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OZON

TAPMAUEBTUKA

3¢$.813(02)

Mecto HaxomaeHua: 000 «0zoH», 445351, Camapckan oba., r. JMurynesck, yia. NecoyHan, 34, 11
MecTa ocyluecTeneHus AuLeHsupyemon geatensHoctu: 000 «O30H», 445351 , Camapcekas o6, I. 0. Wuryaesck, r. urynesck, ya.

MapocTpounTeneii, 4. 6; Ten. +79874599991, +79874599992, (84862) 290-00, dakc (84862) 341-09;
Nnuensna MuHucTepersa MpomeiwnedHoctv u Toprosau P® Ne /1012-00102-77/00010730

Ceptudurar Kauectsa cepum Ne 2716 ot 12.03.2026

AtopBacTaTuH, TabneTku, NoKpebITbie NNeHo4YHOoN 060/104KOM 40 mr

Homep cepum
[ata Hayana Nnpov3BOACTBA
Konudecrso

AHanus BbINOJHEH N0 HOPMATUBHOMY AOKYMEHTY

TOProBOE HZMMEHOBEHMWe NeKAPCTBEHHOMO NPeNapaTa, NeKapcTeeHHaR GOPMa, A03UPOBKa

PerucTpaumoHHoe yaoctoseperue J1M-Ne(006921)-(Pr-RU)

330226

20.02.2026

61 172 ynakoBoOK

JIM-Ne(006921)-(Pr-RU)-180924

HaumeHoBaHWe nNokasatens

MeTon KoHTpoAas
HopmaTuBHOe 3Ha4yeHue

Pe3y/IbTaT KOHTPOA

Onucanue

Bu3vanbHbIi

TabneTku Kpyrisie [BOAKOBLINYKALIE, MOKPbIThIE
nieHoyHol oBosovkoil Benoro uam nouytu benoro
uBeta. Ha nsnome sagpo benoro usera.

TabneTku Kpyrnbie 4BOAKOBLINYKILIE,
foKpbIThIE NAeHo4YHo! o6oao4Koit 6enoro
ugeta. Ha usnome agpo benoro ugera.

MNMoanuHHOCTL

BIXKX

Bpemsa  yOepHuBEHMA  OCHOBHOrO  MMKa  Ha
XpOMaTOrpaMme MUCMbITYyeMOro PacTeopa  LOJIKHO
COOTBETCTBOBATL BPEMEHW YAEPWMBAHMA NUKa
aropeacTaTMHa Ha  XpoOMaTorpamme  pacTeopa
cTaHAapTHoro o6pa3ua (CO) aTopBacTaTHa KanbLua
(paspen «Konu4ecTBeHHOR ONpeaeneHuen).

CooTsetcrayer

PacTBopeHme

[d PO, VO-cnekTpodoTomeTpua
He medee 75 % (Q) CssH3sFNpOs (aTopsactatuHa)
yepes 45 MWH OT 3a8BNEHHOIO COAEPAaHMA.

87 %

PoacTeeHHble npumecu

BIHX

Nobas eguHWYHas HeupeHTUOULMPOBaHHaA NPUMECh
—He Bonee 0,5 %.

Cymma npumeceld - He Bonee 2,0 %.

He oBHapyeHo
He 0bHapyeHo

OpHOPOAHOCTL 403UPOBAHUA

[P PP, cnocob 1, YP-cnexkrpodoTomerpus
AV<15,0%

6,3 %

KonunyectsexHoe onpegenexue

BIMHX
Ot 37,0 go 43,0 mr CasHssFN2O; (aTopsactatHa) B
TabneTtxe.

37,9 mr

Mukpobuonoruyeckas uucToTa
Obuiee ynMcno aspobHbIX
MWKPOOpPraHusmos s 1r
O61iee YMCIO APOMIKEBLIX U
nnecHesbix rpuboe e 1r1;
Escherichiacolis 1T,

[® PP, Kateropua 3 A.
He Bosee 1 - 103 KOE/ r/mn;

He Bonee 1 - 102KOE/ r/mn;

meHee 1-10'KOE

meHee 1-102KOE

oTcyTcTeve B 1 r/m. OTCYTCTBYET

Ynakoeka Mo 10, 30 Tabnetok B KOHTYpPHYKO sA4elKoeyio | 30 TabneTok B KOHTYPHOW AYeliKoBOW
YNaKOBKY M3 MASHKM NOSMBMHMAXAOPUAHOW, NMB0 | YNaKoBKE U3 NASHKYM MONMBUHUIXAOPULHOMN
NAEHKK M doAbrM  aNlOMWUHMEBOM  MeyaTHOW
NOAUBUHUAXAOPUAHON/NONMBUHUAMAEHXAOPUAHOK | NaKMPOBEHHOM.

