MecTo Haxomgenus: 000 «O3om», 445351, Camapckan obA., r. Murynesck, y. Mecouwan, 3a. 11
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& OZON

DAPMALEBTHKA

Homep cepmu

[ata Hauana npou3sBoACTBa

KonuyecTso

AHaNKU3 BLINOAHEH No HOPMaTUBHOMY AO0KYMEHTY

MecTa ocywectanenns aMueH3upyemoi aeatenstoctn: 000 «030H», 445351, Camapckas 06, . 0. Murynesck, r. Murynesck, ya.
luapocTpouTened, 4. 6; Ten. +79874599991, +79874599992, (84862) 290-00, daxc (84862) 341-09;

Nnuensua Munucrepcraa MpombiwneHHocTH U Toprosau PO Ne 1012-00102-77/00010730

CepTudurar kavecrsa cepuu Ne4117 ot 17.04.2025

HMHaanamng perapa, Tabnerky ¢ NPONCHIMPOBaHHbIM BbicBO60MAEHUEM, NOKPbLITEIE NAEHOYHON 060A0YKOMN 1,5mr

TOProsoe HaUMEHOBAHUE NEKAPCTBEHHOrO Npenapara, NekapcrseHHan Gopma, 403UPOBKa

PerucrpaumorHoe yaocrosepeHue JIM-Ne(001917)-(Pr-rU)

200325
17.03.2025

114 923 ynakoBoK

N-Ne(001917)-(Pr-RU)-090323

HavmeHoBaHuWe noKasatens

MeToa KoHTpOASR
HopmaTusHoe 3Ha4YeHue

PesynbTaT KOHTpOAA

OnucauHue

[P P®, BUsyaneHeli
TabneTku [ABOAKOBLINYKNOK (GOpPMbI, MNOKPLITHIE

nneHouHou obonouxoir Genoro unm noutu Benoro
uBeTa, Ha usnome 6enoro uau nouty Genoro ugeTa.

TabneTku ABOAKOBLINYKAOW GOPMbI,
NOKpPbIThIE NNeHOYHOM oBonoukoit benoro
ugerTa, Ha u3some Benoro ysera.

NoanuHKOCTL

BIHX

Bpema  yaepwuBaHWMA  OCHOBHOTQ NMKa  Ha
XpOMaTorpamme WCMbITYEMOro pacTsopa A0MMHO
COOTBETCTBOBATL BPEMEHM YAePKUBAHMA NUKa
uHAaanamuga Ha xpomatorpamme pacrtsopa CO
“HAaNamMuaa (paspen «KonuvectseHHoe
onpegeneHuen).

CoorvsercTeyeT

PacTeopeHue

[D PO, YO-cnekTpodoTOMETDUA
Yepes 44— o1 20 po 40 % CyeH1sCIN3 O3S

(vHpanammga).

Yepes 8 4 —o0T140 1o 60 % CigH16CIN;O3S
(vHpanamuaa).

Yepes 16 4 — He meHee 75 % CigH16CIN3 O3S
(MHAaNaMKAE) OT 33RBNEHHOTO COAEPMKAHMA.

27%

47 %

87 %

PoacTeeHHbie NpUMecK

BIWX
MNpumecs B (4-xnop-N-(2-meTtun-1H-u8gon-1-unl-3-
cynepamomnnbensamug) — He Bonee 1,0 %.

He oGHapymeHo

Tabnetke.

4-xnop-3-cynshamonnbeH3oiiHan KMCnoTa — He He oBHapyxeHo

6onee 0,5 %.

EAMHUYHEA HeMAeHTUOMUMPOBAHHAA NPUMECH — He 02%

Gonee 0,5 %.

Cymma npumeceit - He Gonee 1,5 %, 0,2 %
OAHOPOAHOCTL 403V POBAHUA [® PO, cnocob 1, Yd-cnexrpodotomeTpua

AV<15,0% 11,5%
KonuyectseHHOe onpeaenexue BIWX

Ot 1,35 po 1,65 mr CigHisCIN:O5S (MHaanamupa) 8 1,44 mr

Mukpobuonoruyeckan yucToTa
06wee yMcno aspobHbIX
MWKPOOPraHU3MOos;

OBLuee 4MCNO APOHIKEBLIX U
nnecHeBbix rpubos;
Escherichia coli.

