Jhanemsus Ne J1012-00102-77/00010683

HES GMP/EABU/RU/01032-2023 ‘
'OZON Paspemnenue |
CAPHMALERTIKA Ha BBIITYCK CepHH JIEKapCTBEHHOTO IPENapaTa B pearn3allHio

39.447(04)

Ne 4714 ot 20 nosbpa 2025 .

HanmeroBamue npenapata AMBETPHITIUIHE

MexayHaponHOe HelaTeHTOBAHHOE, iR IPyIHPOBOTHOE, AmuTpurranus \
HIIH XHMHYECKOe HAUMCHOBAHHE

JlexapeTrennas Gopma Tabnetku

Hosuposxa 25 Mr

Dopma BHITTYCKa

TaGeTky, 25 Mr (KOHTYpHAs selikoBas yraxoska) 50 x 1
(nagxa xaprounas) ' |

Homep cepun 221025
Kommeerno 136 320 ymaxosox
Jara Hanana NpoussoCTEa 30.10.2025

Cpox rogroct / Topen 1o 3 ropal 09/2028

Hopmateeras HOKyMeHTaIHA

JITT-Ne(004876)-(PT-RU)-150324

Cepradmxar KagecTsa cepuu

4714 o120.11.2025

HaumMerdpanue Tpou3BOaBTELH

000 «O30r Papm»

AJipec npou3BoauTes (BCe CTajNK MPOU3BOACTRA, BITIOYas
BRIIYCKAIOIH KOHTPOXE KayecTsa)

Camdpexas o611, 1. 0. Tomsarry, Tep. 033 TIIT, MarucTpams
3-q, 374 11, cip.1

PerucTpaumoHHOS YIOCTOBepEHHE

JITT-Ne(004876)-(PT-RU) _

Jlara rocyAapCTBEHHON perucTpaiyy 15032024,
HaumMenosanue aepxarens perucTpalioRHOro 000 «Oz0my
YIHOCTOBEPSHUA

Paspemenne AeHCTBATENEHO O 09/2028
Kommenrapur ] e

Npupegeunan Bauie HHHOPMAIMS SBIRCTCH JOCTOBEPHOR 1 TOMHON, CepHs JIeKapCTBEHHOIO NPSIAPATA HPOHIBGLEHA (BrimOYas ynakoBky
(MADKHpOBKY) M KOHTPONL KauecTBa) Ha NPOM3IBOACTECHHOM NMOWIANKE B NONHOM COOTBETCIBHM C TPEGOBAHMAMM JHICH3HH, [Ipanun
‘Haunexkanel poussoACTReHHOH NPAkTHKA, PErACTPALOHHONO JOChE. SANHCH 110 NPOH3EC/CTRY, YIIAKOBKE M KOHTPOIO KAYECTHA IIPOREpEHE, 1
'YCTAHOBIIEHO MX COOTBETCTRHE TpeGoparuaM [Ipanui HageKamel poH3BOCTREARON TIPAKTHKHA.

TIPOZLYKIIVS PA3PEIIEHA K PEATIMBALIN:
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PEPMAUERTING

Mecro HaxomaeHuA 000 «OaoH Gapmn; 445043, Camapcxas oba., 1. 0. Tonbatmy, Tep. 033 AT, maructpans 3-n, 34, 11, crp.d.
: - Mecra ocywecrsaedmn AnueHsupyemoii gestenbHoct 000 «O30H ®apmn; Camapckas o6, r. o, ToasatTy, Tep. 033 NNT, ma rMeTpant 3-8
s OZON 34. 11, crpl. Ten.cov.: 479874559393, +798774599994

