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llokazaTesm En.usMmepeHus  Pes3yJibTaThl HopMer

XAPAKTEPUCTUKA TABJIETOK, COLEPKALLUMX SCTPAONOIN:

onucaHve TabneTok **) COOTBETCTBYET  CM. Nokasarenu

MoanunHHOCTL

OCTPAONON

- Bpems yaepxumeanns (BOXKX) COOTBETCTBYET  CM. nokasartenu
COOTBETCTBYET CTaHOAPTHOMY paCTBOpPY

- BOXX /Y cnekrpodoTomeTpus COOTBETCTBYET  CM. nokasartenu
COOTBETCTBYET CTaHOapTHOMY pacTBopy

PoacTBeHHblE NPUMECK MO OTHOLLEHWIO K 3CTpaamorny

(B3XKX)

9,11-acTpaguon OTH.% <0,1 <=0,5

3CTPOH OTH.% <0,1 <=0,5

6-keTo-acTpaauon OTH.% <0.1 <=0,5

nob6asa eanHUYHaN NpUMech OTH.% <0,1 <=0,5

cyMMa npumecemn OTH.% <0,1 <=1,5

KonuyectseHHoe onpeaeneHve actpagmona, Kak Mmr/Tab. 0,99 0,95..1,05

C18H2402 (B3XKX)

04HOpPOAHOCTb [03MpoBaHust (BIXKX) cooTBerctByeT  COOTBETCTBYET
cooTBEeTCTBYEeT EBD¢294O

- cpefgHee 3HavYeHne % 98,9

- MUHUMYM % 94,9

- MakCuUMyMm % 103,3

- nokasaTtenb npmuemnemoct (L1) 5,5 <=15,0

PacTtBopeHne EBp.9.2.9.3 Q=75% nocne 45 MuH.

- cpefHee 3HayeHve OTH.% 97

- MUHUMYM OTH.% 94

- MakCUMyM OTH.% 99

- U3MepeHHas eguHMLA O5S pacTBOPEHUs N= EO 6

Muwukp oBronormnyeckas YymuctoTa Esp.®.5.1.4

o6ee KonmM4ecTBo aspoBHbBIX MUKPOOPraHN3MOB KOE/r <10 <=10°

0o0LLee KONMYECTBO APOXIKEBbLIX U MIEeCHEeBbIX rprudoB KOE/r <10 <=10?

oTtcyTcTBue Escherichia coli B 1mr (mn) COOTBETCTBYEeT  CM. Nokasartenu
oTcyTcTBYeT/I

XAPAKTEPUCTUKA TABJIETOK, COOEPXALLNX

OCTPAANON/ONOPOIECTEPOH:

onucaHne TabneTok ***) COOTBETCTBYET  CM. nokasartenu

NoanuHHOCTL

OCTPAANON

- BpeMs yaepxusanus sctpaguona (B3XX) COOTBETCTBYET  CM. Nnokasarenu
COOTBETCTBYyEeT CTaHOAPTHOMY PacTBOpY

B3XKX /Y® cnektpodoTOomMeTpUs COOTBETCTBYEeT  CM. NoKasarenu
COOTBETCTBYyEeT CTaHOAPTHOMY pacTBOpy

OWOPOIreCTEPOH

- Bpems yaepxmeaHusa actpaguona (BIOXKX) COOTBETCTBYET  CM. nokasartenu
COOTBETCTBYET CTaHOaPTHOMY pacTBopy

B3XXX /Y® cnektpodhoTOMeTpUS COOTBETCTBYET  CM. NoKasartenu

COOTBETCTBYET CTaHAapTHOMY PacTBOpY
PO,CI,CTBeHHbIe npmuMecun No OTHOLLEHUIO K 3CTpagunony
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(BIXKX)

9,11-acTpaguon

3CTPOH

6-keTo-3CcTpaauon

nob6asa eanHUYHaN NpUMech

cyMma npumecen

PozacTeeHHble NpUMECK NO OTHOLLEHUIO K ANAPOreCTePOHyY

(B3XKX)

nobasa eanHNYHaa NpuMecs

cyMma npumecem

KonuyectBeHHoe onpeaeneHne actpagmona, Kkak

C18H2402 (B3OXKX)

KonwuuectseHHoe onpeaenenve auaporectepoHa (B3XKX)

OpHopoaHocTb A03upoBaHmus, acTpagmon (B3OXKX)
coOTBEeTCTBYyeT

- CpefHee 3HayeHne

- MMHUMYM

- MakCUMyMm

- nokasarenb npuemnemoct (L1)

OaHopoaHOCTb 4,03UpoBaHWs, auaporectepoHa (B3IXKX)
coOTBEeTCTBYyeT

- cpefHee 3HayeHve
- MMHUMYM

- MaKkCUMyM

- nokasarenb npuemnemoct (L1)
PacTBopeHune actpagmon
Q=75% nocne 45 MuH.

- cpefHee 3HavYeHve

- MMHUMYM

- MaKkCUMyM

PacTtBopeHvne guaporectepoH
Q=75% nocne 45 MuH.

- CpefHee 3HayeHne
- MMHUMYM

- MakCUMyMm

n3mMmepeHHaa eamnHuMua ana pacreopeHuna n=

Muwuikp o Buonormnyeckas ymctoTa

obLee KonNM4ecTBO adpOBHBLIX MUKPOOPraHM3MOB
obLLiee KONMYECTBO APOXCKEBbIX M NIIECHEBLIX PMOOB

oTtcyTcrteue Escherichia coli B 1mr (mn)
oTcyTcTByeT/r
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*) rapaHTMpyeTCcs - 03HaYaeT «NPOBEPEHO B COOTBETCTBMM C MPOrpammoit Neproamnyeckux UCnblTaHuin».

**) Kpyrnble, 4,BOAKOBbINYK/ble TabneTKu, NOKPbITbie NNeHOYHOM 060104K0MN 6enoro UBeTa, C rpaBUPOBKOM «379» —Ha
oAHoM cTopoHe TabneTkn. Bua 1abnetok Ha nonepeyHom paspese: benasn, LWepoxosaTan NOBEPXHOCTb.

***) Kpyrnble, 4BOAKOBbINYK/ble TabNETKM, MOKPbITbIE MNAEHOYHOM 060/104KOM CEPOro LIBETA, CTPAaBUPOBKOM «379» — Ha
O/HOM CTOpOHEe TabneTkn. Bua 1abnetok Ha nonepeyHom paspese: 6enas, WepoxoBaTad NOBEPXHOCTb.

PesynbTaTbl MCMbITaHWIA NOKA3bIBAOT, YTO NPOAYKT cooTeeTcTeyeT HA MN011361/01-081019 nsmeHeHune Nel.
[aHHan cepua npomsseneHa U BbinyLLLEHa B COOTBETCTBUM C TPeHOBAHUAMM PETUCTPALMOHHOIO A0CbE U NMPaBUIaMMU
HajneKalllen Nponu3BOACTBEHHOM NPAKTUKN.

CooTBeTCTBYET PErynaTopHbIM TpeboBaHUAM Ceayowmx cTpaH: Poccuiickas ®epepaups

HacTtoAawwmnin ceptudmraT chopmmnpoBaH BaanamMpoBaHHON CUCTEMOM M 3aBEPEH 3/1EeKTPOHHOM NOANUCHIO.

04.01.2022 /16:54:31 ueHTpanbHO- €BPOMENCKOro BpeMeHU, 3N1eKTPOoHHaA noanuck: Meuteng AMepoHreH , YNoaHOMOYeHHOE nLO.
CepTudMKaAT NPOBEPEH U YTBEPKAEH.




