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¢ OZON

TAPMALIEBTUKA

MecTo Haxomaenua: 000 «O30H», Poccus, 445351 Camapckas 06.., r. Murynesck, yAa. Necoyxas, a. 11
MecTa ocywWecTsneHnA AuUeH3Mpyemodi aeatensHocTu: 000 «030H», Poccun, 445351
Mapoctpoutene, 4. 6; Ten. (84862) 71-851, 71-853/56/57/58; dakc (84862) 341-09, 290-00

Camapckan 06, 1. 0. Murynescx, r. Hurynesck, ya.

NnueH3ua MuHMCTEPCTBa MPOMBILAEHHOCTH 1 Toprosnu P® N2 00072-N1C

Ceptugukar kayectsa cepuum Ne 869 ot 27.02.2023

3Hananpun, Tabnetku 10 mr

Homep cepuu
[faTta Hayana npoussoacTea
Konuyectso

AHanu3 BLINOAHEH NO HOPMaTUBHOMY AOKYMEHTY

TOPIOBOR HauMEHOBAHHE NIEKAPCTBEHHOND NPENAPaTa, NEKAPCTARHHAR GOPMA, ACIUPOBKA

PeructpaumoHHoe yaoctoseperue J1N-007657

020123

23.01.2023

165760 ynakosok
N1N-007657-021221

HaumeHoeaHue nokasatens

MeToa KoOHTpOAA
HopmaTuBHOE 3HayeHue

PesynbTaT KOHTpONA

EQMHMYHAA HengeHTMDUUMpPOBaHHAR npumecs — He Bosee
0,3%;
Cymma HeuaeHTMGULUMPOBAHHbIX NpuMecei — He Bonee 1,0%

OnucaHue BuayanbHbif
Kpyrasle naockouuamHapuueckwe Ttabnetku 6enoro  uau Kpyrabie nnockouunMHapuieckue
61010 ¢ }eNToBaTLIM OTTEHKOM UBeTa ¢ PUCKOM U HacKoM. 1abnetkun Genoro useTa ¢ puckoi u
dbackoi.
NognuHHOCT BaHX
Bpems yaepuBaHna OCHOBHLIX NUKOB (MafieMHOBON KUCAOTLI
W 3Hananpuna) Ha XpoOMaTorpaMme WCALITYEMOrO PacTsopa
AONKHO COOTBETCTBOBATL BPEMEHU YACPMUBAHUA OCHOBHBIX CooTserctayeT
NWKOB Ha XpOMaTtorpamMme PacTBOpa CTaHaapTHoro ofpasua |
(CO) A aHananpuna maneata.
PacTsopeHue [D PO, BIKX
He meree 70 % (Q) CagH2sN705-CaHaOs (sHananpuna maneara) 102 %
qepes 45 MUHyT.
PoacTBeHHbie npumecw BIXX
JHananpunat - He 6onee 1,5%; 0,13%
3Hananpvna ouKeTonunepasuH — He Gonee 2,5%; 0,09 %

He oBHapy»eHo
He obHapyxeHo

OaHopoaHOCTL A03MPOBaHUA

[P PP, cnocob 1, BIKX

CYMTaA Ha CPeAHIOID Maccy TabneTku.

AVs15,0%. 2,9%
KonuuecTseHHoe onpegenerue | BIMKX
07 9,0 80 11,0 Mr CaoH2aN205:CaH404 (3Hananpuna maneara) 10,1 mr

MuKpo6uonoruyeckan ynucTora
Obwee Yyucno asapobHbix
MWKPOOPranMsmMos s 1 r;
ObLwee Y1Cno APOIIKEBLIX 1
nnecxesbix rpubos e 1r;

[® PO, Kateropua 3 A

He Gonee 1:103KOE r/mn;

He Bonee 1:102KOE r/mn;