Jivuensnr Municrepersa NpomuiwaeHHOCTH 4 Topréann PO Ne 1012-00102-77/66010683

Ceptudukar kayectsa cepun Ne 4714 or 20.11.2025

Homep cepuu

Bara wauana npoussopcrea

Konnuecrso

AHB/IM3 BBINOIHEH [0 HOPMATUBHOMY LJOKYMEHTY

AMMTPUNTUAKNH, TaBneTkK 25 pmr

Toprosae P penap

| Aerapcrsernan $opma, AD3nposKa

221025
30.10.2025
136 320 ynakoaok

PerucrpaumnonHoe yaoctosepenve nﬂ~N9(004876)-(Pr -RU}

SIN-N2(004876)-(PI-RU)-150324

HaumeHoBaHue nokasarens

Meroa KoHTRONA

HopmaruBrOE aHauetne

PeayabTat KOHTPO/R

Onucanne BuayankHmli
Kpyrasie nRocKoumanHAprverke Tabnetkw Genoro uau Beabro ¢ Kpyrsie naockoumaMbgpuaeckme
JReATOBATHIM OTTEHHOM UBETa, ¢ $acHoi M puCKOH, AoNYCKaeTca Hamume Tabneriu Benoro useta, ¢ dackoll v
BKPanneruit CBRII0-HBATOrO UseTa. PUCKON, BRpanaeHua cae'mo-memoro
LBETA OTCYTCTBYIOT.
MoanunHoCTs Y®-cnexrpodioTomerpus
Y®-CcAeTpbl  NOTNOWEHUA  UCHIBITYEMOro pacrteopa # pacrsopa CO
amMuTPUATUAMNE FUApOXAopMAE B obnacTi ot 210 ao 300 sm AOMHUHbBL Coorasrcrayer
MMETE MARCUMYM UM MUHUMYM TIPKM OGHIX U TEX JKE ANMHAX BOAH £ 2 HM
{Pasgen ¢Konuuectaeruoe onpegenennes),
Icx
OcHoBHOE MNMATHO Ha XpomaTorpamme MCNBITYEMOro  pacTsopa  fo
MOAMKEHNIO, COBOKYNIHOCTA BE/MYKHBI K MHTRHCUBHOCTH ROTNOWEHUS Cooreercrayer
AOMKHO  COOTBETCTEOBATL NATHY AMUTPUNTUAVME TMAPOXNOPMAR Ha
¥pomatorpamme  pacTsopa  AAR  MPOBEPHM  MOSAMHHOCTH  pasgen
«PofcTREeHHbIE NpUMecHy).
Pacreoperive [¢ PO, VO-cnexrpodoromeroun
He menee 70 % (Q) CaoHaaN (amutpunmuauna) yepes 45 mun. 97 %

Pogcraerbie npumeck

TCX

Npumecy gubensocyGepona ~ He Gonee 0,25 %.

Npumecy uuknoBetsanpuna rAROXAOPUAS — He Bojee 1,0 %,
JioBoit Apyroit eAHUIHON HeMAEHTHONLMPOBEHHOM npumecK — He
Honee 1,0 %.

He obuapyeno

O4HOPOAHOLTE LOZUPOBAHMA

[® PD, ciocob 2

AVs15,0% 72 %
| Koausecreentioe Y®-cnexipodoromerous
onpegenchue 07 23,1 40 26,8 mr CooHzsN {amuTpunTuamMua) s Tabnerxe. 23,3 mr
MurpoGuonoruueckan [® PO, Kateropua 3A
YUCTOTA

O6uiee YUERD aspoBHbIX
MURDOCpranusmos s 1r;
Obuiee 4ncno ApoRKessiX U

He Bonee 1108 KOE/ r/mn;

MeHee 1-10' KOE

naecHesbix rpubos B 1} He Gonee 1-102 KOE/ r/mn; Medxee 1-10* KOE

EscherichiacoliB 1r. Oveyrersue 8 1.r/mn, Oreyterayer

‘Ynakoska B cayyae npoM3BOACTEE NpenapaTa Ha NpoM3ROACTBRHHON naowasxe | Mo 50 Tabnetok B  KOWTYPHOI
000 «030u», Poccun: A4EiKOBOM  YMaKOBKE U3  NAGHKM
Mo 10, 20, 30, 40, 50 TabneToK & KOHTYPHYIO AYEHKOBYIO YNAKOBKY U3 ROAMBUHUAXAOPHAHOR. K dosbIy
MABHKY NOAMBUHUAXAOPUAHOR 1 GONbrY  amomubvesol nevaTHoR | amomuHUeRON NeysTHOR
NBKUPOBABHONM, NARNPOBAHHON,

