE C WMHCTPYKUMER MO MEOMLUHCKOMY
NPUMEHEHUIO  (IMCTOK-BKAaAbIW)  NOMeWwawT B

Mo 30 TabnetoK B KOHTYPHOW AYelKOBOW
YNaKOBKE M3 MAEHKW MONAWUBUHUAXAOPUAHOM
M GOnbTM  aNIOMWHMEBOW  MeyaTHOM
NaKWPOBaHHOM.

1 KOHTYpHas AYelKoBas ynaKoBKa BMecTe C
MHCTPYKLMEH no MeaULUHCKOMY
MPUMEHEHUIO (IUCTOK-BKABAbIW) NOMeLLeHa
8 KapPTOHHYI0 YNaKoBKY (nauKy).

Odopmnero: Mapsuna H.B.
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C OZON

DAPMALIEBTHKA

Mecro HaxomaeHua: 000 «OsoH», 445351, Camapckas o6n., . Huryaesck, ya. MNecounas, 34. 11
Mecra ocywecteeHns anueH3upyemoit aeatensHoctu: 000 «OsoH», 445351, Camapckas 062., r. 0. Muryaesck, r. Murynesck, ya.
TMapoctpoutenei, a. 6; Ten. +79874599991, +79874599992, (84862) 290-00, daxc (84862) 341-09;

Jlvuensma MuHmcTepcTsa MNpomblaeHHocTy W Toprosam P Ne J1012-00102-77/00010730

KapTOHHYIO YNaKoBxy (naukry).

Mapku1poBKa

Ha KoHTypHOM sAu4eikosOW ynaxoBKe (Bawcrepe)
YKa3bIBal0T TOProBO@ HaWMEHOBAHWE NIeKapCTBEHHOIO
npenaparta (coana,anT c MexayHapoaHbIMm
HeNaTEHTOBaHHbLIM HaWMEHOBaHWEM), 1EKAPCTBEHHYIO
GopMy, [O03MPOBKY, HaWUMEHOBaHME [epwaTens
perMcrpauvoHHOro yaoCTtoBepeHma U HaumeHoBaHuWe
NPOW3BOAMTENRA JIEKaPCTBEHHOrO Npenapara, Homep
cepuu (BRAIONAIOWMA MeCAL, W roa Npou3BoacTsa),
[aTy UCTEYeHWA CPOKa roAHOCTM (Mecal v roa).

Ha KapToHHOW ynakoske (MayKe) yKasbisatoT TOprosoe
HauMeHoBaHue NeKapcTBeHHOro npenapara
(cosnapaeT ¢ MEMOYHAaPOOHLIM HENaTeHTOBaHHLIM
HauMmeHoBaHKeMm), HaumeHoBaHK1e Aepwarens
PErMCTPaUMOHHOIO YOOCTOBEPEHWA NEeKapCTBeHHOro

npenapara (coBnapaer c HanmMeHoBaHMEM
npov3soguTens), anpec npou3BoAUTENA
NeKapCTBEHHOrO npenapaTta (coBnagaeT ¢ agpecom
oeprwartens perucTpaumuoHHoro yaocTosepeHua)
(ctpana, obnactb, ropog) (@na naowasku 000
«030HY), HanmeHoBaHue nepxarens

