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CepTtudukar KavecTsa cepuu Ne 12112 0712.12.2022

AtopsacraTtuH, TabneTku, NOKpbITbie NieHo4YHol o6onoukoii 40 mr

Homep cepuu
[ata Ha4yana npousBoacTBa
Konuyectso

AHanu3 BbINOAHEH Mo HOPMaTUBHOMY AOKYMEHTY

P! P

271122

27.11.2022

BEHHOrO Npenapara, lekapcTeeHHan $opma, A03MpoBKa

PeructpaumoHHoe yaoctosepeHue J1M-003533

29974 ynakoBOK

J1M-003533-141021

HaumeHoOBaHWe nokasaTens

MeTon KoHTpons
HopmaTuMBHOE 3Ha4yeHue

PesynbtaT KOHTpOAA

OnucaHue

Bu3yanbHbli

Tabnetku Kpyrable [OBOAKOBLINYKALIE, NOKpPLITHIE
nneHoyHoW obonoukoi Benoro wnu noutu Genoro
ugera. Ha nanome sgpo benoro ugeTa.

TabneTku Kpyrnsie OBOAKOBbINYKIbIE,
NOKpbITbIE NAeHOYHOM o6onoUKoi Benoro

NopgnrvHHOCTB

BIKX

Bpemsa  yaepwuBaHMA  OCHOBHOMQ NUKa Ha
XpomaTorpamme MCMbITYeMOro pacTeopa  A0MKHO
COOTBETCTBOBaTL BPEMEHM YOEpWUBaHMSA  MUKA
aTopeBacTaTMHa Ha XpoOMaTorpamme  pacTsopa
cTaHgapTHoro obpasua CO atopBacTaTvHa KanbLua,

useta. Ha uanome sppo 6enoro useTa.

CootBetcTByeT

PacTBopeHue

[P PD, Yd-cnekTpodoTomeTpua
He meHee 75 % (Q) Cs3sH3sFN2Os (aTopsacraTiHa)
yepes 45 MUH OT 3aAB/IEHHOTO COAERHaHMA.

91%

PoacTBeHHbIe Npumecu

BIHX

Niobas eguHU4HaA HenaeHTMGULMPOBaHHaA MPUMECh
—He bonee 0,5 %.

Cymma npumecei - He bonee 2,0 %.

01%
0,1%

OAHOpPOAHOCTL [,O3MPOBaHKA

[® PP, cnocob 1, Yd-cnektpodoTomeTpus
AV<15,0%

KonuyectseHHoe onpeaeneHue

BIMHX
Ot 37,0 g0 43,0 mr Cs3H3sFN2Os (aTopBacTatvHa) B
Tabnetke. -

8,1%

38,3 mr

MuKpobuonoruyecKan yucToTa
Obuwee yncno aspobHsIx
MUKpPOOpraH1usmos B 1r
Obuiee YUCNO OPOHIKEBLIX U
naecHesblX rpubos s 1r;
Escherichiacolis 1r.

[ PP, Kateropua 3 A.
He Bonee 1 - 10° KOE/ r/mn;

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

MeHee 1-10'KOE

Menee 1-10'KOE
OtcyrcTayeT

YnakoBKa Mo 10, 30 Tabnetok B KOHTYpHylo sYeiikosyio | Mo 30 TaBneTOK B KOHTYPHOW sYeiikoBoM
YNaKoBKY W3 MNEHKW MOAMBUHWUAXNOPWOHOW, NMBO | YNAaKOBKE M3 MIEHKW NOSMBUHWUAXNOPHOHOM
NASHKK M GonbrM  aNlOMMHWEBOW  MEYaTHOM
NOAMBUHUAXIOPULHOW/NONMBUHUANAGHXNOPUAHONW | NaKWPOBaHHOM.

1 GONbIM ANIOMUHWUEBON NEYATHOM NaKMPOBaHHOM. 1 KOHTYpHas A4eMKOBaA YNaKOBKa BMECTe C
Wnu no 10, 30 Tabnetok B KOHTYPHYIO AYEMKOBYIO | MHCTPYKUMEW no MeAMLMHCKOMY
YNakoBKY M3 maTepuana KOMOMHMPOBAHHOTO Ha | NPUMEHEHWIO (NMCTOK-BKNAAbIl) NOMELLEeHa
ocHose  Qonbru (TpexcnoiiHblit MaTepuan, | B KaPTOHHYIO YMaKoBKY (Maqky).
. BK/IIOHAIOWWIA  anlomMuHWeBylo GoAbry, NIEHKY W3
OPWEHTMPOBaHHOIO noanamuaa,
NONMBUHUAXNOPUAHYIO  NAEHKY) M donbru
aNOMUHWEBOW NEYaTHOM NaKMPOBAHHOM.
1,2, 3,4, 5 vnun 10 KOHTYPHbIX AYCHKOBBIX YNaKoBOK
BMECTe C . MHCTPYKUMeid no  MeguumMHCKOMY
NPUMEHEHMIO  (NUCTOK-BKNSAbIW) NOMEWalT B
KapTOHHYIO YNaKoBKy (mauky).

