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' Neuensua Munncrepcrsa NpombiunerHocTy U Toprosav PO Ne 00072-1C

Ceptudumkar kavecTsa cepum Ne 4922 ot 30.05.2023

TuzauuguH, Tabnertku 2mr
TORFOBOE HAMMEHOASMME NEHEDCTREHHGIO , ABKADC éuam

PerucTpaumnoHHoe yaocroeepenue /1M-005188

Homep cepuu 110523
Aara Havana npow3soacTea 11.05.2023
Koaudecrao 23987 ynaxosok
AHANK3 BbINOHEH M0 HOPMATUBHOMY AOKYMEHTY N-005188-210422
Merog koHTpons
HaumerosaKHwe nokasartens Pe3yabTaT KOWTpONA
HopmartueHoe 3HaueHmne

Onucakue BuayanpHbii
Kpyrasie naockouuamuapuseckue 1abnetku Benoro Kpyrasie naockoumamHapmdeckue tabieTsu
unu Benoro € MEeNToBaTbiM OTTEHKOM UBeTE ¢ 5e10ro UBRTA C PUCKON U GacKoM.
PUCKOW 1 ackolt.

MoanuHHoCT BIMHX
Bpema  yaepmusaHWA  OCHOBHOIO nuka  Ha
XpOMaTOrpamMmMe MUCNbITYyemoro PacTeopa [A0MKHO CooTseTcrByeT
COOTBETCTBOBATL BpeEMEHN YASPIUBEHUS
OCHOBHOMD MMKa Ha XPOMATOIPaMme pacTsopa
cTaHpaaprioro  obpasua (CO}  Tmzanuguma
rUANOXA0DPUAE .

Pacteopenue O PO, BIHKX
He menee 75 % (Q) CeHaCiNsS (TvaanmauHa) vepes 103 %

30 muH.

PoacreerHsie npumecu BIMX
Mpumecs A — He Bonee 0,2 %; He obHapymwero
Nobas Apyras eauHUHaR NpUmecs — He Gonee 0,2 %; 0,07 %

Cymma npumecei — He Bonee 0,5 %. 0,07 %

OaHopoaHocTs fo3uposakus | [O PO, (cnocof 1) BIMX
AV £ 15% 11,7 %

HonwdecreerHoe BIXX

onpepenekue O71 1,8 mr ao 2,2 mr CeHsCINSS (Tu3anmpmna) cunran 1,9 mr
H3 CPRAHICID Maccy TaBneTku.

Murpoburonarudeckas [P PO, Kateropua 3A

4neTOoTa

OBuiee uncno azpobrsix He Gonee 1-10° KOE/ r/mn; Menee 1-10' KOE

MuKpoopraduames sl

Obuiee YKMLAD APOWIKEBLIX U He Gonee 1:10! KOE/ r/mn; Menee 1-10' KOE

nnecHessuix rpubos e 1r; OTCYTCTBME. OTtcyrersyer

Escherichiacolislr,

YnakosKa Mo 10, 20, 30 vabneTox 8 KOWTYpHYIO Auelinosyio | o 30 TabreToR B KOHTYPHOW AYEHHOBOW
YNaKOBRY M3 NACHKY NOAMBUHWIXNOPUAHON, B0 | YNAKOBKE M3 NASHKW NOAUBMHUAXAODUAHOR W
nnemKri donsri anoMUHMesoH ne4aTHOM
NOAUSURANKNOPUAHGH/NOAVMBUHUIMORHXAOPUAHON | NaKMPOBAHHOM.

1 GONLIW BMOMMHWEBON NEYATHOM /IAKUPOBAHHON. | 1 KOWTYpHaR sUBHKOBas YNaKosKa BMeECTe C
Wav no 10, 20, 30 Tabnerok KOHTYPHYIO | MHCTRYKUMENR NO MEAULMHCKOMY NPAMEHEHWIC
auelkoayo YNAKOBKY u3 MBTEPUaNa | NOMEWBIOT B KaPTOHHYIO yraxosry (nauxy).
KOMBHHUPOBAHHO Ha ocHose honerv

(Tpexcnoiusin martepuan, BHAKOY 0N

BNOMUHHEBYIO donbry, NAEHKY w3

OPHEHTUPOBAHHOID noAMaM1UAS,

NOMMBUHAAXNTRUAHYIO  NABHKY]  u  donsri

BNIOMWUHUEBOW NEYETHOK N3KUPOBAHHON.

