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305022, Poccus, Kypek, yn. 2-1 Arperathaa, 1. 1a/18

Iupextop no kauectsy: Ten/daxc (4712) 36-08-06, e-mail<nvkorneeva@pharmstd ru>
Hauanenux OKK: ten/dake (4712) 36-08-90

HaumeHoBaHue npenapara no HJ,

Homep cepuu

1132214

Qara npousBogcrea 03/2021

AHanusbl/McNbITaHUA nposeaeHbl B COOTBETCTBMM ¢ H,

fopgen ao 11/2022

0.0639/4
Crp. 1 134
Macnopt Ne 040000241724
PocTep aspo30/ib ANA MHraNALMA A03MPOBaHHbIA, 100 + 6 mKr/ posa
Konnyecrso npoaykumm B cepum (r.ynak) 55,971

HA NCP-000876/09-121218, uam.Nel

Aarta HanmeHoBaHue TpebosaHua HA PesynbTaTthl aHanu308/McnbITaHMi
aHanmsa nokasarenem
28.05.2021 Onucanune Bu3yanbHblid Coorsercreyer
BecuBeTHbIA MNK CBETAO-KENTBIN, NPO3PaYHbIA
PacTBOp B anoMUHMeBOM BannoHumke, KnanaH v BecuseTHbii, Npo3payHbIi pacTBop B
Bannor4uk aomkHbl 6bITh CBOGOAHBI OT BMOMMOM ANOMUHMEBOM BannoHumMKe. KnanaH un
KOppO3un. BannoHuuk CBOBOAHBI OT BUAMMON
KOPPO3MK.
28.05.2021 [epMeTUYHOCTL Becoeoit meTop, 115 mr/r
CpenHee 3Hauenne — He Bonee 525 mr/rog,
Becosoit meTop, 195 mr/r
MakcrmanbHoe MHOAWMBWAYANbHOR 3HAYEHUE — He
Bonee
750 mr/roa.
28.05.2021 Konn4ectso nos s E® nam o P 147
BannoHunke He meHee 3asBneHHOIO KoamyecTea (He meHee 120
£03)
28.05.2021 NoaauHHOCTL B3HX CooTtseTcTeyer
BeknomeTasoHa gMnponuoHaTt BIXX
Bpems yaepuuBaHMA OCHOBHOMO NMKA Ha bexknomerasoHa gunponuwoHaT
XPOMATOTPaMMe UCrbITYEMOTO PacTBopPa AOMKHO Bpema yaepueaHus 0CHOBHOTO NUKa Ha
COOTBETCTBOBATL BPEMEHK YAEPKWUBAHWA NUKA XPOMaTOrpamme MCnbITyeMOro
BexknomeTazoHa AMNponMoHaTa Ha PacTBOpPa COOTBETCTBYET BPEMEHM
XpOMarorpamme CTaHaapTHOIe pacTeopa. YAEPHMBaHWA NUKa BeknomeTasoHa
AMNPONMOHATE Ha XPOMATOrpamme
CTaHAapTHOTO pacTBopa.
BIXKX CootsercrayeT
PopmoTepona pymapar BIIKX
Bpema yaepruBaHma OCHOBHOTO NUKa Ha ®opmoTepona pymapat
XPOMATOrpaMmme WCNbITYEMOTO PAacTBOPa AOMKHO Bpema yaeprMBaHMA OCHOBHOMO NMKa Ha
COOTBETCTBOBATL BPEMEHM YO DMUBAHWA NWKA XPOMATOrpamme MCMbITYEMOro
dopmoTepona pymapata Ha xpomarorpamme PacTBOpa COOTBETCTBYET BpeMEeHH
CTaHAAPTHOTO pacTBopa. YAEDKUBAHKA NWKa GopmMoTepona
dbymapaTa Ha xpomatorpamme
CTaHAapTHOIO PacTBopa.
28.05.2021 PecnupabensHan KackagHbin umnakrop, BIMX 28,2 mkr
tbpakuma Konuuectso npenaparta, 0Ceswwero Ha NAacTMHax c
(meHee 4,7 mkr) 3n0 7 u Ha dunsTpe:
BeknomeTasoHa aunponuonat
ot 24,7 no 46,1 mkr
KackagHbii mnakrop, BIKX 1,8 mkr
KonuyecTso npenapata, 0Ce8LIEro Ha NNACTMHAX C
3 no 7 v Ha dunbTpe:
®opmoTepona bymapar aurnapar
o1 1,4 po 2,8 mkr
28.05.2021 PoacTeeHHbie npumecu BIXKX <=0,05%
MNpumecn beknameTasoHa AuNponuoHaTa
- BeknomerazoHosbIi cnnpT: He Bonee 0,5 %
BIXKX <=0,05%
Mpumecy BeknamerazoHa aunponuoHaTa
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Macnopt Ne 040000241724

