3

J9
 OZON

CABMLLERTAA

Mecro Haxomaenua: 000 «0304», 445351, Camapckas o6, r, Hurynescy, ya. Necounas, a. 11
Mecra ocywecrenenua fMUBH3MPYeMOR aeatenvHocTv: 000 «030r», 445351, Camapckas oba.,r. 0, Hurynesck, r. Muryneeck, v
Tunpocrpourencis, a. 6; ren. +79874599991, +79874599992, (84862) 230-00, dakc (84862) 341-09;

Jluuenans MuHucrepcTaa NpombiwAeHHOCTH Toprosan PO Ne N012-00102-77/00010730

CepTdukaTt KayecTsa cepuu Ne 6134 ot 15.06.2024

NepuHgonpun, Tabnerkun 4 mr

TOProsos HakMeHORANHE Aeka PCTRENROIG NPEnepara, AeKapTagkkas ‘OPMB, L0IMpoIKa

Homep cepun
- [lava Hayana npowssogcrsa
Konuyecteo
AHanw3 BuinonHeH no HOPMETHBHOMY AOKYMEHTY

PerucrpaumoHHoe yAocTosepenue JIN-Ne(000672)-(Pr-R u)

050524

30.05.2024

115045 ynakosox
/IN-Ne2(000672)-(PT-RU)-050422

Meton woHTpons
Haumeriosanne nokasatens PesyasTat KoHTpOAA
. | Hopmatueroe sHavexue

Onucanme | Buayanemuiit
Kpyrasie  nnockoumaungpudeckue  Tabnetku Kpyrieie nnockaumamHapmuyeckie Tabnetku
6enoro mau noutm Benoro uBeTa c pUCKON U Benoro usera c puckoii u hackoli.
hackob,

MoanuHHocTs BIXX
Bpems yOepmuBaHUA  OCHOBHOTO nuKa  Ha
XpomaTtorpamme MCTIbITYEMOTO pacrsopa
AONMHO COOTBETCTBOBATL BpEeMEHM CooTsertcrayer
YOEPHMBAHUA OCHOBHOMO NuKa Ha
XPOM3TOrpamMme  CTaHAapTHOro pacteopa 1
nepuHaonpuaa apbymuna (pazgen
«KonmyecTsenHoe onpegenexues).

Pacrsopenue P® PO, BIMX
Yepes 45 muH B pPacTBop AOMKHG nepeityu He
MeHee CioH3aN205. CaHyiN 95%
(nepuxaonpuna apbymuna) or  3asenexHoro
COALPMEHMA,
BIMX
Mpumecs B (nepuHaonpunat) - He Gonee 20% He o6Hapymero
Npumecu F — ve Gonee 2,0 % <2,0%

PoacisenHsie npumecy Nwbas apyras MOEHTUPWUUMPOBAHHER NPUMeCH — He oBHapymeHo
He 6onee 0,4 %
Nwban goyras HenasHTUOMUMpPOBaHHan
Npumecs — He Gonee 0,25 % He oBHapyxeno
Cymma npumecesi — ve Gosee 3,0 % <30%

O4AHOPOIOHOCTL A03MpOBaHUA [ P®, cnocoB 1, BIKX
AVs15,0% 2,2%

| Konwuectsennoe onpegeaeHmne BIMX |

Ot 3,6 mrgo 4,4 mr CisH1aN;05.CeH s N 3,9mr
(nepurgonpuna 3pGymuna) 8 Tatnerxe.

MuKpoBuonoruyeckas Yuctota [® PO Kareropua 3 A.

