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PaspenieHue Ha BBIMYCK H BBOJ B rpasaaHcKuii 060poT
IM-4927361966 / 2020

HanMeHoBaHHe JIeKAPCTBEHHOI0 MPENAPATA IS METHIHHCKOT0 NMpPHMEHEeHHs
Tep6uon® cupon mmorma (Tltrowa mucThes 9KCTPAKT)
[(draxon) 150 i1 x 1 + (mosupyromas noxka) x1] x 1 (nauka KaproHHas)

Cepusi: I'onen no: Poinok: KoanyecTBo ynakosok:
786721 03.2022 RU 9.260 mr.

Ha ochoBanun HHGOpPMALMKU [IPENOCTABICHHON MHOCTPAHHEIM IIPOM3BOIUTENEM, HOATBEPXKAAIOMIE, YTO
CEpHA JIE€KapCTBEHHOTO Iipenapara Oblla NpOW3BeJeHa W IPOBEPEHA B COOTBETCTBHHM C JHIEH3Hell Ha
IPOM3BOICTBO JIEKAPCTBEHHEIX CPEICTB, TPEOOBAHUAMH PErHCTPALHOHHOTO J0Cke, TpebGosanusamu [TpaBui
HaJUIeXKAINeH MPOM3BOACTBEHHOH MpakTHKU (yTBepxaeHs! [IpukazoM MuHKCTEpCTBA IPOMBIIIICHHOCTH H
Toproia PO or 14 urons 2013 r. Ne916), a Takoke HHbIMU TpeGOBaHHAMH, YCTAHOBIECHHEIMH HOPMATHBHBIME
NpaBOBBIMH aKTaMK Poccuiickoit Denepariuu v cTpanbl UMIIOPTEpA.

HopmaTushas xoxkymenrauus: JIII-002031-141217

IMacmopr Ne:  Z86721 ot 08.04.2020 .
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ITpoayxkuus paspemnesa K BbIIYCKY H BBOIY B

rpaxiaHckHi odopor

Jlata JA HET

OTBeTcTBEHHOE JIHIO

o :‘\ LOKYMEHTg
,)\_‘ KAYECTBA 2

IINIoTEANHA




Fep6uon® cupon natowa (Maowa Auctoes

BKCTPaKT) cupon

Kopa Ne; 7C6561
MpogykT:

Maprua No: 786721
Lata npoussoacrea:  03.2020
Lata ncreveruns 03.2022

CPOKa rOAHOCTH:

(T4 KRKN

YNPABNEHUE
KAYECTBOM

Smarjeska cesta 6
8501 Novo mesto
Slovenia

Tel: ++386 7 3312 111
Fax: ++386 7 3211 537

Ynakoska: naKkoH) 150 ma x 1 + {ao3upyowan noxka) x 1

(¢ ) (A pytow ) x 1] CEPTUOUKAT

x 1 (nauka KapToHHan) AHAIU3A
XpaHeHwue: Mpu Temneparype He Bbiwe 25°C, B

OpUrMHaNbHOM ynakoske. He xpaHuto B

XONOANNBHUKE.

Oarta:10.04.2020

Tecr Cneuymduraums PesynbraTthl
Onucanue Cupon xenTosaro-kopuuHesoro yseta | CUPOM XenTosaTo-KOpUIHEBOro LseTa

C xapaKTepHsIM 3anaxom. JonyckaeTcs
Hanuwyue onanecueHuuu.

C XapakrepHeiM 3anaxoM. JonyckaeTcs
HaIM4ve onanecueHLm,

O8bem cofeprumore dnakona - He meHee 150 mn CooteeTcTRYET
Cpeanuit obxem cogepxinmoro
¢nakoHa
Q6bem coaepxumMoro nakoHa - He meHee 142 5 mn Coorsercrayer
ObbeM COAEPKIAMOro OAHOMO (hNakoHa
OTHOCKTENBHAA NNOTHOCTD Or 1,00 ao 1,30. 1.17
pH O1 300070 50
MoANUHHOCTD: Bpema yaepxuBaHUA OCHOBHOrO Nuka CooteeTtcrByeT
(Inrowia nucmees 3KCMpaKm Ha XpOMaTorpamMMe UCNbITYEMOro
(e sude 2edepakoauda C) - BOXX pacrtsopa (SaS) fonmkHo