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

He Gonee 1-102 KOE/ r/mn ;
otcyreTame 8 1 r/ma.

menee 1-10' KOE

meHee 1-10' KOE
oTcyTeTeyeT

Ynaxoeka

Mo 10, 30 Tabnertok B KOHTYPHYIO AYEHKOBYIO
YNaKOBKY M3 NAEHKM NONUBMHUNXNOPUMAHOW, nnubo
NAEHKM

NO/NMBUHUNXNOPUAHOW/ NONUBUHUAMAEHXNOPULHON
1 GONbIY aNOMUHUEBOM NEYaTHOM N2KUPOBaHHOIA.
Mau no 10, 30 TabNeTOK B KOHTYPHYIO AYEMKOBYIO
YyNakosky u3 martepuana KOMOBMHMPOBAHHOMO Ha
ocHose  donbrv  (TpexchoiHbii  marepwan,
BRAIONAOWMIA aNIOMUHWEBYIO $OAbrY, NAEHKY W3
OPUEHTUPOBIHHOTO nonuamuaa,
MNONMBUHUAXNOPUAHYIO  MABHKY) W dOnbM
aNOMUHMEBON NEYaTHOM NAKUPOBAHHOM.

1, 2,3 4,5, 6, 8 unu 10 KOHTYpHBIX AYEMKOBbLIX
YNaKoBoK smecTe c MHCTpYKUMEn no
MEAMLMHCKOMY NPUMEHEHWIO (NMCTOK-BKN3AbIL)
NOMELUAIOT B KAPTOHHYIO YN3KOBKY (nayky).

30 71abneTok B KOHTYPHOW AYEWKOBOW
YMaKOBKE W3 NMAGHKKU NOAUBUHUAXNOPUAHONA
“  donbru 3NIOMUHNEBOM ne4YaTHoM
NaKUpOoBaHHOM.

1 KOHTYpHaA AYEMKOBaA YNaKOBKa BMECTe ¢
MHCTPYKLUMEN no MegrUWHCKOMY
NPUMEHEHKIO (NUCTOK-BKN2ABIW) NOMEwWweHa
B K2PTOHHYIO YNaKoBKy (nauxy).

Odopmaneno: Benosa H.C.

Crpaninua: 1 w32




IVIECTO HIXOMABHWA: UUU «U30HY, 445351, LamapcKan obn., 1. Murynesck, ya. Necounas, 3a, 11

J
¢ OZON

DAPMAUEBTHEA

MecTa ocywecTsnenna AMueH3npyemon deatensHoctu: 000 «030H», 445351, Camapckan 065, 1. 0. Hurynesck, r. Murynesck, ya.
lmapocrponTened, A. 6; Ten. +79874599991, +79874599992, (84862) 290-00, daxc (84862) 341-09;

Nnuexsns MunucTepcrsa MPOMBIWABKHOCTH M Toprosam PO No 1012-00102-77/00010730

Mapruposka

Ha KoHTypHO# saueiixos0d ynakoske (6aucTepe)
yKa3blBaloT Toprosoe HauMEHOBaKue
NIeKapCTBEHHOMO npenapata W MexayHapoaHoe
HEeNaTeHTOBaHHOE HaMMEeHOBaHue NEeKapCcTBeHHOro
npenapata, /feKkapcTBeHHyl Gopmy, L03MPOBKY,
HaWMEHOBaHME  AepMaTens  perucTpauMoHHOro
YAQCTOBEPEHWA M HAMMEHOBIHWE NPOU3BOAUTENS
7IeKapCTBEHHOTO  Npenaparta, HoMep  Cepuu
(BKnroyalowmin mecay v o4 NPOM3BOACTBA), AaTy
MCTEYEHMA CPOKaA rOAHOCTH (MECAL 1 rop).

