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CEPTUDOUKAT AHAITU3A
Hata CtpaHuua
27 mapTta 2023 1ns3
PEMOCTOH 2 nauka kapToHHas x 1 6nucTep x 28 Tabnetok
Koo ynakoBku Homep cepun [ata narotoBnenuns [opeH oo
1129135 370784 02.2023 01.2026
[ToxkaszaTesm En.usvepeHus PesyJibTaTh Hopwmer
NMOKASATEJIN TABNETOK 3CTPAONONA
onucaHne TabneTok **) COOTBETCTBYET CM. NoKasaTtenu
MNoannHHOCTL
OcTpagwuon
- Bpems yaepxmeaHms (BOXKX) COOTBETCTBYET CM. NoKasartenmu
CoOTBETCTBYET CTaHAAPTHOMY PacTBOPY
- BOXX /Y® cnektpodhotomeTpuns
CooTBeTCTBYET CTAaHAAPTHOMY pPacTBOpY COOTBETCTBYET CM. Nokasartesnmu
Mpumecn
MpopaykTbl gerpagaunm 3ctpaguona (B3IXKX)
9,11-3cTpaguon OTH.% <0,1 <=0,5
3CTPOH OTH.% <0,1 <=0,5
6-keTo-3cTpaguon OTH.% <0.1 <=0,5
ntobasi eAnHNYHasn Nnpumech O0TH.% <0.1 <=0,5
cyMMa npumecen O0TH.% <0.1 <=1,5
CopepxaHue acTtpaguona, kak C18H2402 (B3XKX) mr/Tab 2.0 1.9...21
OpnHopoaHocTb Ao3npoaHus (B3IXKX) COOTBETCTBYET cooTBeTcTByeT EBp.® 2.9.40
- cpeaHee 3HadeHne Of1 Sctpagvona % 99.5
- MuHnmym O[] ScTtpaguona % 97.0
- makcumym Of1 BcTtpagmona % 103.2
- NokasaTterb npuemnemoct (L1) 4.3 <=15.0
pacTBOpeHWE Eep.$.2.9.3 CM. nokasartenu
Q=75% nocne 45 MuH
- cpeaHee 3Ha4YeHue OTH. % 98
- MUHUMYM OTH. % 94
- MakCUMyM OTH. % 99
- U3MepeHHasi egnHMLA ANA pacTBOPEHUs n= EN 6
Muwukp o Buornormnyeckas ymcrota EBp.®.5.1.4 (HeBOOHbIE NpenapaThl AN
nepoparnbHOro NPUMeHeHus1)
obuee KonMYecTBo aspoOHbIX MUKPOOPraHN3MOB KOE/r <10 <=10°
o0LLLee KONMYECTBO APOXIKEBLIX U NNECHEBLIX FPNboB KOE/r <10 <=10?
oTcyTcTBume Escherichia coliB 1r COOTBETCTBYET CM. NOKasaTtenu

MOKA3ATEJIM TABNETOK, COAEPXALLNX 3CTPAOVNOIN/ ANOPOIECTEPOH

onucaHve TabneTok ***) COOTBETCTBYET CM. NoKasarenu
MNoannHHOCTL

OCTPAONOI

- BpeMs yaepxusaHus pactsopa (B3XKX) COOTBETCTBYET CM. NOKasaTenu
CooTBeTCTBYET CTAaHAAP THOMY pacTBOpYy

- BOXKX/Y® cnektpootomeTtpus COOTBETCTBYET CM. NoKasarenu
CooTBeTCTBYET CTAaHAAPTHOMY pacTBOpY

OVOPOIECTEPOH

- Bpems yaepxmeaHums (BAXKX) COOTBETCTBYET CM. NOKasaTenu
CooTBeTCTBYET CTAaHAAP THOMY pacTBOpYy

- BOXKX/Y® cnektpocdhotomeTpus COOTBETCTBYET CM. NokKasarenu
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CooTBeTCTBYET CTaHAAp THOMY PacTBOPY

MNpumecn :

MpopaykTbl gerpagaumnmn 3ctpaguona (B3IXKX)

