i Jhunensusa Ne JI012-00102-77/00010730
&g » S Ne GMP/EAEU/RU/01313-2024
@ OZON Paspemenne
CAPMALIEBTUKA Ha BBRIITYCK CEPHUH JIEKapCTBECHHOI'O IIpernapara B peallu3anum
30.447(04)
Ne 117401 30 01 102 r
Haumenosanue npenapara MeroTpekcar
Me:kayHapoaHoe HenaTeHTOBaHHO., UAH IPyTHPOBOYHOE, MeToTpexcar
HIIH XUMHYECKOe HaHMEHOBaHME
JlexapcTeeHHas dopma TabneTku, mokpsIThie 060049KOH
Hozuposka 2.5mr
@opma BhllTycKa TabneTku, noxpeITeie 060A0UKOMH, 2,5 MT (xoHTYpHas sueiikosas
ynakoska) 25 x 2 (nadka KapToHHas)
Howmep cepun 050126
Konuyectso 9 136 ynakosok
Jata rauana npou3BojcTEa 15.01.2026
Cpok ropsocts / Tonen mo 3ropa/ 12/2028
HopmaTuBras nokymenTarus JIIT-Ne(002282)-(PT-RU)-030523
Ceprudurar kadecTsa cepuu 1174 01 30.01.2026
Hanmenosanue npoussomuTens 000 «O30u»
Anpec Mpou3BOANTENS (BCE CTANUHU TPOHIBOLCTEA, BKIOUAS Cawmapcexas 00n., r.0. XKurynesck, r. XKurynesck,
BBIITY CKIOLLHH KOHTPOJIb KaYeCTRa) ya. 'ugpocrpoutenes, a. 6
PerucTpaumoHHoe yiocTOBEpEHHE JIT-Ne(002282)-(PT-RU)
Hata rocynapcTBeHHON perscTpaumu 03.05.2023.r
Haumenosanue nepixarens perucTpauuoHHOTo ynocroseperusa| OO0 «Ozon Menuka»
Paspemenue neiicteutesnsro 1o 12/2028
Kommenwrappw |

Tlpneenennas Bemre WHpOpMauMs AB/IAETCA JOCTOBEPHOH M TOYHOIL. Cepus NlekapcTBEHHOrO Tperiapara NMpOK3BeAcHa (BKMOHas YIAKOBKY
(MapkupOBKY) W KOHTPOM KauecTBA) Ha MPOW3BOACTBEHHON MIOINANKE B MOTHOM COOTBETCTBHH C TpeboBanuAMHU suUeH3MH, [Ipasun
HAIEXKALICH NPOU3IBOICTBEHHOM NPAKTHKH, PETUCTPALMOHHOTO J0CHE. 3aMHCH 11O IPOH3BOACTRY, YHIAKOBKE H KOHTPOITIO Ka9ecTBa MPOBEPEHEI, U
YCTaHOBNEHO MX COOTBETCTRYE TpefoBanuiaM I1pasun Halnekamell NPOH3BOACTEEHHOMN MPAKTHKH.

IMPONYKIIWA PA3PEIIEHA K PEAJTTM3ALIUU: I[a O Her

VTIOTHOMOYEHHOE JIHIIO:

//ﬁ’m’% / Vinbmuesa Enena Buamumupossa/  © & - - -
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Crpanuua: 1 u3 1



o L)
& OZON

DAPMALIEBTUKA

Mecrto Haxowaenua: 000 «Qs0H», 445351, Camapckan o6a., r. Murynesck, yn. MecoyHas, 30. 11
MecTa oCyLLecTBAGHWA NULEH3MPYEMOit AeaTensHocT: 000 «030H», 445351, Camapckan 064., 1. 0. Jurynescy, r. Murynesck, ya.
MapoctpouTeneil, 4. 6; Ten. +79874599991, +79874599992, (84862) 290-00, dbakc (84862) 341-09;