PocTep a3po30ab ANA MHFANALMA A03MpOBaHHbIK, 100
+ 6 MKr/ no3a

Cepma: 1132214

- GeKnc:METasDHa-l?-MouonponwcHaT: He bonee
0,5%

BIMX

Mpumecy Geknamerazona gunponuoHara

- BexknomeTazoHa-21-MoHONPONUOHaT: He Gonee
10%

B3IHKX

Npumecn beknameTtaszoxa AgMNponuoHarta

- HeuaeHTMdUUMpyeman npumeck: He Bonee 1,0 %
BIKX

Mpumecn GexnamerasoHa AMnponuoHaTa

- Cymma Bcex npumecei : He Gonee 2,0 %

BIXX

Npumecu dopmoTtepona dymapara

- CHF 4278.01: He 6onee 1,5%

BIHKX

Mpumecn popmotepona dymapara

- CHF 4484: ve 6onee 1,0 %

BIMHKX

Nprmecn dopmoTtepona dymapara

- PMA: He 6onee 1,0 %

BIXX

Npumecu popmoTtepona gpymapara

- HemaeHTHdUUMpPyemas npumecs (RRt=0,75): He
bonee 0,5%

BIMKX

MNpumecn popmoTtepona dymapara

- HeuaeHThMUMpPyeMan Npumecs: He Bonee 1,0%
BIXKX

Mpumecn dopmotepona pymapata

- CYMMa BCeX NnpMMecen: He Bonee 4,0 %

<= 0,05%

<=0,05%

<=0,05%

0,10%

He obHapyxeHo

He ofiHapyweHo

He o6HapyxeHo

0,36 %

0,46 %

28.05.2021

Bopa

[® P®, 09C.1.2.3.0002.15, KYNOHOMETPHYECKOe
TUTpOoBaHKe no K. Puwepy
He Bonee 2000 ppm

630,0 ppm

28.05.2021

MexaHuyeckue
BKNIOYEHUA

Pa3sHMLUa Yucna yacTu, ¢ pa3mepom Bonee 100
MKM Ha UCNbITYEMOM OMALTPE U Ha punbTpe
CPaBHEHMWA He A0NXKHA NPeBbIWaTs 50.

28.05.2021

OpaHopopHoCTh
A03MPOBaHMA

BIXKX

PopmoTepona dymapart

9/10 - 75-125 % OT cpeaHero 3HaYeHmA
1/10 - 65-135 % OT cpeHEro 3HaYeHMA
BIKX

BeknomeraszoHa aunponmoHat

8/10 - 75-125 % OT cpeaHero 3Ha4eHus
1/10 - 65-135 % 0T CpegHero 3HaYeHus

98 % - 100 %

76%-82%

28.05.2021

KonuuecrsexHoe
onpeaenexHue (8
Bannonumke)

BIKX

beknomeTazoHa gunponuoHar

01 14,2 0o 16,6 mr/BannoHumnk
BIKX

®opmoTepona pymapara auruapar
071 0,852 no 0,996 mr/6annoHYMK

16,2 mr/BannoHumk

0,951 mr/6annoHumk

28.05.2021

KonuyectsenHoe
onpegenenue (8 nose)

B3MX

®opmoTtepona dpymapata guruapar
074,3 o 5,8 mkr/po3a

BIHKX

Bexknometazona ,QHHDOI'IMOHST

07 71,9 no 97,3 mrr/pno3a

5,0 mkr/pno3a

78,4 mkr/no3a

28.05.2021

MukpoBuonoruueckaa
YyucToTa

[® P®, 0BC 1.2.4.0002.15, KaTeropus 2

Obuwee 4ncno aapobubix GakTepuii u OPOMMEBBIX
v nnecHesbix rpuboe (cymmapHo) - He Bonee 1072
KOE B 1 mn