Mapkuposka Ha KoHTypHO#l sAuvelikoBoW ynakoBke (Bauctepe) | Ha  KOHTYpHOM  AYEWKOBOW  ynakoBKe
YKasblBaloT TOprogoe ' HaUMeHOBaHWe (6nuctepe) YKa3aHo: TOprosoe
JIEKapCTBEHHOIo npenaparta (COBHEABET C HanMeHOBaHuWe JIeKapCTBEHHOro npenaparta
MEMAYHapOLHbIM HenaTeHToBaHHbIM | (coBnagaet C MEeXayHapoaHbIM
HaumeHoBaHUEM), NeKapCTBEHHYO ¢dopmy, | HenaTeHTOBAHHbLIM HauMeHoBaHueM),
[O3UPOBKY, HaumMeHoBaHUe JepraTtens | nekapcrseHHas bopma, L03UPOBKa,
PerucTpaLMoHHOM ypocToBepeHus M | HauMeHoBaHWe nepxarens
HauMeHOBaHWe MNpOM3BOAMTENA NEKAPCTBEHHOrO | PEerucTpalMOHHOIO  YAOCTOBEPEHUA U
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ripenaparta, HOMep Cepuu (BKAKOYAIOWMIA Mecal, 1
rof NPoOU3BOACTBA), AATY UCTEYEHWUSA CPOKa FOAHOCTM
(mecaw v rog).

Ha KapTOHHOW YynaKoBKe (na4ke) YyKasbiBalOT

TOprosoe HaWUMEHOBaHME  JIeKapCTBEHHOID
npenapata (coBnajaeT €  MEXAYHapOAHLIM
HenaTeHTOBaHHbIM HauMeHoBaHWeM),
HauMeHOBaHWe  AepwaTtend  PerucTpaLMOHHOro

YOOCTOBEPEHUA WM HaMMEHOBAaHWE NPOM3BOAMTENA
NIeKapcTBEHHOrO mpenapaTa, agpec Npovu3BoAvTeNs
NexKapcTBeHHOro npenapata (cTpaHa, o6nacTs,
ropos) (@na nnowagku 000 «Os30H»), appec
npouseoguTena JleKapcTBEHHOTO npenapara
(cTpawa, obaacTb, ropoacKoi OKpyr) (Ana nAoWaaKKu
000 «030H ®apm»), 3NEKTPOHHbLIA agpec M canT
npovseoguTens, agpec AepKaTens
PErncTpaLMoHHOro YBOCTOBEPEHMSA (cTpaHa),
NeKapcTBeHHyl0 (GopMy, L03MPOBKY, KONMYECTBO
TabneTok B ynakoske, MHbOpMauUMIO O cocTase
NeKapcTBEHHOTO npenapata (HaumeHoBaHUe
[eWCTBYIOWEro BEWEcTBa WM ero  KOoJWYEecTso,
nepedeHb BCMOMOraTeNbHbIX  BELWECTB), HOMEp
cepum (BRIIOUAIOWMIA MECAL, M o4, MPOM3BOACTEA),
[aTy UCTeYeHMs CpoKa rofHocT# (rogeH Ao: meca, 1
rog), ycnoBua xpaHeHus, cnocod npumeHeHua: «na
npMema BHYTpPb», YCAOBMA  OTMYCKa, HOMep
perucTpauMoHHOro YO0CTOBEPEHUA, NoroTMn
npouseoguTens, Gapm-Kogd, LITPUXOBOM  KoA,
[BYMEpHbLI  WTPUXOBOW KOZ C MOAHOW WA
YacTU4HOM " paclumdposKoi MHGOPMaLMH,
cogepalleiica B ABYMEPHOM LITPUXOBOM KOAE MAK
6es Hero, «CMOTPU MHCTPYKLMIO NO MEAULMHCKOMY
NPUMEHEHMIO (AWUCTOK-BKNaAbIW)», «He npUmMeHATb
MO MCTEYEHMWM CpOKa roAHOCTM», «XpaHWTb B
HeJOCTYNHOM A/1A JeTer mecTey.

[loNOAHUTENBHO Ha KAapTOHHOM Yynakoeke (mauke)
pybAvpyeTcA TOProBoe HaMMEHOBaHWE M 103MPOBKa
€ Mcnoab3osaHuem WpudTta Bpains.

HaumeHoBaHue npou3soguTens
NIeKapCTBEHHOrO npenapara, HOMep Cepuu
(BKAlOYAlOWMI MecaL, U rog, NPOM3BOACTBa),
4aTa MCTEYEHMA CPOKa rogHOCTM (Mecay M
rog).