MeHee 1-101 KOE

Menee 1-10* KOE

Escherichiacolis 1. OTCYTCTBME OTCYTCTBYeT

Ynakosxa Mo 10, 20 Tabnetok B KOHTYPHYK AYEHKOBYIO ynakosky u3 | Mo 10 Tabnevok B8 KOHTYPHOI AYEiKOBOM
ANeHKK NOAMBUHUAXNOPULHOM, nubo NNEHKWM | ynaxkoBKe u3 maTepuana
NOAUBUHWAXNOPUAHON/MONMBUHMAMAGHXNOPUAHON W BOABIM KOMBMHWMPOBAHHOTO Ha OCHOSe oAb
ANOMUHMEBOM NEYATHOM NaKMPOBAHHOM. (TpexcnoWHbIi MaTepuan, BRAONAKOWMIA
Mnn no 10, 20 TabneTok 8 KOHTYRHYIO RYEITKOBYIO yNaKoBKy 3 ANOMWUHWUEBYIO  QONbLrY, NAGHKY W3
matepuana  KOMBWHMPOBAHHOTO  Ha  OCHOBE  (OALIM | OPUEHTUPOBAHHOTD noauamuaa,
(Tpexcnoiueili  matepwan,  BKnOYEIOWM AMNOMUHUEBYIO | NOAMBUHUNXNOPUAHYIO NAEHKY) U $ONLIM
QONLry, nNAEHKY M3 OPUEHTUPOBAHHOMD noavamuaa, | anloMUHWEBOW NeYaTHOW NaKkMpOoBaHHOM,
NOMMBUHUAXNOPUARYIO NAEHKY) W GOMbLIM aNOMMHMESBON | 2 KOHTYpHble  sueltkosbie yNaKosku
NEYaTHOM NaKMPOBaHHOI. BmecTe ¢ MHCTPYKUMEH no
1,2, 4,6, 8 unu 10 KOHTYPHBIX AYEAKOBLIX YNaKOBOK BMECTe C | MEAWLMHCKOMY NPUMEHEHMUIO (AWMCTOK-
WHCTDYKUMEH N0  MEAMLMHCKOMY NPUMEHEHMIO (AMCTOK- BKN3ABIW) NOMEWEHbl B  KapTOHHYIO
BK/I3ABIW) NOMELAIOT B KAPTOHHYIO yna KOBKY (NauyKy). YNaKoBsKy (Nayky).

MapkupoBKa Ha KoHTypHOI# AuelikoBo# ynakoske (6nuctepe) yKassisaior | Ha KOHTYPHOWH AYEMKOBOW ynaKoake
TOprosoe  HaumeHoBaHMe  NIEKAPCTBEMHOrO  npenaparta (6auncrepe) yKasaHo: Toprosoe
(coBnagaer ¢ MemAyHapOAHLIM  HENATEHTOBAHHLIM HaumeHoBaHue NEeKapPCTBEHHOMO
HAUMEHOBAHWEM), /NeKapPCTBEHHYIO  GOpPMy, A03MpPOBKY, npenapara (cosnapaer c
HaumeHoBaHue Aepxartens PErucTpaumMoHHOro | MemayHapoaHbIm HENaTeHTOBaHHbIM
YAOCTOBEPEHWA “ HaumeHoBaHue NPOM3BOAWUTENA | HaumeHOBaHWeMm), NeKapcTBeHHanA
NIEKAPCTBEHHOMO NpenapaTa, HOMEp cepuu (BKNioYalowmit | popma, [[O3MPOBKA,  HaWMEHOBaHME
MECAL U rOA NPOW3BOACTBA), AATY MCTEYEHMA CPOKA FOAHOCTH | AepwaTens PErucTPaUMOHHOO

Odiopmaeno: Benosa H.C.

Crpanmua: 1 n3 2
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OZON

TAPMALEBTMKA

Mecto Haxamaenna: 000 «O30H», Poccus, 445351 Camapckan 06n., r. ¥urynesck, yn. MecoyHas, a. 11
Mecra ocywecrsneHus NrueHsnpyemoil aestensHocti: 000 «030HY, Poccua,
Mwapoctpoutened, 4. 6; Ten. (84862) 71-851, 71-853/56/57/58; daxc (84862) 341-09, 290-00