Ha KaptoHHoW ynakosxe (nayke) yKa3bigaloT
Toprosoe HauMeHOBaKue NEeKapCTBEHHOro
npenapara ¥ MemayHapoAHOe HenaTeHTOBaHHoe
HauMeHOBaHue, HaUMeHOBaHue Aepwartens
PerucTpauMoHHOro yAoCTosepeHus (cosBnagaeT
HavmeHoBaHuem npou3soguTtens), appec
npou3BOAMTENs (COBNAaaeT C agpecom Aepxatens
PErMCTPALIMOHHOrC  yAOCTOBEpPeHWs)  (cTpawa,
obnacts, ropoa) (ans naowasku 000 «O3ok»),
HaMMEHOBAHWE  [epHaTeNs  perucTpalMOHHOr
YAOCTOBEPEHMA M HaUMEHOBaHWUE NPOU3BOAUTENS
/leKapCcTBEHHOTO NpenapaTa, agpec NPou3BOAUTENS
NeKapcTBeHHOro npenapata  (cTpaHa, o06nacTs,
rOpoACKOM oKpyr), aapec AepaTens
PerMcTpaumMoHHOro yaoctosepeHus (ctpaHa) (ons
naowaakn 000 «O3zoH Dapm»), 31eKTPOHHBbIN
3Apec M CaiWT nNPOM3BOAMTENA, NEKaPCTBEHHYIO
dopmy, n03upoBKY, KOAMYECTBO Tabnetok B
YNaKoBKe, MHGOPMaLUMIO O COCTaBE NeKapCTBeHHOrO
npenapara (HaumeHoBaHKeE AeicTBYIOWero
Belecrsa ] ero KOAu4ecTso, nepeyeHs
BCNOMOraTeNbHbIX  BEL|ECTB), HOMep  cepuu
(BRAKOYBIOWMIA MecAl W oA, NPOM3BOACTBA), [aty
MCTEYEHMA CPOKa ro4HOCTM (rogeH A0: Mecsu u
roA), YCNOBMA XpaHeHus, CNocob npuUMeHeHus:
«[lns npuema BHyTPL», YCAOBMA OTRYCKa, HOMep
PeruCcTPauMOHHOTO  YAOCTOBEPEHWS,  A0roTHA
npoussoguTens, ¢apm-Ko4, WTPWMXOBOM  Kog,
ABYMEpHbI  WTPUXOBOM KOA, € NOAHOM  WMAM
4YacTMYHOW pacwuposrom nHOpMaLmm,
COAepPMAWENCA B [BYMEPHOM LWTPUXOBOM KOAE
i Ges mero, «CMOTPM  MHCTPYKUMIO MO
MELMUMHCKOMY NPUMEHEHUIO (NUCTOK-BKNAALILW)Y,
«He NpUMEHATL NO UCTEYEHUM CPOKa rOAHOCTMY,
«XpaHuTL B HELOCTYNHOM ONA AeTel mecTey.
AononHuTensHO Ha KapTOHHOW ynakoBske (nauke)
ayGnvpyetcs  TOpProsoe  HaumeHoBaHWE M
A03MPOBKa C Mcnonb3osaHuem wpudTa Bpaina.

Ha  KOHTypHOW  suelikosol  ynaKoBKe
(6nucTepe) yKa3saHo: Toprosoe
HaWMEHOBaHWe NIeKapCTBEHHOO Npenaparta
“ Mem,qynapo,qnoe HenaTeHTOBaHHOE
HavmeHoBaHwe NBKAPCTBEHHOro npenapara,

NeKapcTBeHHas dopma, AC3MPOBKa,
HauMeHoBaHue AepwaTens
PerucTpaumuoHHoOro yAocTOBEpEHMWA u
HauMeHOBaHKe npoussoguTens

NeKapCTBeHHOMo Mpenapata, HOMEp cepuu
(BRAIOYEIOWMA Mecay 1 rog npoussoacTea), |
A3Ta WUCTEUYEHMR CPOKa roAHOCTM (Mecal u
roa).

Ha KapToHHO#i ynakoeke (nauxe) ykasawo
TOProBO@ HaUMEeHOBaHWE /NEeKapCTBEHHOro

npenapara " mexayHapoaHoe
HenaTeHToBaHHoe HauMeHoBaHue,
HaWMeHOoBaHue nepwarens
PerucTpPauMoHHOro YOOCTOBEPEHMA
(coBnapaer C HauMeHOoBaHUuem

Npov3BOAMTENA), agpec npoM3BOAMTENA
(coBnagaeTr ¢ agpecom  pgepwarens
PerMcTpauMoHHOro yaocTosepeHnn) (cTpaxa,
06nacTb, ropog), 3N1eKTPOHHDLIN agpec v caiT
NPOM3BOAWTENS, NeKapcTBeHHas  dopma,
AO3MPOBKA,  KO/MMYeCTBO  Tabnetok 8
ynakoske, uupopmaums o cocrtase
NeKapcTBEHHOTO Npenapata (HaumeHoBaHue
AefCTBYIOWErD BRLLeCTsa 1 ero KoAMYecTso,
nepeYeHb  BCMOMOTaTEAbLHLIX  BelwecTs),
HOMEp cepun (BKAIOYAIOWMIA Mecaly u rog
NPOW3BOACTBA), JAaTa WUCTEYEHMA CpoKa
FOAHOCTM (roAeH A0: MECAL M roA), YCnosus
XpaHeHus, cnocob npumeHeHws: «flng |
npWema BHYTPbY, YCNOBUA OTMYCK3, HOMep
PerucTpaunoHHOro yACCTOBEPEHUA, NOTOTMN
npowssoauTens, Gapm-Koa, WTPUXOBOIi Kog,
ABYMEDHbIA WTPUXOBOK# KOA C YacTUYHOM
pacwudposKoi uHOOpPMaUumK,
CO/IEPKAIEACA & OBYMEPHOM WTPUXOBOM
Koae, «CmoTpu WMHCTRYKUMIO no
MEeOWUMHCKOMY  NPUMEHEHMIO  (AMCTOK-
BKAAAbIW]», «He NPUMEHATL NO MCTEYEHMM
CpOKa rofHOCTH», «XPaHUTL B HEAOCTYNHOM
ANA feTei mecTe.