Nuuensua Munucrepctea MpombiwnerHocty u Toprosau P$ N n012-00102-77/00010730

CepTuduKar KavecTea cepum Ne 1174 ot 30.01.2026

MertoTpekcar, Tabnetku, nokpbiThle 060n04KOMA, 2,5 Mr

Homep cepun
Hara Havana npoussoacTsa
Konwnuectso

AHa/13 BbINCAHEH N0 HOPMATUBHOMY JOKYMEHTY

TOPros0e HaUMEHOBaHVE NeKapCTEEHHOD NPenapaTa, AeKapcTeeHHan Gopma, N03MPOBKa

PeructpaumoHHoe yaoctoseperue JIM-Ne(002282)-(Pr-RU)

050126

15.01.2026

9 136 yNakoBOK

JIN-Ne(002282)-(Pr-RU)-030523

Havmenosakue nokazartena

Meron _KOHTpOAA
HopmaTtueHoe 3HayeHmne

PesynbTat KOHTpOAA

Mpumecsk E = He Gonee 0,3 %.

Nioban eguHudHan npumecs — He Bosee 0,2 %,
Cymma Beex npumeceit (kpome npumeck C) — He
6onee 1,0 %.

OnucaHue BuayanbHbINA
Kpyrible ABOAKOBLINYKABIE TABNETKM, NOKPbITHIE Kpyrnbie ABOAKOBbINYK/bIE TaBNETKM, NOKPLIThIE
060/104K0# OT PO30BOTO 40 TEMHO-PO3OBOrO LBETA; o0bo104KOW PO30BOrO LBETE; Ha NONEPEYHOM
Ha NonepeyYHoM pa3pese BUAHbI TPW CAOA. paspese BUAHbI TpW CNOA.
MNognuHHOCTL BIKX
Bpema  yAepMMBaHMA  OCHOBHOTO MUKa  Ha
XPOMaTOrpaMme UCNLITYEMOro PacTBopa AOMKHO Coorsetcrayer
COOTBETCTBOBATb BPEMEHWM YAEPHKUBEHUA MNUKa
MEeTOoTpeKcaTa Ha Xxpomatorpamme pacrtsopa CO
METOTpeKcaTa.
Y®-cnektpodoTomerpus
YnetpadunoneTtossie CMEKTPbI NOr/0LEHUA CooTseTcTByET
ucnblTyemoro  pacteopa Mk pacteopa CO
meToTpercaTa B 0baactu o1 240 4o 400 HM AOMKHBI
WUMETb MaKCMMYMbl M MUHUMYM MPY OAHUX 1 TEX He
OAVHaxX BOH (£2 Hm).
Pacrsopexue [P PP, VP-cnekTpodboToMeTpUa
He meHee 70 % (Q) CzoH22Nz0s (MeToTpexcata) 104 %
yepes 45 muH.
PoacTeeHHble npumecu BaXX
Mpumeck B — He Gonee 0,5 %. He obHapyxero
Mpumeck C—He 6onee 3,0 %. 0,25 %

He oBHapyeHo
He o6HapymeHo

He obHapyxeHo

OAHOPOAHOCTL 403UPOBAHMA

[® PP, cnocob 1, BIMX

Tabnetke.

AV<150% 7,6%
KonnuecrseHHoe onpegeneqne BIXKX
Ot 2,25 go 2,75 mr CypHzNgOs (meToTpekcata) 8 2,34 mr

Mukpobuonoruyeckan ynucToTa
Obuee Yncno aspobHbix
MWKpoopraHusmos B 1 r;
ObLLee 4MCNO APOIKIKEBLIX 1
nnecHesbIx rpuboe 8 1 r;
Escherichiacolis 1r.

[® PP, Kateropua 3 A.

He Bonee 1-103 KOE/ r/mn ;

