T Mecro HaxomaeHua: 000 «O30H», 445351, Camapckan 06n., r. Wurynesck, ya. Mecouxan, 34, 11
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OAPMALEBTIKA

CeptuduKat KavecTsa cepun Ne 15710 ot 11.12.2025

MemaHTUH, TabneTku NoKpbITble NIEHOYHOM 060104Koi 10 mr

Homep cepun
[ata Ha4yana npou3BoACTEa
Konuyecteo

AHanu13 BbINONHEH MO HOPMATUBHOMY [LOKYMEHTY

TOPrOBOE HaHMEHOBAHME NEKAPCTBEHHOrD NPenapaTa, NeKapeTeeHHaA Gopma, 403MposKa

PerncrpaunoHHoe yaoctoseperue JM-Ne(005043)-(Pr-RU)

331125
27.11.2025
24 877 ynakosoK

JIMN-Ne(005043)-(Pr-RU)-010424

HaumeHoBaHWe noKasatens

MeTon KOHTpOAA
HopmaTuBHOe 3HaveHue

PesynsTaT KOHTPONA

ruapoxnopuga) vepes 30 MUH.

OnucaHue BusyanbHbii
Kpyrable nsoakoBbinykibie Tabnetku c puckoi, | Kpyrabie ABOAKOBLINYKAbIE TaBASTKU C PUCKOH,
NOKPbITBIE NeHOYHOWM 060N04KOH Benoro MW | MoKpbIThie NeHOYHOM 06onoykoit Benoro useTa.
nout Genoro uBeta. Ha nonepeuyHom paspese Ha nonepeyHom paspese TabneTku BMaHbI B3
TabneTku BMAHB! ABa Cnos: Aapo Benoro Maw cnos: aapo Benoro UBeTa 1 NAeHoYHas
noytu 6enoro LBeTa U naeHoYHas 060104Ka. obono4kKa.

MognMHHOCTL X
Bpema ypepHWBaHWMA  OCHOBHOrO NUMKa Ha
XpomaTtorpamme UCMbITYEMOTO pacTsopa,
NMPUroTOBAEHHOTO ans KONIMYECTBEHHOTO CoorseTcTayeT
onpeaeneHu1s, AOMKHO COOTBETCTBOBATE BPEMEHM
YOEPHUBaHMA nuKa MEeMaHTUHa Ha
Xpomatorpamme  pactBopa CO  memaHTMHa
ruapoxnopuaa.

PactsopeHue [dPdIX
He menee 75 % (Q) CiaHziN-HCl (memaHTHHa 93 %

PofcTBEHHbIE NpUMecK

X

MemaHTrHa npumecs C — He Gonee 0,2%.
1-AuetmnamuHo-3,5-oumeTnnagamaHTaH —  He
6onee 0,2%.

EOQVHKMYHAR HenOeHTMOUUMPOBAHHER NPUMECh —
He 6onee 0,2%.

He 0BHapy»xeHo
He obHapyxeHo

He o6HapyeHo

rMOPOXA0pWAa), CcuuTasn Ha CpegHiol  maccy
Tabnetxu.

Cymma npumeceit — He Bonee 1,0%. He o6HapyeHo
OAHOPOAHOCTL AO3MPOBAHMA [P PP Cnocob 11X

AV<15,0%. 7,8 %
KonuuecteerHoe onpepenexue | [X

Ot 9,0 go 11,0 mr CpHaN-HCl (memaHTWMHa 9.8 mr

Mukpobuonoruyeckan yuctoTa
Obuwiee Yyucno aspobHbIX
MWUKPOOpraHmMsmos s 1r;

OB Luee YACAO APOMHMEBBIX KU
nnecHesslX rpybos s 1r;
Escherichiacolis 1.

[P PO, KaTeropua 3A

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

He bonee 1:102 KOE r/mn;
OTCyTCTBME B 1 r/mA.