PervcTpaLyMoHHOrO YAOCTOBEPEHUA U HaUMEHOBaHKUE
NpOM3BOAMTENR NEKapPCTBEHHOrO npenapaTa, aapec
NpoU3BOAMTENR NEKAPCTBEHHOrO mpenapaTa (CTpaHa,
obnact, TOPOACKOW OKPYyr), aapec AepwaTens
perucTpauMorHOro  yaocToeeperua  (cTpaHa) (ana
naowaaku 000 «030H Papm»), 31EKTPOHHBINA agpec
M CalT npoW3BOAMTENs,  /leKapcTeerHy dopmy,
O03MPOBKY, KOAMYECTBO Tabnetok B  yMakoBKe,
MHPOPMALMIO O COCTaBe JIBKaPCTBEHHOrO nperapara
(HaMmeHOBaHMe [elCTBYIOWEro Belectea W ero
KO/IM4ECTBO, MepeveHb BCMOMOraTeNbHbIX BRLECTs),
HOMep cepuu  (BKNWOYAOWMA  mecay W rog
Npou3BOACTBa), OaTy WCTEYEHWS CPOKa [OAHOCTH
(ropeH po: mecay, U rog), ycnosus xpaHeHus, cnocob
npumeHeHus: «[ns  npuMema BHYTPb», YCAOBUA
OTMYCKa, HOMEP PEerMcTpauMoHHOrO yAOCTOBEpeHus,
norotun npoussoauTens, Gapm-Kod, WTPUXOBOK Kog,
[BYMEPHBIN WTPUXOBOM KOA C NONHOW MAKM YaCTUUHOM
pacwudposxoin uHOOpPMALMKM, COOeprallencas B
[BYMEPHOM LUTPUXOBOM Koge uan 6es Hero, «CMoTpu
MHCTRPYKLUMIO N0 MEAWMUMHCKOMY  MPUMEHEHMWHIO
(nucTok-BRMAABIW)», «He MPUMEHATE N0 WCTEYEHUMU
CPOKa TOOHOCTMY, «XpPaHuWTk B HeAOCTYMHOM Anf
aetel mecte», «[AMYPETUHECKOE CPELACTBON.
[ONONHUTENBHO Ha KapTOHHOM ynakoske (nadxe)
AybnupyeTca Toprosoe HaMMeHOoBaHWe U [403MpPOBKa C
ucnonb3osaHWem WwpudTta Bpains.

Ha  KOHTYpHOW  AveliKosol  ynakoske
(bamncTepe) YKa3aHo: TOproBoe
HauMeHOBaHWe NeKapcTBeHHOro npenapaTa
(cosnagaer [ MEXAYHEPOAHbIM
HeMaTeHTOBaHHbLIM HaMMEHOBaHWeM),
NeKapcTaeHHas dopma, [03MpOBKa,
HaMmeHoBaHKe [epartens
PerucTpaLMeHHOMo YAOCTOBEPEHUA M
HaumeHoBaHue npoussoauTens

JIeKapcTBEHHOrO npenapaTta, HOMEep Cepuu
(BrNtOMAIOWMIA MeCAL, U rof, NpoM3soaCcTBa),
faTa UCTEYeHMA CPOKa rogHocTM (Mecau, u
ron).

Ha KapTOHHOM ynmakosKe (mauxe) ykazaHo
TOProgoe HavWMeHOBaHWE /IEKAPCTBEHHOIO
npenapata (cosnagaeT C MEMAYHapOAHbIM

HEenaTeHTOBaHHbIM HaHMEHOBaHHEM),
HaumeHOoBaHKe Aepxartena
PErucTpaLMoHHOro YOOCTOBEpEHMS