He bonee 1-102 KOE/ r/mn ;
oTCYTCTBME B 1 r/mn

meHee 1-10" KOE

meHee 1-10" KOE
OTCYTCTBYET

Ynakoska

Mo 10, 25, 50 TabneTok B KOHTYPHYIO Ayelikosy:o
YNaKOBKY Y3 NAEHKM MOAMBMHUAXAOPUAHON Anbo
NAEHKK
NOAMBUHWUAXNOPMAHOR/NONMBUHUAUACHXAOPUAHOM
¥ GONbIW aNIOMUHUEBOMN NEYaTHOMN NaKUPOBAHHOMN,
Mav no 10, 25, 50 T7abnetok B KOHTYpHYyH
AYelKoBYIo YNaKOBKY u3 matepuana
KOMBUHMpOBaHHOrO Ha ocHoge donsru
(TpexcnoliHbli marepwan, BK/IOUIO LM
NOMUHMEBYIO donsry, NAEHKY u3
OPUEHTUPOBEHHOTO noavamuaa,
NONVBUHWAX/OPUAHYIO  NASHKY) W donsru
aNKOMKHWEBOI NEYaTHOW JIaKMPOBaHHOM,

1,2, 3, 4,5 6, 8 uin 10 KOHTYPHLIX RYEHKOBLIX
YNaKOBOK BMECTE C MHCTRYKUMEH N0 MeSULMHCKOMY
NPUMEHEHWMIO  (AMCTOK-BKNZAbIW) NOMELZT B
KapTOHHYIO YNaKoBKY (nauxy).

Mo 25 7abnetok B KOHTYPHOR AYEMKOBON
YN2KOBKE W3 MAEHKM NONUBKHUNXIOPUAHON M
$onbri anoMUHMEBOH NEYaTHOM aKMPOBaHHOM.
2 KOHTYpHbie RYelKOBbIE YMNakKoBKM BMECTe C
WHCTPYKUMEH MO MEOMUMHCKOMY MPUMEHEHMIO
{nMCTOK-BKABABIL) NOMELWIEHBI B  KapTOHHYIO
YNAKoBKY (MauKy).

Mapkurposra

Ha KOHTYpHOW AueliKoBoM ynakosxe (Bauctepe)

Ha KOHTYPHOI A4elikoBoit ynakoske (6aucrepe)

Odopmneno: Mapsuna H.B.

Crpannua: 1 w32
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; Mecto Haxomxaerua: 000 «O3ox», 445351, Camapckan 0ba., r. Wurynesck, ya. Necoyxasn, 34, 11
“ OZON

TAPMALIEBTHKA

MecTa ocylwecTsneHna aMueHsupyemoit geatensHocti: 000 «030H», 445351, Camapckan 06, r. 0. Jurynesck, r. Murynesck, yAa.
TvapocTpouTenei, 4. 6; Ten. +79874559991, +79874599992, (84862) 290-00, dakc (84862) 341-09;

NuueHsns MuHucrepcrsa MNpomsiwnedHoctu v Toprosay PO Ne 1012-00102-77/00010730

YKa3bIBaoT Toprosoe HaumeHoBaHWe
fleKapcTBeHHOrO  npenapara  (cosnagaetr ¢
MeMAYHapoaAHLIM HenaTeHTOBaHHbLIM
HauMeHOoBaHuem), NIeKapCTBEHHYIO dopmy,
[O3UPOBKY, HauMMeHoBaHue aepsartena
perucTpauMoHHoro VAOCTOBEpeHUA ]

HaUMMEHOBAHWE NPOM3BOAMTENA JIEKAPCTBEHHOIO
npenapara, HOMEp cepum (BKAKOYAOWMHA Mecal u
roA MPOW3BOACTB2), MA3Ty MUCTEYEHMA CPOKa
rogHocTH (mecau v roa).

Ha ®apToHHOW ynakoBke (nadyke) yKasblgaoT

TOProBOE HauMeHOBaHWe NeKapCTBeHHOro
npenapata (COBMaggeT «C  MEXOYHAPO4HbIM
HenaTeHToBaHHbLIM HauMeHOoBaHuem),