1, 2, 3, 4, 5 6 unu 10 KOHTYDHbLIX FUBHKOBbIX

YNaKoBoK smecre 4 UHCTPYRUMER no

MEAMUMHCKOMY — NPUMEHEHMIO  NOMEWADT B

K3PTOHHYIO yNnakoaky {nadxy).

Mapxuposka Ha kowutyproil auelikosoll ynakoeke (6ructepe) | Ha koWTypHOR AueiikoBOM ynakoeke (Baucrepe)
YHa3biBAOT © Toprosoe HaUMEHOBAHUE | YK333HO! Topreace HaumeHOBaKue
NexapcTBEHHOrO  npenapatd  (coBnadaeT ¢ | ABKAPCTBEHHOrO npenapata  (cosnan@er ¢
MENYHEDOAHBIM HENATEHTOBAHHBIM | MEXAYHAPOAHLIM HENATEHTOBAMHBLIM
HauMeHOBaHUeM), NEKBPCTBEHHYIO dopmy, | HauMmeHOBaHWem), AexapcTBeHHas  dopma,

Odopmneno. Crasp AB. Crpanmua: 1 u3 2
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Mecro Haxomaenun: 000 «Oaonys, Poccun, 445351 Camapckan aba., r. Murynescw, yn. Mecounas, 4. 11
MecTa ocyuiecTanenus nuueHsupyemoit gestenproctn: 000 «O3au», Poceun, 445351 Camzpexan o6h., 1. 0. Murynesck, r. WMurynescs, v,
Tuapoctpourenel, 4. 6; ten. (84862) 71-851, 71-853/56/57/58; danc (34862) 341-09, 290-00

uuenans Munucrepcraa NpomsiwnesHocte 1 Toprosan P& Ne 00072-71C

AO3KPOBKY, HaumMeHoBaKHue AepHaTens
PErucTRaLMOHHOM YODCTOBRPEHWS u
HAUMEHOBAHME MNPOU3BOAUTENR  NERAPCTBEHHOTO
npenapara, Homep cepum (BRAKHAIOWMIE Mecal 1
rof, TNPOM3BOACTBA), AATY MUCTEYEHMA CPOKa
rOAHOCTH (Mecau 1 rog).

Ha KapTOHHOW ynakoBKe (nauke] ykaswbiBawoT

Toprosce HAUMEHOBaHNE NEeKapCTBEHHOTD
npenapata  (COBMaf@eT € MEMAYHEPOAHLIM
HENATEHTOBAHHLIM HauMeHOBaHKEM),
HaUMEHOBAHWME  [SLMaTeNA  PErUCTPAUMOHHOTD

YAOCTOBEPEHUR W HEWMEHOBAHME NPOM3BOAUTEAR
/i@KapCTBEHHOrD NPenapaTa, aApec npoMIBoauTeNA
feHapcTBeHHOrO npenapata  {cTpada, oBaacts,

ropoal, SNEKTPOHHBIA aapec 1 cant
npOU3BOAKUTENR, aapec AepmaTens
PeruCTPaUMORHOrD  YAOCTOBepeHus  (cTpaHa),

