HEALTHCARE

Innovating for Well-being

Bl BesinG
I

Cuctemusiii nomep goxymenra: CK-NMKI-01-01

ITACITOPT Ne 008/21

Crp. 1 33

HAMMEHOBAHMUE MPOAYKIIHWH:

Yrpowecran®, kancyan 200 mr

CEPHA: 0019
KOJHUYECTBO B CEPHH: 62866 ynakosok, Nel4
JATA NPOU3BOJICTBA: 04.05.2021 r.

TOAEH 10: 04.2025 1,

NPEANPUATHE U3TOTOBUTENh:

000 «Bezen Manydokuypusur Pye» (Bee cTagmn
npoi3eoacTea), Pocens, Slpocnasckag  obn., r.o. T
Slpocnasnb, r. Apocnasas, ya. |-as TexHonoruseckas, . 14
Jinuensns Ne 00427-J1C or 30.10.2019 r.

CEPTU®HKAT GMP

GMP-0178-000444/19 o7 28.12.2019 1.

HOPMATMBHbBIH JOKYMEHT:

JIC-000186-140920, Him, N 1

HOMEP PETHCTPALIUOHHOTO
YAOCTOBEPEHUA:

JC-000186 oT 13.10.2009 r., (aaTa BHECEHHA H3IMEHEHHHA B
perucTpaumorHoe ynoctosepenue 24.02.2021 r.)

Ne MowrazaTens
1n/n

TpeGosannn HIL

PelyanTar anannsa

1. | Onncanne

OBanbtibie MRIKHE KenaTHHOBbIE
Kancynsi WENTOBATOTO LBeTa,
comepiKaliie  MacnaHyo  OenoBatyo
FOMOreRHyIo cycneHsnio (fes snaumMoro
pazgeseus (paz)

OsansHsle MACKHE HENATHHOBLIS

KaNCysibl AENTOBATOTD ugeTa,
conepwanme macnayio Genopatyio
rOMOTEHHYO CYCMEHIKID (Ges

BUAHMOIO pa3nesieHus §a3).

2, | Doayunnocrn

Bpema yaep:KHBAHIA OCHOBHOIO NHKa Ha
XPOMATOrpaMMe HCMLITYEMOro pacTBopa
NONWHO  COOTBETCTBOBATL  BPEMEHK
yAEpHHBAMHA  OCHOBHOMO  NilKa 1A
XPOMATOrpaMMme CTaHAapTHOTO pacTsopa
NporecTepoHa

IlonTBEpAAEHA

3. | Cpeansn macea 720 mr+ 10 % (or 648 ao 792 mr) 731 mr
30 n0AHERNOI
Kancvabl
4. | OpuopoaHOCTL N0 B cooTseTcTBHHK € TPEOOBAHKAMH CooTBETCTBYET
macee 18/20 kaneyn £ = 7,5 %
2/20 xaneyn > % 7,5 %.
0/20 kaneyn > + 15.0 %.
5. | PacnaaaeMocTtl, He Gonee 30 Muu Q MHH
6. | Paimep uacTuu He Gonee 10 mxm — ot 95 no 100 %; 100 %
Ot 2 10 4 MM - ot 30 o 55 %; 36 %
He Goaee 2 mxkm — ot 20 1o 60 % 54 %

7. | Roacrnenunie
n EHMECH

flpumecs A ~ ne Gonee 0,5 %:

Ipumecs B ~ He Gonee 0,5 %,

[Tpumecs C — we Gonee 0,5 %;

Mpumecn F u G ~ ne Gonee 0,5 %,
Ga-ruapoxcHnporecTepoH ~ He Bonee
0,2 %:;

6B-ruapokciinporecTepon — He Gonee
0.2 %;

6-keronporectepor ~ ie Sonee 0.2 %o;
Nwbas apyran eAMHHUYHAR TPHMECH ~ HE

Tpusecs A - He o0napyxena;
Mpumecs B — 0,06 %

Mpumecs C — 0,20 %;