COCTBETCTBOBATL BPEMEHM

YAEPKUBAHUA OCHOBHOTO NWKA Ha

XpOMETOrpaMme pacTBopa

cTaHaapTHoro ofpasua nnoia

JINCTBLEB 3KCTpaxTa cyxoro (SS).
MoanuHHOCTS! Bpems yaepUBaHUA OCHOBHOTO MUKa CoocTeeTcTBYRT
Hampus 6exHzoam - BOXX Ha XpOMaTOrpaMmMe UCNbITYEMOro

pacreopa (SaS) aomkHo

COOTBETCTBOBATD BPEMEHU

YABPKUBAHUR OCHOBHOTO NUKa Ha

XpOMaTOrpaMme CTaHaapTHoro

pacrsopa Hartpusa Bewsoara (SS).
KonuyecreeHHoe onpegeneHue; He meree 50,0 mr/100 r cupona. 68,7
ledepakoaud C
KonuyecTeeHHoe onpesenenne: He menee 85,0 % u He Bonee 1150 % 100,3
Hampus 6eH3oam HaTpuA BeHaoaTa OT 3aRBNEHHOTC

KONUYECTBA (38ABNEHHOE KONWYECTBO
= 0,17 r/100 r cupona).

MurpoBGuonorudeckas Jucrora

Ofee wncno aspobrbix
MUKPOOPraHuaMoB —~ He Gonee 10¢
KOE & 11 (Mn)

Obwee 41eno ApOXOKEBLIX U
nnecHesbix rpubos — He Bonee 102
KOE 8 1 r (mn)

OnTepobBakTepwii, M HEKOTOPLIE Apyrue
rpamoTpulaTenshble BakTepum — He
Gonee 10° KOE 8 1 r (Mn)
OrcyrerBue Escherichia colis 11 (mn)
Orcyrcreue Saimonella spp. B 10+
(M)

Otcyrcreue Staphylococcus aureus B
1r(mn)

2KOE B 1r(Mn)
0KOE 8 11 (mn)
<{0KOE B 11 (Mn)

Otcytereyer B 1 r (Mn)

Otcytereyer B 1 1 (Mn)

OtcytcteyeT B 1 r (Mn1)
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(T4 KRKN

Koz Ne: 7C6561 YNPABJIEHUE

NpoayKT: Fep6uoH® cupon naiowa (MAWa AMcTbes KAYECTBOM
IKCTPaKT) cupon Smarjeska cesta 6

Naptua Ne: 286721 8501 Novo mesto

[Aata npoussogcrea:  03.2020 Slovenia

faTa ucrteyeHus 03.2022 Tel: ++386 7 3312 111

CpOKa ro4HoCTK:

Fax: ++386 7 3211 537

YnakoBka: nakoH) 150 ma x 1 + (po3upyrowan noxka) x 1

:lt(?(nauxg KapTOHHasn) (Aosnpyiots Al CEPTUDUKAT
XpaHeHue: Npun Temnepatype He Bbiwe 25°C, B AHAJIU3A

OpPUIMHaNbHOW ynakoBKe. He XpaHuTL B

X0NoAMAbHUKE.

Oata:10.04.2020

Tect Cneumdurauua Pe3ynbraThl
Ynakosxa Mo 150 mn cupona Bo hNnakoHe TEMHOro cTekna Mo 150 mn cupona Bo priakone TEMHOTO

(run |1l), 3akynopeHHOro NNacTMaccosom
npoBkoii ¢ paccekaTenem XUAKOCTH 1
NNACTUKOBOM KPLILLKOW C KOHTPONEM NEpBOro
8CKPbITUA. Kaxgblil onakoH noMewarT B nadky
KapPTOHHYIC BMECTE C [,03UpYIOoLLeA NNacTUKoBOA
NOMKKOW W MHCTPYKUMER NO NPUMEHEHMIO.

crekna (tvn i), 3akynopeHHoro
nnacrmaccoeoit npobkoi ¢ paccexkarenem
WWAKOCTW ¥ NNACTUMKOBOMN KPLILIKOA C
KOHTPONEM NEPROro BCKpbITAA. Kaxabii
(bnakoH NOMELLAoT B Navky KapTOHHYIO
BMECTE C A03MPYIOWEN NNACTUKOBON NOXKOR
U MHCTPYKUMEHR NO NPUMBHEHKIO.

Mapkuposka Ha sTukeTke dhnakoHa Ha PYCCKOM A3bIKE
YKa3biBaKT!