MeHee 1-10t KOE

MeHee 1101 KOE
OTCYTCTBYET

Ynakoska Mo 10, 25, 30, 50 tabnetok B KoHTypHyi | Mo 30 TabneTok B KOMTYPHON AveitKOBON
AYeiKoBy YNaKoBKy 13 MASHKKU | YN3KOBKE W3 MJGHKM NOAMBMHUAXNOPUZHON M
NONUBUHUAXNOPMAHOA M GOALIU anoMUHWeBol | donkrm antoMUHWEBON neyaTHom
NeyaTHOM NakMpoBaHHOM. NaKMpPOBaHHOM.
“nn no 10, 25, 30, 50 Tabnetok B8 KOHTYpHylo | 1 KOHTYpHaAm sueiikosan YMaKoBKa BMecTe C
AYeKOBYIO YM2KOBKY K MmaTepuana | MHCTPYKUMel No MesuUMHCKOMY NPUMEHEHMIO
KOMBMHUPOBaHHOIO Ha ocHoBe donbru | NnomelleHa B KAPTOHHYIO YNaKoBKY (MauKy).
(TpexcnolHbIi martepuan, BKAKOHEIOLL WA
aNtOMUHUEBYHO donsry, NAEHKY K]
OPHMEHTHPOBaHHOrO nosvamuaa,
NOAMBUHUAXNOPUAHYIO  MABHKY) W $onbrn
anMUHWEBON NEYaTHOM NaKMpPOBaHHOIA.
1,2,3, 4,5 6, 9 vn1 10 KOHTYPHbLIX AYEMKOBLIX
YNakoBOK  BMecTe € MHCTPYKUMeld no
MEAMLMHCKOMY  MPUMEHEHWID MOMELalT B
KapPTOHHYIO YNaKOBKY (nadky).

Mapxuposka Ha KOMTypHOIi Auelikosoit ynakoske (6auctepe) | Ha KOHTYpHOM Auelikosoi ynaxkoske (6aucrepe)

Odopmneso: Benosa H.C.

Crpansua: 1 uz 2




MecTo HaxomaeHua: 000 «0304H», 445351, Camapckan obn., r. Murynesck, yn. Meco4Has, 34, 11
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(g OZON rmapoctpouTtened, 4. 6; Ten. +79874599981, +7987

DAPMALIEBTHKA

4599992, (84862) 290-00, dakc (84862) 341-08;
Nuuensns Musxuctepcrsa MpomblwaeHHocTv 1 Toprosan PO Ne 1012-00102-77/00010730

yKasbisaoTr Toprosoe HauMeHoBaHWe
NeKapcTBeHHOro  npenapata  (coenagaer ¢
MEXAYHapOAHbIM HenaTeHTOBaHHbIM
HaumeHOoBaHWem), NIEKapCTBEHHYIO bopmy,
[03MPOBKY, HanmeHoBaHue aepaTtena
perucTpaLMoHHOro YAOCTOBEPEHUS ]
HauMeHOBaHMEe MPOM3BOAMUTENA NEKBPCTBEHHOTO
npenaparta, HOMEP CepuM (BKIKYAIOWMIA MecaL, U
rog npoW3BOACTBA), AaTY WCTEYEHWA CpOKa
rogHocTy (mecau v rog).

