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HanmeHosaHune npenaparta no HA, HWTpocnpei cnpen NoabA3bIMHLIA A03upoBaHHbIA, 0,4 mr/no3a

Homep cepumn 260621 Konuyectso npoaykumum 8 cepum (T.ynak) 30,704

Aara npownssoacrea 17.06.2021

AHanuabi/MucnbiTaHWA NpoBeaeHbl B COOTBETCTBMM ¢ HJ]

lopen pno 07 24

HA NCP-001698/07-130718, nam.Nel, uam.Ne2

fara HanmeHoBaHmne Tpe6oBaHua HJ, Pe3ynbratbl aHanM308/McnbITaHKIA
aHanusa nokasarteneu
19.06.2021 OnucaHune BuiyanbHbiin CooteeTcTByeT
MNpo3pauHan HECUBETHAA MUAKOCTb, HAXOAALLAACA MNpo3pa4Han GECUBETHAA MMAKOCTD,
B0 GNAKOHE C MEXIHUYECKUM A03MPYHOLLIMM HaxoAAWAACA BO HNaKoHe ¢
Hacocom. Onpenenexune NpoBOAAT MEXaHUYECKUM A03MPYHOLLMM HACoCoM.
HENOCPEACTBEHHO NOC/NE BCKPLITUA GNakoHa.
19.06.2021 NoanuHHOCTL BIKX CootseTcrayer
Bpemn yaepmuBaHuA OCHOBHOTO NUKa Ha Bpems yaepuBaHWA OCHOBHOTO NWKA Ha
XPOMATOrpaMme MCNbITYeMOro PacTBOPa A0/MHO XPOMATOrpaMme UCNbITYEMOro
COOTBETCTBOBATL BPEMEHM YACPMKWUBAHMA PacTBOPA COOTBETCTBYET BPEMEHM
OCHOBHOTO NWKA HA XpOMaTorpamme pacteopa CO YAEPHMBAHUA OCHOBHOTMO NWKA Ha
HUTPOMNMUEPUHA. xpomatorpamme pactsopa CO
HUTPOrNULUEPUHA.
23.06.2021 NoanuHHOCTL TCX CooTBercTeyeT
OCHOBHOE NATHO Ha XpPOMaTorpamme OCHOBHOE NATHO Ha XxpOMaTorpamme
MCNbITYEMOTO PaCcTBOPa, NO NONOMEHWUIO, AOMKHO WCMNBITYEMOro pacTBOpPa, N0 NONOMKEHWHD,
COOTBETCTBOBATH OCHOBHOMY NATHY Ha COOTBETCTBYET OCHOBHOMY NATHY H3
xpomarorpamme pactaopa CO HuTpornMuepuHa xpomartorpamme pactsopa CO
HUTPOrAMLEPUHA
19.06.2021 KuenotHoCTs BuayanbHbiA CooteeTcTByeT
L0MKHO NOABMTHCA PO30BOE OKPAWMBAHKME, HE NOABNAGTCA PO30OBOE OKPAWMBAHUE, HE
wcyesaouee 8 TedeHue 30 meyedawouee B Tedenmne 30 c.
22.06.2021 MaoTHOCTL re Xil, meton 1 0,811 r/cm3
070,802 no 0,824 r/cm3
19.06.2021 KouTpone 3a pabotoi 3a 0AHO HaXkaTve BbiaaeTca 1 no3a npenapata. CootsetcTeyer
Hacoca BblageneHve cofepHumoro A0MKHO NPOUCXOAUTL 3a oaHO HamaTtue BbigaeTca 1 ao3a
TONbKO YEPe3 OTBEPCTHE HACAAKM npenapara. BoiaeneHme coaepMmoro
NPOMCXOAWT TONBKO YEPE3 OTBEPCTHE
HacagKu
19.06.2021 Obbem cogepmmmoro He menee 10 mn 10,0 mn
dnakoHa
19.06.2021 OAHOpPOAHOCTL MAcChl ro Xl -4,8-6,6%
003kl M3 oaHoro dpnakoHa:
9/10 no3 - He BGonee + 25 % OT cpeaHeH MacCol
A03b!
1/10 no3 — He 6onee + 35 % OT cpeaHei macchi
003k
ro Xl 51-46%
W3 pasHbix pnakoHOB:
9/10 no3 - He Bonee + 25 % OT cpeaHen maccol
£03bl
1/10 po3 - He Bonee + 35 % OT cpeaHeir macchl
A03bl
19.06.2021 Konu4ecTso 403 Bo r® Xlil, meTon 1 232
pnakoHe He meHee 200 no3
20.06.2021 PoAcTBEHHbBIE NPUMECH B3 X 0,13%
naeHTudMuMpoBarHHas npumecs B — He 6onee 0,5
%
BIXX He obHapymeHo
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MaentuduumposarHan npumecs C — He Gonee 0,5
%