[® P®, 0PC 1.2.4.0002.15, Kateropua 2
Orcyterame Pseudomonas aeruginosa 8 1 mn

o Pd, 00C 1.2.4.0002.15, Kateropma 2

Menee 10 KOE/r

OrtcyTtcreyer

OTtcyTcTeyer
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®ocTep a3po30/b ANA HHTANALMEA A03WPOBaHHbIM, 100
+ 6 mKr/ gosa

Cepua: 1132214

Orcytcrame Staphylococcus aureus 8 1 mn

[® P®, OOC 1.2.4.0002.15, Kateropusa 2 OtcyTcTayer
OTcyTCTBME 3HTePOBAKTEPUM, YCTORUMBLIX K XenHm,
B1mn
28.05.2021 Ynaxoska B coorsetcTBMM C H, NICP-000876/09-121218 Cootsetcreyer
ANIOMUHUEBBIA BANNOHYMK C A03UPYIOLLMM
KnanaHom, codepawni 120 403 npenaparta. ANOMUHUEBLIA BaNNOHUMK ¢
Mo 1 6anN0HUMKY C MHTANATOPOM W MHCTPYKUME D031 PYIOLLMM KNANaHom, coaepraLlmii
NOMELLAKT B KAPTOHHY IO Nauky. 120 po3 npenapara.
Mo 1 6anN0HUMKY C MHFANATOPOM W
MHCTPYKUMEN NOMBWAKOT B KaPTOHHYIO
nayky. 50 nauex B oAHOM Kopobe.
28.05.2021 MapKkupoBKa B cootseTcTsmm c HA, NCP-000876/09-121218, CooTseTcTByeT

n3im.Nel

MapkupoBKa npenapara Npy ynakoske Ha
npeanpuaTv OAQ "®apmcraHaapr-/lekcpeacrea”,
Poccua

Ha atukertke 6annoHumka

Ha pyccrkom asbike ykasbiBaoT Toprosoe
HauMeHoBaHue npenapata, rpynnNMpPosoYHoe
HaMMEHOBAHWE NEHCTBYIOWWMX BELLECTB,
HaNMEHOBAHWE MPMbI-NPOU3IBOAMTENA U e
3Apec, NOTOTUN, NEKapPCTBEHHYIO Gopmy,
AO3MPOBKY, COCTAB OAHOM A03bl C YKa3aHUEM
H2aMMEHOBAHWA W KOAMYECTBA AeHCTBYIOWMX
BELUECTB, NepeyeHs BCNOMOTaTe/IbHbIX BELLECTs,
Konu4ecTso Ao3, «Cnocob npumerenna n nosy cm.
MHCTDYKUMIO. », NPeAy NpeaUTENbHBIE HAaAMWCH
(«XpauuT B HeaOCTYNHOM AnA peTedt mecTe.», «He
NPeBLIWaTL NPesnucarHyio A03y.», «Mepep,
NPUMEHEHNEM O3HAKOMBLTECH C NPUAAraemoit
MHCTDYKLUMEN. »), YCNOBWA XPaHEHMS, YCNOBNA
0TNYCKa, KOA(bI) yNakoBoOUHOrO MaTepuana, HoMep
CepHK, A3Ta U3FOTOBNEHMA, FOAEH A0.

Ha natuHnue aybnupyertca HaumeHoBaHKe
bupmbI-npon3BoauTenA.

