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Koo ynakoBku Homep cepun [ata narotoBnenuns [opeH oo
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[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 CTaHAAPTHOMY pacTBOpY 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 % 101.2
- NokasaTterb npuemnemoct (L1) 3.5 <=15.0
pacTBOpeHWE Eep.$.2.9.3 CM. nokasartenu
Q=75% nocne 45 MuH
- cpeaHee 3Ha4YeHue OTH. % 96
- MUHUMYM OTH. % 95
- MaKkCMMyM OTH. % 97
- 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, COOEPXALWLNX 3CTPAONOS OMNOPOIrECTEPOH
onucaHue TabneTok ***) COOTBETCTBYET CM. NokKasaTtenu
MNoanunHHOCTL
SCTPAOMON
- Bpems yaepxmnsaHms pacteopa (BOXKX) COOTBETCTBYET CM. NoKasatenu
COOTBeTCTByeT CTaHOapTHOMY pacTBoOpy
- BOXX/Y® cnektpocdotomeTpus COOTBETCTBYET CM. NNokasarenu
CooTBeTCTBYET CTAaHAAapTHOMY pacTBOpY
AMAPOIreCTEPOH
- Bpems yaepxkmeaHus (B3IXKX) COOTBETCTBYET CM. NOKasatenu
COOTBeTCTByeT CTaHOApTHOMY pacTBOpy
- BOXX/Y® cnektpocdotomeTpus COOTBETCTBYET CM. NOKasaTenu
COOTBeTCTByeT CTaHOAapTHOMY pacTBOpy
Mpumecn .

MpoaykTbl gerpagauum 3ctpaguona (B3IXKX)
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9,11-scTpaavon OTH.% <0.1 <=0.5
OCTpoOH OTH.% <0.1 <=0.5
6-KeTo-acTpaamon OTH.% <0.1 <=0.5
nobas eanHNYHas NpMMech OTH.% <0.1 <=0.5
cyMma rnpumecen OTH.% <0.1 <=1.5

MpopaykTbl gerpagaumn Oduaporectepona (B3XKX)

nbasa eanHUYHas npuMech 0TH.% <0.1 <=0.5

cyMMma npumecen OTH.% <0.1 <=1.0

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

aungporectepoH (B3XKX) mr/Tab 9.9 9.5...10.5

oHOpoaHOCTb Jo3npoBanms (B3IXKX) EBp.9.2.9.40

OcTpaawvon : COOTBETCTBYET CM. NOKasaTenu

COOTBETCTBYET

- CpeaHee 3Ha4YeHue OTH.% 99.3

- MUHUMYM OTH.% 94.6

- MakCMMyM OTH.% 104.4

- nokasaTtenb npuemnemoct (L1) 7.3 <=15.0

OunaporecTepoH : COOTBETCTBYET CM. NOKasaTenu

COOTBETCTBYET

- cpeaHee 3Ha4YeHne OTH.% 99.5

- MUHUMYM OTH.% 95.3

- MaKCMMyM OTH.% 103.8

- Nokasatenb npuemnemoct (L1) 6.1 <=15.0

PactBopeHue : EBp.$.2.9.3

acTpagvon COOTBETCTBYET CM. NOKasaTenu

Q=75% nocne 45 MuH.

- cpeaHee 3Ha4YeHne OTH.% 96

- MUHUMYM OTH.% 94

- MakCMMyM OTH.% 101

AnOporecTepoH COOTBETCTBYET CM. NOKasaTenu

Q=75% nocrne 45 MyH.

- cpeaHee 3Ha4YeHue OTH.% 99

- MUHUMYM OTH.% 96

- MakCMMyM OTH.% 102

- U3Mep eHHasi eguHMLIA AN PpacTBOPEHUst N= EO 6

Mwukpo6uronoruyeckas ynucrota EBp.®.5.1.4 (HeBOOHbIE NpenapaThl AN
nepoparnsLHOro NPUMeHeHns )

oblLLee KoNMYecTBO aspobHbIX MUKPOOPraHN3MOB KOE/r <10 <=10°

obLee KONMYEeCTBO APOXCKEBLIX U NNECHEBLIX rPNboB KOE/r <10 <=10?

oTcyTcTBMe Escherichia coliB 1r COOTBETCTBYET CM. Nokasartenu

*) rapaHTMpOBaHO —03HayaeT «KKOHTPONb N0 4aHHOMY NoKa3aTero NPOBOANTCH NeP MOANYECKUY.

**) Kpyrnble, ABOSIKOBbIMYKIble TabneTkn, NOKpbITble NeHOo4HOM 060 104YK0 M pO30BOro LiBETa, C rpaBnpoBKon «379» Ha OOHOW
cTopoHe TabneTtkn. Bugtabnetok Ha nonepeyHom paspese: 6enas, LepoxoBaras mOBEPXHOCTh.

**) Kpyrnble, ABOSIKOBbINYKIble TAGNETKU, NOKPbITbIE NITEHOYHO M 06 0NOYKOM CBETHO - XKENTOTO LiBETA, C FPaBMpPOBKOM «379» Ha
0JHOW cTopOHe TabneTkn. Bua Tabnetok HanonepeyHom pa3pese: 6enas, wepoxoBaTast MOBEPXHOCTb.

PesynbTaTtbl ncnbiTaHUA NOKa3biBaloT, UTO NpoaykT cooTBeTcTByeT HA N N011361/02-141019 n3meHeHune Nei.

[aHHasa cepnanpounssegeHamn BoinyLieHa B COOTBETCTBUM C JOKYMEHTaLMEN perncTpaumoHHoro gocbe n npasmnamm GMP.
CoO0TBETCTBYET perynstopHbiM TpeboBaHuam cneaytowmx cTpaH: Poccuiickas ®epgepaunsa
[aHHbIN cepTudmKaT Obin cHOPMUPOBaH BaNnaMpoBaHHON CUCTEMOW U NOANMCAH B 3NTEKTPOHHOM BMAE.

21.12.2022/16:20:55CET anekTpoHHas nognncb: PpeHk XaBnHra, YNoSTHOMOYEHHOE NNLLO.
CepTudukaT NpoOBEPEH N YTBEPXAEH.
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