Mpsisecs F u G — ne abnapyxeno,

6a-ruApoOKCHNPOrecTepod -  meHee
0,05%:
GB-ruapoKCHNPOrecTEPOH - He

oGHaApYIKEHO;
6 -keTONpOrecTepoH e 0OHe
JNiwbas apyras ¢ :

Gonee 0,10 %: 0,05 %: K
Cymma npumeceii — ne Sonee 1,0 % : ::,

8. | OanopoanocTs B cooTBETCTBHY ¢ TpeBosanuimy. CooteetcTBye &
03] i AV £15.0 AV =42 ’}3.:'!

Nrrree
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Innovating for Weil-being

Cueremublit Homep poxymenta: CK-NKI-01-01

NMACIIOPT Ne 008/21
) Crp. 2133
Ne Mokazarens TpeGosanna HIL PesyanTat aHann3a
n/n
9. | MuxpoGuoaoriyeckan | Obuee uieno azpodubix Gaxtepuil — we | Menee 10:
4HCTOTA Gonee 10811,
Obugee uneno aposckesslx u naecnessix | Menee 10;
rpuGoe — He BGonee 108 1 13
Oreyteraue Escherichiacolis 1 1] OreyTCTByeT,
Orcyteraue Pseudomonas aeruginosa 8 | OTcyTeTeyet;
ir
Orcytereue Staphylococcus aureus g | OTcyTeTayer,
r;
OTrcyreraie Candida albicans s 1 7 OTCYTCTBYET
10. | KonuuecrBeHuoe Ot 190 mr no 210 mr/kancyna 204 mr/kancyna (102 %)
gnpeaesieRie (o1 95 10 105 % OT 3asBNEHHOIC
KONHYECTRA MPOrecTepOHa).
11. | ¥nakoska Mo 7 «kancyn & Onuctepe w3 |Tlo 7 kancyn 8  Oancrepe 3
MBX/aniomunuesoit  donsrn  uan | [IBX/aniosunuesoit possr.
MBX/TIBX/amomMunuesoi Gonbru. 2 GaucTepa ¢ MHCTPYKumedl ne
2 Ganctepa  ©  HMHCTPYKUHEA  NO | MPHMCHCHUIO B MAaMKe W3 KAPTOHA (14
fpUMEHEHHIO B nauke Ml KapToua (14 | kancyn s notpebuTenscxoit ynakoske)
kancya 8 noTpeBuTenscKoi ynakosxe)
12. | Mapxuposka Ha Grnemepe yrazano: Ha éaucmepe yrazano:

Mg pyceKoM  Ribike  TOProsoe
HalMeHOBaHHe npenapata ¢
npeaynpeanTensHoil  MapxupoBkoil ®,
MHH, noiuposka; Ha aHrBHHACKOM A3bIKE
= TOprapoe HanMeHopaune npenapara ¢
npeaynpeunTenbHoi  mapkupoasoil ®,
MHH, nomposka: nOToTHO KOMMAHHHK,
Ha HMA KOTOpOro BLIAAHO
pericTpausoHHoe YAOCTOBEPEKE
(rpadwuka, naTHHHUA). HOMep Cepin,
CPOK FOAHOCTH,

Ha kapmoxnrol nAUKe Ha PYCCKON H3bIKE
VRA3aHo:

TOProBoe HAMMEHOBAHME npenapara ¢
npenynpeautensHoit  mapknposkoit &,
MHH, no3uposka, cocTas Ha | kancyny
(Ha3BﬂHHC H CG,D.B}J)KHHHE
ASACTBYIOLIEr®  BELLECTBA, MNepeveHb
BCMOMOTATENbHBIX BELLECTB),
KOJHYECTBO Kancyn B noTpebuTenbeKoi
YNaKoBKe, cnocob NpHUMEHEHHA,
HaseaHue, anpec u norothn (rpaduka,
AATHHHLA) KOMNAHMH, HA HM# KOTOPOR
BbIAAHO perucTpauncHHoe
YIOCTOBEpEHHE, HA3IBAHHE H  CTpaHy
GUPMEI-NPOHIBOAKTENA; yCRoBHA
XPAHEHHA, yCcnosna OTIYCKA;
npenynpennTebHbIC HAIOHEH:
«[TonpofHyre  undopMaUHy CcM. B
MHCTPYKUNM nO  fipuMeHennion, «He
npumelaT  No  HCTEUEHNN  cpoxa
roAHOCTHY. «XpaHHTb B HEAOCTYMHOM