HaWUMEHOBAHWE  AEPWATENA  PEerMcTPauuoHHOro
YAOCTOBEPEHMA U HAaUMEHOBaHWEe MPOW3BOAWTENA
NEeKapCTBEHHOrO npenapara, agpec
Npon3BOAUTENA JIEKAPCTBEHHOMO npenapara
(cTpaHa, obnacTb, ropoa), SNEKTPOHHBIM
afpec W CaiiT NPOM3BOAMTENA, 84DEC AepHaTens
PEerucTPauMoOHHOrO  YAOCTOBEPEHUA (cTpana),
NeKapcrBeHHyo GopMy, A03UPOBKY, KOAWHECTBO
TabneTOK B8 YnNaKoBKe, WMHOOPMAUMK O CcocTase
JIEKapPCTBEHHOrO npenaparta (HaumeHoBaHUe
AEWCTBYIOLLErO BELWECTBA WM €ro  KOJMYECTBO,
nepeyeHb BCMOMOTATe/IbHBIX  BELECTB), Homep
cepuy (BKIOYAIOLWMI MECAL, U rOJ, NPOU3BOACTEA),
ATy MCTEYEHMA CPOKA TOAHOCTY (rOAEH A0: MECAL, U
rof), YCNOBWA XPaHEHWA, Cnocob npuMeHeHMs:
«[lnA npuema BHYTPb», YCAOBWMA OTNyCKa, HOMEp
PErMCTPAUMOHHOTO  YAOCTOBEPEHMA,  NIOrOTUN
npoussoautens, Gapm-Kkod, LTPUXOBOM Ko,
OBYMEpHbIA  WITPUXOBOW KOA C MOAHOW wAM
YaCTUHHOW pacWnppoBKoi uHbopmaL iy,
cogepaleiica B ABYMEpPHOM LUTPUXOBOM Koae
mnu  Bes  Hero, «CmMOTPM  WMHCTPYKUMIO  no
MEAWLMHCKOMY MPUMEHEHUIO (NUCTOK-BKAAALIL)»,
«He NPpUMEHATL MO WCTEYEHWM CPOKa FOLHOCTUY,
«XpaHWTL B HEAOCTYIHOM ANA ACTEeH MecTex.
[onoNHUTENBHO Ha KApTOHHOW ynakoBke (nauxe)
Ay6AMpYETCA  TOProBoe  HauMEeHoBaHue U
A03MPOBKa C UCNOMb30BaHvem WwWpudTa Bpaina,

yKasaHo: Toprosoe HaumeHoBaHue
JIeKapCTBeHHOr0  npenapaTta  (coBnagaer ¢
MEMAYHAPOAHBIM HenaTeHToBaHHLIM
HaUMEHOBAHMEM),  JleKapcTseHHas  dopma,
[03UPOBKa, HaumeHoBaHue Aeparena
PEerucTPaLMoHHOro YAOCTOBEPEHMA u
HaMMeHOBaHWE NPOU3BOAUTENA NEKAPCTBEHHOTO
npenaparta, HOMep Cepum (BKAKHIOLMA MeCAL
W oA NpoM3BOACTBA), AaTa WMCTEYEHMA CpOKa
rogHOCTH (Mecau 1 roa).

Ha KapToHHOW ynakoBke (mauke) yKasaWo:

TOProBoe HauMMEHOBaHMe /IEKapCTBEHHOrO
npenapata (coBnagaeT € MEMAYHAPOAHbIM
HEMaTEHTOBaHHbLIM HaMMeHoBaHuem),
HaMMeHOBaHWe JepwaTens perucTpaLMoHHOro
YAOCTOBEPEHMA " HaumeHoBaHue
NPoOWU3BOAMTENA NEKapCTBEHHOro npenapara,
agpec NPOM3BOAMTENA NIEKAPCTBEHHOMD
npenaparta (cTpaHa, obnactb, ropoa),
3NEKTPOHHBIN 3Apec M caiT npow3BOAUTENA,
aapec AepwaTens PErucTPauroHHOro