TOProBOE HaMMEHOBaHKe npenaparta c
npeaynpeanTensHol Mapkuposkon ®,
rpYNNUPOBOYHOE HAaMMEHOBAHWE, NEKapCTBEHHYIO
thopmy, oObem CoAepHUMOre (hnakosa,
«OTxapkvBaloLLee CPEACTBO PAaCcTUTENBHOND
npoucxoXaeHuan», «ea caxapan, TOBAPHLIA 3HAK
(Ha naTtunuue) hUPMBI-NPON3BOAUTENS, HOMED
Cepuu, [aTy NPOU3IBOACTBA, CPOK FOAHOCTH,
NPON3IBOACTBEHHbI KOA YNAKOBOYHOIO
marepwana.

Ha BTOPWYHON ynakoske (Nauke KapTOHHOW) Ha
PYCCKOM R3bIKE YKa3biBAKOT:

TOProBOE HauMEHOBAaHWe npenapara ¢
npeaynpesuTEnsHON MapkuposKkon ®,
rpynnNUPOBOYHOE HaUMEHOBAHWE, NeKapCTBeHHYI
copmy, «OTxapkuBanLiee cpeisCcTBO
PaCTUTENLHOrO NPONCXOXKABHURAY, «Oes caxapay,
«ONA B3POCNLIX U AETEW 2+», Ha3sanue
AKTMBHOTO KOMMOHEHTA ¥ ero cojepxanue B 1 mn
cupona, «BecnomoratensHele seuwlecTsa; copbuton
wuakuit (E420), rnuyepon (E422),
nponunexrnukons (E1520), stanon (E1510) u
ADYrve, yKasaHHble B WHCTPYKUWW Nno
NPUMEHEHUKD», 06 BEM COAEPXKNMOro

GNaKoHa, NoKasaHua K NPUMEHEHIMIO, YCIOBUA
OTNyCKa, YCNOBUA XPaHeHKUA, cnocob npuMeHeHns
¥ A03bl, NPEAYNPEeAVTENbHEIE HAANUCK: «XPaHUTb
B HEAOCTYNHOM ANA gevei mecrer, «lepea
MPUMEHEHWEM BHUMETENbHO npouvTaiTe
NPUROKEHAYI0 UKCTPYKLmO», «Cupan
Heobx04MMO MCNONL30BaATE B TeYeHVE 3 MECALED
NoCne BCKPbITUA (hNaKoHa», PErcTPaLMOHHEIA
HOMED, TOBaPHbIA 3HaK (Ha naTuHnue) pupmei-
NPOUIBOAWNTENR, HA3BAHNE W agpec VPMbI-
npounasoantens: «Mponasoantens: AO «KPKA,

Ha aTukeTke hnakoHa Ha PYCCKOM A3blke
YKasbiBaKT

TOPrOBOE HaWMEHOBAHWE Npenaparta ¢
npeAynpeanTensHoit Mapkuposkoi ®,
rPYNNUPOBOYHOE HAaUMEHOBaHUE,
nekapcreerHyo dopmy, 06LEM COLEPHUMOro
nakoHa, «OTXapkiBaiLiee cpeacTso
PaCTUTENLHOrO NPONCXONAEBHUANS, «Dea
caxapa», TOBaPHbIA 3HaK (Ha natukuue)
pupmbI-Npon3BOAKTENA, HOMEP Cepnn, 4aTy
NPOW3BOACTBA, CPOK FOAHOCTY,
NPOM3BOACTBEHHBIA KOA YNAKOBOYHOO
martepuana.

Ha BTOPWUHOM ynaKkoske (navke KapToHHOM)
Ha PYCCKOM A3LIKE YKa3biBAKT:

TOpProBOe HaWMEHOBaHWe npenaparac
npeaAynpeaAuTensHol Mapkuposkon ®,
TPYNNMPOBOMHOE HBUMEHOBAHWE,
nekapcTBerHyo thopmy, «OTxapkusatoLies
CPEACTBO PACTUTENBHOMD NPOUCXOMAEHUAY,
«Bea caxapar, «N1A B3POCILIX U
LETEWN 2+», Ha3paHue aKTUBHOrQ
KOMMOHEHTa W ero copepwanue 8 1 mn
cupona, «BcnomoraTtencHble BewecTsa:
copburton xugkui (E420), rnudepon (E422),
nponunenrnukons (E1520), aranon (E1510) u
ADYIve, yKasaHHbIe B MHCTpYKUW No
npuMeHeHnKa», 00bemM coaepXUmMoro
ONaKkoHa, NOKa3aHWA K NPUMEHEHMIO, YCII0BUA
OTNYCKa, YCNOBUA XpaHeHus, cnocod
APUMEHEHUA U 403bl, NPEaYNPeANTENbHbIE
HaAmMCK: «XpaKuTb B HEAOCTYNHOM ANA
AeTen mecTtex, «llepes npuMeHeHnem
BHUMATENbHO NPOYUTARTE NPUNOKEHHYK
WHCTPYKUMio», «Cupon Heobxogumo
MCNoNbL30BaTh B TE4eHue 3 Mecaues nocne
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Kog Ne:
Npogykr:

MNapTna No:

Larta npounssopacrsa:
JaTa ncredyeHusn
CPOKa rOAHOCTK:

7C6561

Fepbuon® cupon naowa (Narowa nucrves

IKCTpaKT) cupon
286721

03.2020
03.2022

(T4 KRKA

YMPABNEHUE
KAYECTBOM

Smarjeska cesta 6
8501 Novo mesto
Slovenia

Tel: ++386 7 3312 111
Fax: ++386 7 3211 537

Ynakoska: [(dnakon) 150 ma x 1 + (goaupyrowan noxka) x 1] CEPTUDVKAT
x 1 (nayka KapToHHan)
XpaHeHue: Mpu Temneparype He ebiwe 25°C, 8 AHANUSA
OpPMIrMHaNbHOW YNaKoBKe. He XpaHuTs B
XONOAWUNIbHUKe,
fata:10.04.2020
Tecr Cneundmrauna Pe3ynsTaTh

A.A., HoBo mecton, [NoBxosa ynuua 5, 8501 Hoso
mecTe, CnoseHus», «BeiNyCKaKLWMA KOHTPONG
kadecrea: AO «KPKA, a4.4., Hoso mectoy,
Wmapselika uecra 6, 8501 Hoso MecTo,
Cnosenus», HOMep cepuv, 1aTy NPOM3BOACTSA,
CROK rOAHOCTH, LUTPUX-KOL, NPOU3BOACTBEHHbII
KOA, YNakoBOYHOro Matepuana.

HonyckaeTcs HaHeCeHWe Ha Nayky KapTOHHYIO
KOHTROMBHOMO (MABHTUUKELMOHHORO) 3HaKA
(KWU3) ¢ nonreim unu vactuyHbiM gyBnuposaniem
MH(POPMALWK, COASPKALLENCHA B HEM B BUAE
HATAEMOr0 Ne4aTHOro TEKCTa C Yenbio
MOHUTOPUHIE ABUNEHNSA TEKAPCTBEHHOMO
npenapara

OF NPOM3BOAUTENA A0 KOHEYHOro noTpeburena.

BCKPLITUA (DNAKOHAY, PErUCTPALNOHHLI A
HOMED, TOBAPHbIA 3HaK (Ha naTuHuYe)
UPMBI-NPOM3BOANTENRA, HA3BAHWE U aApec
dupme-nponasoauTens: «poussoguTEns:
AO «KPKA, a.4., Hoso mecTto», Moexosa
ynuya 5, 8501 Hoso mecro, CnoseHuay,
«Bhinyckalowui KoHTponb kavecrsa: AQ
«KPKA, p.4., Hoso mecTo»,

Wmapsewxa uecra 6, 8501 Hoso mecTo,
Cnosenus», HomMep cepuw, AaTY
NPOU3BOACTBA, CPOK FOAHOCTY, LUTPUX-KOL,
NPOU3BOACTBEHHBIA KOA YNAKOBOYHOO
MaTepuana.

Ha nadky KapToHHYIO HaHeCeH KOHTPONbHLIRA
(MaeHTuduKaLMorHbIi) 3xak (KN3).

Cpok rogsocTu

2 ropa

2roga

faHHBIA NPOAYKT BLINYCKAETEA B COOTBETCTBMM CTEKYLLUMU TpebosaHuamu GMP.

Cepua nekapCTBeHHOMC CPeACTBa NPOM3BEAEHa, NPOKOHTPONMPOBAaHa 1 ofobpeHa B COOTBETCTBMM C HOPMATUBHOM
AckymeHTauuen: NM-002031-141217

[Oarta Bbinycka Ha PbIHOK:

08.04.2020

YMPABIEHUE KAYECTBOM
DamMunng u JOMKHOCTb (3BaHue) nuya,
BblABLUEr0 PaspeLieHne Ha BhINYyCK cepun
MuneHa XuraHre
KaHAUAAT papM. HayK ¢

(4 KRKN
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