Cbuwiee 4ucno aapobmsix

MUKPOOPranmMamos 8 1r He Boniee 1-10° KOE/ r/mn; Menee 1.101KOE

O6uiee yncno Apomsesbix u

nAecHeBbIX rpubos B ir; He Bonee 1-107 KOE/ r/mn; Menee 1-10 KOE

Escherichia colis 1 r. oTcyTCTBME B 1 r/mn. Otcyrcrayer

Ynaxkoska Mo 10, 30 taBnetok s ROHTYPHYIO Auedkosyio | Mo 10 tabneTok s KOHTYPHOM Aveiikosad
YNAHOBKY U3 NNEHKW  NOAUBMHUAXAOPMAHOR YNaKoBKe W3 Matepuana KomBuHMpORaHHoro
nnbo NAeHKKU | Ha OCHOBE Gonbri (TpexcholiHbli marepuan,
nonuawunnxnopmuoﬁ/nonnsmnnn,uenxnopug BRAYOWMIA  aniomuHKeByio donsry,
HOH m ANOMUHUEBOW  nevaTHOM NIEHKY W3 OPUEHTHMPORZHHOrO noavamuaa,
NaKUpPOBaHHOM. NOAMBUHUAXNOPUAHYIO nAeHKky) u  donbra
Mam no 10, 30 7abnerox 8 KOWTYDHYIO | aMOMUHWeBas neyarHas /Nl@KMpOBaHHaR.
AYelKoBYO u3 Mmarepuana | 3 KOHTYpHble AYelKoBbIe YNaKoBKM BMECTe ¢
KOMBUMHMPOBEHHOTC  Ha  ocHose donbru | mHCTpyKUMelR no NPUMEHEHUIO NOMeLLeHb! &
(TpexcnofiHbii Matepuan, BRAWMBIOWMIA | KapTOHHYD ynaxkoery (nauky).
anioMUHuesyIo donbry, nAeHKy u3
OPHEHTUPOBAKHOrO nonuamuaa,
NONMBUHKMAXNOPHAKYIO  finekKy) 1 donbri
AMOMUHUEBON NEUaTHOM NakuposaHHail,
1 unu 3 koHTYpHBIX AYeiiKoBBIX YNaKkoBoKk BmecTe
€ WHCTPYKUMEN no npumexesuo noMewzT 8

L H3PTOHHYIO YNakosKy (nauky).

Odoomieno: erosa H.C..
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Mecto Haxomaenus: 000 «03ou», 445351, Camapcxan 06n., 1. uryaesck, ya. Mecounan, 4. 11

MecTa ocywecTaneHmn nuueHIMpyemoi aestensHacTi: 000 «O3oH #, 445351, Camapcwan obn., r, 0. JMurynescx, r. Hurynesck, ya.

FEMAEREA oy npocTpouTened, 4. 6 Ten. +75874599991, +79874599992, (84862) 290-00, dakc (84862) 341-08:
Jluuensuna Munucrepcrsa NpomuilLACHHOCTH 1 Toprosau P® Ne N1012-00102-77/00010730
Mapkuposra Ha oHTypHoO# AuelikoBOl ynakoexe (Gaucrepe) | Ha KOHTYDHOW  AYeiKoBON vnauoarﬂ

YKa3biBaWT Toprosoe HanmeHosaHue | (Gauctepe) yHa3aHo: Toprosoe
NEKEPCTBRHHOTO  Mpenapate  (COBNafaeT ¢ | HaWMEHOBaHME NeKapCTBEHHOMD npenapaTta
MEMAYHAPOAHbIM HeNaTeHTOBaHHbIM | (coBnagaer (= MEHKAYHAPOAHbLIM
HauMeHOBaHMEM), 7IeKapcTBeHHYI0 QOpPMY, | HeNaTeHTOBaHHbIM HavMeHoBaH1em),
AO3VPOBRY, HaumeHoBaHKe AepMaTenn | NexkapcraeHHan dopma, AD31poBKa,
perucTpauroHHoro YAOCTOBRPEHWA “ HaumMeHoBaHue AepXaTenn
HEUMEHOB3HWE NPOM3IBOAMTENA NEKBPCTBEHHOIO | PErUCTPALMOHHOrD yaocTosepeHus ]
npenaparta, Homep cepun (BKAIOHAIOWNA MecAl | HaumeHoBaHue npowvssoauTens

4 104 NPOM3BOACTBA), AATY MCTEYEHMA CpOKa
rORHOCTH (Mecal 1 rop).