1 GONLIY aNIOMUHMEBON MEYATHOW NaKWPOBaHHOM. 1 KOHTYpPHaA A4elMKoBas YNaKoBKa BMECTE C
Mnu no 10, 30 Tabnetok B KOHTYPHYIO AYEWKOBYIO | MHCTPYKLMEN no MeaULUHCKOMY
YyNakoBKy W3 martepuana KOMOWHWPOBAEHHOIO Ha | MPYMEHEHWMID (IMCTOK-BKAAAbIW) NOMELLEHE
OCHOBE donbru (TpexcnokHbIv Matepuarn, | B KAPTOHHYHK YMaKoBKY (Maury).
BRNIOYAOWMIA 3NOMUHUEBYID GONBIY, NAEHKY W3

OPUEHTMPOBAHHOIO nonvamuaa,

MOMUBUHUNXIOPUIHYIO  MAEHKY) u  doasru

2/IOMUHWEBOW MEYaTHON NaKMPOBaHHOM,

1,2, 3,4, 9 nnn 10 KOHTYPHbIX AYEAKOBbIX YNaKOBOK

BMECTE C  WHCTPYKUMEH No  MeguLMHCKOMY

NPUMEHEHUIO  (NMCTOK-BKIAABIW) MNOMELWAT B

KapTOHHYIO YNaKoBKY (naqky).

MapKupoBsKa Ha KOHTYpHOI s4elikoBOM ynaKkoBKe (6aucTepe) | Ha  KOHTYpHOU  AueliHOBOM  ynaKoske
VKasblBakoT Toprosoe HaumeHoBaHue | (BaucTepe) YKa3aHo: TOprosoe
NeKapCcTBEHHOTO npenapara (coBnapaer ¢ | HaMMEHOBaHWE NEKapPCTBEHHOTO Mpenaparta
MEKAYHAPOLHbIM HenaTeHToBaHHLIM | (cosnagaer c MeHKayHapoaHbIM
HaumeHoBaHuem), NeKapCTBEHHYO dopmy, | HernaTeHTOBaHHbLIM HauMeHOoBaHWeMm),
[O3UPOBKY, HaMMeHOBaHUWe Lepiartens | AekapcreeHHas dopma, [LO3UPOBKa,

Odopmneno: Mapbuna H.B.

Crpannua: 1 u3 2
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(Zf' OZO N MecTo Haxomaenua: 000 «030H», 445351, Camapckas o6, . Wurynesck,

DAPMALIEBTUKA

30.813(02)

yA. MNecoyHas, 34. 11
MecTa ocylecTBneHMA AMLeH3npyemoii aeatensHoet: 000 «O30H», 445351 , Camapckan o6n., r. 0. Yurynesck, r. Hurynesck, yn.

TwapocTpoutened, 4. 6; Ten. +79874599991, +79874599992, (84862) 290-00, dakc (84862) 341-09;
/nueHsua_ Munucrepcrsa MpombiwnerHocTy 1 Toprogam Pd Ne 1012-00102-77/00010730

PErucTpaLmMoHHOro YOOCTOBEPEHMA "
HaMMEHOBaHWe MPOWM3BOAUTENA NIEKAPCTBEHHOTO
npenapata, HOMEp cepuu (BKAKYAIOWMHA Mecal u
o4 NPOM3BOACTBA), 3Ty MCTRYEHMA CPOKA rOAHOCTH
(mecau v rop).