Y4OCTOBEPEHMA (CTPaHa), NeKapcTBeHHan dopma,
[O3VPOBKA, KONMYECTBO Tab/JeTOK B YMakoBKe,
uHpopmauMa O  COCTaBe  JI@KApCTBEHHOrO
npenapata  (HaMmeHoBaHue  AelcTBYIOLWEro
BEUECTBA M €0 KO/MMYEeCTsD, MepeyeHs
BCMOMOTaTeNbHbIX  BELLECTB), HOMEp Cepuu
(BRAKOUKOWIMI MECAL, M TO4 MPOU3BOACTBA), AaTa
WCTEYEHMA CPOKa roAHOCTY (FOABH 40! MECAL U
rog), YCNoBUA XpaHEeHWs, Cnocob NpUMEeHEeHMs:
«[lnA Nnpuema BHYTPbY, YCI0BUA OTMYCKA, HOMeEp
pPervcTpaLMoHHOro  YAOCTOBEPEHMA,  /IOrOTWN
npousBoauTeNs, Gapm-Kog, LWTPUXOBOW Koa,
ABYMEDHbLIA  WTPUXOBOW KOA C  Y4acTMYHOM
paclwndpoBKoil MHDOPMALMK, coaepKallelica B
ABYMEPHOM  WwTpMxosom  Koge,  «CmoTpu
MHCTPYKUMIO NO MEAMLUHCKOMY NPUMEHEHUIO
(nvcTok-BrNaapiw)»,  «He  npumMeHsTs  no
MCTEYEHMM CPOKa FOAHOCTM®, «XpaHuTk B
HEAOCTYNHOM 4NA ASTEeW MecTer.

[ ONOAHUTENBHO Ha KAPTOHHOM YNaKoBKe (nayke)
npoay6AMpoBaHbl TOProBOE HaMMEHOBaHME W
A03MPOBKA C MCNONb30BaHMeM WpwdTa bpaiins.

CpoKk rogHocTH

3roaa

FogeH ao: 12/2028

XpaHeHue

Mpu Temnepatype He Boiwwe 25 °C B KAPTOHHOMW YNaKoBKe (nayke).

3aKknlueHMUE: COOTBETCTBYET/ He CooTBeTCTBYeT TpebosaHuam J/IM-Ne(002282)-(Pr-RU)-030523
(ReobxoaMmoe NoaYEpPKHYTE)

Odopmneno: Mapsuna M B.

HauanbHuk OKK: Z [ Kupuauna N.&.

Crpanuua: 2 u3 2




PEAEFAABHAA CAVMBA TID HAAS

B COEPE 3APABOOXFPAHEHMA

Y

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

Ha BBOA B rpaxgaHCkun odopoT B Poccuinckonm depgepaunm cepum nam naptmm MMMyHOBMONOrM4eckoro NeKkapCcTBEHHOro
rnpenapaTa, No coctoAHUo Ha 13.02.2026 18:01»

KOHTYpHbIE (2), MauKu
KapTOHHBIE/ ~

"Ozon" (OO0 "O30H")

OrpaHUUEeHHOM 0TBeTCTBEHHOCTHI0 "O30H" (OO0 "O30H"), Poccust
(YnakoBmUK/hacOBIMUK (BTOPUYHAS/TPETUYHAS YIIAKOBKA))

Opranu3anms, ITncbMma 00
JlaTa BHeceHHsI B IIpousBoguTenn Homep Howmep, nata
. BBINYCTHBIIASI B u3bsaTuu JIC
AHC Toprosoe HaHMeHOBaHHE (BBIMYCKAKOIHHA Crpana CBefieHHsI 0 CTAHAX MPOH3BOCTBA HopmaTHBHast JOKYMEHTAIHS T paKIaHCKHH CepHH, pa3pelIeHHs1 Ha (HOmep
Poc3npaBranzopa KOHTPOJIb napTHH HIIII ’
AP A3op poIk) odopot P nara)
OO01uecTBO ¢ OrpaHMYEeHHOM 0TBeTCTBEHHOCTHI0 "O30H" (OO0 "O30H"),
MertoTpekcar; TabJeTKH, . N
N O0uiecTBo ¢ Poccus (ITpouseogutess (roropoit JID)); OOmecTBO ¢ OrpaHUUYEHHON
MOKpHIThIE 0GONI0YKOH 2.5 Mr OrpaHUYEHHON otBeTcTBeHHOCTHIO "O30H" (OO0 "O30H"), Poccus
30.01.2026 25 WT., yNaKOBKH STYECHKOBBIC P Poccust i JITT-Ne(002282)-(PT'-RU)-030523 000 "Os0H" 050126 -
OTBETCTBEHHOCTHIO (Y naxkoBmuK/(acoBIvK (B IEPBUUHYIO YIAKOBKY)); OO1ecTBo ¢