Ha KapTOHHOW ynakoake (nauxe) yxaswisawor
TOProBOR  HauMEHOB3HME  NeKapPCTBEHHOrD
npenapata (coBNafdaeT C  MEXAYHAPOAHLIM
HEMNATEHTOBAHHBLIM HaUMEHOBaHKWEM),
HAUMEHOBAHKE AEPHATENR PEervcTPauMOHHOrS
YOOCTOBEPEHMWA (COBMNAAAET € HaMMEBHOBAHMEM

npoussoguTens), appec npou3Bogutena
NeKapcTBEHHOrO  npenapata  (cosnagaet ¢
agpecom Aepmatens PerucTpauvoHHora

yAocTosepenus) (cTpada, obnacts, ropoa),
3NEKTPOHHBIA 3Apec ¥ CaiiT nponssogMTens,
NeKapeTBEHHYD HOpMY, AO3MPOBKY, KOAMMECTBO
TaBAeTOK B ynakoBKke, MHGOPMAaUUIc O cocTase
NEKAPCTBEHHOIC Npenapata (HawmeHosaHWe
ASHCTBYIOWEro BeWecTsa U ero KONUYECTBO,
nepeyeHs BCNOMOr3TeNbHLIX BELECTB), Homep
cepuu (Braouatowmii Mecsy, u rog
NPOW3BOACTBA), ATy UCTEYEHMA CPOKA FCAHOCTH
(ropen po: mecay wu rog), ycnoews XpaHeHus,
cnocob npumenexus: «[ns npuema BHYTPb»,
YCNOBMA OTNYCKa, HOMER PErvCTPaLMOHHOTO
YAOCTOBEPEHMA, IOFQTUN NPOU3IBOANTENS W/UNK
NOFOTVN 33Ka34MKa, Gapm-KoM, WTPKXOBOH Ko,
ABYMEPHBLIA WITPUXOBOH KOO C NOAHOR WAw
YaCTHUHOR pacwudposKon uHOOpPMaLUMHK,
COAEPHALEACA B ABYMEPHOM WITPUXOBOM KOAE
uan  Ges Hero, «CMOTPM  MHCTPYKUMIO no
NPUMEHEHWIO {nvMcTOK-BKABABIW)», «He
NPUMEHATL N0 WCTEUEHWM CPOKa rOAHOCTMY,
«XpaHWTL B HELOCTYNHOM ANA [eTel mecTen.

AononuutensHo  Ha  KAapTOHHOW  ynakoBKe
(na4ke) pybampyerca TOprosoe HaumeHoBaHHeE u
AD3MPOBKA C MCMONb3OBaHWEM WpndTa Bpaiing.

NEKaPCTBEHHOTO Mpenaparta, HOMep cepuu
(smouatowmit mecay u rog npou3soacTaa),
A3Ta UCTEYeHMs CPOKA rOAHOCTV (MECcAL
roa).

Ha xapTonHO# ynakoske (nauke) yxasaHo:
TOProsoe HaWMEHOBAHWME NeKAPCTBEHHOro
npenapata (CoBNafaeT ¢ MemayHapoaHbiM

HENaTEHTOBAHHbIM H2UMEHOBAHWEM),
HaumeHoBaHue Aepatens
PeruCTPaUMCHHOIO YAOCTOBEpeHUs
(cosnagaer c HaMMEHOBaHHEM

rpousogutens), agpec npoussoaMTens
(cosnagaer ¢  agpecom Aepratens
PErUCTPaLMOHHOrO yaocToBEpeHIA) (cTpaHa,
06nacTs, ropog), 3NeKTPOHHbIN aapec u cadT
NpOW3BOAMTENS, NEKapcTeeHHas  ¢opma,
RO3MPOBKa,  KOAM4eCTBO  Tabnetok 8
ynakoske,  wuHpopmaums o  cocTase
NeKapCTBRHHKOIO npenapaTta (HaumexHosaHwe
ABHCTBYIOUIETO BEWECTBA ¥ €10 KOAMYRCTED,
MEpE4eHb  BCNOMOraTeNbHbIX  BELLECTs),
HOMEP CepuM (BRNIOYBIOWMI MeCAL W rog,
NPOW3BOACTBA), A3Ta  WUCTEYeHMA  CPOHa
roAHOCTH (roAeH [0: MecAL, 1 foA), ycnosua
XpaHeHun, cnocob npumexedus:  «flna
MPHEM3 BHYTPLY, YCAOBMA OTMYCKE, HOMep
PErMCTPaLMOHHOIO YAOCTOBEPEHMA, NOrOTUA
NPOM3BOAMTENR, GaPM-KO/, WTPHXOBOM KOA,
ABYMEDHLIA WTPMXOBOM KOA € YECTHMYHOM
pacwuppoBsKo urdopmaumn,
COAEPAWEBACA 5 ABYMEPHOM WTPUXOBOM
Koae, «CmOTPH MHCTRYKUMIO no
NPUMEHEHMIO  {IUCTOK-BRAEABIW)»,  «He
NPUMEHATL N0 MCTEYEHWK CPOK FOAHOCTMY,
«XpaHMTb B HELOCTYNHOM ANA AETEl MecTex.
HONONHMTENBHO Ha KapToWHONW ynaxoske
(nauxe) npoaybanposans: Toprosce
HaMMEHOBaH1e [0 A03MPOBKA =
MCNOAL30BaHUEM Wpk@Ta Bpaina.