[OnoNHMTeNbHO Ha KapTOHHOW YynaKoBke
(nauke) npogybamposaHsl ToproBoe
HauMeHOoBaHue " [03UpoBKa c
Mcnonb3osaHem wpudTa Gpaiing.

XpaHeHue

Mpv Temnepatype He Bbiwe 25 °C 8 OPUrMHaALHOI yNaKosKe (nauke).

Cpok rogHocTH

3rogz

| onew no: 02/2028

3aknrouenme: cooTeercTByeT/ He cooTBeTCTBYeT TpebosaHMam /IN-Ne(001917)-(Pr-RU)-090323

Odropmnero: besosa H.C.

(HeoGxoaumoe noauepkHyTs)

HauvanbHuK OKK:

- / Kupununa N.@.

Crpanuua: 2 u3 2




Jnuensus JI012-00102-77/00010730
Ne GMP/EAEU/RU/01313-2024

Paszpemenne

TAPMALIEBTUKA Ha BBIITYCK CEPHH HeKapCTBeHHOTO npenapa'ra B peann:saumo
3D.447(04)
Ned4117 ot T
HanmenosaHue npenapara Hunanamun petapn

Mexczryuaponnoe HEINATEHTOBAHHOE, WITH IPYNIHPOBOYHOE,
HJITH XHMHYECKOE HAMMEHOBAHHE

HMnpanamun

JlexapcTBenHas Ghopma

TabMeTKH ¢ NPONOHIHPOBAHHLIM BhICBOOOXKIEHHEM,
NIOKPLITLIE IJIEHOUHO 060N0uKOH

Jlo3nposka

1,5 mr

DopmMa BeIMYCKa

TabneTku ¢ NMPOJIOHIHPOBaHHBIM BblCBOBO)KJ.‘[EHHEM,
IIOKPBITHIC MICHOYHOH oBonoyko#, 1,5 Mr (koHTYpHas
Ayefikosas ynaxoska) 30 X | (nauka kapToHHad)

Homep cepun

200325

Konuuectro

114 923 ynakoBox

[ara Hayana npou3BONACTBa

17.03.2025

Cpoxk ronHocth / ['ogen no

3 rona/ 02/2028

HO]JMBTHBH&H AOKYMCHTAIHA

JITT-Ne(001917)-(PT-RU)-090323

Ceprudukar kauecTBa cepiu

4117 ot 17.04.2025

Hanmenosarne nNpoH3BoAKTENS

Q00 «O3z0u»

Aipec mipousBoavTels (BCe CTaAMM NIPOH3BOACTEA, BKIHOYAs
BBIMY CKAKO LM KOHTPOJIb KAYECTBA)

Camapckas o6n., r.0. 2urynesck, r. JKuryiesck,
yi. Tunpoctpourenei, 1. 6

Perucrpanmontoe ynocTosepenue

JITI-Ne(001917)-(PT-RU)

Jlata rocynapcTBeHHOMN perncTpaLuH 09.03.2023 r.
HaumeHoBaHue fepxaTess perucTpalioHHoro yrocropeperus| Q00 «O30m»
Pa3spewienue aeiicTBUTENBHO 10 02/2028

KommenTapuu

INpuBcaentan abiiie MHGOPMALMS ABAKETCH JOCTOBEPHOI U TouHOH. Cepis JICKAPCTBEHHOTO npenapara npou3se/ieHa (BKI04Yas yNnakosky
(MapKHDOBKY) ¥ KOHTPONb Ka4eCTBa) Ha NPOM3BOJACTBEHHOW IUIOWIANKE B MONHOM COOTBETCTBHH ¢ TPEOOBAHMAMM NHMUeH3uM, [Ipasun
HLTCKALICH NPON3BOACTBEHHOH MNPAKTHKM, DErMCTPALIMOHHOTO A0CLe. 3anmucH 1o NPOM3BOACTBY, YIIAKOBKE M KOHTPOJIIO KayecTsa
NPOBEPEHDI, U YCTAHOBICHO UX COOTBETCTBHE TpeBosanusm [Tpasun HauiexalLeil IPOHIBOLACTBEHHON IPAKTHKH.

[TPOAYKIIMA PA3SPELIIEHA K PEAJIM3ALIMU: E{ HOa O Her
Voonuomoueunoe JTHLLO: |
7/
(] / Hedenosa Anacracus Baneprepua/ | Lol T
noanncy ®.H0 naTa

Crpanmua: 1 u3 1
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