Mo 10, 20, 30, 40, SO, 60, 70, 80, 90 unu 100 TabaeTok B GaHKU s
noAusTUASHTEPedTANATA Ana NEKAPCTBEHHLIX  CPBACTE unn
TOAMApONMAGHOBEIE  M/IA  NERAPCTBRHHLIX  CPEACTS,  YRyHOpeHHbie
KPbILLHAMM W3 NOAUITHAGHA BLICOKOMD 43BABHUA C KOHTPOAEM NEPBOro
BCKPLITMA WU KPBILIKEMY MOAMNPOMMACHOBLIMU ¢ CHCTEMOM KHIMKATbL-
NOBEPHYTHY UAW KPLIUKAMM U3 TIONNSTUAEHA HUSKOTO A3BABHUA €
KOHTDOIRMN N1EDBOT0 BCKPLITUA.

Cooboaroe NpocTpaHcTao 8 BaHKe 3anoAMsior BaTOMN MEANUMHCKON
FUIPOCKONUYHOM,

Ha Ganky Hakneusaior STHKETRY CAMOKNRALLYIOLA,

OpHy Gaury uan 4, 2, 3, 4, 5, 8, 7, 8, 9 um 10 KOHTYDHBIX AYRIKOBLIX
YNAKOBOK BMECTE € WUHCTPYKUMEH 10 MEAUUMHCKOMY NPUMEHEHMIC
{AMCTOK-BRABABIL) NOMEWGEIOT B KAPTOHHYIO YIIAKOBKY {naury).

B cnyyae npou3sOACTBI NPENaparta Ha NpOMIBOACTBEHHOI nnolaaKe
000 «O30H Dapm», Poccus:

flo .10, 20, 30, 40, 50 tabaeTtok 8 KOHTYPHYIO A4elKOBYK) YNaKOBKY M3
NAGHKY  NOMMBUHUAXAOPHAHON 1 GOnbMM  aomuHMesol nedaTHoOH
NAaKBPOBEHHON. .

1,2,3,4,5,6,7,8, 9 unm 10 KOHTYPHLIX AYSHAKOBLIX YNaKkoBOK BMECTE ¢

1 KoWTYpHaAa avelikoBad ynaxoska
BMecTe c MHCTRYRUMRIH no
MEAULMHCKOMY NpUMEHEHUMID {AINCTOK-
BIIAGLIL) NOMEWEHA 8 KAPTOHHYIO
ynaxoBsry {nauxy).

Odopmneno: Benosa H.C.

Crpannua: 14632




OZON *

TAPHALERTURA

€/

‘ Mecro Haxowaguua 00
5 f) MeCTa 0CyleCcTBAEHUA NMLEHINPYEMOll ABATRABHOCTH
11, crp.d. TeacoTs +79874599993, +798774598994

Q «Q30H Papmn: 445043, Camapcran 061, . 0. TonbATTY, TEP. 033 {I1T, mamcTpans 3-8, 34, 11, crp.L.
000 «O30H Dapmy: Camapekan 0B, 1. 0. TONLATTH, TED. 033 MNT, marucrpans 3-a

JinueHspa Musncrepcrsa MpoMbiwAeHHOCTH # Toprognn PO N2 1012-00102-77/00010683

VHCTPYKUMeR 1o MEAULUMHCKONY  NPUMEHEHWIO {(nmcror-BrAagpius)
NOMRIWAIOT B KAPTOHHYIO YNAKOBRY {naury).

MaprUpoBKa

Ha KOHTYpHOM AMENKOBON YyNaKoBKe {Bancrepa) yKassiBaloT -Toprosoe
HauMeHoBaHKe JIEKAPCTBRHHOMS npenapara {cosnagaeTr ¢
MEHAYHAPOAHBIM HENATEHTUBAHHbIM HAUMEMOBAHWUEM), IEKAPCTBEHRYIO
dopmy, [03MPOBKY, HBUMEHOBAHWE Jepwaresn  PerucTpaliuoHHOro
YAOCTOBEDEHWA ¥ HAaMMEHOBAHWE MROWIBORUTEAS NEKAPCTBEHHOTO
npenapara, Homep cepuu {Brarouatonmit mecal v 104 RpPOM3BOACTER),
L£aTY MCTEMEHUA CPOKA rogHOCTH {MecRL 1 rog).