Ha kapToHHOM navke

Ha pycckom asbike yka3biBawoT Toprosoe
HaMMeHOBaHWe NpenapaTa, rpYNNMPOBOYHOE
HaUMEHOBAHMeE ASHCTBYIOLLMX BEWLLECTB,
HaUMeHOBaHMe GMPMbI-NPOU3BOANTENA 1 ee
AAPEC, NOTOTHN, NeKapCTBEHHYIO hopmy,
AO3UPOBKY, COCTaB OAHOW AO3bI C YKa3aHWem
H3WMEHOBAHMWA 1 KONMYECTBA ASHCTBYIOWMX
BELLECTB, NepeyeHb BCNOMOraTeNbHbIX BEWECTS,
KONWYeCTBO 103, «Cnocob NnpumeHEeHWA U Ao3y CM.
MHCTPYKLMIO. », NpeaynpeanTensHbIe Haanuck
(«XparuTh 8 HegoCTyNHOM anA petei mecTe.», «He
NPEBLILATE NPEANUCaHHYIO A03Y.», «Mepeg,
NPUMEHEHWEM 03HaKOMBLTECH C NPUNaraeMon
MHCTPYKUMER. », «B npegenax yka3aHHoro cpoka
TOAHOCTH NAUMEHTLI MOTYT XPaHMTL Npenapar npw
KOMHATHO! TemnepaType (He Boiwe 25°C) B
TeyeHme 5 mecaues.», «[aty Havana XPaHEHWA NpK
KOMHATHOW TemiepaType cneayeT OTMeYaTh Ha
ynaKkoske.», «[NOBTOPHOE XpaHeHuUe B
XonofAunbHuke Heaonyctumo!», «flata Havyana
XPAHEHMA NPK KOMHATHOW Temnepatype:__ »),
YCNOBWA XDAHEHMA, YCNOBWA OTNYCKA, LUTPUX-KOA,
HOMED PErnCTpauMOHHOTO YA0CTOBEPEHHMA B P,
HOMED CepwK, /1aTd U3rOTOBNEHWA, TOAEH A0,
HaUMEHOBaHUe NPEANDUATMA, OCYILECTBNAIOLEro
BTOPUHHYIO yNaKOBKY NPENapaTa Ha TEPPUTOPMI
P® w1 ero norotun, pexsusnTei (appec, Ten./daxc,

Ha atnkeTke 6annonumka

Ha pycckom asbike ykasaHbl Toprosoe
HaWMeHOBaHWe npenapara,
rPYNNMPOBOYHOE HAUMEHOBAHME
AEACTBYIOWIMX BEWECTB, HAMMEHOBaHWE
GrpMbI-NpoM3BoaUTENS W ee aapec,
NOTOTWN, NEKapcTBeHHas dopma,
A03UPOBKA, COCTAB OAHOM A03bI C
YKasaH1em HauMeHOBaHUA 1
KONWMYeCTBa AeiCTBYIOLMX BELLECTB,
nepe4eHb BCNOMOraTe bHbIX BELLECTS,
KONWYECTBO 403, «CNocob npUMeHeHna
M 03y CM. MHCTPYKUMIO.»,
npeaynpeawTenbHbIe HaaNUCK
(«XpaHwTb B HepoCTyNHOM ana petelt
MecTe.», «He npesbilwaTh NpeanucaHHyo
A03y.», «[lepen NPUMEHEHUEM
03HaKOMbTECh C NPUAAraemMon
MHCTPYKLMEH, »), YCNOBMA XPaHeHMS,
YCNOBMWA OTAYCKA, KOA(bI) yNaKOBOYHOro
MaTepmana, HOMep Cepum, aata
W3rOTOBNEHMA, TOAEH A0.