/leRapcTBEHHOrO npenapaTa (cosnagaeT ¢
HaMMeHOBaHWEM NPOM3BOAUTENS), afpec
NPOU3BOANTENA JIEKAPCTBEHHOTO NpenapaTa
(cosmapaeTr ¢ agpecom  pepwaTens
PEruCcTRaLMOHHOrIO yaoCToBepeHMa) (cTpaHa,
obnacTb, ropoa), SNEKTPOHHLIN aapec v caiT
npov3BoOAWTENs,  NleKapcTBeHHas dopma,
[03MpOBKa,  Ko/uyecTso  Tabnetok 8
ynaxkoske,  uHboOpmauus O  cocrase
NeKapcTBeHHOro npenaparta (HaumeHosaHue
[elCTBYIOWIEro BELLECTBa M er0 KONMYECTBO,
nepeyesb  BCMOMOraTeNbHbIX  BeWecTs),
HOMEpP Cepuu (BKAKOMAIOWMIA Mecal v rog
Npou3BOACTBa), AaTa WCTeYEHMR  CPOKa
rogHocTv (rofigH A40: Mecal, M rod), yenosus
XpaHeHus, cnocob npumedeHws: «[na
npuema BHYTPbY», YCNOBUA OTMYCKa, HOMEpP
PErvcTPaLMOHHOO YAOCTOBEPEHMS, NOrOTHN
npovssoguTens, Gapm-Kog, WTPUXOB0M Koa,
[ABYMEpHbIA WTPMXOBOKM KOA € YacTUHHOMN
pacwmupposKoi MHpOpMaL MK,
copepalleica B [ABYMEPHOM LITPMXOBOM
Koge, «CmoTpu MHCTRYKLMIO no
MEOULWHCKOMY — MPUMEHEHWH  (AUCTOK-
BKIaABIW)», «He NPUMEHATb MO MCTEYeHUM
CPOKa roAHOCTUY, «XPaHWTb B HEAOCTYNHOM
onA  petell  mecte»,  «[uypeTuyeckoe
cpeacrson.

[OnonHUTENbHO Ha KapTOHHOM ynaxoBske
(nauke) npoaybanpoeaHbl Toprosoe
HavMeHoBaHue u [03MPOBKa ¢
MCNoNbL30BaHWem WpndTa Bpanns.

CpoK rogHoCTH

3ropa

lfonex go: 11/2028

XpaHeHue

B 3allMLIeHHOM OT CBETa MECTe Npu Temneparype He soiwe 25 °C.

3aKk/4YeHue: COOTBET

Odopmneno: Mapsuna M.B.

He cooTBeTcTBYET Tpebosaruam J1M-Ne(002120)-(Pr-RU)-050423
(HeobBxoaMmoe NOgHEPKHYTS)

HauanbHuk OKK:

/' /KupunuHa N.o.

Crpanuna: 2 u3 2




© OZON

DAPMALIEBTHKA

Jlumenszus J1I012-00102-77/00010730
Ne GMP/EAEU/RU/01313-2024

Ha BBIITYCK CEpHM IEKaPCTBEHHOI'O IIpenapaTa B pealn3alliio

Pazpemenue

39.447(04)

Ne 16026 ot

L3 L UL ¢

HanMmeHoBaHue npenapaTa

HMupanamu

MexayHaponHOe HeMaTeHTOBaHHO®, MITH Py IIHPOBOYHOE,
HITH XMMHYECKOE HaMMEHORaHHE

Hnpanamun

JlexapcTaennas Gopma

TabneTKy, NOKPLIThIE NIIeHOYHOH 060109KOH

Ho3uposka

2.5 mr

®opma BEIMyCKa

TabneTKH, IOKPHITHIE TNIEHOYHOH 06onoukoH, 2,5 Mr
(koHTYpHas sueiikoras ynakoska) 30 x 1 (nayka kapTOHHasA)

Howmep cepuu

451225

KomiuectBo

232 486 ynakoBox

Jlara Hauyana rpou3BoACTEA

03.12.2025

Cpox rontoctu / Tozes no

3 ropa/ 11/2028

HopmaTuBHas noxymeHTals

JITI-Ne(002120)-(PT-RU)-050423

CepruduxaT KauecTsa Cepun

16026 ot 29.12.2025

HauMeHoBaHMEe NPOUBBOIHTENS

000 «Oz0n»

AJipec MPOM3BOIHTENA (BCE CTANHMH TPOH3BOACTRE, BKIIOYAS
BEINYCKAOWIKH KOHTPOIb KadecTea)

Camapckas 0611, r.0. Furynesck, r. Jurynesck,
yn. I'ngpoctponTenet, 1. 6

PerucTpalMoHHOE yIOCTOBEPEHHE

JITI-Ne(002120)-(PT-RU)

JlaTa rocyaapcTBEHHOH perucTpalun 05.04.2023
HanmeHosanue nepxarels perucTpaunoHHOro ynocroseperus| Q00 «Oszon»
Paspemenne nelicTBrTENBEHO 10 11/2028

KommenTapuu

llpreenennas Bblne HHQOPMALMS SBISETCS AOCTOBEPHOH W TOYHOM.