BIKX

WaenTnduumpoBaHHana npumecs D - He Bonee 0,5
%

BIMX

MaeHTudmumnpoBanHan npumecs £ — ve Bonee 0,5
%

BIKX

EAMHUYHAA HeWAEHTUOULMPOBAHHAA NPUMECH — He
bonee 0,5 %

He obHapymeHo

0,08 %

He obHapymeHo

BIKX 0,23 %
Cymma npumecei — He Gonee 1,5 %
23.06.2021 HeopraHwyeckue TCX Mewee 1%
HWTpaThI He 6onee 1%
19.06.2021 Konu4ectseHHoe BIKX 95,8 %
onpenenexue Ot 80 no 120 % HUTPOrNWUEPUHA B OQHOM f03e
24.06.2021 Mukpobuonoruueckan ra Xiil, Kateropun 2 Mewee 100 KOE/r
4YWCTOTa Obuiee uncno a3pobHbIx BAKTEPUI U APOMKEBBIX
v nnecHesbix rPUMBOB (CymmMapHo) - He Bonee 1012
KOE B 1 mn
@ Xlil, Kareropus 2 OTcytcTeyeT
Otcytcteme Staphylococcus aureus 8 1 mn
ro Xill, Kateropua 2 Orcyrcrayer
OtcyTcreve Pseudomonas aeruginosa 8 1 mn
r@ Xlll, Kateropuna 2 Otcytcrayet
OrcytcTBue 3HTepoBaKTEPUIA, YCTOMYMBBIX K XMenuu,
8 1mn
19.06.2021 Ynakoska B cooteetcTeum c HQ NCP-001698/07-130718 CooTBeTcTByeT
Mo 10 mn (200 Ao3) BO GNaKkoHbI 3
noAMNPONUAEHa, CHAabMEHHbIE MEXAHUYECKMMM Mo 10 mn (200 no3) BO dnakoHbl M3
A03MPYIOUMMKM HACOCAMM, HACAAKAMM W NONMNPONWAEHA, CHABMEHHBbIE
JAWMTHBIMKM KONNAYKamu, DNAKOH BMecTe ¢ MEX3HUYECKUMM A03IUDYHOWMMHU
VMHCTPYKUMER NO NPUMEHEHMIO NOMELWEHOT B NaYKy HaCOCamMm, HaCaAKaMK K 3aWNTHBIMK
13 KAPTOHA. KoNna4Ykamu. ®nakoH BMeCTe ¢
MHCTPYKUMER NO NPUMEHEHUIO
NOMELLAIT B Na4Ky M3 KapToHa. 108
na4yek 8 04HOM Kopobe.,
19.06.2021 Mapkupoeka B cootsetcTBmum ¢ HA NICP-001698/07-130718, Cootsercrayer

m3m.Nol
1) NepeuyHan ynakoBKka NEKapPCTBEHHOIO
npenapara.

Ha 3TMKeTKe yKa3blBaOT HAUMEHOBaHUE
npeanpuATUA-NPOM3BOAWUTENA, €70 TOBAPHLIN 3HAK,
anpec v Ten/hakc, TOProBoe HanmeHoBaHme
npenapaTa, MemayHapoaAHOE HeNaTEHTOBAHHOE
HAaWUMEHOBAHWE, NEKAPCTBEHHYIO Gopmy,
A03MPOBKY, KONUYECTBO NpenapaTa 8
MUNNUNUTPAX, YCNOBUA XxPaHeHua, «Mpenapar
XPAHUTL B OPUIUHANBHOM YNaKOBKE, «[IPUMEHATL
N0 HA3HAYEHUK Bpayan, « XPaHWUTL B HEAOCTYNHOM
ANA feTei mecTen, perncTPaunoHHbIR HOMEp,
HOMED CepuM, CPOK roAHOCTH, AONYCKALTCA
HaHecexune papmarona.