Ha KapToHHO# ynakoBke (mauxke) yKasbisaioT
TOprosoe HaumeHoBaHue NleKapCTBeHHOro
npenapata  (coBmagaeT €  MeXAyHapoaHbim
HeMaTeHTOBaHHbIM HauMeHoBaHWeMm),
HaUMEHOBaHWEe  fepwaTens  PerucTPaLMOHHOTO

YOOCTOBEPEHUA M HaMMEHOBaHME NPOM3BOAMTENS
JIEKapCTBEHHOrO NpenapaTta, agpec NPoM3BOAWTENA
NleKapcTBeHHOro npenapaTa (cTpaWa, 06nacTb,
ropog) (ana nnowagkm 000 «O30H»), agpec
npou3BoAUTENS NIEKaPCTBEHHOTO npenapara
(ctpana, oBnacTs, ropogckoit oKkpyr) (ona naowazKu
000 «030H dapm»), 31eKTPOHHLIM agpec u caiiT
NpPOU3BOAMUTENS, agpec fepartens
PervcTpauMoHHOr0  YAOCTOBEPeHMA (cTpaHa),
NIEKAPCTBEHHYIO  GOPMY, [03MPOBKY, KOAMYECTBO
TabNeTtoK B yNakoBKe, WMHPOPMAaLMIO O COCTaBe

NeKapCcTBeHHOro npenapara (HaumeHoBaHMe
OEfCTBYIOWETO  BELECTSZ M ero  KOAMYEcTBo,
nepeyeHb BCMNOMOTaTe/bHbIX BELLECTB), HOMEP

cepuy (BRAIOYAIOWIMIA MECAL, M o4, MPOM3BOACTEa),
HaTY UCTeYeHMA CPpoKa ro4HOCTM (rofeH Ao: MecaL, U
rofl), ycnoBuMa xpaHeHus, cnocob npumeHeHus: «0ns

MPUEMa  BHYTPbY, VYCJOBMA  OTNYCKa, HOMep
perucTpaLMoHHOro YAOCTOBEPEHMSA, norotun
npoussoguTens, Gapm-Kog,  WTPUXOBOM  Kog,

[BYMEPHBIA  WTPUXOBOM KoA €  NOAHOM WM
YaCTU4HOW pacwuppoBKOA MHPOPMALLKK,
COAepalleiica B ABYMEPHOM LUTPUXOBOM KOS WM
6e3 Hero, «CMOTPM MHCTPYKUMIO NO MeauLUHCKOMY
MpUMeHeHKI0 (NMCTOK-BKAAABIW)», «He NpUMEeHATL
N0 WCTEYEHUM CPOKa roOAHOCTU», «XpPaHuTb B
HegoCTYNHOM ONA OeTel MecTe»,

[ONONHUTENbHO Ha KapTOHHOM ynakosxe (nauke)
Ay6nvpyeTca TOProsoe HaMMeHOBaHMe W A03UPOBKa
C MCnonb3osaHuem WpudTa Bpains.

HaumeHOBaHUe AepaTtens
perucTpaumMoHHoro YAO0CTOBEpPEHMA n
HaumeHoBaHue npouseoauTens

NIeKapCTBEHHOMO npenapaTa, HOMEp cepuu
(BrnouatOWMi Mecal 1 rog, npou3BoACcTRa),
faTa WCTeYeHMA CPOKa rofgHOCTM (Mecsy,
roa).

Ha KapToHHOil ynakoeke (nauke) ykasaHo:
TOProBOE HaWMEHOBaHWE NeKapCTBeHHOro
npenapata (COBMaAaeT C MeMAyHapoaHsIM

HEMaTEHTOBaHHbBIM HaumeHoBaHWeMm),
HauMeHoBaHue LepraTtens
PErUCTPaLIMOHHOIC  YAOCTOBEpPeHMS u
HaumeHoBaHKe npovseoauTens
NIEKaPCTBEHHOrO npenapara, agpec