Ha  pyeckom  f3btke  TOProBsoe
HaMMEHDBaHE npenapata c
npeaynpeanTeabtoit Mapknposkoi ®,
MHH. no3lkpoBKa;, Ha aHINKHACKOM
A3pIKe = TOProgoc HaMMEHOBaHHWC
npenapata ¢  fpeAyNPeRHTENLHOH
mapxuposkoil ®, MHH, a03upoBka;
JIOFOTHA KOMMNAHNKH, H3 HMR KOTOPOro
BbINANHO PETHCTPAUHOHHOE
yaocropepenue (rpaduka, natmHuua),
Homep cepuu 0019, cpok roanoctn 04
2025.

Hua rapmownHolt nauxke na  pyceroM
AIBIKE YRAIAHO!

TOproBoe HaHMeHOBaHME fpenapata ¢
npenynpeanTensHol Mapkuposkoid ®,
MHH, aosmpobska, cocTas Ha | Kancyiny
(wa3zsatine H conepanme

ACHCTBYIOWEro BEULECTBA, MepeveHs
BCMOMOMATENbHBIX BEWLECTB).
KOMUYECTBO Kancyn B

notpeButenscxofl  ynakoeke, cnocob
NPHMEHEHWA, Halsauue, anpec W
norotun {rpadika, RaTiHHUA)
KOMMAAHHK, HA HMA KOTOPOR BLIAAKHO
PErHCTpaLHOHHROE
Ha3EaHMe M
MPOHIBOAHTENS,
YCNOBUH OTAYEC
nHaanucH: «[lo
CM. B HHCTpYK
«He npusmenaTR)

Yo7 10 )
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Citeresubiii nomep aokystenta: CK-NKT-01-01

MMACITOPT Ne (08/21

Cip.3u33

e

Ne Morazatens Tpeosauna HA Pelysnbrar anannia

n/n
ANR leTel MecTe»; HOMep Ceplid. naty | Ans aeteil mecTe»: Homep cepHsl 0019,
NPOMIBOACTBA, CPOK FOAHOCTH, WTPHN- | daTy npowssonctea 05 2021, cpox
K04, Homep perucrpanHodHoro | roavocti 04 2025, wrpux-koa, Homep
YROCTOBEPEHMA, BHYTPERHHRA | PErBCTPALHOHHOrG  YOOCTOBEPERIIA,
TeXHMUYECKHA KoL ynakoBkM (dapma- | BHYTPEHHHH TEXHHYECKHH KO
KOM), YHUKanbHbIi KOI, KOA MPOAYKTA | YNakoskH ((hapma-kon), YHHKaNbHbI
MECTC  ANA HAHCCEHWA  cpeacTho | Koa, koA npoaykTa 03701217200623 »
HACHTHOHKAUMH. CMANM.
XpanuTe npu Temnepatype He Buiwe 25 | XpaHuTb NpH TemnepaType He suiwe 25
l}c fIC

13. | Cpox roanocTy 4 roaa 4 rona (no 04.2025r)

Jaknrovenne: coorsercTayer Tpebosaunay JC-000186-140920, Mam. Nel.

PykoBoauTens cny#Obl KauecTsa

Apxunosckas E.K.

140

000 «beaeMBkydhaksypunr Pycx
CNYXBA KAYECTBA

L noanuct

a;‘?i{z/ 2800 4rts