Ha KapTOHHOM ynaKkoBKe (nayke) yKasaHo:
TOpProBOE HAaWMEHOBAHWE JIEKAPCTBEHHOTO
npenapaTa (COBNajaeT ¢ MEXAYHAaPOAHbLIM

HenaTeHTOBaHHbIM HauMeHOoBaH1em),
HanmeHoBaHue Aepxarena
perucTpaLMoHHOro YO,0CTOBEpeHun “
HaMmeHoBaHWe npoussoauTens
NeKapcTBeHHOro npenapara, aapec

npouvssogUTeNnA NekapcTeeHHOro npenaparta
(ctpaHa, o6nacTs, ropog), 3MEKTPOHHBINA
agpec W caliT npoussoguTens, agpec
gepxartens PerncTpayoHHoOro
yooctoBepeHua (cTpaHa), /flekapcTBeHHas
dopma, 803MpoBKa, KONUYECTBO TabneTok B
ynakoske, MHpopmauMa O  cocTtase
NeKapCcTBEHHOTO npenapaTa (HaMMeHoBaHue
[elCTBYIOLLEr0 BELWECTBA M €ro KOAMYecTso,
nepe4eHb BCMOMOraTe/IbHbIX  BELLECTB),
HOMEp cepuu (BKNKOYAOWMIA Mecaly M rog,
NPOW3BOACTBa), [HaTa WCTEYEHMS CpoKa
roAHOCTH (rofeH 4o: mecau, v roa), yCnosusa
XpaHeHus, cnocob npumeHeHua: «Ana
npuMema BHYTPb», YCNOBMA OTNYCKa, HOMep
PErMCTPaLMOHHOTO YAOCTOBEPEHMS, NOTOTIN
npou3BoguTens, ¢apm-Kog,  LUTPUXOBOM
KOO, [BYMEpHbI  WTPUXOBOM Kog C
YacTMYHOW pacwuposKoit  MHbOpMaLMK,
COOep)Kalleiica B ABYMEPHOM LWTPUXOBOM
Kopme, «CmoTpu WMHCTPYKLMIO no
MEOMUMHCKOMY  MPUMEHEHUKD  (AMCTOK-
BKAagbi)», «He MPUMEHATb MO UCTEYEHWM
CpPOKa roAHOCTMY, «XPaHUTb B HEAOCTYRHOM
ON18 OeTeil MecTey.

[lonoNHUTENBHO Ha KapTOHHOW YnaxkoBKe
(naure) npoaybanpoBaHbl Toprosoe
HaumeHoBaHMe ] [O3MPOBKa c
MCnonb3osaHuem WpudTa bpanas.

CpoK rogHoCTH

3 ropa

lopeH go: 10/2025

XpaHeHue

Mpw TemnepaType He Bbllue 25 °C B KAPTOHHOW YNakosKe (nauke).

3aKknlo4eHne: COOTBETCTBYeT/ He cooTBeTcTBYeT TpebosaHuam J1M-003533-141021

Odopmneno: Crsip A.B.

(HeobxoaMMOe NOAYEPKHYTD)
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PEAEPAALHAR CAYXKEA NO HAAZ0PY
B CQEPE 3APABOOXPAHEHMS

«CBefeHuA 0 BBOAE B MPaXAaHCKuii obopoT B Poccuiickolt degepaLmm
JIEKapCTBEHHBIX CPEACTB MO COCTOAHUIO Ha 02.02.2023 17:01%

KOHTYpiHle (1), naugn
KapTOHHKES ~

"Qzon" (000 "Oszon™)

"Ozon" (000 "Oson™),
Poccus

JHara suecenun B Ipomsogurens Cheniermis o craguax HopMaruenas uW.E "n.EmE»: .m Homep Homep, gara
AHC Toprosoe HAMMEHOBAHEE (BLImyCKAKIHH Crpana .“H SH3EO, an“ ozv ' S I my S— CepHH, paspemeHHs
Pocappaeramsopa KOHTPOIL) P o AoxyN " P om.c_ uan.ﬂE NapTHH Ha HJIII
ATOpBaCcTaTHH; TabneTKH, O6mectso ¢
TIOKPHITHE [UICHOUHOH O6mectro ¢ o_._“::__nxzo "
12.12.2022 oboroukoft 40mr 30mr., | orpamnscniolt Poccus | orsercraenmocTyio JI1-003533-141021 | OO0 Dson a2 |-
YIIAKOBEM sMelkoBsie OTBETCTBEHHOCTBIO “Oaon” (000 "O308")
RouTypHe (1), mauxn “Ozon" (000 "Oson") Poccrs ’
KApTOHHEE/ ~
ATopBacTaTHR; TabNeTKH, ObmecTso ¢
TIOKPKITHE IISHOUHON Obmecteo © oﬁuhzxsn:zom
obo:xoykost 20 mr 30 wr., orpaHuyeHHo}
23.11.2022 YAKOBKH AvelKOBHE OTBETCTECHHOCTBIO Poccua OTBETCTECHHOCTHIO JIII-003533-141021 000 Ozon 271122 -
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