NPOM3BOAMTE/NA /IEKEPCTBEHHOO Npenaparta
(ctpana, obnacts, ropoa), SNEKTPOHHBbIM
agpec v calT npousBogMTens, aapec
AepraTens perncTpaumoHHoro
yoocTosepeHus  (cTpaHa), /fiekapcTeeHHas
dopma, [O3MPOBKE, KONMUECTBO TaBNEeTOK B
ynakoeke,  uHpopmaumMs ©  cocTase
JIEKEPCTBEHHOrO NpenapaTta (HaumeHosaHue
[LeCTBYIOWLEro BELLECTBa M ero KONWHECTEo,
nepeyeHt  BCMOMOTaTE/bHbIX  BELLecTs),
HOMEp cepuu (BRAIOMAIOWMIA Mecal M rog,
NpoOM3BOACTBA), AaTa MWCTEYEHWA CpOKa
rofHOCTW (rofieH A0 Mecal, M roj), yCa0BMs
XpaHewus, cnocob npumeneHua: «fns
npuema BHYTPbL», YCAOBWA OTMYCKa, HOMEP
PErUCTPALMOHHOID YAOCTOBEPEHMA, NOTOTUN
npowssoautens, $apm-Koa,  WTPUXOBOWA
KO, [OBYMEpHbIA  WTPUXOBOK Kog ¢
YACTMHHON pacimudposKol MHbOPMaLLMK,
COAepIKaleiicA B ABYMEPHOM LWITPUXOBOM
Koge, «CmoTpu MHCTPYKLUMIO no
MEAMLMHCKOMY — MPUMEHEHWIO  (MCTOK-
BKAaAbIW)», «He NPUMEHATb MO WUCTeYeHUM
CDOKa FOAHOCTUY, «XpaHWTb B HEAOCTYMHOM
Ans neteli mecre»,

[ONoNHUTENBHO HAa KAPTOHHOM ynakoBKe
(nauke) npoay6anpoBaHsi Toprosoe
HauMmeHoBaHue “ [03VpOBKa c
1cnonb3osaHrem wpnudTa Bpains.

CpoKk rogHoCTH

3ropa

logex go: 01/2029

XpaHeHue

Mpv Temnepatype He Bolwe 25 2C B KAPTOHHOM yNakoBKe (nauke).

3aknioueHue: COOTBETCTBYeT/He cooTseTcTBYeT TpeboBaHuam JN-Ne(006921)-(Pr-RU)-180924
(HeobxogMmMoe NoaYepKHYTS)

Odopmneno: Mapsuna H.B.

3aMecTUTeNb AUPEKTOPa MO KauecTsy: /i /

A
£

/ Wnbnuesa E.B.

Crpannua: 2 u3 2




Jlnuensua Ne JIO12-00102-77/00010730

@ lo ) Ne GMP/EAEU/RU/01313-2024
© OZON Caspemene
DAPMALEBTUKA Ha BBITYCK CEPUH JICKAPCTBEHHOI'O MIPEeIaparTa B pealu3aiiio
30.447(04)
17 N7 Mm%
No2716or ‘4 UJ LU 1
HanmeHoBaHHe npenapara ATtopsacratun
MexnyHapoaHoe HeNaTeHTOBAHHOE, WK TPYTITEPOBOYHOE, ATOpBacTaTHH
WM XHMH4ECKOe HAaMEeHOBAHME
JlexapcTeennas gopma TabNeTKH, OKPEITHIE [IeHOYHOR 06010uKOl
Jo3uporka 40 mr
@opwma BBITyCKa TabNeTKH, OKPEITEE TIEHOYHOH 06onoukoii, 40 Mr
(xoHTypHas Auelikoas ynakoeka) 30 x 1 (mayxa kapToHHas)
Howmep cepun 330226
Konuuectro 61 172 ynakoBox
JlaTa Hawana npousBoACTBA 20.02.2026
Cpok ronsocts / l'onen no 3 ropa/ 01/2029
HopmatusHas moxymeHnTauus JITI-Ne(006921)-(PT-RU)-180924
CepTuduKaT KauecTBa CepHH 2716 ot 12.03.2026
HaumeHoBaH1e NPOMIBOHTENA 000 «Ozon»
Anpec npousBonuTens (BCe CTAAMM MPOM3BOCTBA, BKIIOYAS Camapckas o6m., r.o. Kurynesck, r. JKurynesck,
BBITYCKAKOUIHH KOHTPOTb Ka4ecTsa) yi. I'mapoctpouTenest, a. 6
PeructpaunonHoe ynocrosepenue JII-Ne(006921)-(PI'-RU)
[ata rocy1apcTBEHHOMN PEerHCTpaluy 18.09.2024 r
HaumeroBanue nepikatens perncTpauorHoro yaoctosepenus| Q00 «ATom»
PasperneHue nefcTBHTENBHO 10 01/2029
Kommesrappw |