nexapcTeeHnylo  GOPMY, AO3UPOBKY, KOAWYECTBO
Tabnetok B8 ynakoexe, MHPOpMauMIO © cocTase
NEKaPCTBEHHOTD npenapata (HaumeroBauue
AEUCTBYIOWErC BEUIECTBA ¥ 8r0  KOAWMECTBO,
nepeueHs BCNOMOTaTeNbHLIX  BEWEecTs), HOMep
cepum (BRAOHAKIWMA MECAL W FOA NPOM3BOACTSA),
A3TY MCTEMEHWA CPOKa rOAHOCTH (rogeH 4o Mecay
¥ TOA), YCROBMA XPaHeHWA, CNocob npumeHexus:
«[ANA NpUema BHYTPbLY, YCAOBMA OTNYCKA, HOMEp
PErUCTPaUNOHHOMD  YROCTOBEPEHMA,  ACrOTHN
npouisopuTens, (Gapm-Kof, WITPMXOBOW  KoA,
LBYMEpPHBLIA  WTPUXOBOW KOL € MNOAHOW #am
YACTHYHOM pacwudpoBKon nHpopmaumn,
COOSPKALEHCA B ASYMEPHOM WTPUXOBOM KOAE
wam  Bes wHero, «CMmOTPM  HHCTPYKUMIO NO
MEAMUMHCKOMY NPUMEHEHWIO®, «HE NpuMeHATE No
MCTEYEHUM  CPOKa  rOAHOCTH®, «XpaHWTh B8
HEAOCTYAHOM AAR OeTeH MecTes.

[onoAnuTenbHo Ha KapTOHHOK ynakoske [navxe)
ayBavpyerca TOprosoe HAMMEHDBaHNE "
FAO3WPOBKA C MCNONb30BAHMEM WPUdTa Bpains,

L031poBKa, HAUMEHOBEHWE  JEpMaTens
PRrUCTPALMOHHOTO YAOCTOBEPEHMA “
HaWMEHOBaHME NPOM3BOAMTENA

NERAPCTBEHHOTO NPEnaparta, HOMEP Cepuu
(BKAOHZIOWMA MECALL W FO4 NPOM3BOACTEA),
[i3Ta MCTENEHUA CPOKA roAHOCTH (Mmecal v roa).
Ha KapToHHOM ynakoske [naske) yxazaHo:
TOPFOBO@  HAMMEHOBAHWE  NEKAPCTBEHHOTD
npenapata (coBMAafaeT ¢ meMAayHapoaHLIM
HENATeHTOBAaHHbIM HAUMBHOBAHKEM),
HAaUMEHOBAHME DEPWAETENA PErnCTPALMOHKOrS
yAOCTOBEPEHWUS n HaumeHoBaHue
npoW3BOANTENR /IBKAPLTBEHHOrO npenapara,
anpec NpOU3BOANTENA NEKADCTBEHHOID
npenapata  (ctpana, ofnacts,  ropoa),
INEHTPOHHBIM 3APEC M CaliT Npou3sBoaMUTEns,
aapec Aepwarens PETKCTPAUMOHHOTO
yaocrosepenua  (cTpasHa),  AexapCTBeHHas
bopma, A03MPOBKA, KoAuvectso Tabaetox B
ynakoexe, uHpopmaymns ¢} cocrase
NeKapCTBEHHOro npenapata (HaumeHoBaHwe
LeACTBYIOWEro BEWECTBa M ero KOAMYecTso,
nepeueHs BCNOMOraTeNbHbIX BRULECTB), HOMEp
cepun  (BKAKYAEIOWMH  Mecaly, W roa
NpoN3BOACTBa), [aTE  WCTEYeHWR  CpOKa
FOAHOCTM (rofieH 40: MEBCAL M roa), YCNoBus
xpaHerus, crocob npumenenua: «0ns npuema
BHYTPLY, YCNOBMA OTNYCKa, HOMEpR
PervcTpaUMOHHOrO YAOCTOBEPEHUR, NCTOTUN
npoussoguTens, Gapm-Kog, WTPUXOBOW Kopg,
LBYMEDHBIR  WITPUXOBOR KOA €  HacTWuHOM
pacwwdposkon WHOOPMaUWK, copepmallelics
8 ABymepHOM wTpuxosBom koge, «Cmotpu
VHCTPYKUMKD o MeanLMHCKOMY
NpUMEHEHUION, «He NDUMEBHATL NO MCTEUEHKMM
CPOKa FOAHOCTWY, «XDaHuTh B HEROCTYNHOM
ON8 petel mecrten.,

[ononHnTensHO  Ha  KApPTOMHOHR  ynaxosxke
{nauxe) npoayBauposaks TOprosoe
HaumeHosaHue u Lo3uposKa c
Menons3osaHuem wpudTta Bpanag,

Cpok roaHocTv

3 roga

Toaed ao: 04/2026

XpaHeHue

Mpy Temnepartype He Boiwe 25°C.