Cepust 1eKapCTBEHHOIO IPENapaTa INPOM3BEACHA (BKIOUAL

YIEKOBKY (MapKHpOBKY) ¥ KOHTPONb KaueCTB4) HA NPOWU3BOICTBEHHON TUIOMANKE B IMOJHOM COOTBETCTBUM C TPeOOBAHUAMHM JIHISH3HH,
TMpaeun HamieKanlE NPOUIBOACTBEHHOM NPAKTHKH, PETMCTPALMOHHOTO J10CEE. 3aIUCH 10 NPOW3BOACTRY, YNaKOBKE H KOHTPOJIO KauecTBa
TIPOBEPEHBL,  YCTAHOBIEHO UX COOTBETCTBHE TPeboRaHuAM [IpaBuil HalUIeKaLIel IPOM3BOACTBEHHOM IPAKTHKH.

[TPOOYKIIM PA3SPEIIEHA K PEAJTA3AITAN:

VIOIHOMOYEHHOE JIULIO;

sl

i T

O Her

Hnsuuera Enena Bnanqumuposna /=~ yoadi 1)

nonmucs OHUO

Hara

Crpannua: 1 13 1




PEAEFAABHAA CAVMBA TID HAAS

B COEPE 3APABOOXFPAHEHMA

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

Y

Ha BBOA B rpaxgaHCkun odopoT B Poccuinckonm depgepaunm cepum nam naptmm MMMyHOBMONOrM4eckoro NeKkapCcTBEHHOro
npenapaTta, No coctoAHUo Ha 01.04.2026 10:35»

KoHTypHBIE (1), mauku
KapTOHHBIE/ ~

"Ozon" (000 "Ozon")

OrpaHUuUeHHOM 0TBeTCTBEHHOCTHIO "O30H" (OO0 "O30H"), Poccust
(VmaxoBmMUK/hpacoBMUK (BTOPUUHAS/ TPETUYHAS YIIAKOBKA))

Opranu3anmus, IIncbMma 00
JlaTa BHeCeHHsI B IIpousBoaguTeH Howmep Howmep, nara
N BBINYCTHBINASI B u3bsaTan JIC
AHC ToproBoe HaHMeHOBaHHE (BBIMYCKAKOIHHA Crpana CBelleHHs 0 CTAJHSAX POH3BOCTBA HopmaTHBHast JOKYMEHTAIHS A — CepHH, pa3penieHHs1 Ha (HOmep
Poc3gpaBHamzopa KOHTPOJIb MapTHH HIIII ’
P fzop poie) obopot P nara)
Hupganamu; TabJETKH, OO01wecTBO ¢ OrpaHMUYeHHOM 0TBeTCTBeHHOCTHI0 "O30H" (OO0 "O30H"),
MOKPBITHIE TNICHOYHOM O0bwecTBo ¢ Poccus (ITpoussouresns (rotosoit JI®)); OOmecTBo ¢ OrpaHUYEHHON
29.12.2025 000JI0UKOM 2.5V mr 30 mr., OTrpaHUYEHHON Poccnst otBeTcTBeHHOCTHIO "O30H" (OO0 "O30H"), Poccust JITT-Ne(002120)-(PT-RU)-050423 000 "Oson" 451225 )
YIaKOBKH STUEHKOBbIC OTBETCTBEHHOCTHIO (YnakoBmuk/(hacoBmyK (B MEPBUUHYIO YIAKOBKY)); OOmecTBO ¢