445351 Camapckan oba., 1. 0. Murynescx, r. ¥Murynesck, ya.

Juuensua Munuctepersa MpombilAGHHOCTH 1 Toprosnu P® Ne 00072-NC

(mecau u rop).
Ha KapToHHOW ynakoske (nauke) ykasbisalor Toprosoe
HauMeHOoBaHWe NeKapcTBEHHOTO npenapata (cosnagaer c

MEMAYHapOAHbIM  HEM3TEHTOBAHHBIM  HaMMEHOBaHMEM),
HauMeHOBaHue Aepwarens PerucTPauMoHHOro
YAO0CTOBEPEHUA " HauMeEHOBaHKe NpoM3BOAUTENA
/IEKapCTBEHHOTrO  npenapata,  afpec  npou3BoAMTENA
/IKApPCTBEHHOrO  npenapata (ctpaMa, o6nacte, ropoa),
B/IeKTPOHHBIA  appec W caifT  npowssoguTtens, agpec

AepKaTens perucTpaLMoOHHOrO  yAOCTOBEepeHuA  (cTpama),
NleKapCTBeHHYI0 GopMYy, AO03MPOBKY, KONMYECTBO TabAeToK B
YNaKoBKe, WHPOPMALUMIDO © COCTaBe  AEKAapPCTBEHHOrO
npenapara (HaumeHoBaHWe AEHCTBYIOWErO BEWecTsa M ero
KO/M4ECTBO, MepeyeHb BCMIOMOraTeNsHbIX BEWECTs), HoMep
cepuu (BrMlOYalOWMIA Mecay M rog npoussoacTBa), Aaty
WCTEYEHWA CPOKa rOAHOCTH (rogeH A0: Mecay u roa), yenosms
XpaHeHus, cnocob npumeHeHuA: «[lnR npuema BHYTPbY,
YC/I0BUA OTNYCKA, HOMEP PerdCTPaLUOHHOIO YAOCTOBEPEHUS,
7l0roTMN  Npow3BoAMTeNs, ¢$apM-Kog, WTPUXOBON  Kop,
ABYMEPHbLIA  WTPUXOBOI KOA C MNOAHON WMAM YacTHYHONM
pacwnposKoit MHbOpMaLmK, copepalyeiica B ABYMEpPHOM
WwTpuxoeom Koge uau Ges Hero, «CMOTPM MHCTPYKUMIO Mo
MEAULMHCKOMY  NpUMEHeHWI0  (AucTok-BrNaasiw)», «He
NPUMEHATL MO MCTEYEHMM CPOKS TOAHOCTU®, «XpaHUTh B8
HefOCTYNHOM ANR AeTel Mecrte»,

AONONHWTENBHO ~ Ha  KapTOHHOW  ynakoske (nauke)
Aybnvpyetcs ToproBoe HaMmeHOBaHue W AO3MPOBKa ¢
ucnonssosanuem wpudta Gpains.

yAocToBepeHus " HauMeHoBaHue
npoussogmTens NEKapCTBEHHOMO
npenapata, HOMep cepuu (BKIOYaOWMUY
Mecay u ron npoussoAcTea), agata
MCTEYEHMA CPOKa TrOAHOCTM (Mecay M
roa).

Ha KapToHHo#i ynakoske (nauxke) ykasaHo:

TOprosoe HauMeHoBaHue
NleKkapcTeeHHoOro npenapata (coBnagaer ¢
MeMayHapoaHbIM HenaTeHTOBaHHbIM
HaumeHoBaHuem), HaumeHoBaHue
Aepxarena pervcTpauMoHHoro
YAOCTOBEPEHMA ] HaumeHoBaHue
npoussoauTens NeKapCcTBeHHOro
npenaparta, agpec npoussoauTens
NeKapcTBEHHOrO  npenapaTta  (cTpawa,