Ha natwHuue aybaupyerca
HaUMEHOBaHMe GUPMbI-NPOMIBOAMTENA.
Ha kapToHHOW nauke

Ha pyccrom asbike yka3aHbl Toprosoe
HaWMeHOBaHWe npenapara,
TPYNNMPOBOYHOE HAMMEHOBaHHE
ARACTBYIOULMX BELLECTB, HAMMEHOBAHME
dMpmei-nponssoguTena n ee agpec,
NOrOTMN, NeKapcTBeHHas popma,
AO3MPOBKa, COCTaB OQHOA A03bI C
YKa3aHMEM HaMMEHOBAHMUA U
KONMYRCTBa AEWCTBYIOWLMX BELWECTS,
nepeyeHb BCNOMOTaTe/IbHbIX BEWECTS,
KONWYECTBO 03, «Cnocob npumeHeHnA
1M A03Y CM. MHCTDYKLMIO.»,
npeaynpeauTensHble HagnNMcK
(«XparuTs B HepoCTyNHOM Ana aeTed
mecte.», «He npeBbilwaTh NPesNMCaHHyo
[03y.», «llepen NnpuMeHeHKEM
O3HAKOMbLTECH C NPUNAraemon
MHCTPYKUKEA. », «B npeaenax
YK333aHHOIO CPOKA roAHOCTH NALMEHTbI
MOTyT XpaHuTs Npenapar npu
KOMH3THOH TemnepaType (He Bbiwe 25°C)
BTEYeHWe 5 mecaues.», « [laty Hayana
XPaHEeHWA NPU KOMHATHON TemnepaType
CNeayeT 0TMeYaTb Ha YNaKOBKe. »,
«MOBTOPHOE XPaHeHWe B XONOAMNBHUKE
Hegonyctumo!n, «flata Havana
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®ocTep aspozons ana UHranaumii AO3MPOBaHHLIN, 100
+ 6 mKr/ go3a

Cepwna: 1132214

caiT), dapmaxoq,.

Ha natunuue ny6nupyetca Toprosoe
HaUMEeHOBaHWe Npenapara C NpeaynpeauTenbHoM
M3pKUPOBKOM ®, HauMeHOBaHWe
bupmei-npoussogmuTens.

HononHuTenbHo MOryT HAHOCHTLCA CpeacTsa
MOBHTUOUKALNM ANA CUCTEMBI MOHUTOPHHTA
ABWHEHWUA NEKAPCTBEHHBIX NPenapaTos Ana

XpaHeHWs npu KOMHaTHOM
TeMNepaType:__ »}, yCNOBMA XpaHeHUs,
YCNOBMA OTNYCKA, WTPUX-KOA, HOMEp
PErMCTPaUNOHKOIO YAOCTOBEpEeHMA B PO,
HOMEp Cepuu, 0aTa U3rOTOBNEHMA, rOAEH
A0, HANMEHOBAHWE NPEANPUATKA,
OCYLLECTBNAKOLWEIO BTOPUYHYIO YNAKOBKY
npenapata Ha TeppuTopnu P® u ero

MEAMLMHCKOIO NPUMEHEHHA. NOTOTMN, PEKBM3NTLI (anpec, Ten./dakc,
caiit), dapmakoa.

Ha natwnnue aybavpyetca Toprosoe
HaWMEHOBaHMe npenapata ¢
npeaynpeauTenbHON MapkupoBKok ©,
HaumeHoBaHKue GUpPMbI-NPOM3BOAMTENA.
[ononHUTENBHO HaHeCeHbI CpeacTBa
MAEHTUOUKALMK ONA CUCTEMBI
MOHUTODHHIA ABMXEHMA NIEKADCTBEHHBIX
NPEenapaTos AnA MeAMLMHCKOTO

NPUMEHEHMA.
28.05.2021 XpaHeHue Mpw Temnepatype o712 o 8 °C, B 33WMLEHHOM OT CooTBeTtcreyet
CONHEYHbIX NyYer MecTe, BAaNM OT
HarpesaTteNbHbIx NpMBGOPOB. He 3aMoparkmBarTs.
28.05.2021 CpoOK rogHoCTH 20 mecaues lopex po 11/2022

3akniouenue OKK: JlekapcTseHHbli npenapar DocTep a3po30.b 118 HHTANAILHI Ao3nposanHeiii, 100 + 6 mxr/ 103a cepusa 1132214
cootsetcreyet HA /ICP-000876/09-121218, nam.Ne1
MNepsbii 3am. HawanbHKUKa oTpena:

s ™

MOANNHHUK 3NEKTPOHHOTO LOKYMEHTA,
NOANWCAHHOTO 3NEKTPOHHOK NOANNCHIO, XPAHWUTCA B
cucreme SIMMC dapmcrangapr
CBENEHWA O CEPTUOUKATE 311 -
CepTudmkar: 00D7B542671E000BB8EA11E4CFB71F0143
KoMy BbifiaH: Baiibakos Oner Cepreesmy
\ﬂeﬁc‘rauTeneH: ¢27.07.2020 no 27.07.2021 y

[ata Bb1Aa4M 33KNOYEHMA O KauecTBe 28.05.2021