[MepeBoA C aHMMUNCKOro A3blKa Ha PYCCKUM A3bIK

9,11-acTpagvon OTH.% <0.1 <=0.5

SAcTpoH OTH.% <0.1 <=0.5

6-KeTo-3cTpaguon OTH.% <0.1 <=0.5

nobas eanHNYHasa NpuMech OTH.% <0.1 <=0.5

cyMMma npumecen OTH.% <0.1 <=15

MpopaykTbl gerpagaummn Oduaporectepona (B3XKX)

nodas eanHNYHas NpUMMech OTH.% <0.1 <=0.5

cyMma npumMecen OTH.% <0.1 <=1.0

CopepxaHue acTtpaguona, kak C18H2402 (B3XKX) mr/Tad 2.0 1.9...21

angporectepoH (B3XX) mr/Tad 10.0 9.5...10.5

ogHopoaHocTb fosnposanms (BIXKX) EBp.9.2.940

OcTpaawvon : COOTBETCTBYET CM. NOKasaTenu

COOTBETCTBYET

- cpegHee 3HaveHune 0TH.% 99.2

- MUHUMYM OTH.% 97.6

- MakCMMyM OTH.% 103.2

- nokasaTternb npuemnemoct (L1) 4.0 <=15.0

OunaporecTepoH : COOTBETCTBYET CM. NOKasaTenu

COOTBETCTBYET

- cpegHee 3HaveHune 0TH.% 99.7

- MUHUMYM OTH.% 97.7

- MakCMMyM OTH.% 103.6

- nokasaTternb npuemnemoct (L1) 4.1 <=15.0

PactBopeHue : EBp.9©.2.9.3

acTpagvon COOTBETCTBYET CM. NOKasaTenu

0Q=75% nocne 45 MuH.

- cpegHee 3HaveHune OTH.% 96

- MUHUMYM OTH.% 95

- MakCMMyM OTH.% 98

OVOPOrecTepoH COOTBETCTBYET CM. NOKasatenu

Q=75% nocne 45 MuH.

- cpeaHee 3Ha4YeHne OTH.% 99

- MUHUMYM OTH.% 98

- MakCMMyM OTH.% 100

- U3MepeHHas eguHMLA ANA pacTBOPEHUs N= EO 6

Mwukpo6uronoruyeckas ynucrota EBp.®.5.1.4 (HeBOOHbIE NpenapaThl AN
nepoparnksHOro NPUMEHEHUS)

oOLee KonM4ecTBO aspobHbIX MUKPOOPraHN3MOB KOE/r <10 <=10°

obLLee KonMYecTBO APOXKKEBLIX U NIeCHEBbLIX rpnbos KOE/r <10 <=10?

oTcyTcTtBue Escherichia coli B 1r

COOTBETCTBYET CM. NoKasaTtesin

*) rapaHTMpoOBaHO —03HayaeT «KKOHTpONb N0 AaHHOMY NokKasaTero NPOBOANTCHA NeP MOANYECKUY.

**) Kpyrnble, ABOAKOBbINYKIble TaBNEeTKN, NOKPbITbIE MNIEHOYHON 060 04KON pO30BOrO LiBETA, C rPaBUpPOBKON «379» HA OOHOM
cTopoHe TabneTtkn. Bugtabnetok Ha nonepeyHom paspese: 6enas, LwepoxoBaras mMOBEPXHOCTb.

**) Kpyrnble, 4BOAKOBbINYKMble TaONETKN, NOKPbITbIE NITIEHOYHO N 06 ONOYKON CBETIO - XENTOrO LiBETA, C rPaBMpoOBKOMN «379» Ha
O[HOW CTOpOHe TabneTkn. Bug tabnetok Hanonepe4YHoM paspese: 6enas, wepoxoBaTas NOBEPXHOCTb.

PesynbTaTtbl ncnbiTaHU NoOKa3biBaloT, 4TO NpoaykT cooTBeTcTByeT HA JIM Ne(001114)-(Pr-RU)-040822 oT104.08.2022.
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UHdopmaumsa 06 APC

A®PC [npporecTepoH:

A®PC Homep MaTepuanau HaMeHOBaHMe:
1012579 OupporectepOH MUKPOHU3ET
Homep cepun:

526184WOX, 526186

Mpownseoantenb ASC InaporecTepoH:
3660TT Xenckea Mpogakt B.B. HuaepaaHapl

A®C dctpaguon:

ADC HoOMep maTepmanaun HaumeHoBaHue:
1008464 AcTtpagnon remurngpart (MUKPOHU3ET)
Howmep cepun:

0162, 0163

Mpounssoautens AOC Octpaguon:

AcneH Occ b.B. HupgepmaHapl

JaHHasa cepusanponsBeneHaun BbinyLeHa B COOTBETCTBUM C JOKYMEHTau el perncrpaumoHHoro gocke n npasmnamm GMP.
CooTBeTCTBYET perynsitopHbiM TpeboBaHuam cnegyowmx cTpaH: Poccuiickasa Pegepauns
HaHHbIN cepTudmkaTt Obin cHPOopMUpPOBaH BannaMpoBaHHOM CUCTEMOW M NOAMNMCAH B 3NTEKTPOHHOM BMAE.

27.03.2023/16:10:58 CET anekTpoHHas nognucb PpeHk XaBuHra, YNONTHOMOYEHHOE NnLO.
CepTudukaT NpOBEPEH U YTBEPXKAEH.
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