TNoroTun Ceptudmkar aHanusa

Matepuan: 25040731

HokymeHT: QDP0023692 V4

Ne ceptudumkara: 40000085896

HauvmeHoBaHue: HOBO-MACCUT, tTabnetku, NokpbITbie NeHo4Hon obonoykon, 30 wT
Cepwusi: 100029988 KonunuyecTBo: 39 849

Hdarta npousBoacTBa: 04.11.2021 CpoOK rogHoOCTHU: 31.10.2024
MapameTpbl Cneuudmkaumsa Pe3ynbTtaTtbl
OnucaHue TabneTkn oBanbHOWM OPMbI, ABOSAKOBLIMYKIIbIE, COOTBETCTBYET

-BU3yarnbHbIN

MognuMHHOCTL
- ®nasoHouabl (TCX)
QDP0015447

- 'BandgeHesnH (BOXKX)
QDP0017299

CpenHsisa macca TabneTku

OpHopoaHOCTb Maccehl

- He meHee 18 13 20
TabneTtok

Egp.® 2.9.5

- He B6onee 2 n3 20
TabneTtok

EBp © 2.9.5
Pacnagaemoctb

EBp.® 2.9.1
KonnyectBeHHOe
onpeaeneHue
QDP0015447

- cymma hnaBoHOMAO0B B
nepec4yete Ha
XINOPOreHOBYIO KUCMOTY
- rBandpeHesnH
MwukpoGurornoruyeckas
yncToTa

- A) ObLee uncno
a3pOOHbIX
MMWKPOOPraHM3MoB
QDP0054435

- B) Obuwee uncno
OPOXOKEBBIX M NIIECHEBBIX
ropnéos QDP0054435

- C) NpamoTpuLatenbHbIX
BakTepuin yCTONYMBBIX K
xenun QDP0054435

- D) Salmonella
QDP0054435

NMOKpbITbie 06004KOM BeaHO-3eNeHOro LUBeTa, C
pasgenstoLlen puckon Ha obenx CTopoHax.

Ha nonepeyHom paspese — 94p0 HEOAHOPOLHOM
CTPYKTYpbl CBETNO-KOPUYHEBOTO MM CBETHO-
KOPUYHEBOrO LiBETa C CepoBaTbiM OTTEHKOM.

OT1penbHble 30HbI Ha XpomMmartorpamme UcnblTyemoro COOTBETCTBYET
pacTBopa AOJIKHbl COOTBETCTBOBATL MO MNOJI0XKEHUIO,

3Ha4YeHU N NHTEHCMBHOCTW OKpaACKn 30HaM Ha

XpomMmaTtorpamme CtaHgapTHOro pacrteopa

Bpems yaepxmBaHusi OCHOBHOTO MyKa Ha

cooTBeTCTBYET

XpomaTtorpamMmmMe MCrbITYyemMoro pacteopa AOSKHO
COOTBETCTBOBATL BPEMEHU YAEPXKMBAHUA OCHOBHOIO
nuKa Ha XxpoMaTorpamme CTaHOAApTHOrO pacTeopa

reangeHesnHa

CpenHsaa macca 20 TabneTok gomkHa HaxoauTbcsa B 835 mr/tabn

npegenax 783 — 865 mr/Tab.

+5% oT cpegHen macchbl

+10% OT cpenHen maccol

He 6onee 30 MUH.

7,0-8,7 mr/Tabn

180 — 220 mr/Tabn

He 6onee 104 KOE/r

He 6onee 102 KOE/r

He 6onee 102 KOE/r

otcytcTByeT/10 1

COOTBETCTBYET

cooTBeTCTBYET

23 MUH.

7,6 mr/Tabn

203 mr/Tabn

<50 KOE/r

<5 KOE/r

0 KOE/r

otcytctByeT/10 T
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- E) Escherichia coli OTCYTCTBYET/T oTcyTcTBYeT/T
QDP0054435

- F) Staphylococcus OTCYTCTBYET/T oTcyTcTBYeT/r

aureus QDP0054435

Ccblifnka Ha HauMoHarnbHy hapMakoneto BKoYeHa B COOTBETCTBMM C TpeboBaHMAMM
poccumckoro M3, NpoayKT TecTupoBarncsi B cooTBeTcTBum ¢ EBponewckon dapmakoneen.
MapameTpbl «OQHOPOAHOCTL JO3NPOBaHNS (rBandeHesnH)» n «PacTtBopeHune»
KOHTpONupytoTca ans kaxgon 20 cepun.

TecT «PacnagaemocTb» He BKIlOHaeTCsl B cepTudmkat aHanumaa, KOHTPONMpyeTcsa TOMbKO B
cny4ae, Korga He BbIMOSIHAETCHA KOHTPOrb Noka3atens «PacTBopeHue».

PeaynbTaTbl TeCTMpOBaHUA 6ank npogykra npUMEHMMbI Ans napamMmeTpoB roTOBOro NPoayKTa u
MOryT ObITb MPOTECTMPOBAHbI Ha KAXK40W yNakoBaHHOW NapTuK.

HacTtosiwum noatsepxaato, YTo MHGOPMaLUMS, yKasaHHasa Bbile, noanuHHa. [aHHasa cepus
npogykta 6Obina npoTecTMpoBaHa B MOSIHOM COOTBETCTBMM C TpeboBaHuamu GMP n
TpeboBaHMAMM cheumdukaumm cTpaHbl-uMmnopTepa. PesynbTaTbl aHanmMsa COOTBETCTBYIOT
3aperncTpmpoBaHHoOM cneundukauumn.

Dara/Bpewms: 21.12.2021/ 10:13:36 CET
MoaTBepXxaeHo: Jan Wenglarzy

YnonHoMo4yeHHoe NunLo

D,aHHbIIZ OOKYMEHT ObI Cco34aH B CUCTEME C 3J1EKTPOHHbIMK NOoANMUCAMMN.
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