Ha sTAKETHE BAHKY YKA3bIB3IOT TOPrOBOE HAMMEHOBAHNE NIEKAPCTBEHHOMD
npenapata  (COBABABET € MEMAYHADOAHLIM HEMATeHTOBAHHbBIM
HaumeHoBawWem), nexapcTseHHylo  Gopmy, AOSUPOBKY, KOMMHeCTso
rabnaTok B Gauke, thocob npumeseHus: «llna npuema BHYTDSY,
HIUMEHOBAHME AEPMATEAS  PETMCTPAUUOHHOMD  YAOCTOBEPEHAA “
HAUMEHOBaHNE TPOW3BOAMTENA NEKapCTBEHHOrO NPEenapats, foroTdn
npoussoautens, ¢apm-kod, Homep Cepui {BrUovaIoUWF MECARY W 104,
fPOMBROACTBA), AATY YCTEUEHUR CPOKE FOAHOCTH {rogeH 4o Meca ¥ Foa).
B cyyas ApOWIBOACTBA npefapaTa Ha NMpPOM3BOACTBEHHOM NAGUAAKE
000 «O3oHn, Pocckst WA KAPTOHHOW ynawoBKe (nauxe) yxasLiBAOT
TOproBOe HAMMEHOBAHME JIeKAPCTBEHHOM npenapara ({coBnapaer ¢
MENAYHEPOAHLIM HENATEHTOBANHBIM HaWMEHOBaHKWEM), HaumeHosaHKue
JEpRATeNn  PErvCTPauMOHHOTO  YAOCTOBEDRHNA (cosnapaer ¢
HauMEHOBaHKEM Npon3BOANTENRY, aapec npou3BOANTENA
nekapersenHoro  fipenapaTa  (cosnadser ¢ agpecom AOpMATENR
perucTpaLuoHHoro y,u,ocrosepenna) {crpana,  obsacty, ropoa),
aNeKTROHHLIR aapec W callT NpoussDAuTens, nexapcraesnyio. Gopmy,
LO3UPOBRY, KOAMHECTBO 1abRetok B YNAKoBRe, nHOOpMaumio o cocTase
nexapcTeeHHoro npenapara {(HaumeHoBaHve AeicTayioero BetuecTea i
©I0 KOAMHECTBD, NEPEUeHb BLNOMOTaTeatHbIX BeujecTe), HOMEpD Cepuu
(BrAtouaOLMA  MECAL W TOR ApOM3BOACTBA), AATY WCTRHEHWR CPOX3
rogdoctv (ropen po: mecay w rod), YCROBMA XpaHeHwa, cnocob
npumenenmus:  «0An  npuema  BHYTPLY, YCA0BAA OTNYCKa, HOMEp
PEFUCTPALHMOHHOTD YAOCTOBRREHNSA, N0TOTMN npoussoauTens, Gapm-kogm,
WTPUXOEDH KOS, BBYMEpHBIN WTPUXOBOA KO, C ROMHOR MAN yacTuuHOMU
paciunpoBKoi MHGOPMAUNK, copepMauieiich B 4BYMEPHOM WTPHKOBEOM
xoae Mau Bes Hero, «CmOTDi WHCTPYRUHIO FO MEAHUNHCKOMY
npUnMeHeHno {nueTor-BrARABIL)N, «HE APUMEHATE 1O WCTEHEHUM CPOK3
FOAHOTTHY, KXPaHUTs B HEAOCTYAHOM ANA neTeit Mecte»,