06nacTb, ropos), 3NeKTPOHHLINA agpec W
CaiiT Npou3BOAUTENR, 3APEC AepKaTens
PerucTpauMoHHoro YAOCTOBEpeHUA
(cTpana), NleKapCTBeHHan dopma,
AO3MPOBKa, KOAMYECTBO Tabnetok &
ynaxkoeke, MHQOpPMauMAa O cocTase
NeKapCcTBeHHOro npenapara
(HaumeHoBaHMe AelcTeylowero
BeLECTBa WM ero KOAMYEeCTBO, NepeveHb
BCMIOMOraTeNibHbIX  BEWECTs), Homep
cepun  (BralOYalOWMiA mMecay U rog,
NPoOM3BOACTBA), faTa WCTEYEHMR CPOKa
rogHocTM (roge 4o: Mecsy v rop),
YCNoBsuA xpaHeHus, cnocob npumereHus:
«[lnA Npuema BHYTPLY, YCNOBMA OTNYCKa,
HoMep pervcTpaumMoHHoro
YAOCTOBEPEHUS, nerotun
nponsgoamTens, $apm-Kog, WTPUXOBOM
KOA, [ABYMEDHbIA WTPUXOBOM KOA ¢
YaCTUYHON pPacwMdPOBKOK MHPOPMaLMHM,
cogepxalweica ] AByMepHOM
WTpuxoBom Kode, «CMOTPU MHCTPYKUMIO
no MeAUUMHCKOMY NPUMEHEHMIO
(nucTok-BKAagpIW)», «He npumeHsTs no
UCTEHYEHWW CPOKa roAHOCTUY, «XPaHUTD B
HeAOCTYNHOM ANA AeTeit mecTey,

[onoAHMTeNEHO Ha KapTOHHOM ynakoske
(nauke) npoaybauposaHs Toprosoe
HaUMeHOBaHMe W [03MpOBKa ¢
Mcnoab308aHuem wpudta Epaitns.

Cpok rogHocTv 3 ropa lopen go: 12/2025
XpaHeHue Mpy Temnepatype He Bbiwe 25 °C B KapTOHHOI yNaKoske (nauxe).
3aknioueHme: cooTsercrayer/ He cooTsercrayet TpebosaHuam JIM-007657-021221

(HeoGxogumoe noaYepKHyTL)

OdopmincHo: AGnaesa M.B.

HayanbHuk OKK

W id /Kupununa N1.o.

Crpanuna: 2 13 2




L Jhuuensna Ne 00072-JIC
@ O Ne GMP/EAEU/RU/00098/2021

@, OZON Paspeimenue

OABMALERTHKA Ha BBIITYCK CEPHUH JIEKAPCTBEHHOTO NIPEMapaTa B peaiu3aLiio
(BBOZ B rpakIaHCKui 060poT) 30.447(03)

Ne 869 ot 27 derpans 2023 r.

HaumenoBakue npenapara OHananpun

MexIyHapoHOE HEMATeHTOBAHHOE, HITH IPYNTHPOBOYHOE, DHananpun

WM XMMHYECKOe HAaHMEHOBaHHE '

Jlexapcreennas dopma Tabnetkn

Jlo3sposka 10 Mr

®dopma BbINycKa Tabnetku, 10 Mr (koHTypHas sueiiKoBas ynakoska)
10 x 2 (nayka KapToHHas)

Homep cepun 020123

Konuyectso 165760 ynakosok

Jlara Ha4ana npoussoacTea 23.01.2023

Cpok roanoctn / I'onen no 3 rona/ 12/2025

HopmatuBHas poxymeHTauus JIT1-007657-021221

CepTugukar kayectsa 869 01 27.02.2023

HaumeHoBaHHe nponsBonnTens 000 «O30n»

Anpec npoussoauTens (BCe CTAAWK NMPOM3BOACTBA, BKITIOYAS Camapckas o611., r.0. XKurynesck, r. Xurynesck,

BbIMYCKAIOIIMI KOHTPOJIb KAaYecTsa) ya. T'uppoctpoureneit, n.6;

PerucTpaunoHHoe yaoctosepenme JITT-007657

Hara rocynapcTeeHHoi perucrpaunn 02.12.2021 r.