3axnoueHue:

Oopaaeno: Crnap AB.

HauaneHuk OKK

cooTseTcTayeT/ He cooTReTcTeyeT Tpebosanuam J/1M-005188-210422

T

HEOONOAMMOR NOAHEPHHYTE)

[Kupununa 1.0,

e éféﬂf{{‘»{;gﬁ "

2 RBvpery. |
“Tog

Crpanwnua: 2 pn 2




Jinuensus Ne 00072-JIC
Ne GMP/EAEU/RU/00098-2021

OZON Paszpemenue

BACHALED KA Ha BBIUIYCK CEPHH JIEKAPCTBEHHOIO NIpernapara B peanu3aliio
(BBOA B rpaxkaaHcKuii 060poT) 3D .447(03
O n M
30 05 AL

Ne 4922 ot L
Haumenosanne npenapara Tmamm;m
MeskmyHaponHoe HeNaTeHTOBAHHOE, HIH IPYNNHPOBOYHOE, Tuzauuauu
WIN XHMUYECKOE HAUMEHOBaHUE
JlekapcTBeHHas dopma TabneTku
Hosuposka 2mr
@opma BeIMyCKa TabneTky, 2 Mr (koHTypHas suelikosas ynakoska) 30 x | (navka

KAPTOHHAS)

Homep cepuu 110523
Konuuectso 23987 ynakoBok
Hata navwana npousBoacTRA 11.05.2023
Cpox roguoctu / Tozen 1o 3 rone/ 04/2026
Hopsmatusnas 10KyMeHTaLUMs JITT-005188-210422
Ceprudimxar kauectsa 4922 ot 30.05.2023
Haumerosasue npoussoutrens 000 «O30H» _
AZpec NpoM3BOMTENS (BCE CTALMM NPOU3BOACTBA, BRMowas | Camapcxas o6, r.o. JKurynesck, r. JKuryaesck,
BbITYCKAKO M KOHTPOAL KEYECTEA) ya. luapocTponTenei, 4. 6.
PerucTpaunoHHOE YIOCTOBCPeHHE JITT-005188
Hata rocynapcTeeHHOM perucTpauss 19.11.2018
Haunmenosanne nepixarens perncrpaunontoro yaocrosepenns| 000 «ATtonm
Paspewienue aeiiCTBUTENRHO 10 04/2026
Kommewrapwur

[lpusenennas suie HAdOpMaLHs apseTes Aocropeprol ¥ Tounoil. Cepiua AEKAPCTBCHHOTO IPENAPATA NPOM3BEACHA (BINICYAN YIIAKOBKY
(MapKHPOBKY) ¥ KOHTPOAL KAYCCTBA) HA TNPOWIBOACTREHHON IUIOURAKE B NOJHOM COOTBETCTBHH C Tpebosanusamy jiuensnn, [lpasua
HaIeRaAEH NPOUIBOACTBEHHON NIPAKTHKN, PErHCTPARIMORHOTO JA0CkE. 3aMHCH N0 NPOMIBOICTBY, YIIAKOBKE H KOHTPO/IO KA4ECTBA IIPOBEPEHBL, U
YCTAHOBACHO MX COOTBETCTBHE TpeBosanuam [Iparki Haanexalel NPOUIBOACTEEHHON NPAKTHEN.

K BBOJY B I'PAXKJIAHCKWI OBOPOT PA3PELLEHO: hflfla o Her

YONHOMOUEHHOE THLO:

_f;?/,q‘%a/w; WUmsnsesa Enena Boagumuposua/ 9 0 05, 273 r

noannch PHO lara

Crpannua: 1 us |
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