2) BTopryHan ynakoBka.

Ha naqxe yxa3biBaT HAMMEHOBAHKUE
NpeanpuATUA-NPOU3IBOAWUTENA, BrO TOBAPHbLIN 3HAK,
anpec v Ten/dakc, CanuT, TOProBOe HaMMeHOoBaHue
npenapaTa, MemAYHAPOAHOE HeNATeHTOBAHHDE
HaWUMEHOBAHMWE, NeKAPCTBEHHYIO hopmy,
A03WPOBKY, KONMYECTBO NPENapaTa 8
MUNTMNAUTPAX, MHOOPMaUKIKD O cocTase «CocTas
Ha oAHY A03y: HuTporamuepuHa 4 % pacteop B
sraHone 95 % — 10 mr (B nepecyerte Ha

1) NepBUYHAA YNAKOBKA NEKAPCTBEHHOID
npenapara.

Ha 3TuKeTKe yKa3aHbl HAMMEHOBAHKUE
NPeANpPUATUA-NPOU3BOAMUTENA, BrO
TOBapHbIM 3HAK, apec v Ten/daxc,
TOProBOE HAWMEHOBaHWe Npenapara,
MEXAYHAPDOAHOE HENATEHTOBAHHOE
HAaMMEHOBaHUE, NeKAPCTBEHHAA HOPMa,
[031POBKa, KONWYECTBO Npenaparta 8
MUNNWNMTPAX, YCNOBUA XPAHEHWA,
«MNpenapar XpaHwWTb B OPUrMHANbHOW
ynaxkoBke», «MPUMEHATL NO HAZHAYLHWKO
BPa4an, « XpaHwuTL B HEAOCTYNHOM ANA
OETER MECTEN, PErMCTPALUMOHHBIR
HOMED, HOMED Cepuun, CPOK roaHOCTK,
HaHeceH papmakon,

2) BropusHan ynakoseka,

Ha nauke yka3aHbl HAUMEHOBaHWE
npeanpuATHR-NPOM3IBOAMTENA, Er0
TOBapHbIA 3HAK, aAPeC U Ten/daxc, cant,
TOProBOE HaWMEHOBaHWe NPenapaTa,
MEXAYHAPOAHOE HENATEHTOBAHHOR
HaWMEHOBaHUe, NeKkapcTeeHHan Gopma,
A03MPOBKa, KONWYECTBO Npenaparta B
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HUTpOrnuuepuH) = 0,4 mr 3taHon 96% (cnupt
3ITUNOBbLIN PEKTUHUKOBAHHBIK) — A0 40 Mr,
«MPUMEHATL NO HA3HAMEHUIO BPAYa», «XPaHUTb B
HEAOCTYNHOM ANA aeTed mecte», «fpenapat
XPaHUTL B OPUIMHANBHOMK yNaKoBke», «CpeacTso
ANA KYNUPOBAHWUA U NPOGUNAKTUKM NPUCTYNOB
CTEHOKAapAWMWY, KONMYECTBO A03, «Mepbl
NPeAoCTOPOMHOCTA: CMOTPKU MHCTPYKUMIO NO
NDUMEHEHWKD», YCNOBUA XPaHEHUA, ycnosua

CPOK rOAHOCTK, WTPKX-KOA, Gapmakoa.