Haumerosanne nepiartens perncTpaunoxHoro yaocroepenns| 000 «ATomm

Paspemenue AeiiCTBUTENLHO 10 12/2025

Kommewtapws |

INpusenennas sbiie WEdopMaLms ABAsETCA AocToBepHOi W TouHOH. Cepust NeKapCTBEHHOrO Npenapata NMPOM3BEACHA (BKIIOYAN YNIAKOBKY
(MapKHPOBKY) M KOHTPOIb KA4eCTBA) HA MPOHM3IBOLCTBEHHON MIOWAAKE B MONHOM COOTBETCTBHH C TpeGoBanuaME nuueH3nH, [Ipaeun
HaIeKAWEH NPOHIBOACTBEHHOH NPAKTHKH, PErHCTPALMOHHOTO 0ChE. 3aMHCH 110 NPOM3BOACTBY, YIAKOBKE U KOHTPOJIIO Ka4eCTBa NPOBEPEHbI, H
YCTaHOBNIGHO WX cooTBeTCTBHE TpeGoBarmsM TIpaskn Haaexalleil NPOM3BOACTBEHHOM NPAKTHEM.

K BBOZY B I'PAXKJIAHCKUM OBOPOT PA3PEIIIEHO: Jz/ﬂa o Hert
YnonHOMOYEHHOE THIIO:
M’/ﬂmmesa Enena Bnamumuposra/  27.02.2023 r.
MOLINHCH ra ®UO Jlata

Crpanuua: 1 3 |




PEAEPAALHAR CAYXKEBA T10 HAA3OPY

B COEPE 3APABOOXPAHEHMSL

«CBefeHnA o0 BBOJE B rpaxaaHCKMi 0dopoT B Poccuiickon degepaLum
NIEKapCTBEHHbLIX CPeACTB NO COCTOAHUIO Ha 19.04.2023 17:17»

laTa Baecenns B Hponssogurens Oprammsauns, Homep Homep, nata
Toprosoe Hopmartusnas BbINYCTHBILAS B
AHC (BBINYCKAK MM Crpana CBenenHs o cTagHsIX IPOH3BOACTBA CepPHH, paspemenHsn
HaHMEHOBaHHe NOKYMEHTALHA rpazknaHCKHi
Pocanpasnansopa KOHTPOJIb) NAPTHH na HJIIT
: obopor

OB6mecTBo ¢ OrpaHUUeHHOM
OTBETCTBEHHOCTRIO "O30H" (000

DHananpu; "O30n"), Poccus (TMpoussogutens

Tabnetku 5 mr 10 ObwecTso ¢ (rotosoi JI®)); Obmectso ¢

LIT., YIAKOBKH OrPAaHUYEHHOMN OrPaHHYEHHOMH OTBETCTBEHHOCTHIO "O30H"

27.02.2023 SAYEHKOBBIE OTBETCTBEHHOCTBIO Poccus (000 "O3ou"), Poccus JIT1-007657-021221 000 Oson 020123

KOHTYpHBie (2), "Os308" (000 (¥ nakoemmk/acorupk (B nepeuunyio

TauKH KapTOHHBIE/ "Os0u") ynakoeky)): O6miecTBo ¢ orpaHnueHHON

~ OTBETCTBEHHOCTHIO "O30H" (000
"Oaon"), Pocens (Y nakoBmuk/cacopmmk
(BTOpHYHAsS/TPETHUHAS YIIAKOBKa))
O6mecTBo ¢ orpaHAUeHHOM
OTBETCTBEHHOCTHIO "O30H" (000

DHananpui; "Os01"), Pocens (TTpoussogures

Tabnetku 10 mr 10 OOiuecTBo ¢ (roroso#t JI®)); O6mecTro ¢

WT., YIAKOBKH OrPaHHYECHHOM OrpaHHYECHHOA OTBETCTBEHHOCTBIO "O30H"

27.02.2023 AYEHKOBBIC OTBETCTBEHHOCTBIO Poccus (000 "O30n"), Poccus JIN-007657-021221 000 O3on 020123

KOHTYpHbIE (2), "Os0n" (000 (Y nakosumk/hacoBuiHk (B nepsHuHyio

TMayKH KapToHHble/ "Oson") yMakoBky)); OBmecTBo ¢ orpaHHueHHON

~ OTBETCTBEHHOCTHIO "O3on" (000
"Os0n"), Poccus ( YnakoBmuk/dacosums
(BTOpHYHAs/TPETHUHAS YIIAKOBKa))




