AKLMOHEPHOE OBLLECTBO
®APMALIEBTUYECKOE HAYYHO-MPOM3BOACTBEHHOE NPEONPUATUE
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OKMO 11307813; OrPH 1027739307936; WHH/KMM 7720031037 /501201001
©02-0T11-02-00502-2

AHAJIMTUYECKUI ITACIIOPT Ne 0189/20/1 ot «04» (espans 2020 r.

YPOJEPM, 35 r

Masp nns napyxuoro npumenenus, 30 %
Cepus: 020120 O6wem cepun: 15 875 yo.  [lara nsrotosnenus: 01.2020  Cpok rogHoct:  01.2023

Haumenoranue Tpe6opauns ®CII JII 001277-150217 Pe3yabTaTel ananusa
NoKa3aTens
Oifiitasme Onroponnas Masb 6€70T0 BETA, BO3MOKEH Ozaxopoaxas ma3b Genoro uBeTa He3 3anaxa
cnabblii 3anax ammuaka. aMMHaKa
KadecTreHHas  peakuuws ¢ n-auMeTHi-
loanuunocTts aMHHOOEH3aMbACIMAOM: JKENITOE OKpallMBa- C n-numeTh-amuHoGeH3anb ACTUROM SopL
€TCA Kenroe OKpalMBaHue
HUe
Macca conepxunvoro | Cpennee 3HayeHHe MaCChl conepxumoro 10
YNaKOBKH YNaKOBOK — He MeHee 35,0 r 35,1r
Macca conepsxumoro kaxnoii u3 10 ynakosox
OTHENILHO — HE MeHee 31,5 T Munumym 35,1 r
pH Or 6,0 10 8.5 8.0
IHcnepcrocTs KonuuecTBo sMyTbcHOHHBIX yacTHl B Henbl- | KomuiecTso SMYIbCHOHHBIX YACTULl B HCHbI-
IMyMHCHH TYEMOM 06pa39e, MMEKIKX anametp 1o 20 TYyeMOM 00pasiie, UMEIOILINX AHaMeTp 1o 20
MKM, JOJIKHO ObITh He MeHee S0 % MKM, 100 %
& Konuyectso ammuaka B npenapare He nomx- | Menee 0,1 %
MMHaK
HO npeebiats 0,6 %.
I'® XIII, xateropus 2:
- 00lliee wHCNO a3poGHBIX GakTepHil i APOKKE-
BLIX W IIECHEBBIX rpuOoB (cymMMapHo) B 1 ¢
npenapata — ne Gonee 10> KOE Menee 10 KOE/r
MuxkpobGuonoruye-
CKas YHCTOTa - Staphylococcus aureus B | r npenapara — ot-
CyTCTBHE He oGuapyxeno
- Pseudomonas aeruginosa s | r npenapara — orcyr-
CTBHE He oOnapyxeHo
Konuuecrsennoe Cozepxanue MOYEBHHBI B penapare 101KHO | ., 0.6 % N e
onpeJieneHne ObiTh 0T 27,0 10 33,0 %. 2R e 1A
Mo 10, 15, 20, 35 r B Y0y anioMHHHEBYIO. [To 35 r B TyOy antomuHHeByr0.
N Kaxayro TyGy Bmecte ¢ nnctpykumeit no me- | Kaknas Ty(0d BMECTE ¢ HHCTPYKLIHeid 1o MeTH-
AMUHACKOMY MPUMEHEHHIO OMEUIAOT B N1a4- | LHHCKOMY MPHMEHEHILIO MIOMEILIEHa B MAYKY 13
Ky 13 KapToHa, KapToHa.
Mapkuposka B cooteerctaHe ¢ DCII B cootserctene ¢ dCII
Xpanerue INpu remneparype ot 2 10 8 °C. 3amopaxusa- [Tpwu Temneparype ot 2 10 8 °C. 3amopakusa-
HHs He TOTYCKaTh HUA HE JOTIYCKAIH
Cpok roanocTy 3rona 3 rofa
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3amecTHTe/Ib AMPEKTOPA MO KOHTPOJIIO KayecTBa H.M. Tepranunckas




NAA G AKUMOHeDHOe 06LIecTBO
dapmMalieBTUYECKOE HAYYHO-NPOUSBOACTBEHHOE
PETHHOMADI B i s HOHNRIR npeanpuaTHe
PETUHOWADbI

IIOI[TBEP}KIIEHPIE
Ne /5 ot «ZY¥ » /"7/;////4 £ 2022 T

}’HOHHOMO'ICHHOTO JIHIA NPOH3BOAHTEJH 0 COOTBCTCTBHH JEKAPCTBEHHOTO

npenapaTa TpebOBAHHAM, YCTAHOBJIEHHBLIM MPH €ro
rocy/1apcTBeHHOH pPerucTpauHH

HacTosimuM MoATBEepIKAal0, YTO JEKapCTBEHHBIH IIpenapat
Ypoaepm, Mashb sl HAPYKHOTO npumeHeHnsi, 30%, Ty6a, mauka KapToHHas,
« _3_(__ » I,

cepus £/ C7  Gpun mponsBeeH Ha IPOM3BOACTBEHHOI Mtomanke AO
«PeTHHOMBI» B COOTBETCTBHHU ¢ TpeboBaHMsaMH HLeH3HH (nuensus 00400-JIC
or «30» amBrycra 2018 r.), JEHACTBYIOIIMMHM T[IpaBHJIaMH  OpraHU3aLNH
NpPOM3BOACTBA M KOHTPOJII KauyecTBa JICKAPCTBEHHBIX CPEICTB, a TaKkKe
TpeGOBaHUAMM, YCTAHOBIEHHBIMH IIPH €I0 FOCYAdPCTBCHHON PErHCTPaLIUH.

3agBJICHHBIH JICKAPCTBEHHBII IIpernapaT COOTBETCTBYET TPeOOBaHUAM

H/ JIT1-001277-150217

PY JII1-001277 ot 25.11.2011 1.

Mecto JokanM3anmy npoussojactsa: Mocksa, yi. IiexaHora, a. 2/46, ctp. 5.

O6bém cepun /S5 2 YITAKOBOK.

Mara Beinycka 72/ 202 ¢’

I'open 1o /202 3
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