[0nonHWTENLEHO MOTMYT HAHOCUTLCA CpeacTBa
MARHTUOMKAUWK ANA CUCTEMBI MOHUTOPUHIA
ABUXEHUA NEeKAPCTBEHHBLIX NPenapaTos aAna
MEANUMHCKOTO NPUMEHEHUA,

OTMYCKA, PEFMCTPAUMOHHBIA HOMED, HOMEP CepuM,

MUANTUMAUTREX, MHDOPMAUKWIO O cOCTase
«CocTas Ha oAHY A03y: HUTpOrnMuepuHa
4 % pacteop B 3taHone 95 % — 10 mr (8
nepecyete Ha HATpornuuepuHd) — 0,4 mr
ITaHon 96% (CNMpPT 3TUNOBbIN
PEKTUOUKOBAHHBLIA) = A0 40 Mry»,
«MPUMEHATL NO HA3HAYEHWIO BPaYay,
«XPaHWUTb B HEAOCTYNHOM ONR AETewn
mecTe», «[penapar xpauuTeL 8
OpPHUrMHANBHOMK ynakoBke», «CpeacTso
ANA KYNUPDOBAHUA U NDOPHUNBKTUKM
NPUCTYNOB CTEHOKIPAWM», KONWYLCTBO
£03, «Mepbl NPefoCcTOPOKHOCTH.
CMOTPW MHCTPYKUKKD NO NPUMEHEHMION,
YCNOBUA XPAHEHWA, YCNOBUA OTMYCKa,
PerncTpaumnoHHbIA HOMEP, HOMEp Cepum,
CPOX rOAHOCTH, WTPUX-KOA, dapmaxoa.
A0oNonHUTeNbHO HAHECeHbl CpeacTsa
UABHTUOHUKAUMM ANA CUCTeMBI
MOHWUTOPUHIA ABUMEHMUA NEKAPCTBEHHbIX
npenapaTos AR MEANUMHCKOro

NpUMEHEHMA
19.06.2021 XpaHeHue Baanw ot orua, npu Temneparype He sviwe 30 °C Coorgertcrayer
19.06.2021 Cpok roaHocTh 3 rona lfonen ao 01.07.2024

3akniouenme OKK: flexapcTeeKbii Npenapat HUTpocnpeit cnpei NoabAIbIMHbIN 403MpoBanHbId, 0,4 mr/a03a cepun 260621
cooTeercrayer H ICP-001698/07-130718, uam.Ne1, uam.Ne2

HavanbHuK otaena:

e

NOANMHHUK INEKTPOHHOIO LOKYMEHTA,
NOANMCAHHOIO 3INEKTPOHHOM NOAMKUCLIO, XPAHWUTCA B
cucteme AMC dapmcTanaapt

CepTudmkat: 00d7b542671e000bb8eallf6cf8f96ca3a
Komy BbifiaH: Nlbicenko ExatepuHa AnekcaHapoBma
tﬁleﬁcmmenem ¢ 28.07.2020 no 28.07.2021

CBEAEHWA O CEPTUDUKATE 3N

J

JlaTa BbIAaYM 33KNONMEHWA O KauecTee 25.06.2021




«CBeAeHUA 0 BBOZE B rpaX4aHckuii 060poT B POCCUIACKOI depepauunm nekapcTBeHHbIX
CpencTs No coctoAHMIO Ha 01.10.2021 15:31»

Hara BHecenns B

Opranxzanms, Homep Howmep, nara
Toprosoe Ipon3asogurens Ceenenns o cragusax Hopmarusnas
AL HAHMEHOBAHHE (BBINYCKAKMAA KOHTPOJIBL) Ciyien NPOH3BOJICTBA JNOKYMEHTAIHSA SEAREETE cepin, s i
Pocanpasnamzopa ) : % rpakIaHCcKHi 00opoT NAPTHH na HJII
Hwurpocnpeii;
s i OTKphiTOE aKUMOHEpHOE
N0 bA3BIYHBII OTEpHITOE aKUHOHEpHOE e JICP-001698/07-130718;
JIO3MPOBAHHBIH obmecTBo wG_Mm”Eq. i Texcpencraa® Ham. Nel k OAO
25.06.2021 0.4 mr/posa 1 "MPapmcranpapt-JlekcpeacTsa” Poccusi Obmv aHapT-ToKepen JICP-001698/07-130718: Hisirac apt-Jlex 260621 s
wr. (10 ma), (OAO ( Ham. Ne2 k M TIHIRDT S NPT

chnakonst (1).
NaykH
KapTOHHBie/ ~

"®apmcrangapr-JlekcpeacTra”)

"®apmcrangapt-Jlekcpeacrtea”),
Poccus

JICP-001698/07-130718