HpHB&JIeHHaH BBILIS HHQ)O])MB.U.HE[ SIBJIgEeTCA ,D;OCTOBGIJHOFI M TOYHOH, CEpPU[ JICKApCTBECHHOTO TNIpenaparta Npou3BelNeHa (BKHK)'-]EUI YINaKOBKY
(MapkHpOBKY) ¥ KOHTPONL KauecTBa) Ha TPOM3BOJACTBEHHOH MNNOMEAKE B TIONHOM COOTBETCTBUH C TpeBOBAHHAMH JTHIEH3WH, [IpaBHn
HaJIexKkalei [pOH3BOACTBEHHOM NMPAKTHKH, PErMCTPALMORHOTO J0ChE. 3aMHcH 1o TIPOH3BOACTBY, YIAKOBKE H KOHTPO/IQ KA9E€CTBA 1IDOBEPEHEL, H
YCTaHOBICHO X COOTBETCTBHE TpeGosanuaM [Ipasuil HaIeKalell TPOU3BONCTREHHOH IPAKTHKH.

/

[TPOAYKIIMA PA3SPEIIIEHA K PEATIM3ALIMU: M a 0 Her

VIIonMHOMOYEHHOE JIUITO:

/ / a5 - aAnn
b4 03, ZUo
%7// / Hedenora Aracracus Banepresna / s

no/{{mcs DHO Jata
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«CBefeHnsa, BHeCeHHble B aBTOMaTU3NPOBaHHYIO MHPOPMaLMNOHHYIO cucteMy Poc3sgpaBHag3opa nepen BBOLAOM B
rpaxgaHckum odopoT cepun, NapTUN NekapCTBEHHbIX cpencTs/ MHdopMaumna o BblaaHHbIX PoCc3apaBHaL30pOM pa3peLlleHnax
P e e B Ha BBOJ, B rpaxgaHckum odopoT B Poccumnckonm degepauyum cepum nav naptmm MMMyHOdOMOI0rM4eckoro 1eKkapcTBeHHOro
PEAEPAALHAR CAYAREBA T1I0 HAASOFPY npenapaTa, No cocToAHMIO Ha 02.05.2026 15:10»

B COEPE 3APABOOXFPAHEHMA

IIncbma
Oprann3anusi 00
JlaTa BHeceHHsI B IIpousBoguTeNb P! M5, Homep Howmep, nata
. BBINYCTHBIIAs B H3BATHH
AHUC Toprosoe HaHMeHOBaHHe (BBINMYCKAOIIHH Crpana CBeJieHHsI 0 CTAIHSIX NPOH3BOACTBA HopmaTHBHasi HOKyMeHTaLHs E— cepHH, paspenieHHst Ha JIC
Poc3gpaBHanzopa KOHTPOJIb) paxa napTHH HIIII
obopor (HOMep,
nara)
ATOpBacTaTHH; TabJIETKH, OO01uecTBO ¢ OrpaHMYEeHHOM 0TBeTCTBEHHOCTHI0 "O30H" (OO0 "O30H"),
TOKPBITHIE [IEHOYHOM O0mwecTBO ¢ Poccus (ITpousBoguress (rotopoit JID)); OOmEcTBO ¢ OrpaHUYEHHON
o6osoukoit 40 mr 30 mT. OrpaHUUCHHON otBeTcTBeHHOCTHI0 "O30H" (OO0 "O30H"), Poccus
12.03.202 ’ Poccus ’ JITT-Ne 21)-(PT-RU)-180924 0 "O30H" 022 -
03.2026 YIaKOBKHU STUEHKOBBIE OTBETCTBEHHOCTHIO "O30H" (YnakoBmUK/hacoBIMUK (BTOPUYHAS/TPETUYHAS YIIAKOBKA)); Ne(006921)-( U)-1809 00 330226
KOHTYpHBIE (1), mauku (000 "Osz0H") OO0uecTBO ¢ OrpaHMYEeHHOM 0TBeTCTBEHHOCTHIO "O30H" (OO0 "O30H"),
KapTOHHbIE/ ~ Poccust (Y nakoBmuKk/(hacoBIUK (B HEPBHUYHYIO YIIAKOBKY))