B cayduae NpoWaBoACTBa npenapata Ha NpON3BOACTERHHON OLI3LKE
000 «Oson dapm», POCCcnA Ha KAPTOHHOA ynarosxe (naure) yrasuIBAIOT
TOProBOE HAUMEHOBEHWE JI@KapCTERHHOMD npenapata (coBnagaet ¢
MENAYHAPOAHBIM HENATEHTOBAHHbIM HavMMeHOoBAHUEM), HaumeHoBaHUR
£EDMATENA  PEIUCTPAUMOHHOIC  YAOCTOBEPEHMA U HauMeHoRaHKe
NPOM3BOSUTENA NIEKAPCTBRKHOrO npenapara, aapec pOMIBOAVTENA
NexapcTBeHHOrO npenapata  {CTPaHa, oBnacts, TOPOACKOH OKpYr),
SMeKTpOHHBIA aapec u CaiiT npousBopMTens, aspec Aepwarens
PETMCTPAUMOHHOID  YAOCTOBEPEHMA {cTpana), nekapcTeeHHYIO opmy,
AD3MPOBKY, KOAMUECTBO TabNeToK B YNAKOBKE, UHHOPMALUIO O COCTaBE
ARKApCTBEHHOTO fpenapaTa (HaumeHoBaHue [EeRCTBYIOWErD BRULRCTRA U
£r0 KOAVMECTBO, NEpeyeHb BCMOMOTATebHbIX BEUECTS), HOMEP CepuH
{(BrAuKGYRIOWMA MeCAl, ¥ FOA NpOMIBOACTBA), ABTYy WCTEMEHMA CpoKa
rogrocti (roZeH AOI MECAL M rog), yoiosws xpaHens, cnocol
ApmeHeHua: «[iAR  npuema BHYTPbY, YLJOBMA oTnycKa, Homep
PETMCTPAUMORHOTO YAOCTOBERRHISA, AOTOTAN nponssoanTeNs, HapM-KoL,
WTPUXOBOT KOA, ABYMEDHbIA LITPHXOBOM KO C NOAHOA WK YaCTMYHOM
pacwnbpoBroi MHGOPMaLnK, COAEPKALRNCA B ABYMEPHOM WTPHXOBOM
Kofle wau 6e3  HEero, «CMOTPpH  MHCTPYRUMIO 1o MEAUUUHCKOMY
OPUMEHEHMIO (WMCTOKR-BKAAZRIU}Y, «HE NPUMEHATL O MCTEUEHNM CPOKA
TOAHOCTHY, «XpaHKTh B HEAOCTYIHOM ANA Aeteil mecten,

LonoARMTENsHO HA KapTOHHOI yNakoBKe (nauke) pyGamvpyetcA Toprosoe
HaumeHOBaHIe N JO3UPOBKA C MCIOAL30BaHNEM wpudTa Bpaina.

Ha woHTypHol aueiixosofl ynakosxe
{6aucrepe) yKasaHbi: TOProBoe
HaumeHoBaHNe NEKaPCTBEHHOTO
npenaparta {coenapaer ¢
MEMAYHAPOSHBIM  HENaTeHTOAaHHbIM
HaWMeHoBaH1em), NIeKApCTBEHHAR
dopma, AOIMPOBKR, HAWMEHOBAHME

LepwaTenn PErucTPaLMOHHOro
YAOCTOBEpEHMA W HAMMEHOBAHWE
NIpON3BOAUTENA ABKAPCTBEHHOTO
npenapara, Homep cepuu

{srntouaowmit mecai| n ro4
NPOM3BOACTBA), A3TA WCTEYEHHA CPOKA
ropgpocTy (mecau v roa})

Ha xapronHo#t ynakosxe {naure}
yKasambi  TOProgog HaumeHoBaHie
NEKapCTBEHHOID npenapara
(comnagaer [ MEHAYHAPOAHLIM
HEMATEHTOBAHHBIM  HauMEHOBaHKeM),
HanmeHoBaHne JepHarTenn
DeruCTPALMOHHOTO YAOCTOBEPEHUA #

HanMeHoBaHme pOV3BOANTENA
JIGRAPCTBEHHOTO  TIpenapata,  agpec
NpOM3BOAUTENR fieKapcTeeHHOD
npenapara {cTpana, o6nacTy,

TOPOACKON OKPYT), SAEKTPOHHBIV BOPEC
W caifr  npovssoguTeAns,  agpec
Aepwarens PECUCTPAUUOHHOrO
YAOCTOBEDEHNA (crpanal,
nerapcrbernan  gopma, AO3NPOBKA,
Koawdectso TabaeTok B YNAKOBKE,

nrdopmauwra o ' ¢ocTase
NeKapCTBeHHOTO npenapava
{nanmeHoBaHue agficrayouiero

pewecrsa 1 ero KONWYecTso, nepeyetb
BCNOMOTBTENLHBIX  BEUEecTs), HOMep
cepun  (BraouaiOMi MeCay W o4
NPOMBOACTRA), HATa MCTEHEHWA CPOKA
rogHocTH (fofes 80; Mecal # roa),

ycnosus XpaHEHUA, cnocob
npumenenui: «As npuema BHYTPbY,
yenosua oTnycKa, HopMep

PEFMCTPALMOHHOTO  VADCTOBEPEHUA,
noroTMn  npouasogutens, $apm-roa,

wTpKxosoh ROA, ABYMEpHbIA
wrpuxosod  Kog  C YACTUYHOM
pacwuposKoi nHopmaluy,
CoAePHALLENCA B ABYMEPHOM
WTPUXOBOM KOLe, «CmoTpn
WMHCTRYKUMI 10 MEANLMHCKOMY