Ha KapToHHCOM ynakoBke (nauyke) yKasbiBaoT
TOprosoe HauMeHOoBaHue NeKapCTBEHHOTO
npenapata (coBnagaeT € MEXIYHapOAHbIM
HEMNaTEHTOBaHHbLIM HaumeHoBaHuem),
HaUMEHOBAHWE [OEPMHATEeNA  PervcTpalMoHHOro
YAO0CTOBEPEHUA U HAMMEHOBAHWE NPOU3BOANTENA
NleKapcTBeHHOro npenapara, appec
Npov3BOAMTENA  JIeKapPCTBEHHOrO  Mpenapata
(ctpaHa, obnactk, ropog), (ans naowgaku OO0
«0O30H»), agpec nNpou3BOAUTENA NEeKapCTBEHHOMO
npenapata (cTpaHa, obnacTs, ropoackoi oKpyr)
(ans  nnowagkm 000  «O30H  Dapm»),
3/1EKTPOHHbIM 34pec M CalT nNpoU3BOAWTENSR,
aapec Aepwatens perucTpaLoHHoro
yoocToBepeHMs (CTpaHa), NeKapeTeeHHY0 dopmy,
LO3WMPOBKY, KoAM4ecTBo Tabnetoxk B YNakoBke,
MHOOPMELMIO O  COCTaBe  /IeKapCTBEHHOTO
npenapara (HavmeHoBaHwWe nencTByiowWwero
BelWecTsa M ero  KOMMYecTBo,  MepeyeHb
BCMOMOraTeflbHbiX  BELWECcTs), HOMep  Cepuu
(BrAlOYaOWMIA MECAL, W Tof NPOM3BOACTBA), OaTy
MCTEYEHUA CPOKa roAHOCTW (rogeH Jo: mecal u
roa), YCNOBUA XpaHEeHWs, Cnocob npumeHeHua:
«[lna npuema BHYTPbY», YCAOBWA OTNYCKa, HOMEp
PEeruMcTPaLMOHHOMO  YAOCTOBEPEHMA,  IOTOTUN
npoussoauTens, ¢apm-Kogh, WTPUXOBOKM  KOg,
ABYMEPHbIM  WTPUXOBOKM KOJ, € MOAHOW MAK
YacTMYHOM pacwubposKon uHbopmaumm,
copepwallencs B OBYMEPHOM LUTPUMXOBOM KOae
wnu  Bes  Hero, «CMOTPM  MHCTPYKLMIO MO
MEAMUMHCKOMY MPUMEHEHUIO®, «He npumeHAaTb
MO WCTEYEHWM CPOKa TrO4HOCTMY, «XpaHUTb B
HeOoCTYNHOM ANA LeTel MecTen.

[JONONHMTENLHO Ha KapTOHHOW ynakoBke (nauke)
oybavpyetcAa  TOpProBOE  HauMeHoBaHWe U
[03WPOBKa C MCNOAb30BaHMeM WpundTa bpaias.

yKa3aHo: TOprosoe HaWMEeHOBaHKE
NIEKapCTBEHHOrO npenapata (coBnadaer ¢
MEHLYHAPOAHEIM HenaTeHToBaHHbLIM

HauMeHOBaHWeM),  JIeKapcTBeHHas  dopma,
[AO3WPOBKa, HaumeHoBaHue Aepartens
PErMCcTPaLMoHHOrOo YOOCTOBEPEHMS ]

HaMmeHOBaHKWe NPOU3BOANTENIA NeKapCTBeHHOro
npenapata, HOMEP CepuK (BRAOYAOWMIA MecaL,
W roa NpoM3BOACTBA), AaTa MUCTEYEHWA CpoKa
ro4HOCTM (Mecal v rog).