Cpok roariocTy

3 ropa

loneH po: 04/2027

XpaHeHue

Mpv Temnepatype He sblwe 25 °C B0 BTOPUYHOMN YNaKoBKE (nauke).

3aKk/Il04eHNE:  CODTBETCTBYET/ HE COOTBETCTS

Trieobrognmoe NOAMEPHHYTH)

Odoomieno: benosa H.C.,

HavanbHuKk OKK:

J

7 " /Kupwauna N.0.

yer TpeboBaHuam NIN-Ne(000672)-(Pr-RU)-060422

Croaunua: 2 13 2




Jluuenzus Ne JI012-00102-77/00010730

i'_" y‘ A GMP/EAEU/RU/00098-202 1

< OZON Paspewenue

Ha BBIITYCK CEPHH JIEKAPCTBEHHOTO TIperapaTa B peaiu3aliio

RBTAWA
34.447(04)
Ne6134or '2 7 I

Hanmenoranne npenapara [Tepunnonpun

Mesxy HapoIHOE HenaTeHTOBAHHOE, 1K IepuHnonpen

TPYNNHPOBOYHOE, WM XHMHYECKOE HaMMEHOBAHHE

JlekapcTeennas hopma Tabnerku

Hosuposka 4 mr

Mopma Bbinycka TabneTry, 4 Mr (KOHTYpHas sueifkosas ynakoska) 10 x 3 (mauka
KapToHHas)

Homep cepuu 050524

Konuuectso 115045 ynaxkosok

Mlata Hauana npousBoacTBa 30.05.2024

Cpok roguocty / lonen no 3 rona/ 04/2027

Hopmatusras noxymenTauus JIIT-Ne(000672)-(PI-RU)-060422

CepTH(Kar kauecTsa cepun 6134 o7 19.06.2024

HanmexoBakne nponssonnress 000 «O30H»

Alpec nponsBoaHTeNs (BCE CTAAMM NPOMIBONCTBA, Camapckas 0611., r.0. Wurynesck, r. Kurynesck,

BRIIOYas BbIMYCKRIOWMH KOHTPONb KavecTsa) yi. TnapocTpoutenei, 1. 6

Perucrpawontoe yrocrosepenue JIT1-Ne(000672)-(PT-RU)

HaTa rocynapcTBeHioN perncTpawmy 06.04.2022

HanmeroBauue nepiarens perucrpautonsoro 000 «O3on»

YAOCTOBEPEHHUS

Paspewenue neiicTBuTeNLHO 10 04/2027

KommenTapuy wm——

Tlpusenennas suiuie WHGOPMALMS ABASETCA IOCTOBEPHOA M TOMHONH. Cepust JCKAPCTBCHHOTO Npenapara NpousseaeHa (BKIOYan YIakoBKy
(MapKHPOBKY) ¥ KONTPOML KAa4eCTBA) HA NPOMIBOACTBEHHOM MNOUIANKE B MOJHOM COOTBETCTBHM C TpeGoBannamu THueHsud, [lpasun
HaanekaueH NpoiIEOACTRCHROM NPAKTHKH, PEFHCTPALMOHHOTO 10Che. 3aMHCH N0 MPOM3BOACTBY, VIIAKOBKE 1 KOHWTPOMIO Ka4eCTBa MPOBEPEHEI, i
YCTAHOBACHO UX couTBETCTBHE TpefoBaiinam [Tpasun kannexaweii npokssoacTBenHoOl NpakTHER.

[TIPOIYKLHMST PASPEILIEHA K PEAJIM3AITAU: Ié/ﬂa O Her

YHonHoMOue HOe JTHIIO:

f
L) %{OHHHHHE}TKO Exartepuna Axatonsesra/ 1o 08 M0 p

negmics 2 OUHO Jlara
Vo

Crpannua: 1 13 |
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