NPUMEHEHUID {nvcToR-BRABAIL]Y, kHe
NpumeHATs N0 KCTEYEHMU  CPOKA
roaHoCTHY, «XpaHWTh B HEQOCTYNHOM
ans pereil mecren.

LonoannTeseHo Ha HapTOHHO
ynakoeke {nadre} npofy BaMposanst
TOProBoE HauMEHUBAHUE 1 ;ioampoaka
¢ yicnonsacsanmen wpudta Bpaitna.

XpaHerue

B 3alMILEHHOM OT CBETA MmecTe Npu temnepartype He sbiue 25 °C.

CpoK rogHoCT#!

3roaa

Bammqenniw He cootsercrayeT TpeGoBaHUAM JIN-Ne(004876)-(Pr-RU)-1503
{neobxoaumoe AOBMENKHYTY)

Odopaneno: Besopa H.C.
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HavaneHuy OKK: T [Rysuna OH.
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«CBefileHns, BHeCEHHbIE B aBTOMaTU3MPOBaHH
FPaXAaHCKUin 060poT cepuit, NapTuin nekapcT
Ha BBOJ B rpaxaaHckmnii odopoT B Poccuiickoin degepaLim

BEHHbIX Cpe

Yyio HopMaLmMoHHylo cucTemy PocapasHaf3opa nepepj BBoLOM B
ACTB/ NHdopMaLuma o BblgaHHbIX Poc3npaBHag3opom paspeleHnax
n Cepun nnm NapTum MMMyHoOBMON0rM4eCcKoro 1eKapcTBEHHOMO

"AEPAABHAY CAVXXEA MO HA A 20PV
PEAEPAABHAR CAYXBA 110 HAA30P) npenapata, No cocToAHuo Ha 01.04.2026 12:25»
(COEPE 3APABOOXPAHEHMA
Ilara Hecenns B MpoussomuTens ,,(:,l:,rt::::::: ® Homep Howep, nara ur:::::: .?li:?
AHC Toprosoe Haumenosanue (BbITyCKaOmMI Crpana CBefleHHs 0 CTaIHAX NPOH3BOACTBA Hopmartueras JokymenTanus Y CepHH, paspemieHus Ha
IPaKAAHCKHI (HOME)
Pocanpasuaazopa KOHTPOJIb) P 06?) por napTHH HIIIT m‘ﬁ:”
OGIECTBO ¢ OrpaHHUYEHHOI OTBETCTBEHHOCTHIO "O30H Dapm” (000 "Oson
AMUTPUNTHIMH; TableTKH O6mecTBo ¢ orpaHuyenHoM ®apm"), Pocens (Tlpoussourens (rotosoi JI®)); Obmectso ¢
25 mr 50 wT., ynakosku OTBETCTBEHHOCTHIO "O30H OrPAHHYCHHON OTBETCTBEHHOCTHIO "O30H ®apm” (000 "Oson Dapm”), . 000 "O30H
2 202 -No - (PI'- 22102 s
21.11:2025 A4YEHKOBbIE KOHTYpHbie (1), ®apm” (000 "O30H Poceny Poccust (Vnakosumk/dacoBummk (B nepBuuHyIo yrnakosk )): O6mecTso ¢ JIT1-Ne(004876)-(PT-RU)-150324 DAPM" 210
p! P! yio yi Y

MaYKH KapTOHHbIe/ ~

Dapm”)

OTPaHHYEHHON OTBETCTBEHHOCTHIO "O30H ®apm” (000 "O3on Dapm”),
Poccust (VnakoBmux/dracosmux ( BTOPHYHAS/ TPETHUHAS YNIaKOBKa))