Ha KapTOHHOW ynakoske (nadKe) yKasaHo:
TOproeoe HaumeHoBaHWe /IeKapcTseHHOIo
fpenapata (coBnagaeT C MeMayHapoaHbIM
HEMaTeHTOBaHHbIM HaMMeHOBaHUEM),
HAaUMEHOBAHWE [EpXKaTens PerncTpaumMoHHOr
YO0CTOBEPEHMUS ] HaumeHoBaHue
npousBoAWTENs NEKapcTBeHHOro npenaparta,
appec npovssogMTens NEKapcTBEHHOrO
npenapara (cTpana, obnacts, ropoa),
3/1EKTPOHHBIA a4pec M CalT NPoW3BOAMTENR,
agpec nepmaTens PErucTpaLyMoHHOro
yaOCTOBEPEHWA  (CTpaHa),  JIeKapcTBeHHaRA
dopma, [03MpOBKa, Konu4ecTso TabsieTox B
YNaKoBKe, WHpOpMaLma o] coctase
NeKapcTeeHHOro npenapaTta (HaumeHoBaHWe
OeMCTBYIOWEro BELWECTBA W ero HKOAWYEecTso,
nepeyeHb BCMOMOTaTENbHbLIX BELIECTB), HOMEP
cepuun (BrAtOUBIOLLMIA mecsaL, " rog,
NpoW3B0ACTBA), AAaTa MCTEYEHMA CPOKa roAHOCTH
(ropes go: mecaw W rog), YCNOBMA XPAHEHMA,
crnocob npumeHeHua: «[nA npuema BHYTpb»,
YCNOBMA OTNYCKa, HOMEP perucTpauuoHHoro
yOOCTOBEPEHMA, NoroTun npoussoaunTens,
bapm-Kog, WTPUXOBOW  KOA,  ABYMEPHbIN
WTPUXOBOM KOA € YaCTM4HOM paciundppoBKOW
MHOOPMaLMK, Codepyalenca B ABYMEPHOM
WTpKMxoBoM Koge, «CMOTpWM MHCTPYKUMIO no
MeJUUMHCKOMY NpUMEHEHUKO», «He NPUMEHATb
N0 MCTEUEHMM CPOKa FOAHOCTM®, «XpaHuTb B
HEeOOCTYNHOM AAA AeTel mecTey.
LONONHUTENBHO Ha  KapTOHHOM  ynaKoBKe
(nauke) npogybauposaHsbl Toprosoe
HavMeHoBaHWe ¥ J03MPOBKAa C UCNONL30BaHUEM
wpudTa Bpaina.

Cpox rogHocTH

3ropa

FopeH po: 10/2028

XpaHeHue

Mpu TemnepaTtype He Boiwe 25 2C B KaPTOHHOM yYNakoBke (nayke).

3aKnroueHue: ’cg_o_'rﬂejggygrl He cooTseTcTeyeT TpebosaHuam JIM-Ne(005043)-(Pr-RU)-010424

Odopmneno: Benosa H.C.

(HeoBX0AMMOE NOAYEPKHYTS)

-
HavanbHuk OKK: £

/KupunuHa N.0.

Crpanyua: 2 u3 2




oy JIunensus JI012-00102-77/00010730
J o Ne GMP/EAEU/RU/01313-2024
@ OZON Pazpemenue
TAPMALIEBTHKA Ha BBIITYCK CEPHH JICKaPCTBEHHOT'O Iperiapara B peajlu3aliro
30.447(04)
Ne157100r ' " ‘4 10§ .
HanmeHosaHue npenapaTa MewmaHTUH
MexyHaponHoe HeMaTeHTOBAHHOE, HIIM FPYNIITHPOBOYHOE, MemaHTHH
HJTH XMMHYECKOE HAUMEHOBAHNE
JlexapcTBenuas Gopma TaOMeTKH, NOKPHITEIE TUIEHOYHOH 0601049KOiH
Ho3uposxa 10 mr
Dopma BEITYCKa TabIIeTKH, IOKPBITHIE MNEHOYHOH 060n0uKoi, 10 Mr (koHTypHAs
Adelikosas ynakoska) 30 x 1 (nauka kapToHHAas)
Homep cepun 331125
KonugecTso 24 877 ynaxkoBok
Jlata Hauana npou3BOACTRA 27.11.2025
Cpox roxsoctu / T'ogen no: 3 rona/ 10/2028
HopMaTuBHas JOKyMEHTAIHs JIT-Ne(005043)-(PI-RU)-010424
CepTuHKaT KadecTBa CepHH 15710 or11.12.2025
HaumeHOBaHNE IPOM3BOANTENS 000 «Ozo8»
AJzipec npousBoRuTeNs (BCE CTAMMH NPOU3BO/ICTEA, BKIIOYAS Camapckas 0611, I.0. JKurynesck, r. JKuryesck,
BBIITY CKAFOLIHI KOHTPOJIb KAUECTRa) yi. I'uapoctpoureneit, 1. 6
PerucrpaluoHHOe yI0CTOBEpEHH S JITI-Ne(005043)-(PT-RU)
Jlata rocy niapcTBeHHOMN perucTpanuu 01.04.2024 r.
HamMenosarwe nepxarens perucTpaluMoRHOTo yaocTosepetus| 000 «ATomm
Paspemenue nelicteurensHO 10 10/2028
Kommentappn |

[Tpusenennas Beiue uHbOPMALMs ABIACTCS LOCTOBEPHOH M TOUHOMN. CepHs JEKAPCTBEHHOTO npernapara NpoM3BeNeHa (BKIIOYAS YIAKOBKY
(MapKHpOBKY) M KOHTPONb Ka4ecTBa) HA TPOM3BOJCTBEHHOH IUIOIALKE B IOMHOM COOTBETCIBHU C TpeboBaHMAMM JMUeH3MK, [Ipasun
HaliexKalleli IPOM3BOACTBEHHON NPAKTHUKH, PETHCTPALIHOHHOIO J0CkE. 3aMHCH M0 POM3BOJICTBY, YIIAKOBKE 1 KOHTPOITIO KAYeCTBa MPOBEPeHEl, H
YCTAHOBJICHO UX COOTBETCTBHE TpeboBaHuaM TIpaBHIT HalIesKallel NPOU3BOICTBEHHOMN PAKTHKH.

[TPOIAYKIIMA PA3SPEIIEHA K PEAJIU3ALTAU: I@/ﬂa 0O Her

YIIOTHOMOYEHHOE JTHIIO!

I A E:— . i ™ )
/gmmw / Vinsruesa Enena BramuMmuposua/ ] 29 8
noanues” $.H.0. nata

Crpanuna: 1 u3 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
rnpenapaTa, No coctoAHUo Ha 02.05.2026 15:17»

Opranuzanms, IIncbMma 00
JlaTa BHeceHHsI B IIpou3BoguTenn Homep Howmep, nata
N BBINYCTHBIIASI B u3bsaTa JIC
~ 9
AHC ToproBoe HaHMeHOBaHHE (BBIMYCKAKOIHHA Crpana CaeieHHsI 0 CTAHSIX MPOH3BOJICTBA HopmaTuBHast JOKyMeHTaHsI T paKIaHCKHH CEepPHH. pa3pelIeHHs1 Ha (HOMep
Poc3gpaBHamzopa KOHTPOJIb NapTHH HJIII ’
P fzop poIk) odopot P nara)
MeMaHTHH; TaOJIETKH, O01wecTBO ¢ orpaHMUYeHHOM 0TBeTCTBeHHOCTHI0 "O30H" (OO0 "O30H"),
MOKPBITHIE TVIEHOYHOMH O0bmwecTBO ¢ Poccus (ITpoussouresns (rotosoit JI®)); OOwecTBoO ¢ OrpaHUYEHHON
11.12.2025 000JI0UKOM 10VMF 30 mr., OrpaHUUCHHON Poccnst otBeTcTBeHHOCTHIO "O30H" (OO0 "O301"), Poccust JITT-Ne(005043)-(PT-RU)-010424 000 "Os0x" 331125 )
YIaKOBKH STYEHKOBbBIC OTBETCTBEHHOCTHIO (YnakoBmuk/(hacoBmyK (B NEPBUUHYIO YIAKOBKY)); OOmecTBO ¢

KOHTYpHBIE (1), mauku
KapTOHHBIE/ ~

"Ozon" (000 "Oson")

OrpaHUueHHOM 0TBeTCTBEHHOCTHIO "O30H" (OO0 "O30H"), Poccust
(VmaxoBmUK/hacoBIMUK (BTOPUYHAS/ TPETUYHAS YIIAKOBKA))




